	South West London Interface Prescribing Policy 2020-21
Appendix 2: SWL Shared Care Prescribing Guidelines and Transfer of Care Agreements (version 1)
Subject to regular updates- Last updated and approved by SWL Medicines Optimisation Group: 26 March 2020
For latest version see: www.swlmcg.nhs.uk

	PART I – SWL Shared Care Prescribing Guidelines



	BNF Chapter
	BNF Section
	Generic name
	Brand ®
	Indication
	Review date
	CCGs party to the agreement 

Lead CCG shaded
	Trusts party to the agreement

Lead provider shaded
	Shared care prescribing document

(available from www.swlmcg.nhs.uk )

	
	
	
	
	
	
	CCCG
	KCCG
	RCCG
	SCCG
	MCCG
	WCCG
	CHS
	ESH
	KHFT
	RMH
	SGUH
	SWLSG MHT
	

	1.5
	Chronic bowel disorders 
	Azathioprine, 
6-Mercaptopurine, Methotrexate (oral/sc), Sulfasalazine, Mesalazine

	Various brand names

	Inflammatory bowel disease in Adults
	Sept 20
	
	
	
	
	
	
	
	
	
	NA
	
	NA
	
[image: image1.emf]SCPG - DMARDs for  IBD- v3 26 03 2020.pdf


	Update by SWL Trusts

	4
	Central Nervous System

***Psychotropics***
	Not  included in any other SCPG below and as per SWL StG formulary 
	various
	various
	see website
	(
	
	
	
	
	
	(
	(
	(
	(
	(
	
	Link to SWL St Georges’ Mental Health Trust website
	Update by SWL StG MH Trust

	4.3.2
	Attention deficit hyperactivity disorder

CNS stimulants
	Methylphenidate
Lisdexamfetamine
Dexamfetamine

Atomoxetine 

(>18 years)
	Ritalin

Concerta XL

Equasym XL Medikinet XL
Elvanse Strattera
	ADHD (Adults)
	see website
	(
	
	
	
	
	
	(
	(
	(
	(
	(
	
	Link to SWL St Georges’ Mental Health Trust website



Update by SWL StG MH Trust
	“Your Healthcare” is also party to this agreement.

	
	
	Methylphenidate

Atomoxetine
	Ritalin

Concerta XL

Equasym XL Medikinet XL 

Strattera
	ADHD (Adults)
	Jun 14
	
	(
	
	
	
	
	(
	(
	(
	(
	(
	(
	The Trust party agreement for these documents is SLAM

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
[image: image2.emf]Atomoxetine Adult  ADHD SLAM



 EMBED AcroExch.Document.11 [image: image3.emf]Methylphenidate  Adult ADHD SLAM


	*CCCG – only with SLAM (see above)

Update by Croydon CCG/SLAM


	BNF Chapter
	BNF Section
	Generic name
	Brand ®
	Indication
	Review date
	CCGs party to the agreement 

Lead CCG shaded
	Trusts party to the agreement

Lead provider shaded
	Shared care prescribing document

(available from www.swlmcg.nhs.uk )

	
	
	
	
	
	
	CCCG
	KCCG
	RCCG
	SCCG
	MCCG
	WCCG
	CHS
	ESH
	KHFT
	RMH
	SGUH
	SWLSG MHT
	

	4.3.2
	Attention deficit hyperactivity disorder

CNS stimulants - cont’d
	Methylphenidate
Lisdexamefetamine

Dexamfetamine
Guanfacine Atomoxetine 

(6-18 year; NOT adults)
	Ritalin,
Concerta XL Equasym XL Medikinet XL
Elvanse

Intuniv
Strattera
	ADHD (Children)
	see website
	*
	
	
	
	
	
	(
	(
	(
	(
	(
	
	Link to SWL St Georges’ Mental Health Trust website 



Update by SWL StG MH Trust
	*CCCG – only with SLAM (see above)



	
	
	Methylphenidate
Lisdexamefetamine

Dexamfetamine
Guanfacine Atomoxetine 

(6-18 year; NOT adults)
	Ritalin,
Concerta XL Equasym XL Medikinet XL
Elvanse

Intuniv
Strattera
	ADHD (Children)
	see website
	
	(
	(
	(
	(
	(
	(
	(
	(
	(
	(
	(
	The Trust party agreement for these documents is SLAM

[image: image4.emf]ADHD Shared Care  Prescribing Guideline SLAM Croydon CCG Paediatrics January 2020.pdf



	*CCCG – only with SLAM (see above)

Update by Croydon CCG/SLAM

	4.3.3
	Bipolar disorder and mania

Lithium Salts
	Lithium
	Camcolit

Liskonum

Priadel
	Affective disorders
	see website
	(
	
	
	
	
	
	(
	(
	(
	(
	(
	
	Link to SWL St Georges’ Mental Health Trust website



	Update by SWL StG MH Trust

	4.4.1
	Dystonias and other involuntary movements

Neuroprotective agents
	Riluzole
	Rilutek

generic
	Treatment of patients with the amyotrophic lateral sclerosis (ALS) form of Motor Neurone Disease (MND)
	Mar 20
	
	
	
	
	
	
	
	
	
	NA
	
	NA
	
[image: image5.emf]Riluzole SCPG - CHS  ESH KHT SGH - CCCG KCCG MCCG RCCG SCCG WCCG - FINAL v2 210917.doc


	Update by ISPS (CSU)

	4.7.1
	Insomnia

CNS suppressants
	Melatonin MR
	Circadin MR
	Persistent sleep disorder in children with neurodevelopmental disabilities 
	see website
Jul 15*
	*
	
	
	
	
	
	*
	(
	(
	(
	(
	
	Link to SWL St Georges’ Mental Health Trust website



Update by SWL StG MH Trust
	
[image: image6.emf]Melatonin SCPG CHS  CCCG 072013


*Update by Croydon CCG


	BNF Chapter
	BNF Section
	Generic name
	Brand ®
	Indication
	Review date
	CCGs party to the agreement 

Lead CCG shaded
	Trusts party to the agreement

Lead provider shaded
	Shared care prescribing document

(available from www.swlmcg.nhs.uk )

	
	
	
	
	
	
	CCCG
	KCCG
	RCCG
	SCCG
	MCCG
	WCCG
	CHS
	ESH
	KHFT
	RMH
	SGUH
	SWLSG MHT
	


	4.7.2
	Narcolepsy

CNS stimulants
	Modafinil
	Provigil
	Narcolepsy
	Jan 15

Jul 14* 
	

*
	
	(
	(
	(
	(
	

*
	(
	
	(
	(
	NA
	
[image: image7.emf]130919 Modafinil  SCGP - KH KCCG.pdf


Update by Kingston CCG
	
[image: image8.emf]Modafinil CHS CCCG  30042012


* Update by Croydon CCG

	5.2.0
	Infection

Antimycobacterials
	Rifaximin
	Targaxan
	Chronic Hepatic Encephalopathy in Adults
	Dec 21
	
	
	
	
	
	
	(
	
	(
	NA
	
	NA
	
[image: image9.emf]Rifaximin SCPG -  CHS ESH KHT SGH - CCCG KCCG MCCG RCCG SCCG WCCG - FINAL  09012020.pdf


	Update by St George’s Hospital NHS Foundation Trust

	6.4
	Disorders of bone metabolism

Bisphosphonates
	Ibandronic acid
	Bondronat
	Prevention of fractures in metastatic breast cancer
	Mar 20
	
	
	
	
	
	
	(
	(
	(
	
	
	NA
	
[image: image10.emf]Ibandronic acid SCPG  - SGH RMH - CCCG KCCG MCCG RCCG SCCG WCCG - FINAL v2 210917.doc


	Update by ISPS (CSU)

	6.6
	Gonadotrophin responsive conditions

Gonadotrophin-releasing hormone analogues
	Leuprorelin

Triptorelin
	Prostap

Decapeptyl SR

Gonapeptyl Depot
	Precocious puberty (children)
	May 20
	
	
	
	
	
	
	
	
	
	
	
	NA
	
[image: image11.emf]Leuprorelin  Triptorelin SCPG - CCCG KCCG MCCG RCCG SCCG WCCG - CHS ESH KHT RMH SGH UPDATE FINAL Form v2 270918.doc


	Update by ISPS (CSU)

	6.7.4
	Growth hormone disorders

Human growth hormones
	Somatropin
	Genotropin Omnitrope


	Growth failure (children)
	Sept 21
	
	
	
	
	
	
	
	
	
	
	
	NA
	
[image: image12.emf]Somatropin  children SCPG CHS ESH KHT RMH SGH - CCCG KCCG MCCG RCCG SCCG WCCG FINAL v5 160519 FORM.doc


	Update by ISPS (CSU)


	8.1
	Malignant Disease and Immunosuppression
Antimetabolites
	Methotrexate
	Various brand names
	Psoriasis
	Sept 20
	
	
	
	
	
	
	
	
	
	NA
	
	NA
	
[image: image13.emf]SCPG - DMARDs for  Psoriasis v3 26 03 2020.pdf


	Update by SWL Trusts


	BNF Chapter
	BNF Section
	Generic name
	Brand ®
	Indication
	Review date
	CCGs party to the agreement 

Lead CCG shaded
	Trusts party to the agreement

Lead provider shaded
	Shared care prescribing document

(available from www.swlmcg.nhs.uk )

	
	
	
	
	
	
	CCCG
	KCCG
	RCCG
	SCCG
	MCCG
	WCCG
	CHS
	ESH
	KHFT
	RMH
	SGUH
	SWLSG MHT
	

	
	Cytotoxic responsive malignancy

Other cytotoxic drugs


	Hydroxycarbamide

(Hydroxyurea)
	Hydrea 

Siklos
	Chronic myeloid leukaemia,

Polycythaemia rubra vera

Essential Thrombocythaemia

Sickle cell disorders
	Jun 12
	
	(
	(
	(
	(
	(
	
	(
	(
	(
	(
	NA
	
[image: image14.emf]Hydroxycarbamide  CUH CCCG 2012


	Update by Croydon CCG

	10.1
	Drugs used in rheumatic diseases and gout
	Azathioprine, Hydroxychloroquine, Leflunomide, Methotrexate (oral/sc), Sulfasalazine
	Various brand names
	Autoimmune Rheumatic Disease in Adults
	Sept 20
	
	
	
	
	
	
	
	
	
	NA
	
	NA
	
[image: image15.emf]SCPG - DMARDs for  Rheumatic Disease v3 26 03 2020.pdf


	Update by SWL Trusts


	BNF Chapter
	BNF Section
	Generic name
	Brand®
	Indication
	Review date
	CCGs party to the agreement 

Lead CCG shaded
	Trusts party to the agreement

Lead provider shaded
	Transfer of care prescribing document

(available from www.swlmcg.nhs.uk)

	
	
	
	
	
	
	CCCG
	KCCG
	RCCG
	SCCG
	MCCG
	WCCG
	CHS
	ESH
	KHFT
	RMH
	SGUH
	SWLSG MHT
	

	2.3.2
	Thromboembolism
	Rivaroxaban
	Xarelto
	Acute Coronary Syndrome
	Jul 18
	
	
	
	
	
	
	
	
	
	NA
	
	NA
	
[image: image16.emf]ACUTE CORONARY  SYNDROME - Rivaroxaban Transfer of care April 2016.docx


	
	Update by SL Cardiac Pharmacist/RCCG

	
	
	Apixaban

Dabigatran
Edoxaban
Rivaroxaban
	Eliquis

Pradaxa
Lixiana
Xarelto
	Prevention of stroke and systemic embolism in AF
	Jul 18
	
	
	
	
	
	
	
	
	
	NA
	
	NA
	
[image: image17.emf]STROKE  PREVENTION IN AF - (3) DOAC Transfer of Care 2016.docx


	
	Update by SL Cardiac Pharmacist/RCCG

	
	
	Apixaban

Dabigatran
Edoxaban
Rivaroxaban
	Eliquis

Pradaxa
Lixiana
Xarelto
	VTE
	Jul 18
	
	
	
	
	
	
	
	
	
	NA
	
	NA
	
[image: image18.emf]VTE - (3) DOAC  Transfer of Care 2016.docx


	Update by SL Cardiac Pharmacist/RCCG

	
	
	LMWH

Dalteparin
Enoxaparin

Tinzaparin


	Fragmin

Clexane

Innohep
	DVT/PE associated with cancer
	Nov 19
	
	(
	(
	
	
	
	
	(
	(
	
	(
	NA
	
[image: image19.emf]LMWH - Transfer of  Care document - CHS RMH - CCCG MCCG SCCG WCCG - FINAL v2 241116.doc


	Update by RMH/ISPS (CSU)

	2.5
	Heart failure

Drugs acting on the renin-angiotensin system
	Valsartan with Sacubitril
	Entresto
	Symptomatic chronic heart failure
	Jul 18
	
	
	
	
	
	
	
	
	
	NA
	
	NA
	
[image: image20.emf]HEART FAILURE  chronic symptomatic - Sacubitril valsartan Transfer of Care 2016.docx


	Update by SL Cardiac Pharmacist/RCCG

	2.6
	Hyperlipidaemia

Bile acid sequestrants
	Colesevelam HCl
	Cholestagel
	Bile malabsorption in cancer patients
	April 22
	
	
	
	
	
	
	NA
	NA
	NA
	
	NA
	NA
	
[image: image21.emf]Colesevelam for  Bile acid malabsorption CANCER - ToC - RMH CCCG KCCG MCCG RCCG SCCG WCCG - FINAL v3 041019.doc


	Update by RMH/ISPS (CSU)

	
	
	
	
	Bile malabsorption in non-cancer patients
	April 22
	(
	
	
	
	
	
	NA
	
	
	NA
	
	NA
	
[image: image22.emf]Colesevelam for  Bile acid malabsorption NON-CANCER -ToC - ESH KHFT SGH - KCCG MCCG RCCG SCCG WCCG - FINAL v3 041019.doc


	Update by ESH/ISPS (CSU)

	BNF Chapter
	BNF Section
	Generic name
	Brand®
	Indication
	Review date
	CCGs party to the agreement 

Lead CCG shaded
	Trusts party to the agreement

Lead provider shaded
	Transfer of care prescribing document

(available from www.swlmcg.nhs.uk)

	
	
	
	
	
	
	CCCG
	KCCG
	RCCG
	SCCG
	MCCG
	WCCG
	CHS
	ESH
	KHFT
	RMH
	SGH
	SWLSG MHT
	

	4.1
	Dementia 
	Donepezil

Rivastigmine

Galantamine

Memantine
	Aricept

Exelon

Reminyl

Ebixa
	Alzheimer’s disease and Parkinson’s disease dementia, Lewy Body dementia (rivastigmine)
	see website
	*
	
	
	
	
	
	*
	(
	(
	(
	
	
	Link to SWL St Georges’ Mental Health Trust website 

Update by SWL StG MH Trust
Also accepted for Shared  Care
	*CHS replaced SCPG with ‘Integrated Medication Guidelines for use of Donepezil, Rivastigmine, Galantamine and Memantine in AD’

	4.2
	Epilepsy and other seizure disorders
	Various 
	Various
	Epilepsy
	Nov 18
	
	(
	(
	(
	(
	(
	
	(
	(
	(
	(
	(
	
[image: image23.emf]Antiepileptics oral  prescribing in Primary Care incl communication template - CHS - CCCG - FINAL v1 181116.pdf


	Update by CHS/CCCG

	


(:       Not considered or not deemed to be required





(:       Organisation not (currently) signed up
NA:    Drug not used and therefore not applicable 






:       Organisation signed up
4

_1527676126.pdf


 
 


FINAL VERSION 
Date prepared 30


th
 April 2012 : Date approved: 21


st
 June 2012 Review date:21


st
 June 2014        Page 1 of 8 


Shared Care Guideline: Prescribing Agreement for single agent  


Attention Deficit Hyperactivity Disorder (ADHD) medication 


ATOMOXETINE   


 in ADULT patients (over 18 years) 


Section A: To be completed by the Specialist Clinician initiating the treatment 


GP Practice Details: 
Name: …………………………………………………….. 
Address: …………………………………………………. 
Tel no: ……………………………………………………. 
Fax no: …………………………………………………… 


 


Patient Details: 
Name: ……………………………………………………….. 
Address: …………………………………………………….. 
DOB: …………../……….…/………..… 
Hospital number: ……………………………………………  
NHS number (10 digits): …………………………………... 


Specialist Clinician Details: 


Name of specialist: ………………………………………….       Clinic name: ………………………………………………….. 
Address: .......................................................................................................................………………………………………. 
Tel no: ……………………………………………………….…     Fax no: ………………………………………………………...   


Diagnosis:  


 


Dose of ATOMOXETINE to be prescribed by GP: 
 


Please tick one box  
□ – new adult diagnosis as above  OR  
□  - transferred from CAMHS 


Reason why methylphenidate not appropriate: 


Next hospital appointment:  


 


Dear Dr. ………………………………….…….., 
 
Your patient was seen on ……./….…/………..  and is stabilised on the medicine above (date started:…………………) for 


the specified diagnosis. I have discussed with the patient and emphasised: 
 The need for ongoing treatment will be reviewed on an annual basis for the first two years, then every two years. I 


will inform you when treatment is interrupted or discontinued. 
 The need to attend appointments with the Specialist Clinician and GP for ongoing monitoring 
 The need to bring the hand held monitoring booklet to all appointments with Specialist and GP.  


 
I am requesting your agreement to sharing the care of this patient from …../.…./…….. in accordance with the attached 
Shared Care Prescribing guideline. 


The following investigations have been performed on  ………../……./………. and are acceptable for shared care.  


Test Result Monitor Please record ongoing results in the  Adult ADHD monitoring 
booklet, which has been issued to the patient by the Specialist 
Clinician. 


 


Blood Pressure  3 monthly 


Pulse  3 monthly 


Weight  6 monthly 
 


Please take particular note of the guidelines where the areas of responsibilities for the Specialist Clinician, GP 


and patient for this shared care arrangement are detailed. 


Section B: To be completed by the GP and returned to the Specialist Clinician detailed above 


 
Please sign and return your agreement to shared care within 14 days of receiving this request. Tick which applies: 
 


□ I accept sharing care as per shared care prescribing guideline and above instructions 


 


□ I would like further information.  Please contact me on:………………………. 


 


□ I am not willing to undertake shared care for this patient for the following reason: 


………………………………………………………………………………………………………………………………………… 
 
 
GP name: …………………………………………GP signature:………………………………………………Date: …/…/….. 
 







 
 


FINAL VERSION 
Date prepared 30


th
 April 2012 : Date approved: 21


st
 June 2012 Review date:21


st
 June 2014        Page 2 of 8 


working in partnership with 
 


        


 
  


 
 


       
 


 


SHARED CARE PRESCRIBING GUIDELINE 


 


NOTES to the GP 


 
The expectation is that these guidelines should provide sufficient information to enable GPs to be confident to take clinical 
and legal responsibility for prescribing this drug.  
 
The questions below will help you confirm this:   
 
 Is the patient‟s condition predictable or stable? 
 Do you have the relevant knowledge, skills and access to equipment to allow you to monitor treatment as indicated in 


this shared care prescribing guideline?   
 Have you been provided with relevant clinical details including monitoring data? 
 


If you can answer YES to all these questions (after reading this shared care guideline), then it is appropriate for you to 
accept prescribing responsibility. 
 


If the answer is NO to any of these questions, you should not accept prescribing responsibility.  You should write to the 
consultant within 14 days, outlining your reasons for NOT prescribing. If you do not have the confidence to prescribe, we 
suggest you discuss this with your local Trust/specialist service, who will be willing to provide training and support. If you 
still lack the confidence to accept clinical responsibility, you still have the right to decline. Your PCT pharmacist will assist 
you in making decisions about shared care. 
 
It would not normally be expected that a GP would decline to share prescribing on the basis of cost.  


 


The patient’s best interests are always paramount 


 


  Shared Care Guideline: Prescribing Agreement for single agent  


Attention Deficit Hyperactivity Disorder (ADHD) medication 


ATOMOXETINE   


 in ADULT patients (over 18 years) 


Date prepared:  30
th
 April 2012 


 


Date of first approval:  21
st
 June 2012 


 


Approved by: Croydon Prescribing 
Committee, 


 


Next review date: 21
st
 June 2014 


 


Prepared by:  
Deepti Patel, Senior Practice Support Pharmacist, NHS Croydon 
Janice Steele, Deputy Chief Pharmacist, NHS Croydon 
Dr Sri Perecherla, Consultant Psychiatrist, SLaM 
Azizah Attard, Principal Pharmacist, SLaM 
Dr M Clementson, GP, NHS Croydon  
Dr B Abbott, GP, NHS Croydon 


Reviewed for SLAM NHS Trust by: 
Dr Sri Perecherla, Consultant Psychiatrist, SLaM 
Azizah Attard, Principal Pharmacist, SLaM 
Georgina Boon. Senior Clinical Pharmacist, SLaM 
 


ACTION – Specialist Clinician ACTION - GP 


 Complete section A of “Prescribing 
Agreement” and fax to GP for attention 
and action 


 Original to be filed in patient‟s clinical 
record 


 Please consider request within 14 days 


 If named GP is not available over the next week, pass request to a 
GP colleague 


 Complete section B of “Prescribing agreement” and fax back to 
consultant 


 







 
 


FINAL VERSION 


Date prepared:       30
th


 April 2012      Date approved: 21
st
 June 2012            Review date: 21


st
 June 2014                 Page 3 of 8 


:  


 


1. CIRCUMSTANCES WHEN SHARED CARE IS APPROPRIATE 
o Prescribing responsibility will only be transferred when the specialist clinician and the GP 


are in agreement that the patient‟s condition is stable or predictable and in accordance 
with NICE guidance.  


o The patient will only be referred to the GP once the GP has agreed in each individual 
case and the Specialist Clinic (hospital) will continue to provide prescriptions until 
successful transfer of responsibilities as outlined below. 


o    The adult ADHD specialist clinician will provide new patients with an initial supply of 


THREE months therapy or until the patient is stable – whichever is longer. 
o For patients transferring from CAMHS AND patient is stable then the adult ADHD 


specialist will approach GP for shared care under the adult ADHD shared care protocol. 
Otherwise adult ADHD specialist will continue to prescribe until patient is stable. 


 


2. AREAS OF RESPONSIBILITY 


 
 


 


 
 


3. COMMUNICATION AND SUPPOR


 Shared Care Guideline: Prescribing Agreement for single agent  


Attention Deficit Hyperactivity Disorder (ADHD) medication 


ATOMOXETINE   


 in ADULT patients (over 18 years) 


SPECIALIST CLINICIAN – Prior to shared care and transfer of prescribing responsibility 


 Prior to initiating atomoxetine the specialist clinician will: 
 Assess the patient and establish a diagnosis of attention-deficit hyperactivity disorder 
 Clearly demonstrate the diagnosis through a detailed report outlining the current problems, 


developmental history and presence of “core signs” of ADHD. These must meet the diagnostic 
criteria of the DSM-IV, AND are associated with at least moderate psychological, social and/or 
educational or occupational impairment based on interview and/or observation in multiple 
settings AND are pervasive, occurring in at least two settings. 


 Carry out a pre-drug treatment assessment which includes: 
• a full mental health and social assessment 
• a full history including: 


- assessment of history of exercise syncope, 
- undue breathlessness and other cardiovascular symptoms 
- heart rate and blood pressure-plot on centile chart 
- weight  
- family history of cardiac disease  


• an electrocardiogram (ECG) if there is a past medical or family history of serious cardiac 
disease, a history of sudden death in young family members or abnormal findings on 
cardiac examination. 


• risk assessment for substance misuse and drug diversion. 
 Where necessary, specialist clinician will request GP and/or Cardiologist to assist with assessment of 


general physical health including physical examination and/or examination of cardiovascular system.  
 Discuss ADHD treatment options in line with NICE guidance (CG72).This should include consideration 


of contra-indications, interactions and cautions, a discussion of the reasons for treatment, the possible 
side effects and the lack of information in relation to longer-term outcomes including effectiveness and 
adverse effects. 


 Ensure relevant baseline investigations are performed, documenting height, weight, blood pressure, 
pulse and these are communicated to the GP. 


 


 Initiate / continue (if transferred from CAMHS) treatment with atomoxetine in line with NICE guidance 
(CG072) on choice of drugs for adults with ADHD.  


 Closely monitor for agitation, irritability, suicidal thinking & self-harm, especially during the initial months of 


treatment and/or after each dose change. 


 Monitor the patient during this time and as required for symptom control, and provide the GP with 
appropriate clinical information and individual patient information. 


 Warn patient / carer about the potential for increased agitation, anxiety, suicidal thinking and self-harming 
behaviour especially in first few weeks of treatment.  


 Warn patient / carer about the potential for liver toxicity and to watch for signs of abdominal pain, 
unexplained nausea, malaise, darkening of urine or jaundice. 


 Monitor for dysmenorrhoea, erectile dysfunction & ejaculatory dysfunction in young people/adults. 


 Continue to prescribe, atomoxetine from the specialist clinic until dose is optimised and patient stabilised. 
and shared care has been agreed. 


 Determine a management strategy and communicate this to the GP. 







 
 


FINAL VERSION 
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th
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:  


 


 


 


 


 


 


 


 


 


 


 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 


 


 


 


 Shared Care Guideline: Prescribing Agreement for single agent  


Attention Deficit Hyperactivity Disorder (ADHD) medication  


ATOMOXETINE   in ADULT patients (over 18 years) 


SPECIALIST CLINICIAN  
 Once shared care has been accepted by patient’s GP and written confirmation received, the Specialist Clinician will:  


 Provide the GP with an individual patient Barkley symptom check list so GP is aware of baseline symptoms at point 
of shared care 


 Be available to give advice to GP if the patient‟s condition changes and to ensure that procedures are in place for 
prompt specialist review  


 Ensure carer support packages are in place together with behavioural packages if appropriate 


 Issue the patient with the patient held communication booklet with baseline BP (& centile), pulse, weight recorded 


 Review the patient yearly for the first two years then ONCE every two years.  
 Review to include weight, BP, pulse (and communicate these to the GP using the patient held 


communication booklet),  
 Review to include as per NICE guidance:  


 clinical need, benefits & side effects, views of the patient, preferred pattern of drug use, 


 effect of missed doses, planned reductions & brief periods of no treatment (to inform the GP when 
the treatment is being interrupted or discontinued) 


 coexisting conditions, treat or refer if necessary 


 need for psychological, social & occupational support 


 Continue to monitor patient for psychiatric disorders such as depression, hostility, psychosis and mania and 
symptoms such as palpitations, exertional chest pain, unexplained syncope, dyspnoea or other symptoms 
suggestive of heart disease 


 Continue to monitor for agitation, irritability, suicidal thinking & self-harm 


 Continue to monitor for potential liver toxicity 


 Continue to monitor for dysmenorrhoea, erectile dysfunction & ejaculatory dysfunction in young people. 


 Report any adverse drug effects experienced by the patient to the MHRA via „yellow card system‟. 


 Pregnancy: If patient becomes pregnant, the GP will notify and refer patient back to Specialist Clinician, shared 
care for ADHD will resume after pregnancy.  


 


 
GENERAL PRACTITIONER (GP)  


If the GP has agreed to shared care, (s)he should notify the specialist clinician in writing without delay and will: 


 Review the patient in accordance with specialist advice 


 Prescribe, atomoxetine once the treatment has been established, the patient stabilised on a particular dose of 
medication and shared care accepted. 


 Review the patient following the transfer of prescribing responsibility for: 
 Blood pressure and pulse – three monthly 
 Weight  & eating habit – six monthly 
 Drug side effects and adverse effects as outlined in the shared care guideline 


 Record the BP (including centile), pulse and weight in the patient held communication sheet and communicate any 
concerns to the specialist clinician 


 GPs to be familiar with the baseline symptoms (see Barkley symptom check list) and communicate 
significant changes in symptoms to the specialist clinician. 


 The GP is not expected to monitor for side effects or symptoms, however the GP should be aware of the following 


and should refer back to the specialist clinician at the specialist clinic if there is: 
 Deterioration of symptoms, 
 Patient is intolerant of adverse effects, 
 New or worsening psychiatric disorders such as depression, suicidal thoughts, hostility, psychosis and 


mania. 
 Symptoms such as palpitations, exertional chest pain, unexplained syncope, dyspnoea or other symptoms 


suggestive of heart disease 
 seizures exacerbated in a child with epilepsy or de novo seizures 
 Tics 
 Lack of efficacy 
 Non compliance is suspected 
 A change in social/domestic circumstances 
 Potential liver toxicity. Signs include abdominal pain, unexplained nausea, malaise, darkening of urine or 


jaundice.  
 Suicidal ideation: if signs of suicidal thinking or self-harm 


 Report any adverse drug effects to the MHRA via the yellow card scheme. 


 Pregnancy: If patient becomes pregnant, the GP will STOP atomoxetine and refer patient back to Specialist 
Clinician, shared care for ADHD will resume after pregnancy.  







 
 


FINAL VERSION 


Date prepared:       30
th


 April 2012      Date approved: 21
st
 June 2012            Review date: 21


st
 June 2014                 Page 5 of 8 


:  


 


Summary of monitoring Specialist clinician 
Yearly for first two years then 


ONCE every two years 


GP 


 


Baseline height, weight, BP & pulse  Baseline  


Blood Pressure (including centile) & pulse  √  √ every 3 months  


Weight & eating habit √ √ every 6 months  


Monitor ADHD symptoms √  


 


 


3. COMMUNICATION AND SUPPORT 


 


Specialist Contacts  


 


Other Contacts  


Specialist clinic contacts: 


 


 


Specialist clinicians name: 


 


 


Specialist clinic address: 
 
 
 
 
Telephone no: 
 
   
Fax no:  
 
 
NHS e-mail: 


 


 


 


School/SENCO 
 
Contact details: 
 
 
Social services: 
 
 
Contact details: 
 
 
Other services involved?      YES/NO 
e.g. SALT, OT 
 
 
 
 
Contact details 


Maudsley National Medicines Information Service  


 


For healthcare professionals only: Mon- Fri 09:00-17:00    telephone 020 3228 2317 


 


Specialist support/resources available to GP including patient information: 


 
1. Contact with specialist clinician 
2. Information in the British National Formulary (BNF) 
3. Summaries of Product Characteristics (SPC) website:  http://www.medicines.org.uk  
4. NICE clinical guidance 72 – Attention deficit hyperactivity disorder. Web link http://www.nice.org.uk/CG072  
5. The national Attention Deficit Disorder Information & Support Service Website http:// www.addiss.co.uk 
6. Adults with ADHD http://aadduk.org/   
 


 


 


 


 


 



http://www.medicines.org.uk/

http://www.nice.org.uk/CG072

http://www.addiss.co.uk/

http://aadduk.org/
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4. CLINICAL INFORMATION 
Indication(s):  Attention deficit hyperactivity disorder from age 6 years. ADHD is defined by core 


signs of inattention, hyperactivity and impulsiveness. Atomoxetine is licensed for use 
in adults with ADHD when the drug has been started in childhood. 


Place in Therapy: Atomoxetine is recommended in NICE guidelines as part of a comprehensive 
treatment program for attention-deficit hyperactivity disorder in children over 6 years 
of age. 


Therapeutic summary:  Atomoxetine improves core symptoms of ADHD 
 


Dose & route of 


administration: 


Atomoxetine is prescribed orally. It is available as an immediate release preparation, 
usually administered as a single dose in the morning with or without food. It may be 
prescribed as twice daily evenly divided doses in the morning or late afternoon or 
early evening. 
 


Strattera ® immediate release capsules 10mg, 18mg, 25mg, 40mg, 60mg or 80mg  
 
Children/adolescents up to 70 kg body weight: treatment is usually initiated at a dose 
of 0.5mg/kg/day. Dose may be increased after 7 days gradually as required to 
maintenance dose of approximately 1.2mg/kg/day 
 
Children/adolescents over 70 kg body weight: treatment is usually initiated at a total 
daily dose of 40mg. Increase dose after 7 days gradually as required up to 
recommended maintenance dose of 80mg. The maximum recommended total daily 
dose is 100mg. 
 


Duration of treatment: Determined on an individual basis. The Specialist Clinician will consider 
discontinuing treatment periodically or if no improvement. Transfer to adult 
psychiatric services will be managed on an individual case basis. 


Summary of adverse effects  
(See summary of product characteristics (SPC) for full list at http://www.medicines.org.uk ) 
 
Very common: >1/10,          Common: >1/100, <1/10      Uncommon: >1/1000, <1/100 
Rare: >1/10,000, <1/1000   Very rare: <1/10,000 
 
*Unknown: cannot be estimated from available data. (Data from post marketing experience spontaneous 


reporting) 
 


 


 Adverse effect  Frequency  Management  


Metabolic & Nutrition 
disorders 


Appetite decreased 
 
 


Very 
Common 


Monitor height & weight at baseline and 6 
monthly. Give advice on increasing 
calorific intake. Refer to Specialist 
Clinician for discontinuation/interruption of 
treatment if continued signs of weight loss 
or growth suppression.  


Anorexia Common 


Psychiatric disorders Irritability, mood swings,  Common Refer to Specialist 


Insomnia Common  Consider giving dose late afternoon. 


Suicide-related events, 
aggression, hostility, 
emotional lability 


Uncommon Refer to Specialist 


Early morning awakening Uncommon  


Psychoses (incl 
hallucinations), agitation, 
depression, anxiety, tics 


Unknown* Refer to Specialist 



http://www.medicines.org.uk/
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Nervous system 
disorders 


Dizziness Common  


Headache Very 
Common 


 


Somnolence (incl sedation) Very 
Common 


Split dose or give late afternoon 


Syncope, tremor, migraine Uncommon  


Paraesthesia,  
hypoaesthesia 
 


Unknown* Refer to Specialist 


Seizure Unknown* If exacerbated in child with epilepsy or de 
novo seizures – discontinue immediately. 


Eye disorders  Mydriasis Uncommon  


Cardiac disorders Palpitations Uncommon  


Sinus tachycardia Uncommon Sustained resting tachycardia, arrhythmia 
or systolic BP> 95


th
 percentile (or clinically 


significant increase) measured on 2 
separate occasions should prompt dose 
reduction and referral to specialist.  


QT interval prolongation  Unknown*  


Vascular disorders Raynaud‟s phenomenon Unknown*  


Gastro-intestinal 
disorders 


Abdominal pain, vomiting, 
nausea 


Very 
Common 


 


Constipation, dyspepsia Common  


Hepato-billiary 
disorders 


Abdominal/increased liver 
function tests, jaundice, 
hepatitis, liver injury, acute 
hepatic failure, blood 
bilirubin increased  


Unknown* Measure LFTS if there are clinical signs of 
abnormal liver function (abdominal pain, 
unexplained nausea, malaise, darkening 
of urine or jaundice). Discontinue and 
discuss with specialist clinician. 


Skin & Subcutaneous 
tissue disorders 


Dermatitis, rash Common  


Pruritus, hyperhidrosis, 
allergic reactions 


Uncommon  


Renal & urinary 
disorders 


Urinary retention, urinary 
hesitation  


Unknown*  


Reproductive system 
& breast disorders 


Priapism, male genital pain Unknown* Refer to Specialist 


General disorders & 
administration site 
conditions 


Fatigue, lethargy Common  


Asthenia Uncommon  


Investigations  Blood pressure increased, 
heart rate increased 


Very 
Common 


Monitor BP & pulse at baseline and every 
3 months. If systolic BP> 95


th
 percentile 


(or clinically significant increase) 
measured on 2 separate occasions should 
prompt dose reduction and referral to  
specialist 


Weight decreased Common Monitor 6 monthly. Give advice on 
increasing calorific intake. Refer to 
Specialist Clinician for discontinuation / 
interruption of treatment  if continued 
signs of weight loss 


 


* cannot be estimated from available data. (Data from post marketing experience 


spontaneous reporting) 
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Monitoring Requirements: 
 


Baseline: Blood Pressure, pulse, weight 
Ongoing: BP, pulse – 3 monthly (NICE), weight  6 monthly. 
No routine measurement of FBC, TSH, LFT, U&Es, but measure if 
clinically indicated 


Clinically relevant contra-


indications & drug 


Interactions: 


 


 


 


 


See BNF / Summary of 


product 


characteristics 


 


Atomoxetine is contra-indicated in patients with glaucoma 


Atomoxetine  with: 


CYP2D6 inhibitors (e.g. SSRIs 
(fluoxetine, paroxetine), quinidine, 
terbinafine 


May increase blood levels of 
atomoxetine, so slower titration may be 
required 


Drugs that prolong QT interval: 
e.g. anti-psychotic drugs, 
amiodarone, cisapride, 
disopyramide, moxifloxacin, 
erythromycin, lithium, methadone, 
mefloquine, sotalol or tricyclic 
antidepressants 


Increased risk of ventricular arrhythmias 


Drugs that lower seizure 
threshold e.g. tricyclic 
antidepressants, SSRIs, 
neuroleptics, phenothiazines, 
butyrophenone, mefloquine, 
chloroquinine, tramadol or 
bupropion 


Possible increased risk of convulsions 


Drugs which cause electrolyte 
imbalance (thiazide diuretics)  


Increased risk of ventricular arrhythmias 


Drugs that affect noradrenaline 
e.g. imipramine, venlafaxine 
mirtazapine or decongestants 
pseudoephedrine or 
phenylephrine 


Potential for additive or synergistic 
effects  


MAOIs Risk of hypertensive crisis. Do not use 
atomoxetine in patients being 
treated (currently or within last 2 
weeks) with MAO inhibitors 


Salbutamol or other beta 2 
agonists- high dose neublised or 
systemically administered  


Increased risk of cardiovascular side 
effects. Monitor blood pressure and heart 
rate. 


Anti-hypertensives Atomoxetine may decrease the 
effectiveness of anti-hypertensive drugs. 
Possible increase in blood pressure by 
atomoxetine.  


Practical issues: Atomoxetine is an ocular irritant and capsules are not intended to be opened. 
In the event of capsule content coming in contact with the eye, the affected 
eye should be flushed immediately with water. 
 


Key references: NICE guidance at  http://www.nice.org.uk/CG072 Summaries of Product 


Characteristics (SMP) for Srattera®  http://www.medicines.org.uk 



http://www.nice.org.uk/CG072

http://www.medicines.org.uk/
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Ibandronic Acid for the prevention of fractures in adult patients with metastatic breast cancer

		Shared Care Guideline: Prescribing Agreement





		Section A: To be completed by the hospital consultant initiating the treatment



		GP Practice Details:

Name: 

Address: 

Tel no: 

Fax no: 

NHS.net e-mail: 

		Patient Details:

Name: 

Address: 

DOB: 

Hospital number: 

NHS number (10 digits): 



		Consultant name: 

Contact details:


Address: 

Tel no: 

NHS.net e-mail: 



		Diagnosis: 


Prevention of fractures in adults with metastatic breast cancer

		Drug name, dose and frequency to be prescribed by GP:

Ibandronic Acid 50mg 



		Next hospital appointment: 



		Dear Dr. 

Your patient was reviewed on 

Patient information has been given outlining potential aims and side effects of this treatment and 

The most recent investigations have been performed on 

Test


Baseline


Date


Current


Date


Serum Creatinine (Cr)









Creatinine clearance









ALT









AST










Bilirubin










Alk Phos


Ca2+ (corrected)










Albumin










Phosphate










Other relevant information: 

Consultant Signature: ………………………………………………Date: 





		Section B: To be completed by the GP and returned to the hospital consultant as detailed in Section A above [If returned via e-mail, use NHS.net email account ONLY]



		Please sign and return your agreement to shared care within 14 days of receiving this request.

Tick which applies:

 I accept sharing care as per shared care prescribing guideline and above instructions


 I would like further information.  Please contact me on: 

 I am not willing to undertake shared care for this patient for the following reason:


     

GP name: 

GP signature: ………………………………………………Date: 





This Page is Intentionally Blank


		SHARED CARE PRESCRIBING GUIDELINE


Ibandronic Acid 

for the prevention of fractures in adult patients with metastatic breast cancer





		NOTES to the GP


The expectation is that these guidelines should provide sufficient information to enable GPs to be confident to take clinical and legal responsibility for prescribing this drug. 


The questions below will help you confirm this:  


· Is the patient’s condition predictable or stable?


· Do you have the relevant knowledge, skills and access to equipment to allow you to monitor treatment as indicated in this shared care prescribing guideline?  


· Have you been provided with relevant clinical details including monitoring data?


If you can answer YES to all these questions (after reading this shared care guideline), then it is appropriate for you to accept prescribing responsibility.


If the answer is NO to any of these questions, you should not accept prescribing responsibility.  You should write to the consultant within 14 days, outlining your reasons for NOT prescribing. If you do not have the confidence to prescribe, we suggest you discuss this with your local Trust/specialist service, who will be willing to provide training and support. If you still lack the confidence to accept clinical responsibility, you still have the right to decline. Your CCG pharmacist will assist you in making decisions about shared care.


It would not normally be expected that a GP would decline to share prescribing on the basis of cost. 


The patient’s best interests are always paramount



		



		Date prepared:

31/03/2017

		Review date: 

31/03/2020



		Approved by (date approved): 


SWL Medicines Optimisation Group 21/09/17

		Changes before review date:



		NHS Croydon CCG – CPC (07/07/2017)

NHS Kingston CCG - MMC (03/05/2017)


NHS Merton CCG - MMC (14/07/2017)

		NHS Richmond CCG –  RGPA (08/08/2017)

NHS Sutton CCG - MMC (14/07/2017)


NHS Wandsworth CCG – CEMMaG (22/06/2017)
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Dr Jonathan Edwards, GP MMC


Seema Buckley, Chief Pharmacist

		The Royal Marsden

Jatinder Harchowal, Chief Pharmacist



		NHS Merton CCG

Dr Vasa Gnanapragasam, Clinical Director, Medicines Management

Sedina Agama, Chief Pharmacist and Assistant Director, MO

		



		NHS Richmond CCG

Dr Zehra Rashid, GP MO Lead


Emma Richmond, Chief Pharmacist
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Sarah Taylor, Chief Pharmacist
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		Ibandronic Acid 

for the prevention of fractures in adult patients with metastatic breast cancer





1. LICENSING INFORMATION 

		Indication

		Ibandronic Acid



		Prevention of pathological fractures, bone complications (osteolytic lesions and bone pain) requiring radiotherapy or surgery, in adult patients with breast cancer and bone metastases  

		Licensed





2. CIRCUMSTANCES WHEN SHARED CARE IS APPROPRIATE


· Prescribing responsibility will only be transferred when the consultant and the GP are in agreement that the patient’s condition is clinically and biochemically stable or predictable e.g. no evidence of hypocalcaemia or hypocalcaemia is controlled.

· Patients will only be referred to the GP once the GP has agreed in each individual case and the hospital will continue to provide prescriptions until successful transfer of responsibilities as outlined below.


· Patients will have received a minimum of six months treatment with IV bisphosphonate. The patient will have been assessed as being stable and suitable for oral treatment and will have received at least four weeks oral treatment from the hospital specialist.


3. Areas of responsibility

		Consultant 



		· To initiate and stabilise patient on Ibandronic acid


· To adjust the dose as necessary 


· Outpatient appointments at least every 3 months (based on clinical need)


· Patient counselling – expected side effects and their management


· Blood tests (i.e. renal and hepatic function, calcium and phosphate periodically) / X-rays / scans when appropriate to monitor bone metastases 


· Communicate to GP when shared care is agreed by both parties:


· Full summary letter providing clinical details, indication and dosage to be prescribed.


· Test results


· Frequency of follow up appointments


· Progress report after each follow up 



		GP 



		· To continue prescribing oral Ibandronic acid once patient has been stabilised on treatment.

· To prescribe a suggested supply of 1 month (28 tablets) at a time.

· Adjust the dose as necessary and as advised by the specialist

· Monitor general health status of patient, liaising with secondary care where appropriate

· To encourage on-going engagement of the patient with secondary care services as detailed below.

· To encourage concordance.


· Support and educate patients/carers as needed.


· To refer back to the consultant if there are any signs of disease progression such as new areas of bone pain or concerns about patient’s condition (see below). 

· Monitor side effects and refer back to consultant if troublesome 



		Patient



		· Attend follow-up appointments with the GP/consultant including any scheduled blood test

· Use the treatment provided as intended, following any instructions either written or verbal and seeking help and advice from healthcare professionals where necessary

· Ensure medicines are stored correctly and out of reach of children.

· Ensure a sufficient quantity of medicine is available for use at all times during therapy without storing excess amounts.

· Inform GP/consultant of any changes in relation to their therapy e.g. side effects and introduction of new medicines or difficulties in administration.





4. Communication and support

		Hospital contacts:


(the referral letter will indicate named consultant)

		Out of hours contacts & procedures:



		St George’s University Hospitals NHS Foundation Trust

Breast Unit Consultants 

Dr Laura Assersohn 

Dr Muireann Kelleher 

Medical Oncology Department 


3rd Floor, Lanesborough Wing 


Tel: 
0208 725 2955

Breast cancer Specialist Pharmacist:


Paul Grayston    Tel: 0208 725 3948

		Hospital Switchboard:  


Tel: 020 8672 1255


Ask for the on-call Breast unit Registrar





		The Royal Marsden NHS Foundation Trust Breast Unit Consultants:


Dr M Allen 


Prof S.R.D. Johnston


Dr S McGrath

Dr M O’Brien

Dr A Okines

Dr J Noble

Dr M.M Parton

Dr A Ring

Prof. I.E. Smith


Dr S Stanway

Dr N Turner, 

Tel:  Fulham Road 020 7808 2748 / Sutton 020 8661 3280 


Fax: Fulham Road 020 7808 2563 / Sutton 020 8661 7313

Breast cancer Specialist Pharmacist: 

Jane Crimmin Tel: 020 7808 2424 Ext 1726

		Hospital Switchboard: 


Tel: 020 8642 6011 


Ask for the on-call Breast unit Registrar



		Specialist support/resources available to GP including patient information:



		· Medicines Information, St Georges Healthcare NHS Trust. Tel 0208 725 1759 (Monday-Friday 9.15-5.00pm)


· Medicines Information, Royal Marsden Hospital. Tel 020 8661 3456





5. CLINICAL INFORMATION 


NOTE: The information here is not exhaustive. Please also consult the current Summary of Product Characteristics (SPC) for the respective drug prior to prescribing for up to date prescribing information, including detailed information on adverse effects, drug interactions, cautions and contraindications (available via www.medicines.org.uk).

		Ibandronic Acid



		Route, Dose, Duration

		Monitoring Undertaken by Specialist before requesting shared care

		Ongoing monitoring to be undertaken by GP

		Stopping Criteria

		Monitoring following dose changes

		Follow Up



		Oral:


50mg taken orally as a single daily dose.


Renal impairment:


· CrCl > 50ml/min


( no dose adjustment


· CrCL >30ml/min and <50ml/min - 


( 50mg tablet every second day is recommended


· CrCl <30ml/min

( 50mg once a week

Duration of treatment


Long-term therapy until clinical assessment in secondary care suggests disease progression.


This may then require a change in treatment, such as recommencement of IV bisphosphonate therapy.

Average duration 2 years (Ref: RMH audit)

		Baseline 

Electrolytes, creatinine, liver function tests, bone profile (calcium, phosphate), dental examination

Correct hypocalcaemia and other disturbances of bone and mineral metabolism (diet, vitamin D/calcium supplements)

Ongoing 


Electrolytes, creatinine, liver function tests, bone profile (calcium, phosphate)


Ask patient about symptoms related to oesophageal reactions (new or worsening dysphagia, pain on swallowing, retrosternal pain, or heartburn) at each visit.


Ask patient about symptoms of atypical fractures of femur (thigh, hip or groin pain) at each visit.



		Ask patient about symptoms related to oesophageal reactions (new or worsening dysphagia, pain on swallowing, retrosternal pain, or heartburn) at each visit.


Ask patient about symptoms of atypical fractures of femur (thigh, hip or groin pain) at each visit.

.

		Stop if oesophageal reactions and refer to specialist

Stop and evaluate for an incomplete femur fracture

		Nil

		Specialist


All blood sampling, monitoring and subsequent management required will be performed in secondary care.


Arrange secondary care follow up of treatment to monitor and evaluate suitability of treatment, success of intervention and patient’s ongoing wishes to continue/stop treatment.


Send a letter/results notification to the GP after each clinic attendance indicating treatment plan.


Advise GP on review, duration and/or discontinuation of treatment when necessary. 


Inform GP of patients who do not attend clinic.


GP


Request patient seen earlier if unexpected change of course of disease or adverse events experienced between appointments.  






		Practical issues including adverse effects, interactions, other relevant advice and information (refer to SPC and/or BNF for full list):



		1. Administration - Patients should be counselled to take tablet first thing in the morning with a glass of plain water (not mineral water) before food/drink. Take whilst standing or sitting in an upright position. Patients should not lie down for 60 minutes after taking. Tablets should be swallowed whole, not sucked or chewed. 

Avoid food for 30mins after each dose, particularly calcium containing products, e.g. milk; also avoid iron and mineral supplements and antacids; maintain adequate fluid intake. 


2. Hypocalcaemia – The SPC advises that hypocalcaemia and other disturbances of bone and mineral metabolism should be corrected before starting ibandronate therapy. Patients should receive adequate intake of calcium and vitamin D; where this is not achieved through diet, supplements of calcium and vitamin D should be given. These will be prescribed and managed by St.Georges’ clinicians.

3. Osteonecrosis of the jaw - A dental examination with appropriate preventive dentistry should be considered prior to treatment with bisphosphonates in patients with concomitant risk factors (e.g. cancer, chemotherapy, radiotherapy, corticosteroids, poor oral hygiene).  While on treatment, these patients should avoid invasive dental procedures if possible.  For patients requiring dental procedures, there are no data available to suggest whether discontinuation of bisphosphonate treatment reduces the risk of osteonecrosis of the jaw. Clinical judgement of the treating physician should guide the management plan of each patient based on individual benefit/risk assessment. This will be managed by St.George’ s clinicians.

4. Oesophageal reactions - Oral bisphosphonates have been associated with various oesophageal reactions including dysphagia, oesophagitis, and oesophageal and gastric ulcers. Ibandronate is contraindicated in patients who have abnormalities of the oesophagus which delay oesophageal emptying such as stricture or achalasia, and in patients who are unable to stand or sit upright for at least 60 minutes.

5. Atypical fractures of the femur - Atypical subtrochanteric and diaphyseal femoral fractures have been reported with bisphosphonate therapy, primarily in patients receiving long-term treatment for osteoporosis. These fractures occur after minimal or no trauma and some patients experience thigh or groin pain, often associated with imaging features of stress fractures, weeks to months before presenting with a completed femoral fracture. Fractures are often bilateral; therefore the contralateral femur should be examined in bisphosphonate-treated patients who have sustained a femoral shaft fracture. During bisphosphonate treatment patients should be advised to report any thigh, hip or groin pain and any patient presenting with such symptoms should be evaluated for an incomplete femur fracture.

6. Hypersensitivity - Ibandronate is contraindicated in patients with hypersensitivity to ibandronate or to any of the excipients.  Caution is advised in patients with known hypersensitivity to other bisphosphonates.

7. Pregnancy and breast feeding - Ibandronate should not be used in pregnancy and caution is advised in women who are breast feeding. 



		Summary of adverse effects: 

(See summary of product characteristics (SPC) for full list) 

Very common: ≥ 1/10         Common:≥1/100, <1/10)       Uncommon:≥1/1000, <1/100         Rare:≥1/10,000, <1/1000






		Adverse event

		Frequency

		Management by GP



		Mild gastro-intestinal effects (e.g. oesophagitis, abdominal pain, dyspepsia, nausea)




		Common




		Ensure tablets are being taken appropriately (see  ‘Practical issues – 1. Administration’ above).  


Treatment should be stopped if patient develops symptoms of oesophageal irritation e.g. new/ worsening dysphagia, pain on swallowing, retrosternal pain, or heartburn and referred to the secondary care team at the earliest opportunity



		Hypocalcaemia

		Common on initiation but is corrected prior to starting oral treatment 

		Monitored in secondary care. Suitability for continuing oral treatment and management will be reviewed. If necessary calcium supplements will be recommended and prescribed by secondary care.



		Osteonecrosis of the jaw has been reported in some patients with cancer receiving treatment regimens including primarily intravenously administered bisphosphonates.



		Clinically significant drug interactions (refer to BNF for full list)


· Other bisphosphonates – concomitant use is contraindicated


· Non-steroidal anti-inflammatory drugs – These may exacerbate the oesophageal reactions and caution should be used if the drugs are co-administered.

· Aminoglycosides - Caution is advised with the prolonged use of both drugs as they are both associated with lowering of serum calcium levels.  This could also be associated with simultaneous hypomagnesaemia.
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Section A: To be completed by the specialist initiating the treatment 
GP Practice Details: 


Name:      ……………………………………… 


Address:      …………………………………… 


Tel no:      ……………………………………… 


NHS.net e-mail:      …………………………… 


Patient Details: 


Name:      ……………………………………………… 


Address:      …………………………………………… 


DOB:       


Hospital number:      …………………………………  


NHS number (10 digits):      ………………………… 


Specialist name:      ………………     Clinic name:       …………………………………. 


Contact details: 
Address:      ......................................................................................................................... 


Tel no:      ………………………………………      


NHS.net e-mail:      …………………………… 


Diagnosis:  
      


Drug name, form, dose and frequency to be prescribed by 
GP:      
 
 
 
 


Next hospital appointment:       
 
 
 


Dear Dr.      …………………….., 


Your patient was reviewed on       (insert date); he/she started on the above specified drug on       (insert start 


date) for the above diagnosis and in my view, his/her condition is now stable. I am requesting your agreement to 


prescribing/monitoring this drug for this patient from       (insert date) in accordance with the attached guideline.  


Please take particular note of the guidelines where the areas of responsibilities for the consultant, GP 
andpatient/carer for this shared care arrangement are detailed.  
 
Patient information has been given outlining potential aims and side effects of this treatment.The patient has 
given consent to treatment and to possibly receiving prescriptions from you as outlined in this document (with 
your agreement) and has confirmed to comply with instructions and follow up requirements. 


. 


The most recent investigations have been performed on       (insert date) and are acceptable for continued 


treatment. Please monitor These at month 3 and 9 and then 6 monthly. Include printout of results in GP 
communication. 
 


Test Baseline Date Current Date 


     Blood Pressure                         


     Pulse                         


Monitor      Result      Date      Centile       


     Weight (incl centiles)                         


     Height (incl centiles)                         


 


Other relevant information:      ……………………………………………………………………………………….. 


 
 


Specialist Name and Signature:      ………………………………………………Date:       
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Section B: To be completed by the GP and returned to the specialist as detailed in 
Section A above [If returned via e-mail, use NHS.net email account ONLY] 
Please sign and return your agreement to take over prescribing/monitoring as outlined in this guideline within 14 
days of receiving this request. 
Tick which applies: 


 I accept prescribing/monitoring responsibility as per this guideline and above instructions 


 I would like further information.  Please contact me on:      ………………………. 


 I am not willing to undertake prescribing/monitoring for this patient for the following reason:  


          ………………………………………………………………………………………………………………. 


 


GP name:      ………………………………………….………. 


GP signature:      ………………………………………………Date:       


 
Section C: Role and responsibility of patient  
A shared care prescribing guideline/transfer of prescribing and monitoring agreement is an agreement between 
healthcare providers (your consultant/specialist in hospital, your general practitioner) and yourself to jointly 
manage the prescribing and monitoring of your treatment.  
To gain the most benefit from your treatment, it is important that you work together with your healthcare provider. 
It is expected that you will follow these guidelines to ensure your own safety, health and wellbeing. You should 
be able to decline shared care if you decide after careful consideration of the available options that shared care 
is not in your best interest. 
 


• You should make sure that you understand about your treatment. This includes dosing schedules and 
warning symptoms 


• If you do not understand certain aspects of your treatment, ask for more information from the person 
prescribing your medication 


• Read the patient information leaflet included with your medication 


• You should raise concerns about your treatment with the person prescribing your medication 


• Talk to the consultant/specialist and come to an agreement of how the treatment should be provided to you 


• Give permission to have aspects of your care communicated to other healthcare providers 


• Ensure that you are provided with contact details for support and help if required. Contact details should be 
provided for both in- and out-of-hours. 


• You should schedule and attend all appointments. If you are unable to attend an appointment, please inform 
your respective healthcare provider and reschedule. 


• You should keep an up-to-date written list of all medicines (including over-the-counter products) you are 
taking 


• You should an up-to-date written list of any additional products – such as vitamins, minerals or other dietary 
supplements 


• You should bring these lists with you each time you visit a healthcare provider or are admitted to hospital 


• You should carry these lists in case of an emergency 


• You must not let anyone else take your medication 


 
It is your responsibility to follow these guidelines. The guidelines are here for your safety, health and wellbeing. 
If you would like to obtain more information on your rights, roles and responsibilities in your healthcare, please 
ask an NHS professional for information on the NHS constitution. Alternatively you can visit 
www.gov.uk/government/publications/the-nhs-constitution-for-england 
 


To be completed by patient/carer 
Please read ‘Section C: Role and Responsibility of patient’ and sign below to indicate the following: 
 


 I have read and understood the role and responsibilities of a patient in a shared care/transfer of care and 
monitoring setting 


 I agree for my care to be shared between the consultant/specialist and the Primary Care Prescriber 
 I have obtained ‘Section C: Role and Responsibility of patient’ as a copy for my perusal 


 


Patient Name           ……………………………………… 


Patient Signature      ………………………………………                        Date:       …….. 


 
 



http://www.gov.uk/government/publications/the-nhs-constitution-for-england
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NOTES to the GP 
 


The information in the shared care guideline has been developed in consultation with Croydon CCG and 
it has been agreed that it is suitable for shared care. 


 
This document should provide sufficient information to enable you to make an informed decision regarding 
the clinical and legal responsibility for prescribing either methylphenidate, atomoxetine, 
lisdexamfetamine, dexamfetamine or guanfacine for the treatment of ADHD in Children and 
Adolescents aged 6-18 years* 


The questions below will help you confirm this: 
▪ Is the patient’s condition predictable or stable? 
▪ Do you have the relevant knowledge, skills and access to equipment to allow you to monitor 


treatment as indicated in this shared care prescribing guideline? 
▪ Have you been provided with relevant clinical details including monitoring data? 


 


If you can answer YES to all these questions (after reading this shared care guideline), then it is 
appropriate for you to accept prescribing responsibility. 


 


If the answer is NO to any of these questions you should contact the requesting specialist or your local 
CCG Medicines Management Team. There may be implications for the patient where the invitation to share 
care is declined. For example, the patient may need to be changed to an alternative treatment regimen. It 
would not normally be expected that shared care prescribing would be declined on the basis of 
cost. 


 
Sharing of care assumes communication between the specialist, GP and patient. The intention to share 
care should be explained to the patient by the specialist initiating treatment. It is important that  patients 
are consulted about treatment and are in agreement with it. 


 
Prescribing should follow requirements in the South West London Interface Prescribing Policy. 
The doctor who prescribes the medication legally assumes clinical responsibility for the drug and 
the consequences of its use. The patient’s best interests are always paramount. 


 
*N.B NICE recommends that the treatment of ADHD can start from the age of 5 years – however all 
medicines that are used to treat ADHD are only licensed for children from 6 years of age. 


 
 


 
 
 
 
 


SHARED CARE PRESCRIBING GUIDELINE 
Methylphenidate, atomoxetine, lisdexamfetamine, dexamfetamine 
and guanfacine for the treatment of Attention Deficit Hyperactivity 


Disorder in Children and Adolescents aged 6-18 years 


Once you have read the shared care guideline and considered the 
information above, please complete the GP decision form (Section B) 
and email back to the requesting clinician if you are in agreement to 
participate in shared care. If you are not in agreement, please include 
reasons for this. 
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Drug Name Licensed Indication Preparations 


 
 
 
 
 
 


 
METHYLPHENIDATE 


(CD Schedule 2) 
Prescriptions for 
sustained release 


tablets or capsules 
should specify the 


brand 


 
 
 
 
 
 
 
 


Licensed for ADHD for 
children over 6 years of age. 


First line for ADHD 


Plain tablets: 
Available in the following strengths: 
5mg, 10mg, 20mg 
Brands include Ritalin® Medikinet® 
N.B. any equivalent strength tablet can be prescribed 


Sustained Release TABLETS: 
Available in the following strengths: 
18mg, 27mg, 36mg, 54mg 
Brands include Concerta® XL Matoride XL 
Xenidate XL, Delmosart, Xaggitin XL 
N.B. any equivalent strength sustained release tablet can 
be prescribed but patients should remain on the same 
brand that they are initiated on 


Sustained Release CAPSULES: 
Available in the following strengths: 
5mg, 10mg, 20mg, 30mg, 40mg, 50mg, 
60mg 
Brands include Medikinet® XL 
Equasym® XL 
N.B. any equivalent strength sustained release capsule 
can be prescribed but patients should remain on the same 
brand that they are initiated on 


 
ATOMOXETINE 


 
Licensed for ADHD for 


children over 6 years of age. 


 


Strattera® capsules 10mg, 18mg, 25mg, 
40mg, 60mg, 80mg, 100mg 
Oral solution 4mg/ml 


LISDEXAMFETAMINE 
(dimesylate) 


(CD Schedule 2) 


Licensed for ADHD for 
children over 6 years of age. 


Elvanse® capsules 20mg, 30mg, 40mg, 
50mg,60mg and 70mg 


DEXAMFETAMINE 
(sulphate) 


(CD Schedule 2) 


Licensed for ADHD for 
children over 6 years of age. 


Amfexa® tablets 5mg, 10mg 20mg 
Oral solution 1mg/ml 


 
GUANFACINE 


Licensed for ADHD for 
children and adolescents 6-17 


years old 


 
Intuniv® tablets 1mg, 2mg, 3mg 4mg 


 
 


 


CIRCUMSTANCES WHEN SHARED CARE IS APPROPRIATE 


• Prescribing responsibility will only be transferred when the consultant/specialist and the GP are in 
agreement that the patient’s condition is stable or predictable. 


• On initiation of treatment the consultant/specialist will provide prescriptions for a minimum of 12 weeks (if 
CD schedule 2 drug supply either as 3x28 or 3x30 day prescriptions depending on pack size). 


Methylphenidate, atomoxetine, lisdexamfetamine, dexamfetamine and 
guanfacine for the treatment of ADHD in Children and Adolescents 


aged 6-18 years 
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1. AREAS OF RESPONSIBILITY 


 
Consultant / Specialist team responsibilities 


 


Before requesting agreement for shared care 


 
• Establish or confirm diagnosis and assess patient suitability for treatment 


• Conduct a careful history and physical examination to assess any presence of cardiac disease 


• Establish and document any allergies and previous hypersensitivity 
Baseline monitoring - These should be shared with the GP following a request to take up shared care 


• Height and weight – add to a growth chart 


• Cardiovascular status, including blood pressure and heart rate before prescribing and obtain specialist cardiac advice 
if appropriate 


• Discuss treatment with patients or carers, ensuring and documenting that they have a clear understanding of benefits, 
side effects, frequency of administration and monitoring requirements 


• Email a signed shared care guideline with patient details completed to GP for consideration of shared care request 


• Before treatment is initiated check for any potential drug interactions if patient is currently on other medications 


• Initiate treatment and titrate the dose against symptoms and side effects over 4-6 weeks until dose optimisation is 
achieved. 


• Prescribe and monitor treatment according to local guideline or formulary until patient’s condition is stable or 
predictable 


• At the time of initiating, inform GP in writing as to which of the 5 drugs included in this shared care guideline has been 
prescribed and to clarify this in Section A of this agreement. 


• The GP should be invited to share care once the patient is stable. Information provided to the GP should include: 
o A copy of the shared care guidelines with the relevant amendments made under Agreement to participate in 


shared care (Section A) detailing the drug which will involve shared care. 


o That prescriptions for a minimum of 12 weeks supply has or will be given 
o Information on when the patient will next be reviewed and by whom. 
o A request that the GP continue prescribing after 12 weeks. 


• Advise GP on the appropriateness of any necessary periodic drug  holidays 
 


After agreement to shared care 
 
• Inform GP when patient is stable see above – dose titration should occur before transfer. 


• Inform GP of abnormal monitoring results and any changes in therapy 


• Evaluate adverse events reported by GP or patient 


• Carry out ongoing monitoring and follow up according to shared care guidelines including continued need for therapy. 


• If a dose change is needed, a prescription is issued from the clinic and GP provided with a letter of the dose change 
and information regarding any further monitoring that may be required. Consultant/Specialist should review the patient 
within 3-6 months following any dose change. Advise GP when ADHD treatment should be discontinued and provide 
necessary supervision and support during the discontinuation phase. 


• To communicate promptly with the GP if treatment is changed. 
• To report any suspected adverse effects to the MHRA: http://www.yellowcard.gov.uk 


• Notify the GP if medication is likely to cease when adolescent approaches 18 years and confirm by letter the stop date. 


• Notify ADULT ADHD clinic for a transition meeting when adolescent is 17.5 years old, if medication is likely to continue 
beyond the age of 18. Specialist to notify GP outcome of this meeting and when shared care with CAMHS team is 
expected to cease. 


• Pregnancy: If patient becomes pregnant, the specialist clinician will take over the complete ADHD care of the patient 
and shared care will resume after pregnancy. 


 
 


 


  



http://www.yellowcard.gov.uk/
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General Practitioner responsibilities 


Before agreement to shared care 


 
 Consider shared care proposal within 2 weeks of receipt and fill in GP Decision form (Section B) and return to 


specialist.


• State in the patient’s records that the medicine is being prescribed under a shared care agreement


After agreement to shared care 


 
• Prescribe dose as recommended once the patient’s condition is stable or predictable.


• Add ‘shared care’ read code to patient’s medical record.


 Continue prescriptions after stabilisation in line with the points below.


 Monitor general health of patient and check adverse effects as appropriate
 Monitor height, weight, (check against https://www.rcpch.ac.uk/resources/growth-charts) blood pressure* and pulse after 


the first 3 months of treatment, as well as after each dose adjustment as directed by the specialist, and then every 6 
months. Any significant changes from baseline in BP/weight/pulse should be discussed with the specialist.. If patients 
develop symptoms suggestive of cardiac disease during treatment, they should be referred for prompt specialist 
cardiac evaluation and the consultant/specialist team informed


 Stop treatment on advice of specialist or immediately if urgent need arises


 Check for drug interactions when prescribing new or stopping existing medication
 Discuss any abnormal results with specialist and agree any action required (this could be a telephone discussion).
 Only ask specialist to take back prescribing should the patients clinical condition deteriorate. Allow an adequate notice 


period of 10 working days. Consider a telephone discussion with the specialist if appropriate.


 Check that the patient is attending specialist appointments at least annually


 To advise the specialist if non-compliance is suspected
 To report any suspected adverse effects to the MHRA via the Yellow Card scheme: http://www.yellowcard.gov.uk
 Pregnancy: If patient becomes pregnant, the GP will STOP methylphenidate and refer patient back to Specialist 


Clinician, shared care for ADHD will resume after pregnancy. 
 GP to contact the CAMHS specialist (when adolescent approaches 18) if GP has NOT been notified if patient is 


stopping treatment or transferring to adult ADHD team.
 


 *GP’s can order small cuffs to enable them to monitor blood pressure, where they are unable to carry out this 
monitoring they should inform the specialist to arrange how blood pressure can be monitored.



 


Patient's / Carer’s responsibilities 





 To contact the specialist or GP if he or she does not have a clear understanding of any aspect of the treatment.


 To inform prescribing specialist, GP and other healthcare professionals of any other medication being taken, including 
over the counter products, alternative therapies or recreational drugs.


 To inform community pharmacists that they are using ADHD Treatments before purchasing medication over-the- 
counter


 To attend all hospital and GP appointments


 To take medicines as agreed and take steps to ensure that no doses are missed and not to share medicines with 
others


 To read the patient information leaflet included with the medication.


 To report any adverse effects or warning symptoms to GP or hospital specialist


 To report to GP if pregnant or breastfeeding.
 To inform GP and hospital of any changes in addresses or telephone contact numbers.
 


To request the need for repeat prescriptions in a timely manner to allow appropriate processing of the script. N.B.If patient 
is prescribed methylphenidate, dexamfetamine or lisdexamfetamine these prescriptions will be issued as paper 
prescriptions and be picked up from the GP and taken to local pharmacy for dispensing 


 



https://www.rcpch.ac.uk/resources/growth-charts

http://www.yellowcard.gov.uk/
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2. CLINICAL INFORMATION 


 


METHYLPHENIDATE, ATOMOXETINE LISDEXAMFETAMINE, DEXAMFETAMINE AND 
GUANFACINE 


Monitoring Requirements including frequency 


Consultant/Specialist: 
 
• To assess baseline cardiovascular status, including blood pressure and heart rate before prescribing and obtain specialist 


cardiac advice if appropriate. 


• To review the patient and monitor the following on an annual basis for the duration that the patient is on the medicine and 
communicate these results to the GP: 


• For children under 10 years monitor height, weight and appetite, recorded on a growth chart (check against 
https://www.rcpch.ac.uk/resources/growth-charts) 


• Blood pressure and pulse, recorded on a centile chart (also following dose adjustments). 


• To refer patients who develop symptoms such as palpitations, exertional chest pain, unexplained syncope, dyspnoea, or 
other symptoms suggestive of heart disease for prompt specialist cardiac evaluation. 


• The development of new or worsening of pre-existing, psychiatric symptoms (also following dose adjustments and at every 
visit). 


• Monitoring of motor / verbal tics should be carried out at every dose adjustment and at least annually. 


• Blood testing should be carried out periodically at the discretion of the supervising clinicians and when clinically indicated 
(e.g. if recurrent nose bleeds, bruising or infections occur). 


 
 
Methylphenidate, dexamfetamine and lisdexamfetamine are classed as controlled drugs (see page 5) for prescribing 
information), Atomoxetine and Guanfacine are Prescription Only Medicines. In order to monitor the effects of treatment the 
specialist or parents should inform the school concerning any medication for these indications. In order to assess the effects of the 
drug on the child’s emotional, physical or behavioral states the specialist should request further information from the school about 
the child’s behaviour. 
 


GP: 


 


• To monitor, pulse, blood pressure*, and height and weight (for children under 10 years old - check against 
https://www.rcpch.ac.uk/resources/growth-charts) after the first 3 months of treatment, as well as after 
each dose adjustment as directed by the specialist, and then every 6 months. 


• To contact specialist if deterioration in behaviour. 


• To report adverse drug reactions to specialist. 


• To refer patients who develop symptoms such as palpitations, exertional chest pain, unexplained syncope, dyspnoea, or 
other symptoms suggestive of heart disease for prompt specialist cardiac evaluation. 


• To refer patients with recurrent nose bleeds, bruising or infection. 


 


Blood pressure and pulse rate checks should ideally be done in the more relaxed environment of a GP surgery rather than in 
hospital. But in reality, the BP and pulse should be checked by whoever sees the patient first after a dose increase (usually 
within 2 weeks of the change) 


 
 


*GP’s can order small cuffs to enable them to monitor blood pressure, where they are unable to carry out this monitoring they 
should inform the specialist to arrange how blood pressure can be monitored 
 
 
 
 
 
 
 
 


 



https://www.rcpch.ac.uk/resources/growth-charts

https://www.rcpch.ac.uk/resources/growth-charts
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Follow up arrangements 
 
Consultant/Specialist: 


• To arrange for follow up at least annually and following each dose adjustment 


• Arrangement of a clinic review when the patient is between 17 to 18 years should be considered to assess continued 
treatment into adult services and to plan for the transfer of care if needed 


GP: 


• To act upon results communicated by specialist. 


• To review the appropriateness of prescribing for patients who have not been seen by a specialist for over one year. 


• Communicate with the consultant/specialist if the patient does not attend appointments 


•  


Duration of treatment 


Long-term treatment may continue into adulthood. Patients who take treatment for extended periods (i.e. >1 year) should have 
their treatment reviewed at least once a year by a specialist to determine whether continuation is needed 


Criteria for stopping treatment 
 
If improvement of symptoms is not observed after the appropriate dosage adjustment over one month, it should be discontinued. 


 


The drug may be discontinued periodically (e.g. by stopping the drug for up to two weeks each year) to assess the child’s 
condition as advised by the consultant/specialist. Need for continued treatment should be routinely reviewed beyond the age of 
18 years 
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NOTE: The Information here is not exhaustive. Please consult the current Summary of Product Characteristics (SPC) for the treatment prior to prescribing for up to date prescribing 
information including detailed information on adverse effects, drug interactions, cautions and contraindications (available via www.medicines.org.uk) 


 
Drug Indication Place in 


therapy 


Dose and Route of Administration 


Preparation Dose Notes 


 
 
 
 
 
 
 
 
 


 
Methylphenidate 


 
 
 
 
 
 
 
 


Treatment of ADHD 


 
 
 
 
 
 
 
 


First line for ADHD 


Plain tablets* 


Available in the following 
strengths: 5mg, 10mg, 20mg 
Ritalin® Medikinet® 


Initially 5 mg 1–2 times a day, increased in steps of 
5–10 mg daily if required, at weekly intervals, 
increased if necessary up to 2.1 mg/kg daily in 2–3 
divided doses, max. licensed dose is 60 mg daily in 
2–3 doses, (maximum of 90 mg daily under the 
direction of a specialist) discontinue if no response 
after 6 weeks 


In some children rebound hyperactivity may occur if the 
effect of the drug wears off in the evening. An additional 
dose later in the day may eliminate this difficulty but may 
disturb sleep. 


Sustained release tablets 
Available in the following strengths 
18mg, 27mg, 36mg, 54mg 
Concerta® XL, Matoride, 
Xenidate, Delmosart, Xaggitin 
The prescriber must specify the 
brand 


Initially 18 mg once daily in the morning, increased in 
steps of 18 mg daily at weekly intervals, increased 
if necessary up to 2.1 mg/kg daily, max. licensed 
dose is 54 mg daily, (maximum of 108 mg daily under 
the direction of a specialist) discontinue if no 
response after 6 weeks 


Total daily dose of 15mg of standard release tablet is 
considered equivalent to 18mg once daily of sustained 
release tablets. 60mg of Ritalin is the maximum licensed 
dose. The equivalent dose of Concerta® XL is 72mg, 
which is above the maximum licensed dose. 


Sustained release capsules 
Available in the following strengths 
5mg, 10mg, 20mg, 30mg, 40mg, 
50mg,60mg 
Equasym® XL Medikinet®  XL 
The prescriber must specify the 
brand 


Initially 10mg once daily (in the morning before 
breakfast), increasing if necessary, by weekly 
increments of 10mg to a max. licensed dose of 
60 mg daily, (maximum of 90 mg daily under the 
direction of a specialist) discontinue if no response 
after 6 weeks 


40mg XL strength not available in Equasym® XL 
brand 


 
 
 


Lisdexamfetamine 


Licensed for ADHD for 
children over 6 years 
of age. 


To be considered if 
methylphenidate has 
not been successful 
or tolerated 


Elvanse® 20mg. 30mg, 40mg, 
50mg 60mg and 70mg Capsules Starting dose 30mg taken once in the morning 


(with or without food) 
The dose may be increased by10-20mg 
increments at approximately weekly intervals. 
Maximum recommended dose = 70mg/day 


Lower starting dose of 20mg once daily may be needed in 
some patients 
Lisdexamfetamine may be swallowed whole, or the 
capsules opened and the entire contents emptied and 
mixed with a soft food such as yogurt or in a glass of 
water or orange juice 


 
 
 
 


 
Dexamfetamine 


Licensed for ADHD for 
children over 6 years 
of age. 


To be considered if 
methylphenidate not 
successful or 
tolerated and have 
responded to 
lisdexamfetamine 
but cannot tolerate 
the longer effect 
profile 


Amfexa® tablets 5mg, 10mg 
20mg 
Oral solution is 1mg/ml 


Initially 2.5 mg 2–3 times a day, increased in steps 
of 5 mg once weekly if required, increased if 
necessary up to 1 mg/kg daily, maintenance dose 
to be given in 2–4 divided doses, up to 20 mg daily 
(40 mg daily has been required in some children). 


 



http://www.medcines.org.uk/
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Drug Indication Place in 
therapy 


Dose and Route of Administration 


Preparation Dose Notes 


 


 


 


 


 
Atomoxetine 


 


 


 


 
Licensed for ADHD for 
children over 6 years 
of age. 


 


 
To be considered if 
methylphenidate or 
lisdexamfetamine 
has not been 
successful or 
tolerated 


Strattera® Capsules 10mg, 
18mg, 25mg, 40mg, 60mg, oral 
solution 4mg/ml 
Child over 6 years (body-weight 
<70kg) 


 


Initially 500 micrograms/kg daily for 7 days, 
increased according to response; usual 
maintenance dose 1.2mg/kg daily, but may be 
increased to 1.8mg/kg daily (max. 120mg daily) 
under the direction of a specialist 


 


The SPC dosing states that: 
“No additional benefit has been demonstrated for doses 


higher than 1.2mg/kg/day. The safety of single doses over 
1.8mg/kg/day and total daily doses above 1.8mg/kg has 
not been systematically evaluated.” 4 


 


The 1.2mg/kg/day dose is based on 2001 data on 
uncomplicated ‘pure’ attention deficit hyperactivity 
disorder. The consultant-led clinic is full of complex 
patients with co-morbidities, and since 2005 a 
1.8mg/kg/day dose is known to be more effective in this 
group4. 


 


Child over 6 years (body-weight 
>70kg) 


 


Initially 40mg daily for 7 days, increased according 
to response; usual maintenance dose 80mg daily, 
but may be increased to 120mg daily under the 
direction of a specialist. 


 


 


 


 


Guanfacine 


 


 


 


 


 
 


Licensed for ADHD for 
children over 6 years 
of age 


 


 


 


 


To be considered if 
methylphenidate or 
lisdexamfetamine 
has not been 
successful or 
tolerated 


Intuniv ® tablets 1mg, 2mg, 3mg, 
4mg 


 


Child 6-17years (body-weight 
25kg – 41.4kg) 


 


Initially 1mg once daily increasing in weekly 
increments of 1mg up to a maximum of 4mg once 
daily 


 


Child 13 - 17years (body-weight 
41.5kg – 49.4kg) 


Initially 1mg once daily increasing in weekly 
increments of 1mg up to a maximum of 5mg once 
daily 


 


Child 13 - 17years (body-weight 
49.5kg – 58.4.kg) 


Initially 1mg once daily increasing in weekly 
increments of 1mg up to a maximum of 6mg once 
daily 


 


 


Child 13 - 17years (body-weight 
>58.4.kg) 


Initially 1mg once daily increasing in weekly 
increments of 1mg up to a maximum of 7mg once 
daily 


Dose can be titrated to a 7 mg/day dose after the subject 
has completed a minimum of 1 week of therapy on a 6 
mg/day dose and the physician has performed a thorough 
review of the subject's tolerability and efficacy. 
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Further Information 


A pharmaceutical company patient information leaflet (PIL) will be provided to the patient with each supply. Medicines for children 
have also produced PIL which can be accessed via the online website 
http://www.medicinesforchildren.org.uk/search-for-a-leaflet/ 


 


NICE has produced an information leaflet for parents: 
http://www.nice.org.uk/nicemedia/pdf/CG72UNG.pdf 


 


A review letter will be sent after initial assessment and following each further appointment. It is assumed that the GP agrees to the 
shared care arrangements. 


 


Information which can be provided to the schools - Managing Medicines in Schools and Early Years Settings 


https://www.education.gov.uk/publications/standard/publicationdetail/page1/DFES-1448-2005 
 


Information on prescribing Controlled Drugs 
Methylphenidate, lisdexamfetamine and dexamfetamine are schedule 2 Controlled drugs - the following applies: 


• Prescribers can now issue computer-generated prescriptions for all CDs including Schedule 2 and 3 CDs; all details except 
the signature can be computer-generated 


• Prescriptions for Schedule 2 CDs are only valid for 28 days. 


• Schedule 2 CDs cannot be prescribed on repeat dispensing prescriptions 


• There is a good practice requirement that the quantity of Schedule 2 CDs be limited to a quantity for up to 30 days 
treatment. In cases where the prescriber believes that a prescription should be issued for a longer period they may do so 
but will need to be able to justify that there is a clinical need and that it would not cause an unacceptable risk to patient 
safety 


• The prescription for CDs must contain the dose, form, strength (where appropriate) and a total quantity of the preparation 
in both words and figures 
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3. COMMUNICATION AND SUPPORT 
Please note that the clinical letter received from the consultant/specialist team should have the 
relevant contact details. If this is not provided you may find the following contact details useful. 
 


South London and Maudsley (SLAM): 020 3228 6000 
Medication – Prescribing advice, interactions, availability 
of medicines 


 


Maudsley Medicines Information Services 


 


Tel: 020 3228 2317 
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Immunosuppressants and Anti-inflammatory Drugs for the treatment of 


Inflammatory Bowel Disease in Adults 
 


• Azathioprine, 6-Mercaptopurine, Methotrexate (oral/sc), Sulfasalazine – shared care prescribing 
guidelines 


• Mesalazine – transfer of prescribing and monitoring guidelines (not shared care) 


 


Section A: To be completed by the specialist initiating the treatment 
GP Practice Details: 


Name:       


Address:       


Tel no:       


Fax no:       


NHS.net e-mail:       


Patient Details: 


Name:       


Address:       


DOB:       


Hospital number:        


NHS number (10 digits):       


Specialist name:                                                          Clinic name:        


Contact details: Address:       


    Tel no:          NHS.net e-mail:       


Diagnosis:  


      


  
 


Drug name, form, dose and frequency to be prescribed by GP:  


 Azathioprine tablets       
 Azathioprine tablets       + Allopurinol tablets       
 6-Mercaptopurine tablets        
 6-Mercaptopurine tablets       + Allopurinol tablets       


Mesalazine (specify brand)        
 Methotrexate 2.5mg tablets       


 Methotrexate subcutaneous injection 


     [Specify brand]       
 Sulfasalazine       


Next hospital appointment:       (may not be applicable for mesalazine; please clarify) 


Dear Dr.      , 
Your patient was reviewed on       (insert date); he/she started on the above specified drug on       (insert start date) 


for the above diagnosis and in my view, his/her condition is now stable. I am requesting your agreement to continue 
prescribing/monitoring this drug for this patient from       (insert date) in accordance with the attached guideline. 
Please take particular note of section 3 and appendix A where the areas of responsibilities for the specialist, GP 
and patient/carer for this arrangement are detailed. 


Patient information has been given outlining potential aims and side effects of this treatment and      * supplied  


(* insert any support materials issued such as patient held monitoring book etc where applicable). The patient has given consent to 
treatment and to possibly receiving ongoing prescriptions from you as outlined in this document (with your 
agreement) and has confirmed to comply with instructions and follow up requirements.  


The most recent investigations were  performed on       and are acceptable for continued treatment.  


Please monitor       (indicate parameters) every      . Include results in GP communication. 


Test Baseline Date Current Date 


Electrolytes and creatinine/renal function 


Sodium (Na)                         


Potassium (K)                         


Urea (U)                         


Creatinine (Cr)                         


 eGFR            GFR                         


Liver function 
AST                         


ALT                         


GGT                         


Bilirubin                         


Alk Phos                         


Albumin                         


INR                         


Full blood count 


Haemoglobin                         


WBC                         


Neutrophils                         


Platelets                         


Others 


BP [mmHg]                                                               


Body weight [kg]                         
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Other relevant information:       
 
For methotrexate subcutaneous injection:  


 The patient/carer has been trained and is competent in subcutaneous drug adminstration 
 Waste collection services have been arranged    


 
Specialist name and signature:                                                            Date:       


  


Section B: To be completed by the GP and returned to the hospital specialist as detailed 
in Section A above [If returned via e-mail, use NHS.net email account ONLY] 
Please sign and return your agreement to take over prescribing/monitoring as outlined in this guideline within 14 
days of receiving this request. 
 
Tick which applies: 


 I accept prescribing/monitoring responsibility as per this guideline and above instructions 


 I would like further information.  Please contact me on:       


 I am not willing to undertake prescribing/monitoring for this patient for the following reason:       
 
GP name:        


GP signature:                                                                                      Date:       
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Section C: Role and responsibility of patient 
A shared care prescribing guideline is an agreement between you and your healthcare providers. This means you, 
your consultant/specialist in hospital and your general practitioner. The guideline outlines everyone’s responsibilities 
for managing the prescribing of a medicine and yours as the patient. 
 
It is important you (and your carer where appropriate) feel comfortable and are able to manage the prescribing and 
monitoring of your treatment alongside your healthcare providers.    
It is your responsibility to follow these guidelines and the responsibility of your healthcare providers to help you and 
respond if you have any questions about your shared care. 
 
Working with your healthcare providers  
 
1. Agree with your consultant/specialist on how you want the treatment to be provided to you.  


❖ This is important and your consultant will explain the options available to you. This is an opportunity to 
ask questions and make sure you are comfortable with how your treatment will be provided and your role 
in looking after yourself. 


2. Inform your healthcare provider of any other medication being taken. 


❖ It is important for your healthcare provider to make sure there are no risks with your treatment and any 
other medication prescribed to you.   


3. You will be asked for permission to allow information about you to be shared with other healthcare providers. 


❖ Some information about you and your treatment needs to be shared to ensure that prescribing and 
monitoring undertaken by healthcare providers is completed using the most up-to-date information about 
yourself to optimise treatment provided and prevent errors from occurring. To do this we need your 
consent (permission) and it will be explained to you what information will be shared and with whom.   


4. Make sure you bring a list of your medications and any additional medications or products you use to every 
appointment with your healthcare provider and/or in case of an emergency. 


5. Ensure that you are provided with contact details (both during and out-of-hours) for support and help if required. 


6. You should inform all your healthcare providers of any changes to your personal details such as your address 
and telephone number. 


7. You need to let your healthcare providers know as soon as possible if you experience any serious problems (side 
effects) with your treatment. Your healthcare provider will explain to you what this might be. It is important to 
make sure you understand anything you are asked to report. It is also important your healthcare provider knows 
about any new/worsening symptoms. 


8. Your healthcare provider will explain the risks of pregnancy and breast feeding while on treatment. Please talk to 
your healthcare provider if you have any concerns, become pregnant or if you wish to become pregnant.  


9. You must arrange and attend all your appointments. 


10. If you cannot attend an appointment, please inform your respective healthcare provider. Once you have done 
this, it is important to make another appointment as soon as possible. 


11. Remember you must check that follow-up appointments have been booked with the hospital before leaving the 
clinic. 


12. If you would like to obtain more information on your rights, roles and responsibilities in your healthcare, please 
ask an NHS professional for information on the NHS England Constitution or visit the following web page  
www.gov.uk/government/publications/the-nhs-constitution-for-england. This was created to explain the shared 
obligations and responsibilities of both the NHS and its patients. 


 
Managing your treatment 
 


• Understanding your treatment, including when and how often to take it and warning symptoms (side effects) is 
really important.  


• Please do not feel embarrassed or unable to ask questions if you do not understand any part of your treatment. 
Your health care providers are there to support you in managing and taking your treatment so if you have any 
questions or concerns, please ask for more information from the healthcare provider prescribing your medication. 


• Read the patient information leaflet included with your medication to make sure you understand and are familiar 
with the most common side effects of your medication. 



http://www.gov.uk/government/publications/the-nhs-constitution-for-england
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• If you are taking methotrexate you should also:  
o Read pre-treatment information leaflets and methotrexate “Patient held blood monitoring and dosage 


record booklet” (or equivalent) if applicable 
o Show “Patient held blood monitoring and dosage record booklet” (or equivalent) to any relevant 


healthcare professional (e.g. GP, hospital specialist, community pharmacist etc.) 
 


• It is really important your medications are taken as agreed and no doses are missed. If you find it hard to 
remember, the following are some ways to help you keep on top of your treatment schedule: app reminders, pill 
boxes, or using a calendar or diary. It is important to find a way that works for you. 


• You should inform the community pharmacist of all prescribed and unprescribed medications before purchasing 
medicines over-the-counter including vitamins, herbal preparations or food supplements of any kind. This is very 
important as medicines and supplements can sometimes work against each other or even make your medication 
less effective. Community pharmacists can make sure that there are no risks in these for you. 


• You should keep an up-to-date written list of all your medicines including over-the-counter products and any 
additional products such as vitamins, minerals, other dietary supplements, alternative therapies and recreational 
drugs. 


• You must not let anyone else take your medication. 


To be completed by patient/carer 
Please read ‘Section C: Role and Responsibility of patient’ and sign below to indicate the following: 
 


 I have read and understood the role and responsibilities of a patient in a shared care/transfer of care and 
monitoring setting 


 I agree for my care to be shared between the consultant/specialist and the primary care prescriber 
 I have ‘Section C: Role and Responsibility of patient’ as a copy for my perusal 


 


Patient name            


Patient signature      ………………………………………                        Date:       …….. 
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Immunosuppressants and Anti-inflammatory Drugs for the treatment of 


Inflammatory Bowel Disease in Adults 
 


• Azathioprine, 6-Mercaptopurine, Methotrexate (oral/sc), Sulfasalazine - shared care prescribing 
guidelines 


• Mesalazine - transfer of prescribing and monitoring guidelines (not shared care) 


 


NOTES to the GP 
The expectation is that these guidelines should provide sufficient information to enable GPs to be confident to take 
clinical and legal responsibility for prescribing this drug. 
 
The questions below will help you confirm this: 
▪ Is the patient’s condition predictable or stable? 
▪ Do you have the relevant knowledge, skills and access to equipment to allow you to monitor treatment as 


indicated in this guideline? 
▪ Have you been provided with relevant clinical details including monitoring data? 
 
If you can answer YES to all these questions (after reading this guideline), then it is appropriate for you to accept 
prescribing responsibility. 
 
If the answer is NO to any of these questions, you should not accept prescribing responsibility.  You should write to 
the consultant within 14 days, outlining your reasons for NOT prescribing. If you do not have the confidence to 
prescribe, we suggest you discuss this with your local Trust/specialist service, who will be willing to provide training 
and support. If you still lack the confidence to accept clinical responsibility, you still have the right to decline. Your 
CCG pharmacist will assist you in making decisions about shared care/transfer of care. 
 
It would not normally be expected that a GP would decline to share prescribing on the basis of cost. 
The patient’s best interests are always paramount 


 
 


Date prepared:  04/10/2020 Review date:  01/09/2020 


Approved by (date approved):  
SWL Medicines Optimisation Group (26/03/2020) 


Changes before review date: 


Croydon CCG CPC 10/01/2020 
Kingston CCG MMC 13/01/2020 
Merton CCG MMC 29/11/2019 


Richmond CCG MMC 13/01/2020 
Sutton CCG MMC 29/11/2019 
Wandsworth CCG MOG 23/01/2020 


 
This shared care prescribing guideline has been signed off by the following individuals on behalf of their 
respective organisations: 


Participating Clinical Commissioning Groups (CCG) Participating Hospital Trusts 


NHS Croydon CCG 
Dr Nabila Khan, GP LMC Representative 
Louise Coughlan, Chief Pharmacist 


St George’s University Hospitals NHS Foundation 
Trust 
Dr Richard Pollok, Consultant Gastroenterologist 
Vinodh Kumar, Chief Pharmacist 


NHS Kingston CCG 
Jayin Jacob, Medicines Optimisation GP Lead   
Emma Richmond, Chief Pharmacist 


Epsom and St Helier University Hospitals NHS Trust 
Dr Asif Mahmood and Dr Simon Moodie, Consultant 
Gastroenterologists 
Anne Davies, Chief Pharmacist 


NHS Merton CCG 
Vasa Gnanapragasam – Clinical Director/GP  
Sedina Agama, Chief Pharmacist 


Croydon Health Services NHS Trust 
Dr Sanjay Gupta, Consultant Gastroenterologist 
Louise Coughlan, Chief Pharmacist 


NHS Richmond CCG 
Jayin Jacob, Medicines Optimisation GP Lead   
Emma Richmond, Chief Pharmacist 


Kingston Hospital NHS Foundation Trust 
Dr Rishi Goel, Consultant Gastroenterologist 
Judith Foy, Chief Pharmacist 


NHS Sutton CCG 


Vasa Gnanapragasam – Clinical Director/GP  
Sarah Taylor, Chief Pharmacist 


 


NHS Wandsworth CCG 


Dr Rod Ewen – Chair WCCG MOG 
Nick Beavon, Chief Pharmacist 
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Immunosuppressants and Anti-inflammatory Drugs for the treatment of 


Inflammatory Bowel Disease in Adults 
 


• Azathioprine, 6-Mercaptopurine, Methotrexate (oral/sc), Sulfasalazine - shared care prescribing 
guidelines 


• Mesalazine - transfer of prescribing and monitoring guidelines (not shared care) 


1. LICENSING INFORMATION  


O = 'off-label' but considered routine treatment option as per NICE Clinical Guidelines1,2  
X = unlicensed and not currently considered a routine option 


Indication Azathioprine 6-Mercaptopurine Mesalazine Methotrexate Sulfasalazine 


Crohn’s Disease O O X O Licensed 


Ulcerative colitis O O Licensed O Licensed 


2. CIRCUMSTANCES WHEN SHARED CARE/TRANSFER OF PRESCRIBING AND MONITORING IS 
APPROPRIATE 


• Prescribing responsibility will only be transferred when the specialist and the GP are in agreement that the 
patient’s condition is stable or predictable 


• For methotrexate subcutaneous, prescribing responsibility will only be transferred when the patient is willing to 
self-administer or has a carer who is willing to administer and when they have been trained on administration of 
methotrexate, assessed as competent to do so and waste collection services have been arranged 


• Patients will only be referred to the GP once the GP has agreed in each individual case and the hospital will 
continue to provide prescriptions and blood monitoring until successful transfer of responsibilities as outlined 
below 


• The hospital will provide the patient with a minimum initial supply of 3 months (1 month for mesalazine) or until 
the patient has been stabilised on a dose and shared care/transfer of prescribing responsibilities agreed, 
whichever is longer 


• The same principles apply for initiation of combination therapy 


3. AREAS OF RESPONSIBILITY 


Consultant / Specialist team responsibilities 


Pre-treatment checks:  


• Assess patient’s suitability for treatment with selected immunosuppressant/anti-inflammatory drug including 
risk/benefit, drug interactions with current medication (including over the counter products), contraindications and 
co-morbidities 


• Conduct baseline tests as outlined in Section 5 - Clinical Information - Monitoring undertaken by specialist before 
requesting shared care. 


 


Patient education:  


• Discuss benefits vs risks with patient. Educate the patient on increased risk of infections, sore throat, cough, 
breathlessness, bruising and bleeding and what action to take when these occur 


• Provide adequate verbal and written information for patients/carers on the disease, treatment (including practical 
aspects) and side effects. Include contact number if patient experiences adverse effects or feels unwell 


• Document discussions about off-label use of drugs (if applicable)  


• Provide Crohn’s & Colitis UK patient information sheet on respective drug treatment 
(https://www.crohnsandcolitis.org.uk/about-inflammatory-bowel-disease/treatments) 


• Explain the need for long-term monitoring and importance of attending appointments# in primary and secondary 
care 


• For methotrexate: Issue and explain “Patient held blood monitoring and dosage record booklet” (or equivalent) and 
importance of showing this to all healthcare professionals  


• Explain that the GP practice will be contacted after one week to inform the practice that treatment has been started 
(but hospital will continue to prescribe) 


• For methotrexate subcutaneous injection: Ensure patient/carer has been trained and is confident in administration 
of subcutaneous injections  


 


Starting treatment:  


• For methotrexate: Record dose and baseline blood tests in “Patient held blood monitoring and dosage record 
booklet” (or equivalent) 


• Issue hospital prescription(s) - minimum 3 months (1 month for mesalazine) 


• Retain prescribing and monitoring responsibilities until patient is stabilised on treatment 



https://www.crohnsandcolitis.org.uk/about-inflammatory-bowel-disease/treatments
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• Notify GP when drug therapy is initiated and provide GP with contact details for further specialist advice 
 


Continuation treatment:  


• Monitor efficacy, inform GP of any dose changes 


• For methotrexate: Document any dose changes in “Patient held blood monitoring and dosage record booklet” (or 
equivalent)  


• Review patient after any dose changes and perform appropriate monitoring until patient is stabilised on a dosage 
regimen again 


• Inform GP of any blood tests performed and the results 


• Advise GP of hospital appointments# and inform about non-attendance 


• Review patient at the request of GP should any problems arise (side effects, lack of efficacy) 


• Report any suspected adverse events to the Medicines and Healthcare Products Regulatory Agency (MHRA) via 
the Yellow Card scheme (https://yellowcard.mhra.gov.uk) and GP 


 
Shared care (note for mesalazine: transfer of care rather than shared care is appropriate; please clarify arrangements with GP): 


• Invite GP to take on prescribing/monitoring once the patient is stable  (see Section 5 - Clinical Information) 


• Send completed request (see section A, page 1) to GP including: 
o A clinical summary of the patient including information on prescribed medication, initial response and any 


adverse effects experienced 
o A request that the GP continues prescribing and monitoring  
o A copy of these guidelines outlining required ongoing monitoring 
o Date of next review by consultant/specialist team (may not apply to mesalazine) 
o Contact details for further specialist advice 


 


GP responsibilities 


Prior to shared care (note for mesalazine: transfer of care rather than shared care is appropriate): 


• Record immunomodulator/anti-inflammatory drug as hospital-only initially on GP prescribing system for information. 
Change once GP has accepted prescribing/monitoring responsiblity 


 
Shared care: 


• Consider request to prescribe/monitor and respond to requesting consultant or specialist within 2 weeks of receipt 
of this guideline by completing and returning section B (page 2) 


• If not in agreement, discuss with requesting specialist and CCG medicines optimisation team within 2 weeks of 
receipt of request 


• Upload copy of signed agreement in patient’s record on GP prescribing system 


• Continue to prescribe immunosuppressant/anti-inflammatory drug in line with hospital recommendation. The 
referral letter will indicate the dose to be prescribed 


• Add alert on computer system that patient is on immunosuppressant/anti-inflammatory drug to highlight caution 
with monitoring and drug interactions 


• Record indication, dosing information, monitoring requirements, blood tests on GP prescribing system 


• Undertake ongoing monitoring as outlined in section 5 – Clinical Information 


• Ensure that patient understands dosing schedule and which warning symptoms to report. 


• For methotrexate: Record blood tests in the “Patient held blood monitoring and dosage record booklet” (or 
equivalent) 


• Report and seek advice regarding any concerns (i.e. blood tests outside of normal range, side-effects, toxicity, co-
morbidities, pregnancy, or lack of efficacy, non-compliance) to the specialist team (see section 5 – Clinical 
Information) 


• Ensure patient is scheduled for and attends reviews in primary and secondary care before issuing repeat 
prescriptions# 


• Monitor for drug interactions – see section 5 – Clinical Information 


• Adjust dose/stop treatment as advised by specialist team 


• Update methotrexate “Patient held blood monitoring and dosage record booklet” (or equivalent) if applicable 


• Stop treatment immediately if an urgent need arises (see section 5 – Clinical Information) 


• Monitor the patient’s overall health status 


• Ensure patients on immunosuppressant/anti-inflammatory drug are given priority GP appointments if they have 
symptoms of sore throat/sore mouth, breathlessness, bruising, breathlessness, bleeding, etc. Ensure practice staff 
is aware of this 


• Ensure that patients of child-bearing potential and their partners are informed about possible risks of reproduction 
and have been advised that a reliable form of contraception is used by men and women where applicable. [See 
ECCO Reproduction and Pregnancy Consensus, 2015; https://academic.oup.com/ecco-jcc/article/9/2/107/439011]. 
If patient wishes to become pregnant, refer back to hospital as shared care is no longer appropriate during 
pregnancy and breastfeeding.  


• Report any suspected adverse effects to the MHRA via the “yellow card” scheme: https://yellowcard.mhra.gov.uk/ 



https://yellowcard.mhra.gov.uk/

https://academic.oup.com/ecco-jcc/article/9/2/107/439011

https://yellowcard.mhra.gov.uk/
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• For replacement or renewal of patient held methotrexate monitoring booklets contact the IBD helpline (if available) 
or ask patient to request at their next outpatient follow up appointment 


Patient responsibilities 


• See section C, page 3  
#Appointments may be provided in the form of a letter, an appointment card or as a note in the “Patient held blood monitoring and dosage record 
booklet” (or equivalent)  
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4. COMMUNICATION AND SUPPORT 


Hospital contacts – Consultant/specialist teams: 
(the referral letter will indicate named consultant) 


Out of hours contacts & procedures: 


Croydon Health Services NHS Trust – Tel: 0208 401 3000  
Dr Mike Mendall                                    Ext 3101 
Dr Sanjay Gupta 
Dr Parth Paskaran 
Dr Panagiotis Stamoulos 
Dr Zinu Philipose 
Clinical Nurse Specialists – Gastroenterology 
Dee Braim                                             Ext 4484 
 


Contact On-call Medical SpR  
via Croydon University Hospital 
Switchboard: 
Tel: 0208 401 3000 
 


Epsom Hospital NHS Trust – Tel: 01372 735 735   
Dr Pritash Patel                                     Ext 5363 
Dr Simon Moodie 
Dr Guan Lim 
LaiTing Tan - Clinical Nurse Specialist - Gastroenterology 


On-Call Medical SpR 
via Epsom Hospital  
switchboard:  
Tel: 01372 735 735 


St Helier Hospital NHS Trust– Tel: 0208 296 2000   


Dr Asif Mahmood Dr Derek Chan  Ext 2126 
Dr Philipp Howard Dr Philippa Youd 
Dr Sameer Zar 
Preeja Kugathasan - Clinical Nurse Specialist – Gastroenterology 
 


On-Call Medical SpR 
via St. Helier Hospital switchboard:  
Tel:020 8296 2000 


Kingston Hospital NHS Foundation Trust – Tel: 0208 546 7711 
Dr Rishi Goel                                          Ext:2099 
Clinical Nurse Specialist - Gastroenterology 
Beverly Kirkham                Tel: 02089342760 
Nicole Guerrero                 Mobile: 07595091986 
Advice line: khft.ibdadviceline@nhs.net 
 


Contact on call Medical SpR via Kingston 
hospital switchboard: 
Tel: 0208 546 7711 


St Georges’ University Hospitals NHS Foundation Trust – Tel: 0208 672 1255 
Dr Richard Pollok 
Dr Kamal Patel 
Dr Andrew Poullis 
Dr Penny Neild 


Tel: 020 8725 1206 
Tel: 020 8725 6178 
Tel: 020 8725 3811 
Tel: 020 8725 3429 


Contact Duty medical SpR via St George’s 
Hospital switchboard: 
Tel: 020 8672 1255 
 


IBD Clinical Nurse Specialists’ advice line  
Susana Ruiz Sanchez Mark Soomaroo  Tel 0208 725 2996  
Fiona Donovan  Asha Tacouri 
 


Specialist support/resources available to GP including patient information: 


Medicines Information Departments 


Croydon Health Services NHS Trust 
Epsom and St Helier University Hospitals NHS Trust  
Kingston Hospital NHS Foundation Trust 
St George’s University Hospitals NHS Foundation Trust 
The Royal Marsden NHS Foundation Trust 
 


Tel: 0208 401 3059 
Tel: 01372 73 5251 
Tel: 0208 934 2092 
Tel: 0208 725 1759 
Tel: 0208 770 3821 


• National Patient Safety Agency (NPSA) - www.npsa.nhs.uk 
The key functions and expertise for patient safety developed by NPSA transferred to the NHS Commissioning Board Special Health Authority 
in June 2012 (now NHS England). The Patient Safety website continues to offer key information, guidance, tools and alerts. 


• Methotrexate patient-held blood monitoring and dosage record booklet  


• Patient Information leaflet  


• Crohn’s & Colitis UK https://www.crohnsandcolitis.org.uk/about-inflammatory-bowel-disease/treatments  


• Crohn’s & Colitis UK - Inflammatory Bowel Disease Toolkit http://www.rcgp.org.uk/ibd  


• IBD Passport http://ibdpassport.com/ 


• ECCO Reproduction and Pregnancy consensus [2015]  
https://academic.oup.com/ecco-jcc/article/9/2/107/439011 
 



mailto:khft.ibdadviceline@nhs.net

http://www.npsa.nhs.uk/

https://www.crohnsandcolitis.org.uk/about-inflammatory-bowel-disease/treatments

http://www.rcgp.org.uk/ibd

http://ibdpassport.com/

https://academic.oup.com/ecco-jcc/article/9/2/107/439011
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Waste management services for methotrexate subcutaneous administration in the community:  
Arrangements differ between localities and alternative arrangements may be in place for CCGs outside the South 
West London area. 
Waste collection services must be arranged before prescribing responsibility can be transferred. 


CCG Waste Contractor Description of service 


Croydon 


Croydon Council 
 
Tel: 0208 726 6200 


For patients who live and pay council tax in Croydon, please contact 0208 7266200 
for collection and disposal of methotrexate injection clinical waste. 


• https://www.croydon.gov.uk/environment/rrandw/collection/other-
collections/clinicalwaste 


Kingston 
Richmond 


Essentia Community 
Services 
 
Tel: 01992 765 226 


For patients who live and pay council tax in Kingston/Richmond, please contact 
0208 2548337 for collection and disposal of methotrexate injection clinical waste.  


• http://www.kingston.gov.uk/info/200273/waste_and_recycling/709/clinical_waste 


• https://www.richmond.gov.uk/clinical_waste 


Merton 
Sutton 


 
 
 
 
Essentia Community 
Services 
 


 
Tel: 020 8274 4902 
 


Responsibility of the Trust:  


• To train patient and/or carer on administration of injections 


• To inform patient about Essentia service 


• To email Essentia – patient’s name, address and contact telephone number 
 
Responsibility of Essentia: 


• Delivery of 1x4 litre purple lidded sharps box and replacements thereafter (free of 
charge) 


• Delivery of spillage kit (including instructions) and replacement of spillage kit 


• Collection calendar for 8-13 weekly collection dates of sharps bin  


Wandsworth 


Waste Services 
 
Tel: 020 8871 8558 


For patients who live and pay council tax in Wandsworth, please contact 020 8871 
8558 for collection and disposal of methotrexate injection clinical waste. 


• http://www.wandsworth.gov.uk/info/200489/rubbish_and_recycling/456/contact_


waste_services 



https://www.croydon.gov.uk/environment/rrandw/collection/other-collections/clinicalwaste

https://www.croydon.gov.uk/environment/rrandw/collection/other-collections/clinicalwaste

http://www.kingston.gov.uk/info/200273/waste_and_recycling/709/clinical_waste

https://www.richmond.gov.uk/clinical_waste

http://www.wandsworth.gov.uk/info/200489/rubbish_and_recycling/456/contact_waste_services

http://www.wandsworth.gov.uk/info/200489/rubbish_and_recycling/456/contact_waste_services
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5. CLINICAL INFORMATION  
NOTE: The information listed below is not exhaustive. Please also consult the current Summary of Product Characteristics (SPC) for the respective drug prior to prescribing for up to date prescribing information, including detailed 
information on adverse effects, drug interactions, cautions and contraindications (available via www.medicines.org.uk). 


Azathioprine 


Route, Dose, Duration 
Monitoring undertaken by specialist 
before requesting shared care 


Ongoing monitoring 
undertaken by GP 


Monitoring following 
dose changes 


Stopping Criteria Follow Up 


Oral: 


If TPMT activity 
normal: 
Initial dose: 
50-75mg/day gradually 
increasing over 4-6 weeks 
 
Maintenance dose:  
2.0-2.5 mg/kg/day 10,11,12 
(with consideration to 
available tablet strengths)  
 


If TPMT activity 
intermediate 
(heterozygous): 
50% of normal dose and 
monitor for toxicity 8-10  


 
Inform GP if patient 
heterozygous for TPMT 
 


If TPMT activity  
absent 
(homozygous): 
Azathioprine is not 
recommended 11  
 


If also on allopurinol: 
Use lower doses 
 
Duration of treatment: 
Long term if patient is 
responding well to 
treatment and in absence 
of significant side effects12 


Baseline12: 


• Full blood count (FBC) 


• LFTs (ALT and/or AST, albumin) 


• Electrolytes, urea & creatinine/calculated GFR 


• Erythrocyte sedimentation rate (ESR) 


• C-reactive protein (CRP) 


• Thiopurine methyl transferase (TPMT) assay 


• Body weight, height 


• Blood pressure 


• Hepatitis B/C, HIV and tuberculosis screening  


• Varicella status (VZV) (if no history of 
infection) 


• Epstein-Barr virus (EBV) status 


• Screening for lung disease; lung function 
tests/imaging if concern about parenchymal 
lung disease (at the discretion of specialist) 


• Pregnancy test (if appropriate)/consider 
breast feeding in women of childbearing age14  


 


Ongoing12: 
Every 2 weeks until on stable dose for 6 weeks: 


• FBC 


• LFTs (ALT and/or AST, albumin) 


• Creatinine/calculated GFR 
 


Once on stable dose – monthly for 3 months; 
thereafter at least every 12 weeks 


• FBC 


• LFTs (ALT and/or AST, albumin) 


• Creatinine/calculated GFR 
More frequent monitoring if higher risk of 
toxicity.  Continue monthly monitoring if 
heterozygous for TPMT12 


 


4 weeks after initation (repeat at 12-16 weeks): 


• Thioguanine metabolite10 
 


At each visit ask patient about any rashes, oral 
ulceration, fever, infections, bruising or 
bleeding3 


Every 3 months once stable or as 
advised by specialist: 


• FBC 


• LFTs (ALT and/or AST, albumin) 


• Creatinine/calculated GFR12 
 
Thioguanine metabolite 
monitoring (on advice of specialist) 


• Poor response on stable dose 


• Annually10 
 
At each visit: 


• Ask patient about any rashes, 
oral ulceration, fever, infections, 
bruising or bleeding3 


• Monitor for signs and symptoms 
of infection12 


Specialist unless accepted 
by GP: 
Every 2 weeks after dose 
change until on stable 
dose for 6 weeks, then 
revert back to previous 
monitoring schedule: 


• FBC 


• LFTs (ALT and/or AST, 
albumin)  


• Creatinine/calculated 
GFR12 


 
4 weeks after dose 
change, repeat at 12-16 
weeks 


• Thioguanine 
metabolite10 as directed 
by specialist 


 


Failure to respond to treatment or 
adverse effects requiring withdrawal. 
 
In some patients baseline blood test 
values may be low and continued 
treatment may be considered 
appropriate following review of long-
term trend and discussion with 
specialist.12 


 
Withhold and discuss with specialist if 
any of the following occur: 


• WBC < 3.5 x 109/L 


• Neutrophils < 1.6 x 109/L 


• Unexplained eosinophilia  
> 0.5 x 109/L 


• Platelets < 140 x 109/L 


• Creatinine increase >30% over 12 
months and/or calculated GFR 
<60ml/ml/1.73m2 


• AST and/or ALT > 100 U/l 


• Unexplained reduction in albumin 
<30g/l12 


 
Withhold and check FBC immediately if 
any of the following symptoms: 


• Rash (significant new) 


• Oral ulceration 


• Severe or persistent infections 


• Fever 


• Chills/ myalgia 


• Persistent sore throat 


• Abnormal bruising or bleeding3 
 
Observe trends in results (e.g. gradual 
decreases in WBC or albumin or 
increasing LFTs). Obtain specialist 
advice where there are concerns.12  
 
Withhold temporarily during a serious 
infection until the patient has 
recovered from the infection. 12 


Specialist 


• Subject to response to treatment: 3 
monthly, 6 monthly or 12 monthly if 
well controlled and stable 


• Remind patient of signs of toxicity 


• Ask about any rashes, oral ulceration, 
bruising or bleeding 


• Send a letter/results notification to the 
GP after each clinic attendance 
indicating current dose, most recent 
blood tests and frequency of hospital 
appointments 


• Advise GP on review, duration and/or 
discontinuation of treatment when 
necessary 


• Inform GP of patients who do not 
attend clinic appointments. 


• Thioguanine metabolite monitoring 
o Poor response on stable dose 
o Annually10 


 
GP 


• Blood tests as outlined 


• See patient if disease flare or adverse 
effects (including infection) 
experienced between appointments 


 



../../../../Meetings/SWL%20MO%20Clinical%20Networks/IBD/190228/Departments$/ACU%20NEW/F%20-%20MEDICINES%20MNGT-ISPS/Shared%20Care%20Documents/SCPG%20in%20production/DMARDs/Gastroenterology/www.medicines.org.uk
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Azathioprine (cont’d) 
Practical issues including adverse effects, interactions, other relevant advice and information:  (see summary of product characteristics (SPC) and/or BNF for full list) 


1. TPMT Deficiency – Thiopurine methyltransferase (TPMT) deficiency (heterozygous state, TPMT intermediate)may be associated with delayed (up to 6 months after starting azathioprine) haematological toxicity 
including bone marrow toxicity. Azathioprine can be fatal in homozygous TPMT states TPMT low or absentand is contraindicated3.  


2. Thioguanine monitoring – Dose adjustments as per specialist advice. 
3. Abnormal laboratory parameters – Macrocytosis* (MCV > 105 fl) – check for vitamin B12/folate deficiency, thyroid function (TSH) and assessment of alcohol consumption. If abnormal, treat any underlying 


cause. If no underlying abnormality, discuss with specialist12. 
4. Adverse Effects – Patients should be advised to wear protective clothing and use sunscreen with a high sun protection factor to reduce exposure to sunlight and UV light. 
5. Pregnancy and Breast Feeding – Azathioprine can be prescribed to pregnant and breast feeding patients. Any patient considering pregnancy or has discovered they are pregnant can  be referred back to their 


specialist if required. 12 Vaccinations - Patients must not receive immunisations with live vaccines such as oral Polio, MMR, BCG, oral typhoid, yellow fever or varicella zoster12. Inactivated injectable polio vaccine 
is available but suboptimal response may be seen. Seasonal and pandemic influenza vaccination and Pneumovax are safe and recommended12. Varicella vaccine should not be given to patients without 
discussing with the specialist to assess degree of immunosuppression. Patients may also be on biologic therapy therefore important to discuss with specialist. Patients exposed to chickenpox/shingles should 
receive passive immunisation with VZIG (varicella-zoster immunoglobulin) if they are varicella-zoster virus (VZV) susceptible (VZV IgG undetectable on blood testing). 


6. Renal impairment - is not uncommon in diseases treated with azathioprine. Poor renal function can indicate disease worsening and the need to  decrease the dose rather than stop. Specialists may use this 
information to inform treatment decisions rather than as grounds to stop the drug. 


7. Safe handling and disposal – It is recommended that 6-mercaptopurine tablets should be handled following the prevailing local recommendations and/or regulations for the handling and disposal of cytotoxic 
agents. Any unused product or waste material should be disposed of in accordance with local requirements. – does azathioprine require disposal?? 


Summary of adverse effects: (see SPC for full list) Very common: ≥ 1/10         Common: ≥ 1/100 to < 1/10     Uncommon: ≥ 1/1,000 to < 1/100         Rare: ≥ 1/10,000 to < 1/1,000 
 


Adverse event3 Frequency3 Management by GP 


Infection and infestations 


• Viral, fungal and bacterial infections 


 
Uncommon 


 
Withhold temporarily during a serious infection until the patient has recovered from the infection12 


Blood and lymphatic system disorders  
(manifested as abnormal bruising and bleeding or severe sore throat) 


• Depression of bone marrow function; leucopenia 


• Thrombocytopenia  


• Anaemia 


• Agranulocytosis, pancytopenia, aplastic anaemia, megaloblastic 
anaemia, erythroid hypoplasia 


 
 
Very common  
Common 
Common 
Rare 


 
Check FBC immediately and withhold drug(s) until results known 


• Check haematinics and replace if appropriate. Discuss with specialist. 


• If WBC < 3.5x109/L, neutrophils < 1.6x109/L or platelets < 140x109/L stop azathioprine and any concomitant 
myelosuppressive medication and contact specialist immediately. Refer back to hospital12  


 


Gastrointestinal disorders 


• Nausea  


• Pancreatitis  


 
Uncommon 
Common 


Advise patient to divide dose and take with food. If no improvement, reduce dose or stop and contact 
specialist3. If onset of severe abdominal pain, consider pancreatitis and check amylase. Discuss with specialist 
team urgently 


Immune system disorders 


• Hypersensitivity reaction 


• Myalgia 


 
Uncommon 
Uncommon 


 
Often transient, withhold and contact specialist3Withhold and contact specialist3 


Hepato-biliary disorders 


• Cholestasis and degeneration of liver functions 


 
Uncommon 


 
Withhold or reduce and contact specialist3 


Clinically significant drug interactions:  (see SPC and/or BNF for full list) 


• Co-trimoxazole, trimethoprim, sulfamethoxazole – avoid, increased risk of haematotoxicity3. 


• Allopurinol – enhanced effects and increased toxicity of  azathioprine – reduce azathioprine dose to 25%3 (up to 50%) of the original dose 8,10,11 Discuss with specialist if allopurinol is to be initiated. 


• Febuxostat – although interaction studies with febuxostat + azathioprine have not been performed, inhibition of xanthine oxidase (XO) is known to result in an increase in azathioprine levels. On the basis of the 
mechanism of action of febuxostat on XO inhibition, concomitant use is not recommended.4 


• Coumarin anticoagulants  – reduced anticoagulant effect3, monitor INR closely4 and increase maintenance dose of coumarin if necessary5. 


• Ribavirin – possible increased risk of myelosuppression13 


• Angiotensin-converting enzyme (ACE) inhibitors – co-prescription of azathioprine may cause anaemia3 (if significant, consider alternative to ACE inhibitor or different DMARD). 


• Aminosalicylates (i.e. mesalazine, olsalazine, sulfasalazine) – may contribute to bone marrow toxicity3. 
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6-Mercaptopurine 


Route, Dose, Duration 
Monitoring undertaken by specialist 
before requesting shared care 


Ongoing monitoring 
undertaken by GP 


Monitoring following 
dose changes 


Stopping Criteria Follow Up 


Oral: 


If TPMT activity 
normal: 
Initial dose: 
50 mg/day gradually 
increasing over 4-6 weeks  
 
Maintenance dose: 
1.0-1.5mg/kg/day8-10  
(with consideration to 
available tablet strengths) 
 


If TPMT activity 
intermediate 
(heterozygous): 
Start with 50% of normal 
dose and monitor 
Inform GP if patient 
heterozygous for TPMT 
 


If TPMT activity low 
or absent 
(homozygous): 
6-Mercaptopurine not 
recommended 11  
 


If also on allopurinol: 
Use lower doses 
 
 
Duration of Treatment: 
Long term if patient is 
responding well to 
treatment and in absence 
of significant side effects12 


Baseline12: 


• Full blood count (FBC) 


• LFTs (ALT and/or AST, albumin) 


• Electrolytes, urea & creatinine/calculated GFR 


• Erythrocyte sedimentation rate (ESR) 


• C-reactive protein (CRP) 


• Thiopurine methyl transferase (TPMT) assay 


• Body weight, height 


• Blood pressure 


• Hepatitis B/C, HIV and tuberculosis screening12  


• Varicella status (VZV) (if no history of 
infection) 


• Epstein-Barr virus (EBV) status3 


• Screening for lung disease; lung function 
tests/imaging if concern about parenchymal 
lung disease (at the discretion of specialist) 


• Pregnancy test (if appropriate)/consider 
breast feeding in women of childbearing age14 


 
Ongoing12: 
Every 2 weeks until on stable dose for 6 weeks: 


• FBC 


• LFTs (ALT and/or AST, albumin) 


• Creatinine/calculated GFR 
 


Once on stable dose – monthly for 3 months; 
thereafter at least every 12 weeks: 


• FBC 


• LFTs (ALT and/or AST, albumin) 


• Creatinine/calculated GFR 
More frequent monitoring if higher risk of 
toxicity.  Continue monthly monitoring if 
heterozygous for TPMT12 
 
4 weeks after initation, repeat at 12-16 weeks: 


• Thioguanine metabolite10 
 
At each visit ask patient about any rashes, oral 
ulceration, fever, infections, bruising or bleeding3 


Every 3 months once stable 
unless heterozygous for TPMT 
(continue monthly monitoring) 
or as advised by specialist: 


• FBC 


• LFTs (ALT and/or AST, albumin) 


• Creatinine/calculated GFR12 
 
Thioguanine metabolite 
monitoring (on advice of 
specialist) 


• Poor response on stable dose 


• Annually10 
 
At each visit: 


• Ask patient about any rashes, 
oral ulceration, fever, 
infections, bruising or 
bleeding3. 


• Monitor for signs and 
symptoms of infection12 


Specialist unless accepted 
by GP: 
Every 2 weeks after dose 
change until on stable 
dose for 6 weeks, then 
revert back to previous 
monitoring schedule: 


• FBC 


• LFTs (ALT and/or AST, 
albumin)  


• Creatinine/calculated 
GFR12 


 
4 weeks after dose 
change, repeat at 12-16 
weeks 


• Thioguanine 
metabolite10 


 


Failure to respond to treatment or 
adverse effects requiring 
withdrawal. 
 
In some patients baseline blood test 
values may be low and continued 
treatment may be considered 
appropriate following review of 
long-term trend and discussion with 
specialist. 12 
 
Withhold and discuss with 
specialist if any of the following 
occur: 


• WBC < 3.5 x 109/L 


• Neutrophils < 1.6 x 109/L 


• Unexplained eosinophilia  
> 0.5 x 109/L 


• Platelets < 140 x 109/L 


• Creatinine increase >30% over 12 
months and/or calculated GFR 
<60ml/ml/1.73m2 


• AST and/or ALT > 100 U/l 


• Unexplained reduction in 
albumin <30g/l12 


 
Withhold and check FBC 
immediately if any of the following 
symptoms: 


• Rash (significant new) 


• Oral ulceration 


• Severe or persistent infections 


• Fever 


• Chills 


• Persistent sore throat 


• Abnormal bruising or bleeding3 
 
Observe trends in results (e.g. 
gradual decreases in WBC or 
albumin or increasing LFTs). Obtain 
specialist advice where there are 
concerns. 12  
 
Withhold temporarily during a 
serious infection until the patient 
has recovered from the infection12. 


Specialist: 


• Subject to response to treatment: 3 
monthly, 6 monthly or 12 monthly if well 
controlled and stable 


• Remind patient of signs of toxicity 


• Ask about any rashes, oral ulceration, 
bruising or bleeding 


• Send a letter/results notification to the GP 
after each clinic attendance indicating 
current dose, most recent blood tests and 
frequency of hospital appointments 


• Advise GP on review, duration and/or 
discontinuation of treatment when 
necessary 


• Inform GP of patients who do not attend 
clinic appointments 


• Thioguanine metabolite monitoring 
o Poor response on stable dose 
o Annually 


 
GP: 


• Blood tests as outlined 


• See patient earlier if disease flare or adverse 
effects (including infection) experienced 
between appointments 
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6-Mercaptopurine (cont’d) 
Practical issues including adverse effects, interactions, other relevant advice and information:  (see summary of product characteristics (SPC) and/or BNF for full list) 


1. TPMT Deficiency - Thiopurine methyl transferase (TPMT) deficiency (heterozygous state (TPMT intermediate) or homozygous (TPMT low or absent) may be associated with delayed (up to 6 months after 
starting 6-mercaptopurine) haematological toxicity including bone marrow toxicity. 6-mercaptopurine can be fatal in homozygous TPMT states and is contraindicated3. 


2. Thioguanine monitoring – Dose adjustments as per specialist advice3. 
3. Abnormal laboratory parameters – Macrocytosis* (MCV > 105 fl) - check for vitamin B12/folate deficiency, thyroid function (TSH) and assessment of alcohol consumption. If abnormal, treat any underlying 


cause. If no underlying abnormality, discuss with specialist. 12 
4. Adverse Effects – Patients should be advised to wear protective clothing and use sunscreen with a high protection factor to reduce exposure to sunlight and UV light. 
5. Pregnancy and Breast Feeding – 6-Mercaptopurine can be prescribed to pregnant and breast feeding patients. Any patient considering pregnancy or has discovered they are pregnant can be referred back to 


their specialist if required.12  
6. Vaccinations - Patients must not receive immunisations with live vaccines such as oral Polio, MMR, BCG, oral typhoid, yellow fever or varicella zoster12. Inactivated injectable polio vaccine is available but 


suboptimal response may be seen13. Seasonal and pandemic influenza vaccination and Pneumovax are safe and recommended12. Varicella vaccine should not be given to patients without discussing with the 
specialist to assess degree of immunosuppression. Patients may also be on biologic therapy therefore important to discuss with specialist. Patients exposed to chickenpox/shingles should receive passive 
immunisation with VZIG (varicella-zoster immunoglobulin) if they are varicella-zoster virus (VZV) susceptible (VZV IgG undetectable on blood testing).13 


7. Renal impairment - is not uncommon in diseases treated with 6-mercaptopurine. Poor renal function can indicate disease worsening and the need to increase the dose rather than stop. Specialists may use 
this information to inform treatment decisions rather than as grounds to stop the drug. 


8. Safe handling and disposal – It is recommended that 6-mercaptopurine tablets should be handled following the prevailing local recommendations and/or regulations for the handling and disposal of 
cytotoxic agents. Any unused product or waste material should be disposed of in accordance with local requirements.  


Summary of adverse effects: (see SPC for full list)  Very common: ≥ 1/10         Common: ≥ 1/100 to < 1/10     Uncommon: ≥ 1/1,000 to < 1/100         Rare: ≥ 1/10,000 to < 1/1,000 
 


Adverse event3 Frequency3 Management by GP 


Infection and infestations 


• Viral, fungal and bacterial infections 


 
Uncommon 


Withhold temporarily during a serious infection until the patient has recovered 
from the infection12 


Blood and lymphatic system disorders (manifested as abnormal bruising , bleeding or severe sore throat) 


• Depression of bone marrow function; leucopenia 


• Thrombocytopenia  


• Anaemia 


• Agranulocytosis, pancytopenia, aplastic anaemia, megaloblastic anaemia, erythroid hypoplasia 


 
Very common  
Common 
Common 
Rare 


Check FBC immediately and withhold drug(s) until results known 


• Check haematinics and replace appropriately. Discuss with specialist. 


• If WBC < 3.5x109/L, neutrophils < 1.6x109/L or platelets < 140x109/L stop 6-
mercaptopurine and any concomitant myelosuppressive medication and 
contact specialist immediately. Refer back to hospital12 


Gastrointestinal disorders 


• Nausea  


• Pancreatitis  


 
Uncommon 
Common 


Advise patient to divide dose and take with food. If no improvement, reduce dose 
or stop and contact specialist3.  If onset of severe abdominal pain, consider 
pancreatitis and check amylase. Discuss with specialist team urgently 


Immune system disorders 


• Myalgia 


• Hypersensitivity reaction 


 
Uncommon 
Uncommon 


 
Often transient. Withhold and contact specialist3 


Withhold and contact specialist3 


Hepato-biliary disorders:  


• Cholestasis and degeneration of liver functions 


 
Uncommon 


 
Withhold or reduce and contact specialist3 


Clinically significant drug interactions:  (see SPC and/or BNF for full list) 


• Co-trimoxazole, trimethoprim, sulfamethoxazole – avoid, increased risk of haematotoxicity3. 


• Allopurinol – enhanced effects and increased toxicity of allopurinol – reduce 6-mercaptopurine dose to 25%3 (up to 50%) of the original dose 8, 1011. Discuss with specialist if allopurinol is to be initiated. 


• Febuxostat – although interaction studies with febuxostat + 6-mercaptopurine have not been performed, inhibition of xanthine oxidase (XO) is known to result in an increase in 6-mercaptopurine levels. On the 
basis of the mechanism of action of febuxostat on XO inhibition, concomitant use is not recommended4. 


• Coumarin anticoagulants  – reduced anticoagulant effect3, monitor INR closely4 and increase maintenance dose of coumarin if necessary5. 


• Ribavirin – possible increased risk of myelosuppression13. 


• Phenytoin, sodium valproate, carbamazepine – 6-mercaptopurine reduces the absorption of these drugs. 


• Angiotensin-converting enzyme (ACE) inhibitors – co-prescription of 6-mercaptopuirine may cause anaemia3 (if significant, consider alternative to ACE inhibitor or different DMARD). 


• Aminosalicylates (i.e. mesalazine, olsalazine, sulfasalazine) – may contribute to bone marrow toxicity3. 
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Methotrexate 


Route, Dose, Duration 
Monitoring undertaken by specialist 
before requesting shared care 


Ongoing monitoring 
undertaken by GP 


Monitoring following 
dose changes 


Stopping Criteria Follow Up 


Oral or subcutaneous injection 
Initial dose: 25mg once weekly3 
 
Patients previously established on 
oral methotrexate may transfer to 
subcutaneous methotrexate at 
higher initial doses 
 
Only prescribe 2.5mg tablets or the 
appropriate strength of pre-filled 
pen/syringe. Doses are increased by 
2.5-5mg weekly according to 
response and tolerability4 
 
Maintenance dose: 
15–25mg once weekly 
(see below for special patient 
groups) 3, 15 
 
Doses exceeding 20mg/week are 
associated with significant increase 
in toxicity, especially bone marrow 
suppression3 
 
Response to treatment may take up 
to 4 – 8 weeks 
Upon achieving the therapeutically 
desired result, the dose should be 
reduced gradually to the lowest 
possible effective maintenance 
dose3 
 
Folic acid 


• 5mg as a single dose once a 
week12, not on the same day as 
methotrexate4 OR 


• 1mg daily except on the day of 
methotrexate treatment15 


 
 
Duration of Treatment: 
Long term if patient is responding 
well to treatment and in absence of 
significant side effects12 


Baseline12: 


• Full blood count (FBC) 


• LFTs (ALT and/or AST, albumin) 


• Electrolytes, urea & 
creatinine/calculated GFR 


• Erythrocyte sedimentation rate (ESR) 


• C-reactive protein (CRP) 


• Vitamin B12 


• Body weight, height 


• Blood pressure 


• Hepatitis B/C, HIV and tuberculosis 
screening  


• Varicella status (VZV) (if no history of 
infection) 


• Epstein-Barr virus (EBV) status 


• Screening for lung disease; lung 
function tests/imaging if concern about 
parenchymal lung disease (at the 
discretion of specialist) 


• Pregnancy test (if appropriate)/consider 
breast feeding in women of 
childbearing age. Methotrexate is 
contraindicated in pregnancy, for three 
months before attempting conception 
and breastfeeding 3,14 


 
Ongoing [BSR, 2017] 12: 
Every 2 weeks until on stable dose for 6 
weeks 


• FBC 


• LFTs (ALT and/or AST, albumin) 


• Creatinine/calculated GFR 
 
Once on stable dose – monthly for 3 
months; thereafter at least every 12 
weeks: 


• FBC 


• LFTs (ALT and/or AST, albumin) 


• Creatinine/calculated GFR 
More frequent monitoring if higher risk of 
toxicity12 
 
At each visit: 
Ask patient about any sore throat,, oral 
ulceration, bruising, nausea, vomiting and 
shortness of breath4 


Every 3 months once stable 
unless more frequent 
monitoring is advised by the 
specialist due to higher risk 
of toxicity (e.g. if co-
prescribed with potentially 
hepatotoxic drugs): 


• FBC 


• LFTs (ALT and/or AST, 
albumin) 


• Electrolytes, urea & 
creatinine/calculated 
GFR12 


 
At each visit: 
Ask patient about any sore 
throat,, oral ulceration, 
bruising, nausea, vomiting 
and shortness of breath4 


• Monitor for signs and 
symptoms of infection12 


 


Specialist unless accepted by 
GP: 
Every 2 weeks after dose 
change until on stable dose 
for 6 weeks, then revert back 
to previous monitoring 
schedule: 


• FBC 


• LFTs (ALT and/or AST, 
albumin) 


• Electrolytes, urea & 
creatinine/calculated 
GFR12 


 


Failure to respond to treatment or 
adverse effects requiring withdrawal. 
 
In some patients baseline blood test 
values may be low and continued 
treatment may be considered 
appropriate following review of long-
term trend and discussion with 
specialist. 12 
 
Withhold and discuss with specialist if 
any of the following occur [BSR, 2017]: 


• WBC < 3.5 x 109/L 


• Neutrophils < 1.6 x 109/L 


• Unexplained eosinophilia  
> 0.5 x 109/L 


• Platelets < 140 x 109/L 


• MCV > 105 fl* 


• Creatinine increase >30% over 12 
months and/or calculated GFR 
<60ml/ml/1.73m2 


• AST and/or ALT > 100 U/l or greater 
than 2-3 times than normal  


• Unexplained reduction in albumin 
<30g/l12 
 


Withhold and check FBC immediately if 
any of the following symptoms: 


• Rash (significant new) 


• Oral ulceration 


• Severe or persistent infections 


• Fever 


• Chills 


• Persistent sore throat 


• Abnormal bruising or bleeding3 
 


Observe trends in results (e.g. gradual 
decreases in WBC or albumin or 
increasing LFTs). Obtain specialist advice 
where there are concerns.12 
 


Withhold temporarily during a serious 
infection until the patient has recovered 
from the infection. 12 
 


Specialist: 


• Subject to response to treatment: 3 
monthly, 6 monthly or 12 monthly if 
well controlled and stable 


• Remind patient of methotrexate toxicity 
signs and check understanding of once 
weekly administration and need for 
folic acid 


• Ask about any rashes, oral ulceration, 
bruising or bleeding 


• Send a letter/results notification to the 
GP after each clinic attendance 
indicating current dose, most recent 
blood tests and frequency of hospital 
appointments 


• Update methotrexate patient held 
medicines monitoring booklet with 
most recent blood results 


• Advise GP on review, duration and/or 
discontinuation of treatment when 
necessary 


•  Inform GP of patients who do not 
attend clinic appointments 


 
GP: 


• Blood tests as outlined 


• Update methotrexate patient held 
medicines monitoring booklet with 
most recent blood results 


• See patient if disease flare or adverse 
effects (including infection)experienced 
between appointments 


• Remind patient of methotrexate toxicity 
signs and check understanding of once 
weekly administration and need for 
folic acid 
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Methotrexate (cont’d) 
Practical issues including adverse effects, interactions, other relevant advice and information:  (see summary of product characteristics (SPC) and/or BNF for full list) 


1. Special consideration for dose adjustments (as advised by specialist): 
• Elderly - Dose reduction should be considered due to impaired kidney and hepatic function as well as lower folate reserves3 
• Hepatic impairment – Administer with great caution, if it all, to patients with significant current or previous liver disease (especially due to alcohol).  Bilirubin > 5mg/dL (85.5micromol/L) – contraindicated3 
• Renal impairment –Creatinine clearance > 50 ml/min    → 100% of dose 
                                         Creatinine clearance 10-50 ml/min → 50% of dose 
                                         Creatining clearance < 10 ml/min    → Avoid in severe impairment16 


   Creatinine clearance should be calculated using the Cockroft-Gault equation which can be found 
at:https://www.medicinescomplete.com/mc/bnf/current/creat.htm?q=creatinine%20clearance&t=search&ss=text&tot=57&p=1#_hit (registration required) or at 


   https://www.nuh.nhs.uk/staff-area/antibiotics/creatinine-clearance-calculator/ 
2. Abnormal laboratory parameters – Macrocytosis (MCV > 105 fl) - check for vitamin B12/folate deficiency, thyroid function (TSH) and assessment of alcohol consumption. If abnormal treat any underlying 


cause. If no underlying abnormality, discuss with specialist. 12 
3. Pregnancy and Breast Feeding – Any patient considering pregnancy or has discovered they are pregnant, should be discussed with the specialist. Methotrexate is contraindicated in pregnancy, for three 


months prior to attempting conception and breast feeding3,14. Whilst taking methotrexate and for at least 3$ months after stopping, both men and women  must use reliable contraception. Women must wait 
at least 3 full menstrual cycles (or 3$ months) after stopping methotrexate before conceiving. Men should continue to use contraceptives for 3$ months after stopping methotrexate.13,14  
$NOTE: Some manufacturers recommend using reliable contraception for 6 months after cessation of methotrexate therapy. Always consult the Summary of Product Characteristics for the product being 
prescribed (www.medicines.org.uk). Methotrexate may be excreted in breast milk so breast feeding must be avoided. 3  Shared care will not apply during pregnancy and breastfeeding. 


4. Vaccinations - Patients must not receive immunisations with live vaccines such as oral Polio, MMR, BCG, oral typhoid, yellow fever or varicella zoster12. Inactivated injectable polio vaccine is available but 
suboptimal response may be seen13. Seasonal and pandemic influenza vaccination and Pneumovax are safe and recommended12. Varicella vaccine should not be given to patients without discussing with the 
specialist to assess degree of immunosuppression. Patients may also be on biologic therapy therefore important to discuss with specialist. Patients exposed to chickenpox/shingles should receive passive 
immunisation with VZIG (varicella-zoster immunoglobulin) if they are varicella-zoster virus (VZV) susceptible (VZV IgG undetectable on blood testing).13 


5. Risk factors for hepatotoxicity  –  obesity, diabetes mellitus and excess alcohol increase the likelihood of methotrexate induced liver damage3. Alcohol consumption should be well within national guidelines 
and should not exceed 4-6 units/week. 


6. Methotrexate tablets – only prescribe 2.5mg strength to reduce risk of dosing errors and allow for dose adjustments.7 
7. Methotrexate injection  –  Patients must be willing to self-administer  or have a carer who is willing to administer the injection. If the patient or carer become unable to administer the injection, they should 


be referred back to the hospital to restart clinic based administration. It is not intended that the GP practice will assume responsibility for administration.6  
Follow local Trust procedures to ensure patient or carer is appropriately trained and can demonstrate competence on injection technique, disposal of sharps and use of cytotoxic spillage kit.  
Waste management services – Arrangements differ between localities and alternative arrangements may be in place for CCGs outside of the South West London area. See 4. Communication and Support for 
contact details. Waste collection services must be arranged before prescribing responsibility can be transferred. 


Summary of adverse effects:  
(see summary of product characteristics (SPC) for full list)  Very common: ≥ 1/10         Common: ≥ 1/100 to < 1/10     Uncommon: ≥ 1/1,000 to < 1/100         Rare: ≥ 1/10,000 to < 1/1,000 


 


Adverse event3 Frequency3 Management by GP 


Infection and infestations 


• Severe infections, including sepsis (which may be fatal) 


 
Rare 


In event of severe, uncontrolled infection refer to hospital. Susceptibility of infections is increased, especially for 
opportunistic infections3. Infections may be more severe and require early and vigourous treatment. 
Patients with tuberculin reactivity must be carefully monitored due to tuberculosis reactivation risk3. 


Blood and lymphatic system disorders  
Significant drop in FBC compared to baseline6(may manifest as 
abnormal bruising or severe sore throat) 


• Anaemia 


• Leucopenia, neutropenia, thrombocytopenia 


• Pancytopenia 


• Agranulocytosis() bone marrow depression 


• Eosinophilia 


 
 
 
Common 
Common 
Uncommon 
Very rare 
Unknown 


 
 
Check FBC immediately and withhold drug(s) until results known 


• Check haematinics and replace appropriately. Discuss with specialist. 


• If WBC < 3.5x109/L, neutrophils < 1.6x109/L or platelets < 140x109/L stop or reduce methotrexate and any 
concomitant myelosuppressive medication12 and contact specialist immediately. Refer back to hospital 



https://www.medicinescomplete.com/mc/bnf/current/creat.htm?q=creatinine%20clearance&t=search&ss=text&tot=57&p=1#_hit

https://www.nuh.nhs.uk/staff-area/antibiotics/creatinine-clearance-calculator/

http://www.medicines.org.uk/
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Methotrexate (cont’d) 
Adverse event3 Frequency3 Management by GP 


Respiratory, thoracic and mediastinal disorders 
Methotrexate induced lung disease is a potentially serious adverse drug 
reaction which may occur acutely at any time during therapy. Be alerted 
if new or increasing breathlessness, persistent dry cough 


• Pneumonia, interstitial alveolitis/pneumonitis often associated with 
eosinophilia 


• Symptoms indicating potentially severe lung injury (interstitial 
pneumonitis): dry unproductive cough, shortness of breath and fever 


• Shortness of breath 


 
 
Common 
 
 
 
Rare 


 
 
 
 
Withhold methotrexate, organise chest x-ray and contact specialist urgently for further advice 
(Pneumonitis is more likely to occur in the first year of treatment but can occur at any time) 3 


Gastrointestinal disorders 


• Nausea 


• Vomiting 


• Diarrhoea 


• Mouth ulcers 


 
Very common 
Uncommon 
Common 
Common 


If tolerable continue. If untolerable, contact specialist with view to  
(1) Divide dose of methotrexate over 12-48 hours3 
(2) Consider methotrexate dose reduction 
(3) Consider increasing folic acid dose  
(4) Consider anti-emetic (short term only) 


Hepato-biliary disorders 


• Raised liver parameters (ALT, AST, alkaline phosphatase, bilirubin) 
 


 
Very common 
 


If > 2 fold rise in AST, ALT (from upper limit of normal reference range – ULN) 3 


• Repeat the test and if still 2 times ULN, stop the drug, ascertain alcohol consumption 


• Contact specialist for advice 


• Decrease in serum albumin (in absence of active disease) 


• Acute hepatitis 


• Hepatic failure 


Uncommon 
Rare 
Very rare 


Withhold methotrexate and contact specialist for further advice 


Skin and subcutaneous tissue disorders 


• Increased hair loss 


 
Uncommon 


Alopecia is reversible with dose reduction or discontinuation. Contact specialist for advice with a view to 
consider dose reduction. If severe, refer back to specialist to consider stopping treatment. 3 


Clinically significant drug interactions:  (see SPC and/or BNF for full list) 


Increased monitoring may be needed when initiating or discontinuing an interacting drug. Patients should be advised to avoid the use of over-the-counter products without consulting their GP or specialist. 


• Severe interaction with antibiotics (refer to BNF before prescribing antibiotics)4– Many antibiotics interact by reducing renal clearance of methotrexate resulting in increased serum concentrations of 
methotrexate with simultaneous haematological and gastrointestinal toxicity3.  Certain antibiotics are folate antagonists e.g. co-trimoxazole, trimethoprim, sulphonamides and SHOULD NOT BE CO-
PRESCRIBED due to the possibility of pronounced impairment of blood cell formation. 


• NSAIDs – monitor, increased risk of toxicity but is considered appropriate in most patients providing toxicity is monitored3.  Patients should be advised to avoid self-medication with over-the-counter aspirin 
or ibuprofen. Discuss with specialist before starting patients on NSAIDs. 


• Low dose aspirin – The opinion of clinicians locally is that there may be some patients in whom the benefit of co-prescribing low dose aspirin and low dose methotrexate outweighs the risks involved, 
provided that regular monitoring is carried out. 


• Vaccines – avoid concomitant use of methotrexate with live vaccines3. 


• Vitamins – some preparations containing folic acid or its derivates may decrease response to methotrexate3. 
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Sulfasalazine EC  


Route, Dose, Duration 
Monitoring undertaken by specialist 
before requesting shared care 


Ongoing monitoring 
undertaken by GP 


Monitoring following 
dose changes 


Stopping Criteria Follow Up 


Oral 
Initial dose: 
Acute mild, moderate to severe  
attack: 
- 1-2g four times daily4 
 
 
Maintenance dose:  
2g/day in 2-4 divided doses4 
 
 
Duration of Treatment: 
Long term if patient is responding 
well to treatment and in absence 
of significant side effects12 


Baseline12: 


• Full blood count (FBC) 


• LFTs (ALT and/or AST, albumin) 


• Electrolytes, urea & creatinine/calculated 
GFR 


• Erythrocyte sedimentation rate (ESR) 


• C-reactive protein (CRP) 


• Body weight, height 


• Blood pressure 


• Hepatitis B/C, HIV screening  


• Varicella status (VZV) (if no history of 
infection) 


• Pregnancy test (if appropriate)/consider 
breast feeding in women of childbearing 
age  Shared care is not appropriate if 
patient is pregnant, wishes to become 
pregnant or is breastfeeding. 


• G6PD status should be considered in at 
risk ethnic groups 


 
Ongoing12: 
Every 2 weeks until on stable dose for 6 
weeks: 


• FBC 


• LFTs (ALT and/or AST, albumin) 


• Creatinine/calculated GFR 
 


Once on stable dose – monthly for 3 
months; thereafter at least every 12 weeks: 


• FBC 


• LFTs (ALT and/or AST, albumin) 


• Creatinine/calculated GFR 
More frequent monitoring if at higher risk of 
toxicity. 12 
 
At each visit: 
At each visit: 
Ask patient about any rashes, sore throat, 
fever, bruising or bleeding4. 


Every 3 months once stable 
unless co-prescribed with 
potentially hepatotoxic drugs: 


• FBC 


• LFTs (ALT and/or AST, 
albumin) 


• Electrolytes, urea & 
creatinine/calculated GFR12 


 
After 12 months: 
No routine monitoring is 
required unless advised 
otherwise12 
 
More frequent monitoring is 
required for patients at higher 
risk of toxicity (as per specialist 
advice) 12 
 
At each visit: 
 At each visit: 


• Ask patient about any 
rashes, sore throat, fever, 
bruising or bleeding4. 


• Monitor for signs and 
symptoms of infection12 


 
 
 


Specialist unless accepted 
by GP: 
Every 2 weeks after dose 
change until on stable dose 
for 6 weeks, then revert back 
to previous monitoring 
schedule: 


• FBC 


• LFTs (ALT and/or AST, 
albumin) 


• Electrolytes, urea & 
creatinine/calculated 
GFR12 


 
After 12 months: no routine 
monitoring is required unless 
advised otherwise12 
 


Failure to respond to treatment or 
adverse effects requiring 
withdrawal. 
 
In some patients pre-treatment 
blood test values may be low and 
continued treatment may be 
considered appropriate following 
review of long-term trend and 
discussion with specialist.12 
 
Withhold and discuss with 
specialist if any of the following 
occur: 


• WBC < 3.5 x 109/L 


• Neutrophils < 1.6 x 109/L 


• Unexplained eosinophilia  
> 0.5 x 109/L 


• Platelets < 140 x 109/L 


• MCV > 105 fl* 


• Creatinine increase >30% over 
12 months and/or calculated 
GFR <60ml/ml/1.73m2 


• AST and/or ALT > 100 U/l 


• Unexplained reduction in 
albumin <30g/l 12 
 


Withhold and check FBC 
immediately for any of the 
following symptoms: 


• Rash (significant new) 
 


• Severe or persistent infections 


• Fever 


• Chills 


• Persistent sore throat 


• Abnormal bruising or bleeding3 
 


Observe trends in results (e.g. 
gradual decreases in WBC or 
albumin or increasing LFTs). Obtain 
specialist advice where there are 
concerns. 12  
 


Withhold temporarily during a 
serious infection until the patient 
has recovered from the infection. 12 


Specialist: 


• Subject to response to treatment: 3 
monthly, 6 monthly or 12 monthly if well 
controlled and stable 


• Remind patient of signs of toxicity 


• Ask about any rashes, oral ulceration, 
bruising or bleeding 


• Send a letter/results notification to the GP 
after each clinic attendance indicating 
current dose, most recent blood tests and 
frequency of hospital appointments 


• Advise GP on review, duration and or 
discontinuation of treatment when 
necessary 


•  Inform GP of patients who do not attend 
clinic appointments 


 
GP: 


• Blood tests as outlined 


• See patient if disease flare or adverse 
effects (including infection) experienced 
between appointments 
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Sulfasalazine EC (cont’d) 
Practical issues including adverse effects, interactions, other relevant advice and information:  (see summary of product characteristics (SPC) and/or BNF for full list) 


1. Abnormal laboratory parameters – Macrocytosis (MCV > 105 fl) - check for vitamin B12/folate deficiency, thyroid function (TSH) and assessment of alcohol consumption. If abnormal treat any underlying cause. 
If no underlying abnormality, discuss with specialist. 12 


2. Infertility – Oligospermia and infertility may occur in men. Discontinuation appears to reverse these effects within 2 to 3 months. Disucss with specialist. 3 
3. Pregnancy and Breast Feeding – Any patient considering pregnancy or has discovered they are pregnant should be discussed with the specialist. An assessment of risk and benefit should be undertaken with the 


patient by the specialist.3 Avoid breastfeeding in very preterm jaundiced neonates4 – discuss with obstetrician and neonatologist.  
4. Prescription selection – Due to the risk of incorrect drug selection, ensure prescription reads SulfaSALAZINE (NOT SulfaDIAZINE). For more information4: https://www.gov.uk/drug-safety-update/recent-drug-


name-confusion . 
5. Vaccinations –  Seasonal and pandemic influenza vaccination and Pneumovax are safe and recommended. Varicella vaccine should not be given to patients without discussing with the specialist. Patients 


exposed to chickenpox/shingles should be discussed with specialist.15  


Summary of adverse effects:  
(see SPC for full list)  Very common: ≥ 1/10         Common: ≥ 1/100 to < 1/10     Uncommon: ≥ 1/1,000 to < 1/100         Rare: ≥ 1/10,000 to < 1/1,000 


 


Adverse event3 Frequency3 Management by GP 


Blood and lymphatic system disorders  
(manifested as abnormal bruising or severe sore throat) 


• Anaemia 


• Leucopenia 


• Thrombocytopenia 


 
 
Not known 
Common 
Uncommon 


 
Check FBC immediately and withhold drug(s) until results known 


• Check haematinics and replace appropriately. Discuss with specialist 


• If WBC < 3.5x109/L, neutrophils < 1.6x109/L or platelets < 140x109/L stop methotrexate and any 
concomitant myelosuppressive medication12 and contact specialist immediately. Refer back to hospital 


Gastrointestinal disorders 


• Nausea, gastric distress 


• Abdominal pain, diarrhoea, vomiting, stomatitis 


 
Very common 
Common 


If tolerable continue. If untolerable, contact specialist with view to:  
(1) Consider sulfasalazine dose reduction 
(2) Consider anti-emetic (short term only) 


Nervous system disorders 


• Dizziness, headache 


 
Common 


 
If tolerable continue. If intolerable, contact specialist with view to consider sulfasalazine dose reduction 


Clinically significant drug interactions:  (see SPC and/or BNF for full list) 
No clinically significant drug interactions with commonly used medications  



https://www.gov.uk/drug-safety-update/recent-drug-name-confusion

https://www.gov.uk/drug-safety-update/recent-drug-name-confusion
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Mesalazine  ***Please prescribe by brand name*** 


Route, Dose, Duration Monitoring undertaken by GP or specialist  Stopping Criteria Follow Up 


Mesalazine comes in a range of 
preparations and brands - 
prescribe by brand name. Check 
individual product literature 
 
Oral: 
Mild to moderate acute 
exacerbation: 
Initial dose: 2.4g to 4.8g /day in  
divided doses3 
 
Maintenance dose:  Up to 2.4g/day 
in  divided doses3 
 
Rectal:  
1-2g/day depending on localisation 
and severity of attack3 
 
 
Duration of Treatment: 
Long term if patient is responding 
well to treatment and in absence of 
significant side effects12 


Baseline12: 


• Full blood count (FBC) 


• LFTs (ALT and/or AST, albumin) 


• Electrolytes, urea & creatinine/calculated GFR 


• Erythrocyte sedimentation rate (ESR) 


• C-reactive protein (CRP) 


• Body weight, height 


• Blood pressure 


• Pregnancy test (if appropriate)/consider breast 
feeding in women of childbearing age]. Shared care 
is not appropriate if patient is pregnant, wishes to 
become pregnant or is breastfeeding. 


 
Ongoing:12  
At 3 months, then annually:  


• Electrolytes, urea & creatinine/calculated GFR  
More frequent monitoring if higher risk of toxicity (as 
per specialist advice) 
 
At each visit: 
 


• Ask patient about any rashes, sore throat, fever, 
bruising or bleeding4 


• Monitor for signs and symptoms of infection12 
 
Dose increases – Monitor at 3 months, then revert back 
to previous monitoring schedule 


• FBC 


• LFTs (ALT and/or AST, albumin)  


• Creatinine/calculated GFR  


Failure to respond to treatment or adverse effects requiring withdrawal. 
 
In some patients baseline blood test values may be low and continued treatment may be considered 
appropriate following review of long-term trend and discussion with specialist. 12 
 
Withhold and discuss with specialist if any of the following occur: 


• WBC < 3.5 x 109/L 


• Neutrophils < 1.6 x 109/L 


• Unexplained eosinophilia > 0.5 x 109/L 


• Platelets < 140 x 109/L 


• MCV > 105 fl* 


• Creatinine increase >30% over 12 months and/or calculated GFR <60ml/ml/1.73m2 


• AST and/or ALT > 100 U/l 


• Unexplained reduction in albumin <30g/l 12 
 


Withhold and check FBC immediately if  any of the following symptoms: 


• Rash (significant new) 
 


• Severe or persistent infections 


• Fever 


• Chills 


• Persistent sore throat 


• Abnormal bruising or bleeding3 
 


Observe trends in results (e.g. gradual decreases in WBC or albumin or increasing LFTs). Obtain specialist 
advice where there are concerns. 12  
 
Withhold temporarily during a serious infection until the patient has recovered from the infection12. 


Consult specialist when 
clinically indicated 
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Mesalazine (cont’d) 
Practical issues including adverse effects, interactions, other relevant advice and information:  (see summary of product characteristics (SPC) and/or BNF for full list) 


1. Abnormal laboratory parameters – Macrocytosis (MCV > 105 fl) - check for vitamin B12/folate deficiency, thyroid function (TSH) and assessment of alcohol consumption. If abnormal, treat any underlying cause. 
If no underlying abnormality, discuss with specialist. 12 


 
2. Pregnancy and Breast Feeding – Any patient considering pregnancy or has discovered they are pregnant should be discussed with the specialist. An assessment of risk and benefit should be undertaken with the 


patient by the specialist.3 Avoid breastfeeding in very preterm jaundiced neonates4 – discuss with obstetrician and neonatologist.  
3. Renal impairment – Use with extreme caution in patients with confirmed mild to moderate renal impairment. Monitor periodically during treatment - for example every 3 months for the first year, then 6 


monthly for the next 4 years and annually thereafter, based on individual patient history. Clinicians should take into account risk factors such as prior and concomitant medications, duration and severity of 
disease and concurrent illnesses. Treatment with mesalazine should be discontinued if renal function deteriorates. If dehydration develops, normal electrolyte and fluid balance should be restored as soon as 
possible. 3 


4. Prescribe by brand name – Due to the risk of incorrect drug selection, ensure prescription specifies brand name. 
 


Summary of adverse effects:  
(see SPC for full list)  Very common: ≥ 1/10         Common: ≥ 1/100 to < 1/10     Uncommon: ≥ 1/1,000 to < 1/100         Rare: ≥ 1/10,000 to < 1/1,000 


 


Adverse event3 Frequency3 Management by GP 


Blood and lymphatic system disorders  
(manifested as abnormal bruising or severe sore throat) 


• Leucopenia, neutropenia, agranulocytosis, aplastic anaemia, 
thrombocytopenia 


 
 
Rare 
 


 
Check FBC immediately and withhold drug(s) until results known: 


• If WBC < 3.5x109/L, neutrophils < 1.6x109/L or platelets < 140x109/L stop mesalazine and any concomitant 
myelosuppressive medication12 and contact specialist immediately. Refer back to hospital.  


Gastrointestinal disorders 


• Nausea, abdominal pain, diarrhoea 
 


 
Common 
 


If tolerable continue. If untolerable, contact specialist with view to  
(1) Consider mesalazine dose reduction 
(2) Consider anti-emetic (short term only) 


Nervous system disorders 
Headache 


 
Common 


 
If tolerable continue. If untolerable, contact specialist with view to consider sulfasalazine dose reduction 


Clinically significant drug interactions:  (see SPC and/or BNF for full list) 
• NSAIDs, azathioprine, other nephrotoxic drugs – avoid, increased risk of renal reactions3 
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APPENDIX A – CORE RESPONSIBILITIES FOR THE SHARED CARE OF MEDICINES 
 (Adapted from Surrey SCPG – PCN agreed core roles and responsibilities for the shared care of medicines) 


Patient  


A shared care prescribing guideline is an agreement between you and your healthcare providers. This means you, 
your consultant/specialist in hospital and your general practitioner. The guideline outlines everyone’s responsibilities 
for managing the prescribing of a medicine and yours as the patient. 
 
It is important you (and your carer where appropriate) feel comfortable and are able to manage the prescribing and 
monitoring of your treatment alongside your healthcare providers.    
It is your responsibility to follow these guidelines and the responsibility of your healthcare providers to help you and 
respond if you have any questions about your shared care. 
 
Working with your healthcare providers  
 
1. Agree with your consultant/specialist on how you want the treatment to be provided to you.  


❖ This is important and your consultant will explain the options available to you. This is an opportunity to 
ask questions and make sure you are comfortable with how your treatment will be provided and your role 
in looking after yourself. 


2. Inform your healthcare provider of any other medication being taken. 


❖ It is important for your healthcare provider to make sure there are no risks with your treatment and any 
other medication prescribed to you.   


3. You will be asked for permission to allow information about you to be shared with other healthcare providers. 


❖ Some information about you and your treatment needs to be shared to ensure that prescribing and 
monitoring undertaken by healthcare providers is completed using the most up-to-date information about 
yourself to optimise treatment provided and prevent errors from occurring. To do this we need your 
consent (permission) and it will be explained to you what information will be shared and with whom.   


4. Make sure you bring a list of your medications and any additional medications or products you use to every 
appointment with your healthcare provider and/or in case of an emergency. 


5. Ensure that you are provided with contact details (both during and out-of-hours) for support and help if required. 


6. You should inform all your healthcare providers of any changes to your personal details such as your address 
and telephone number. 


7. You need to let your healthcare providers know as soon as possible if you experience any serious problems (side 
effects) with your treatment. Your healthcare provider will explain to you what this might be. It is important to 
make sure you understand anything you are asked to report. It is also important your healthcare provider knows 
about any new/worsening symptoms. 


8. Your healthcare provider will explain the risks of pregnancy and breast feeding while on treatment. Please talk to 
your healthcare provider if you have any concerns, become pregnant or if you wish to become pregnant.  


9. You must arrange and attend all your appointments. 


10. If you cannot attend an appointment, please inform your respective healthcare provider. Once you have done 
this, it is important to make another appointment as soon as possible. 


11. Remember you must check that follow-up appointments have been booked with the hospital before leaving the 
clinic. 


12. If you would like to obtain more information on your rights, roles and responsibilities in your healthcare, please 
ask an NHS professional for information on the NHS England Constitution or visit the following web page  
www.gov.uk/government/publications/the-nhs-constitution-for-england. This was created to explain the shared 
obligations and responsibilities of both the NHS and its patients. 


 
Managing your treatment 
 


• Understanding your treatment, including when and how often to take it and warning symptoms (side effects) is 
really important.  


• Please do not feel embarrassed or unable to ask questions if you do not understand any part of your treatment. 
Your health care providers are there to support you in managing and taking your treatment so if you have any 
questions or concerns, please ask for more information from the healthcare provider prescribing your medication. 



http://www.gov.uk/government/publications/the-nhs-constitution-for-england
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• Read the patient information leaflet included with your medication to make sure you understand and are familiar 
with the most common side effects of your medication. 


• It is really important your medications are taken as agreed and no doses are missed. If you find it hard to 
remember, the following are some ways to help you keep on top of your treatment schedule: app reminders, pill 
boxes, or using a calendar or diary. It is important to find a way that works for you. 


• You should inform the community pharmacist of all prescribed and unprescribed medications before purchasing 
medicines over-the-counter including vitamins, herbal preparations or food supplements of any kind. This is very 
important as medicines and supplements can sometimes work against each other or even make your medication 
less effective. Community pharmacists can make sure that there are no risks in these for you. 


• You should keep an up-to-date written list of all your medicines including over-the-counter products and any 
additional products such as vitamins, minerals, other dietary supplements, alternative therapies and recreational 
drugs. 


• You must not let anyone else take your medication. 


Relatives and Carers 


As a carer or relative (where it is not possible for the patient to make a decision about future treatment e.g. reduced 
mental capacity), where possible you should be included in discussions about shared care. 


• To support the patient in fulfilling their roles and responsibilities as outlined above 


Consultant/Specialist 


Good Prescribing Guidelines 


• Be aware that if you recommend that a colleague, for example a junior doctor or Primary Care Prescriber, 
prescribes a particular medicine for a patient, you must consider their competence to do so. You must satisfy 
yourself that they have sufficient knowledge of the patient and the medicine, experience (especially in the case of 
junior doctors) and information to prescribe. You should be willing to answer their questions and otherwise assist 
them in caring for the patient (Ref GMC) 


• Be aware that if you delegate assessment of a patient’s suitability for a medicine, you must be satisfied that the 
person to whom you delegate hast the qualifications, experience, knowledge and skills to make the assessment. 
You must give them enough information about the patient to carry out the assessment required 


• Be aware that you are asking the Primary Care Prescriber to take full medico-legal responsibility for the prescription 
they sign.(Ref GMC) For this reason, the shared care prescribing guidelines (SCPG) are developed with input from 
specialists and Primary Care Prescribers and agreed by participating organisations. For individual patients, the 
patient’s Primary Care Prescriber must agree to take over responsibility before shared care can be initiated 


• Be aware of the formulary status and hospital/specialist only classification of the medicine you are prescribing 
within the patient’s CCG 


• Assume clinical responsibility for the guidance given in the SCPG, and where is new information needed on the 
SCPG to liaise with your Formulary Pharmacist who will facilitate an update via SWL MOG 


 
Before initiating treatment 


• Evaluate the suitability of the patient for treatment, including consideration of the patient’s current medication and 
any significant interactions 


• Discuss and provide the patient with information about the reason for choosing the medicine, the likelihood of both 
harm and benefits, consequences of treatment, and check that their treatment choice is consistent with their values 
and preferences 


• Advise patient of unlicensed status of treatment (including off-label use) if appropriate and what this may mean for 
their treatment 


• Undertake baseline monitoring and assessment 
 


Initiating and continuing treatment in secondary care 


• Prescribe initial treatment and provide any associated training and counselling required 


• Inform the Primary Care Prescriber when initiating treatment so that the Primary Care Prescriber is aware what is 
being prescribed and can add to Primary Care Prescriber clinical record 


• Continue to prescribe and supply treatment with appropriate monitoring until the patient’s condition is stable or 
predictable; the patient is demonstrably benefitting from the treatment and is free from any significant side effects 


• At any stage of treatment, advise Primary Care Prescriber of concerns regarding monitoring or potential adverse 
effects of treatment 
 
 


Initiating shared care with Primary Care Prescriber 


• Liaise with the Primary Care Prescriber to agree to share the patient’s care and provide relevant accurate, timely 
information and advice 
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• Only advise the patient that shared care will take place, and prescribing will be transferred once the Primary Care 
Prescriber has agreed to share responsibility of the patient care and that this has been confirmed in writing 


• If the Primary Care Prescriber feels unable to accept clinical responsibility for prescribing then the 
consultant/specialist must continue to prescribe the treatment to ensure consistency  and continuity of care 


• Ensure that the patient (and carer/relatives) are aware of their roles and responsibilities under the SCPG 


• Provide sufficient information and training for the patient (and carer/relatives) to participate in the SCPG 
 
Post initiating shared care 


• Follow up and monitor the patient at appropriate intervals 


• Advise Primary Care Prescriber if treatment dose changes or treatment is discontinued 


• Inform Primary Care Prescriber if patient does not attend planned follow-up 


Primary Care Prescriber 


• Be aware of the formulary status and hospital/specialist only classification of the medicine you have been asked to 
prescribe 


• Be aware that medicines available on SCPG have been assessed by participating CCGs as requiring careful 
transition between care setting and that the SCPG have been developed to support safe transfer of care 


• It would be usual for Primary Care Prescribers to take on prescribing under a formal SCPG. If you are uncertain 
about your competence to take responsibility for the patient’s continuing care, you should seek further information 
or advice from the clinician with whom the patient’s care is shared or from another experienced colleague. If you 
are still not satisfied, you should explain this to the other clinician and to the patient, and make appropriate 
arrangements for their continuing care 


• Be aware that if you prescribe at the recommendation of another doctor, nurse or other healthcare professional, 
you must satisfy yourself that the prescription is needed, appropriate for the patient and within the limits of your 
competence(Ref GMC) 


• Be aware that if you prescribe, you will be responsible for any prescription you sign(Ref GMC)  


• Keep yourself informed about all the medicines that are prescribed for the patient 


• Be able to recognise serious and/or frequently occurring adverse reactions, and what action should be taken if they 
occur 


• Make sure appropriate clinical monitoring arrangements are in place and that the patient and healthcare 
professionals involved understand them 


• Keep up to date with relevant guidance on the use of the medicines and on the management of the patient’s 
condition 


• Respond to requests to share care of patients in a timely manner, in writing (including use of form in Section B) 


• Continue prescribing medicine at the recommended dose 


• Undertake all relevant monitoring as outlined in the monitoring requirements section and take appropriate action as 
set out in the SCPG 


• Monitor for adverse effects throughout treatment and check for drug interactions on initiating new treatments 


• Inform the consultant/specialist of any issues that may arise 


• Ensure that if care of the patient is transferred to another prescriber, that the prescriber is made aware of the 
SCPG (eg. ensuring the patient record is correct in the event of a patient moving practice). 


• Monitor patient’s overall health and wellbeing 


All 


• Where it has been identified that a SCPG requires update (eg. new information needed), liaise with the author of 
the document and/or your SWL MOG representative who will facilitate an update via SWL MOG 
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Conventional Synthetic Disease-modifying Antirheumatic Drugs (csDMARDs) for the treatment of 


Autoimmune Rheumatic Disease in Adults 
 


• Azathioprine, Hydroxychloroquine, Leflunomide, Methotrexate (oral/sc), Sulfasalazine – shared 
care prescribing guidelines 


 


Section A: To be completed by the specialist initiating the treatment 
GP Practice Details: 


Name:       


Address:       


Tel no:       


NHS.net e-mail:       


Patient Details: 


Name:       


Address:       


DOB:       


Hospital number:        


NHS number (10 digits):       


Specialist name:                                           Clinic name:        


Contact details: Address:       


    Tel no:                                  NHS.net e-mail:       


Diagnosis:  
 Rheumatoid arthrits 
 Psoriatic arthritis 


Drug name, form, dose and frequency to be prescribed by GP:  
Azathioprine tablets                            
 Hydroxychloroquine tablets       
 Leflunomide tablets       
 Methotrexate 2.5mg tablets       


 Methotrexate subcutaneous injection [Specify brand]       
 Sulfasalazine       


Next hospital appointment:       


Dear Dr.        
Your patient was reviewed on       (insert date); he/she started on the above specified drug on       (insert start date) 


for the above diagnosis and in my view, his/her condition is now stable. I am requesting your agreement to continue 
prescribing/monitoring this drug for this patient from       (insert date) in accordance with the attached guideline. 
Please take particular note of section 3 and appendix A where the areas of responsibilities for the specialist, GP and 
patient/carer for this arrangement are detailed. 


Patient information has been given outlining potential aims and side effects of this treatment and      * supplied (* 


insert any support materials issued such as patient held monitoring book etc where applicable). The patient has given consent to 
treatment and to possibly receiving ongoing prescriptions from you as outlined in this document (with your 
agreement) and has confirmed to comply with instructions and follow up requirements. 


The most recent investigations were performed on       and are acceptable for continued treatment.  


Please monitor       (indicate parameters) every      . Include results in GP communication. 


Test Baseline Date Current Date 


Electrolytes and creatinine/renal function 


Sodium (Na)                         


Potassium (K)                         


Urea (U)                         


Creatinine (Cr)                         


 eGFR            GFR                         


Liver function 
AST                         


ALT                         


GGT                         


Bilirubin                         


Alk Phos                         


Albumin                         


INR                         


Full blood count 


Haemoglobin                         


WBC                         


Neutrophils                         


Platelets                         


Others 


ESR                         


CRP                         


BP [mmHg]                                                               


Body weight [kg]                         
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Other relevant information:       
 
For methotrexate subcutaneous injection:  


 The patient/carer has been trained and is competent in subcutaneous drug adminstration 
 Waste collection services have been arranged    


 
Specialist name and signature:                                                                    Date:       


 


Section B: To be completed by the GP and returned to the hospital specialist as detailed in 
Section A above [If returned via e-mail, use NHS.net email account ONLY] 
Please sign and return your agreement to take on prescribing/monitoring as outlined in this guidance within 14 days 
of receiving this request. 
 
Tick which applies: 


 I accept prescribing/monitoring responsibility as per per this guideline and above instructions 


 I would like further information.  Please contact me on:       


 I am not willing to undertake prescribing/monitoring for this patient for the following reason:       


 
GP name:       


GP signature:                                                                                  Date:       
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Section C: Role and responsibility of patient 
A shared care prescribing guideline is an agreement between you and your healthcare providers. This means you, 
your consultant/specialist in hospital and your general practitioner. The guideline outlines everyone’s responsibilities 
for managing the prescribing of a medicine and yours as the patient. 
 
It is important you (and your carer where appropriate) feel comfortable and are able to manage the prescribing and 
monitoring of your treatment alongside your healthcare providers.    
It is your responsibility to follow these guidelines and the responsibility of your healthcare providers to help you and 
respond if you have any questions about your shared care. 
 
Working with your healthcare providers  
 
1. Agree with your consultant/specialist on how you want the treatment to be provided to you.  


❖ This is important and your consultant will explain the options available to you. This is an opportunity to 
ask questions and make sure you are comfortable with how your treatment will be provided and your role 
in looking after yourself. 


2. Inform your healthcare provider of any other medication being taken. 


❖ It is important for your healthcare provider to make sure there are no risks with your treatment and any 
other medication prescribed to you.   


3. You will be asked for permission to allow information about you to be shared with other healthcare providers. 


❖ Some information about you and your treatment needs to be shared to ensure that prescribing and 
monitoring undertaken by healthcare providers is completed using the most up-to-date information about 
yourself to optimise treatment provided and prevent errors from occurring. To do this we need your 
consent (permission) and it will be explained to you what information will be shared and with whom.   


4. Make sure you bring a list of your medications and any additional medications or products you use to every 
appointment with your healthcare provider and/or in case of an emergency. 


5. Ensure that you are provided with contact details (both during and out-of-hours) for support and help if required. 


6. You should inform all your healthcare providers of any changes to your personal details such as your address 
and telephone number. 


7. You need to let your healthcare providers know as soon as possible if you experience any serious problems (side 
effects) with your treatment. Your healthcare provider will explain to you what this might be. It is important to 
make sure you understand anything you are asked to report. It is also important your healthcare provider knows 
about any new/worsening symptoms. 


8. Your healthcare provider will explain the risks of pregnancy and breast feeding while on treatment. Please talk to 
your healthcare provider if you have any concerns, become pregnant or if you wish to become pregnant.  


9. You must arrange and attend all your appointments. 


10. If you cannot attend an appointment, please inform your respective healthcare provider. Once you have done 
this, it is important to make another appointment as soon as possible. 


11. Remember you must check that follow-up appointments have been booked with the hospital before leaving the 
clinic. 


12. If you would like to obtain more information on your rights, roles and responsibilities in your healthcare, please 
ask an NHS professional for information on the NHS England Constitution or visit the following web page  
www.gov.uk/government/publications/the-nhs-constitution-for-england. This was created to explain the shared 
obligations and responsibilities of both the NHS and its patients. 


 
Managing your treatment 
 


• Understanding your treatment, including when and how often to take it and warning symptoms (side effects) is 
really important.  


• Please do not feel embarrassed or unable to ask questions if you do not understand any part of your treatment. 
Your health care providers are there to support you in managing and taking your treatment so if you have any 
questions or concerns, please ask for more information from the healthcare provider prescribing your medication. 


• Read the patient information leaflet included with your medication to make sure you understand and are familiar 
with the most common side effects of your medication. 



http://www.gov.uk/government/publications/the-nhs-constitution-for-england
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• If you are taking methotrexate you should also:  
o Read pre-treatment information leaflets and methotrexate “Patient held blood monitoring and dosage 


record booklet” (or equivalent) if applicable 
o Show “Patient held blood monitoring and dosage record booklet” (or equivalent) to any relevant 


healthcare professional (e.g. GP, hospital specialist, community pharmacist etc.) 
 


• It is really important your medications are taken as agreed and no doses are missed. If you find it hard to 
remember, the following are some ways to help you keep on top of your treatment schedule: app reminders, pill 
boxes, or using a calendar or diary. It is important to find a way that works for you. 


• You should inform the community pharmacist of all prescribed and unprescribed medications before purchasing 
medicines over-the-counter including vitamins, herbal preparations or food supplements of any kind. This is very 
important as medicines and supplements can sometimes work against each other or even make your medication 
less effective. Community pharmacists can make sure that there are no risks in these for you. 


• You should keep an up-to-date written list of all your medicines including over-the-counter products and any 
additional products such as vitamins, minerals, other dietary supplements, alternative therapies and recreational 
drugs. 


• You must not let anyone else take your medication. 


To be completed by patient/carer 
Please read ‘Section C: Role and Responsibility of patient’ and sign below to indicate the following: 


 I have read and understood the role and responsibilities of a patient in a shared care/transfer of care and 
monitoring setting 


 I agree for my care to be shared between the consultant/specialist and the primary care prescriber 
 I have obtained ‘Section C: Role and Responsibility of patient’ as a copy for my perusal 


 


Patient name            


Patient signature                                                                  Date:        
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Conventional Synthetic Disease-modifying Antirheumatic Drugs (csDMARDs) for the treatment of 


Autoimmune Rheumatic Disease in Adults 
 


• Azathioprine, Hydroxychloroquine, Leflunomide, Methotrexate (oral/sc), Sulfasalazine – shared 
care prescribing guidelines 


 
 


NOTES to the GP 
The expectation is that these guidelines should provide sufficient information to enable GPs to be confident to take 
clinical and legal responsibility for prescribing this drug. 
 
The questions below will help you confirm this: 
▪ Is the patient’s condition predictable or stable? 
▪ Do you have the relevant knowledge, skills and access to equipment to allow you to monitor treatment as 


indicated in this guideline? 
▪ Have you been provided with relevant clinical details including monitoring data? 
 
If you can answer YES to all these questions (after reading this guideline), then it is appropriate for you to accept 
prescribing responsibility. 
 
If the answer is NO to any of these questions, you should not accept prescribing responsibility.  You should write to 
the consultant within 14 days, outlining your reasons for NOT prescribing. If you do not have the confidence to 
prescribe, we suggest you discuss this with your local Trust/specialist service, who will be willing to provide training 
and support. If you still lack the confidence to accept clinical responsibility, you still have the right to decline. Your 
CCG pharmacist will assist you in making decisions about shared care/transfer of care. 
 
It would not normally be expected that a GP would decline to share prescribing on the basis of cost. 


The patient’s best interests are always paramount 
 


Date prepared:  04/10/2020 Review date:   01/09/2020 


Approved by (date approved): 21/11/2020 
SWL Medicines Optimisation Group (date of approval) 


Changes before review date: 


Croydon CCG CPC 10/01/2020 
Kingston CCG MMC 13/01/2030 
Merton CCG MMC 29/11/2019 


Richmond CCG MMC 13/01/2030 
Sutton CCG MMC 29/11/2019 
Wandsworth CCG MOG 23/01/2020 


 


This shared care prescribing guideline has been signed off by the following individuals on behalf of their 
respective organisations: 


Participating Clinical Commissioning Groups (CCG) Participating Hospital Trusts 


NHS Croydon CCG 
Dr Nabila Khan, GP LMC Representative 
Louise Coughlan, Chief Pharmacist 


St George’s University Hospitals NHS Foundation Trust 
Dr Patrick Kiely, Consultant Rheumatologist 
Vinodh Kumar, Chief Pharmacist 


NHS Kingston CCG 
Jayin Jacob, Medicines Optimisation GP Lead   
Emma Richmond, Chief Pharmacist 


Epsom and St Helier University Hospitals NHS Trust 
Dr Helen Linklater, Consultant Rheumatologist 
Anne Davies, Chief Pharmacist 


NHS Merton CCG 
Vasa Gnanapragasam – Clinical Director/GP  
Sedina Agama, Chief Pharmacist 


Croydon Health Services NHS Trust 
Dr Rizwan Rajak, Consultant Rheumatologist 
Louise Coughlan, Chief Pharmacist 


NHS Richmond CCG 
Jayin Jacob, Medicines Optimisation GP Lead   
Emma Richmond, Chief Pharmacist 


Kingston Hospital NHS Foundation Trust 
Dr Dobrina Hull, Consultant Rheumatologist 
Judith Foy, Chief Pharmacist 


NHS Sutton CCG 


Vasa Gnanapragasam – Clinical Director/GP  
Sarah Taylor, Chief Pharmacist 


 


NHS Wandsworth CCG 


Dr Rod Ewen – Chair WCCG MOG 
Nick Beavon, Chief Pharmacist 
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Conventional Synthetic Disease-modifying Antirheumatic Drugs (csDMARDs) for the treatment of 


Autoimmune Rheumatic Disease in Adults 
 


• Azathioprine, Hydroxychloroquine, Leflunomide, Methotrexate (oral/sc), Sulfasalazine – shared 
care prescribing guidelines 


1. LICENSING INFORMATION  


O = 'off-label' but considered routine treatment option       X = unlicensed and not currently considered a routine option 


Indication Azathioprine Hydroxychloroquine Leflunomide Methotrexate Sulfasalazine 


Rheumatoid arthritis Licensed Licensed Licensed Licensed Licensed 


Psoriatic arthritis X X Licensed O O 


2. CIRCUMSTANCES WHEN SHARED CARE IS APPROPRIATE 


• Prescribing responsibility will only be transferred when the specialist and the GP are in agreement that the patient’s 
condition is stable or predictable 


• For methotrexate subcutaneous, prescribing responsibility will only be transferred when the patient is willing to self-
administer or has a carer who is willing to administer and when they have been trained on administration of 
methotrexate, assessed as competent to do so and waste collection services have been arranged 


• Patients will only be referred to the GP once the GP has agreed in each individual case and the hospital will 
continue to provide prescriptions and blood monitoring until successful transfer of responsibilities as outlined below 


• The hospital will provide the patient with a minimum initial supply of 3 months  or until the patient has been 
stabilised on a dose and shared care/transfer of prescribing responsibilities agreed, whichever is longer 


3. AREAS OF RESPONSIBILITY 


Consultant / Specialist team responsibilities 


Pre-treatment checks:  


• Assess patient’s suitability for treatment with selected csDMARD including risk/benefit, drug interactions with 
current medication (including over the counter products), contraindications and co-morbidities 


• Conduct baseline tests as outlined in Section 5 - Clinical Information - Monitoring undertaken by specialist before 
requesting shared care. 


 
Patient education:  


• Discuss benefits vs risks with patient. Educate the patient on increased risk of infections, sore throat, cough, 
breathlessness, bruising and bleeding and what action to take when these occur. 


• Provide adequate verbal and written information for patients/carers on the disease, treatment (including practical 
aspects) and side effects. Include contact number if patient experiences adverse effects or feels unwell.  


• Document any discussion about off-label use of drugs (if applicable)  


• Provide Arthritis Research Campaign (ARC) patient information sheet on respective drug treatment 
(www.arthritisresearchuk.org/arthritis-information/drugs.aspx) or provide National Rheumatoid Arthritis Society 
(NRAS) booklet on Medicines in Rheumatoid Arthritis 


• Explain the need for long-term monitoring and importance of attending appointments# in primary and secondary 
care 


• Issue and explain “Patient held blood monitoring and dosage record booklet” (or equivalent) and importance of 
showing this to all healthcare professionals [for methotrexate] 


• Explain that the GP practice will be contacted after one week to inform the practice that treatment has been 
started (but hospital will continue to prescribe) 


• Ensure patient/carer has been trained and is confident in administration of methotrexate subcutaneous injection 
(if applicable)  


 
Starting treatment:  


• For methotrexate: Record dose and baseline blood tests in “Patient held blood monitoring and dosage record 
booklet” (or equivalent) Issue hospital prescription(s) - minimum 3 months  


• Retain prescribing and monitoring responsibilities until patient is stabilised on treatment 


• Notify GP when DMARD therapy is initiated and provide GP with contact details for further specialist advice 
 
Continuation treatment:  


• Monitor efficacy, inform GP of any dose changes 


• For methotrexate: Document changes in “Patient held blood monitoring and dosage record booklet” (or 
equivalent) [for methotrexate].  



https://www.arthritisresearchuk.org/arthritis-information/drugs.aspx
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• Review patient after any dose changes and perform appropriate monitoring until patient is stabilised on a dosage 
regimen again 


• Inform GP of any blood tests performed and the results 


• Advise GP of hospital appointments# and inform about non-attendance 


• Review patient at the request of GP should any problems arise (side effects, lack of efficacy) 


• Report any suspected adverse events to the Medicines and Healthcare Products Regulatory Agency (MHRA) via 
the Yellow Card scheme (https://yellowcard.mhra.gov.uk) and GP 


 
Shared care:  


• Invite GP to take on prescribing/monitoring once the patient is stable  (see Section 5 - Clinical Information) 


• Send completed request (see section A, page 1) to GP including: 
o A clinical summary of the patient including information on prescribed medication, initial response and any 


adverse effects experienced 
o A request that the GP continues prescribing and monitoring  
o A copy of these guidelines outlining required ongoing monitoring 
o Date of next review by consultant/specialist team (may not apply to mesalazine) 
o Contact details for further specialist advice 


 


GP responsibilities 


Prior to shared care:  


• Record DMARD as hospital-only initially on GP prescribing system for information. Change once GP has accepted 
shared care for prescribing. 


 
Shared care: 


• Consider request for shared care and respond to requesting consultant or specialist within 2 weeks of receipt of 
this guideline by completing and returning section B (see page 2) 


• If not in agreement, discuss with requesting specialist and CCG medicines optimisation team within 2 weeks of 
receipt of shared care request 


• Upload copy of signed agreement in patient’s record on GP prescribing system 


• Continue to prescribe DMARD in line with hospital recommendation. The referral letter will indicate the dose to be 
prescribed 


• Add alert on computer system that patient is on DMARD to highlight caution with monitoring and drug interactions 


• Record indication, dosing information, monitoring requirements, blood tests on GP prescribing system 


• Undertake ongoing monitoring as outlined in section 5 – Clinical Information 


• Ensure that patient understands dosing schedule and which warning symptoms to report. 


• For methotrexate: Record blood tests in the “Patient held blood monitoring and dosage record booklet” (or 
equivalent) 


• Report and seek advice regarding any concerns (i.e. blood tests outside of normal range, side-effects, toxicity, co-
morbidities, pregnancy, or lack of efficacy, non-compliance) to the specialist team (see section 5 – Clinical 
Information) 


• Ensure patient is scheduled for and attends reviews in primary and secondary care before issuing repeat 
prescriptions# 


• Monitor for drug interactions – see section 5 – Clinical Information 


• Adjust dose/stop treatment as advised by specialist team 


• Update methotrexate “Patient held blood monitoring and dosage record booklet” (or equivalent) if applicable 


• Stop treatment immediately if an urgent need arises (see section 5 – Clinical Information) 


• Monitor the patient’s overall health status 


• Ensure patients on DMARDs are given priority GP appointments if they have symptoms of sore throat/sore mouth, 
breathlessness, bruising, breathlessness, bleeding, etc. Ensure practice staff is aware of this. 


• Ensure that patients of child-bearing potential and their partners are informed about possible risks of reproduction 
and have been advised that a reliable form of contraception is used by men and women where applicable.  
If patient wishes to become pregnant, refer back to hospital as shared care is no longer appropriate during 
pregnancy and breastfeeding.. 


• Report any suspected adverse effects to the MHRA via the “yellow card” scheme: https://yellowcard.mhra.gov.uk/ 


• For replacement or renewal of patient held methotrexate monitoring booklets contact the rheumatology helpline (if 
available) or ask patient to request at their next outpatient follow up appointment 


Patient responsiblities 


• See section C, page 3 


#Appointments may be provided in the form of a letter, an appointment card or as a note in the “Patient held blood monitoring and dosage record 
booklet” (or equvalent) 



https://yellowcard.mhra.gov.uk/

https://yellowcard.mhra.gov.uk/
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4. COMMUNICATION AND SUPPORT 


Hospital contacts – Consultant/specialist teams: 
(the referral letter will indicate named consultant) 


Out of hours contacts & procedures: 


Croydon Health Services NHS Trust – Tel: 0208 401 3000  
Dr Rizwan Rajak                                    Ext 3010/3373 
Dr Natalie Horwood  
Dr Rosh Sathanathan 
Dr Sarah Levy 
Dr Tasneem Ahmed 
Clinical Nurse Specialists – Rheumatology 
Ruth Britten 
Jun Liu 


Contact On-call Medical SpR  
via Croydon University Hospital 
switchboard: 
Tel: 0208 401 3000 
 


Epsom Hospital NHS Trust – Tel: 01372 735 735   
Dr Helen Linklater                               Ext 5120 
Dr Pamela Leventis                             
Josephine Walmsley (Clinical Nurse Specialist – Rheumatology)   
Ext 8012/8013 
 


On-Call Medical SpR 
via Epsom Hospital switchboard:  
Tel: 01372 735 735 


St Helier Hospital NHS Trust– Tel: 0208 296 2000   


Dr Fazal Sheikh                                  Ext 2473/2191 
Dr Oliver Duke                    
Josephine Walmsley (Clinical Nurse Specialist - Rheumatology)      


On-Call Medical SpR 
via St. Helier Hospital switchboard:  
Tel:020 8296 2000 


Kingston Hospital NHS Foundation Trust – Tel: 0208 546 7711 
Dr Shahid Jawed              
Dr Hugh Jones  
Dr Dobrina Hull 
Dr Al-Shakarchi 
 
Queen Mary’s Hospital 
Dr Jane Foley 
 
 
Kate Hunt (Clinical Nurse Specialist - 
Rheumatology)  
Ines Rodrigues (CNS)          


Tel: 0208 934 2086/2089  
Fax: 0208 934 3287  
 
 
 
 
Tel: 0208 487 6897/6898  
Fax: 0208 487 6916 


 


Tel: 0208 934 2089 (KHFT) 
 


Tel: 0208 487 6898 (QMH) 


Contact on call Medical SpR via Kingston 
hospital switchboard: 
Tel: 0208 546 7711 


St Georges’ University Hospitals NHS Foundation Trust – Tel: 0208 672 1255 
Dr Patrick Kiely 
Dr Katie Moss  
Dr Virinderjit Sandhu  
Dr Nidhi Sofat  
Dr Arvind Kaul 
Dr Khaldoun Chaabo 
Dr Amara Ezeonyeji  


Tel: 0208 725 2109 
Tel: 0208 725 1419 
Tel: 0208 725 1418 
Tel: 0208 725 1419 
Tel: 0208 725 3596 
Tel: 0208 725 3596 
Tel: 0208 725 3596 


Contact Duty medical SpR via St George’s 
Hospital switchboard: 
Tel: 020 8672 1255 
 


Clinical Nurse Specialists – Rheumatology: 


Margaret Sibley 
 
Catherine Smith (PA) 


Tel: 0208 666 6812 
 
 


Specialist support/resources available to GP including patient information: 


Medicines Information Departments 


Croydon Health Services NHS Trust 
Epsom and St Helier University Hospitals NHS Trust  
Kingston Hospital NHS Foundation Trust 
St George’s University Hospitals NHS Foundation Trust 
The Royal Marsden NHS Foundation Trust 


Tel: 0208 401 3059 
Tel: 01372 73 5251 
Tel: 0208 934 2092 
Tel: 0208 725 1759 
Tel: 0208 770 3821 


• National Patient Safety Agency (NPSA) - www.npsa.nhs.uk 
The key functions and expertise for patient safety developed by NPSA transferred to the NHS Commissioning Board Special Health Authority 
in June 2012 (now NHS England). The Patient Safety website continues to offer key information, guidance, tools and alerts. 


• Methotrexate patient-held blood monitoring and dosage record booklet  


• Patient Information leaflet  


• Arthritis Research Campaign leaflets www.arthritisresearchuk.org/arthritis-information/drugs.aspx 


• BSR/BHPR guidelines on prescribing drugs in pregnancy and breastfeeding, Sept 2016; 
https://www.rheumatology.org.uk/Knowledge/Excellence/Guidelines#guidelines 



http://www.npsa.nhs.uk/

https://www.arthritisresearchuk.org/arthritis-information/drugs.aspx

https://www.rheumatology.org.uk/Knowledge/Excellence/Guidelines%23guidelines
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Waste management services:  
Arrangements differ between localities and alternative arrangements may be in place for CCGs outside of South 
West London area. 
Waste collection services must be arranged before prescribing responsibility can be transferred. 


CCG Waste Contractor Description of service 


Croydon 
Croydon Council 
 
Tel: 020 8726 6200 


For patients who live and pay council tax in Croydon, please contact 020 8726 6200 
for collection and disposal of methotrexate injection clinical waste. 


• https://www.croydon.gov.uk/environment/rrandw/collection/other-
collections/clinicalwaste 


Kingston 
Richmond 


Essentia Community 
Services 
 
Tel: 01992 765 226 


For patients who live and pay council tax in Kingston/Richmond, please contact 
0208 254 8337 for collection and disposal of methotrexate injection clinical waste.  
 


• http://www.kingston.gov.uk/info/200273/waste_and_recycling/709/clinical_waste 


• https://www.richmond.gov.uk/clinical_waste 


Merton 
Sutton 


 
 
Essentia Community 
Services 
 


 
Tel: 020 8274 4902 
 
 


 


Responsibility of the Trust:  


• To train patient and/or carer on administration of injections 


• To inform patient about Essentia service 


• To email Essentia – patient’s name, address and contact telephone number 
 
Responsibility of Essentia: 


• Delivery of 1x4 Ltr Purple lidded sharps box and replacement (free of charge) 


• Delivery of spillage kit (including instructions) and replacement of spillage kit 


• Collection calendar for 8-13 weekly collection dates of sharps bin  


Wandsworth 
Waste Services 
 
Tel: 020 8871 8558 


For patients who live and pay council tax in Wandsworth, please contact 020 8871 
8558 for collection and disposal of methotrexate injection clinical waste. 


• http://www.wandsworth.gov.uk/info/200489/rubbish_and_recycling/456/contact_w
aste_services 



https://www.croydon.gov.uk/environment/rrandw/collection/other-collections/clinicalwaste

https://www.croydon.gov.uk/environment/rrandw/collection/other-collections/clinicalwaste

http://www.kingston.gov.uk/info/200273/waste_and_recycling/709/clinical_waste

https://www.richmond.gov.uk/clinical_waste

http://www.wandsworth.gov.uk/info/200489/rubbish_and_recycling/456/contact_waste_services

http://www.wandsworth.gov.uk/info/200489/rubbish_and_recycling/456/contact_waste_services
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5. CLINICAL INFORMATION  
NOTE: The information listed below is not exhaustive. Please also consult the current Summary of Product Characteristics (SPC) for the respective drug prior to prescribing for up to date prescribing information, including detailed information on 
adverse effects, drug interactions, cautions and contraindications (available via www.medicines.org.uk). 


Azathioprine 


Route, Dose, Duration 
Monitoring undertaken by specialist 
before requesting shared care 


Ongoing monitoring to be 
undertaken by GP 


Monitoring following 
dose changes 


Stopping Criteria Follow Up 


Oral: 
Initially 1-3mg/kg daily 
(adjusted according to 
clinical response which 
may not be evident for 
weeks to months)3.  
 
Maintenance dose  Less 
than 1mg/kg/day 
to3mg/kg/day3 


(with consideration to 
available tablet strengths) 
 
If TPMT activity 
intermediate 
(heterozygous): 
start on low dose and 
titrate slowly.2 
 
 
Duration of Treatment: 
Long term if patient is 
responding well to 
treatment and in absence 
of significant side effects2 


Baseline 


• Full blood count (FBC) 


• LFTs (ALT and/or AST, albumin) 


• Electrolytes, urea & 
creatinine/calculated GFR 


• Erythrocyte sedimentation rate (ESR) 


• C-reactive protein (CRP)2 


• Thiopurine methyl transferase 
(TPMT) assay 


• Body weight, height 


• Blood pressure 


• Hepatitis B/C, HIV screening if 
clinically appropriate2  


• Varicella status (VZV) (if no history of 
infection) 


• Epstein Barr virus (EBV) status3 


• Screening for lung disease (at the 
discretion of consultant)2 


• Pregnancy test (if appropriate) 
/considering breast feeding in 
women of childbearing age. Shared 
care is not appropriate if patient is 
pregnant, wishes to become 
pregnant or while breastfeeding2 


 
Ongoing [BSR, 2017]2 


Every 2 weeks until on stable dose for 6 weeks 


• FBC 


• LFTs (ALT and/or AST, albumin) 


• Creatinine/calculated GFR 
 


Once on stable dose – monthly for 3 months, 
thereafter at least every 12 weeks. 


• FBC 


• LFTs (ALT and/or AST, albumin) 


• Creatinine/calculated GFR 
More frequent monitoring if higher risk of 
toxicity. Continue monthly monitoring if 
heterozygous for TPMT2 
At each visit 
Ask patient about any rashes, oral ulceration, 
fever, infections, bruising or bleeding3 


Every 3 months once stable 
unless heterozygous for TPMT 
(continue monthly monitoring): 


• FBC 


• LFTs (ALT and/or AST, albumin) 


• Creatinine/calculated GFR2 
 
More frequent if higher risk of 
toxicity (as per specialist advice)2 


 
At each visit 


• Ask patient about any rashes, 
oral ulceration, fever, 
infections, bruising or 
bleeding3 


• Monitor for signs and 
symptoms of infection2 


 
 
 


Specialist unless accepted 
by GP: 
Every 2 weeks after dose 
change until on stable dose 
for 6 weeks, then revert back 
to previous monitoring 
schedule: 


• FBC 


• LFTs (ALT and/or AST, 
albumin)  


• Creatinine/calculated 
GFR2 


Failure to respond to treatment or 
adverse effects necessitating 
withdrawal. 
 
In some patients pre-treatment results 
may be low and continued treatment 
may be considered appropriate 
following review of long-term trend and 
discussion with specialist.2 


 
Withhold and discuss with specialist if 
any of the following occur: 


• WBC < 3.5 x 109/L 


• Neutrophils < 1.6 x 109/L 


• Unexplained eosinophilia  
> 0.5 x 109/L 


• Platelets < 140 x 109/L 


• MCV > 105 fl* 


• Creatinine increase >30% over 12 
months and/or calculated GFR 
<60ml/ml/1.73m2 


• AST and/or ALT > 100 U/l 


• Unexplained reduction in albumin 
<30g/l2 


 
Withhold and check FBC immediately if 
any of the following symptoms: 


• Rash (significant new) 


• Oral ulceration 


• Severe or persistent infections 


• Fever 


• Chills 


• Persistent sore throat 


• Abnormal bruising or bleeding3 
 
Observe trends in results (e.g. gradual 
decreases in WBC or albumin or 
increasing LFTs). Obtain specialist 
advice where there are concerns.2  
 
Withhold temporarily during a serious 
infection until the patient has 
recovered from the infection.2 


Specialist 


• Subject to response to treatment: 3 
monthly, 6 monthly or 12 monthly if 
well controlled and stable 


• Remind patient of signs of toxicity 


• Ask about any rashes, oral ulceration, 
bruising or bleeding 


• Send a letter/results notification to the 
GP after each clinic attendance 
indicating current dose, most recent 
blood tests and frequency of hospital 
appointments 


•  Update patient held medicines 
monitoring booklet with most recent 
blood results (if applicable) 


• Advise GP on review, duration and/or 
discontinuation of treatment when 
necessary 


• Inform GP of patients who do not 
attend clinic appointments 


 
GP 


• Blood tests as outlined 


• Update patient held medicines 
monitoring booklet with most recent 
blood results (if applicable) 


• See patient if disease flare or adverse 
effects (including infection) 
experienced between appointments  


 
 



Rheumatology/www.medicines.org.uk
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Azathioprine (cont’d) 
Practical issues including adverse effects, interactions, other relevant advice and information (see summary of product characteristics (SPC) and/or BNF for full list) 


1. TPMT Deficiency - Thiopurine methyltransferase (TPMT) deficiency (heterozygous state; TPMT intermediate)) may be associated with delayed (up to 6 months after starting azathioprine) haematological 
toxicity including bone marrow toxicity. Azathioprine can be fatal in homozygous TPMT states (TPMT low or absent) and is contraindicated3. CHECK WITH  PATRICK (from Guy’s guidelines 


2. Abnormal laboratory parameters – Macrocytosis* (MCV > 105 fl) - check for vitamin B12/folate deficiency, thyroid function (TSH) and assessment of alcohol consumption. If abnormal treat any underlying 
cause. If no underlying abnormality, discuss with specialist.2 


3. Adverse Effects – Patients should be advised to wear protective clothing and use sunscreen with a high sun protection factor to reduce exposure to sunlight and UV light. 
4. Pregnancy and Breast Feeding – Azathioprine can be prescribed to pregnant and breast feeding patients. Any patient considering pregnancy or has discovered they are pregnant should be referred back to 


their specialist immediately2. Shared care will no longer apply for the duration of the pregnancy and while breast-feeding. 
5. Vaccinations - Patients must not receive immunisations with live vaccines such as oral Polio, MMR, BCG, oral typhoid, yellow fever or varicella zoster2. Inactivated injectable polio vaccine is available but 


suboptimal response may be seen9. Seasonal and pandemic influenza vaccination and Pneumovax are safe and recommended2. Varicella vaccine should not be given to patients without discussing with the 
specialist to assess degree of immunosuppression. Patients may also be on biologic therapy therefore important to discuss with specialist. Patients exposed to chickenpox/shingles should receive passive 
immunisation with VZIG (varicella-zoster immunoglobulin) if they are varicella-zoster virus (VZV) susceptible (VZV IgG undetectable on blood testing).9 


6. Renal impairment - is not uncommon in diseases treated with azathioprine, poor renal function can indicate disease worsening and need to increase decrease the dose rather than stop. Specialists may use 
this information to inform treatment decisions rather than as grounds to stop the drug. 


Summary of adverse effects:  
(see SPC for full list) 


Very common: ≥ 1/10         Common: ≥ 1/100 to < 1/10     Uncommon: ≥ 1/1,000 to < 1/100         Rare: ≥ 1/10,000 to < 1/1,000 
 


Adverse event3 Frequency3 Management by GP 


Infection and infestations 


• Viral, fungal and bacterial infections 


 
Uncommon 


Withhold temporarily during a serious infection until the patient has recovered from the 
infection2 


Blood and lymphatic system disorders 
(manifested as abnormal bruising and bleeding or severe sore throat) 


• Depression of bone marrow function; leucopenia 


• Thrombocytopenia  


• Anaemia 


• Agranulocytosis, pancytopenia, aplastic anaemia, megaloblastic 
anaemia, erythroid hypoplasia 


 
 
Very common  
Common 
Common 
Rare 


 
Check FBC immediately and withhold drug(s) until results known 


• Check haematinics and replace appropriately. Discuss with Gastroenterologist 


• If WBC < 3.5x109/L, neutrophils < 1.6x109/L or platelets < 140x109/L stop azathiopurine and 
any concomitant myelosuppressive medication and contact specialist immediately. Refer 
back to hospital 2 


 


Gastrointestinal disorders 


• Nausea  


• Pancreatitis  


 Uncommon 
 Common 


 
Advise patient to divide dosage and take with food. If no improvement, reduce dosage or stop 
and contact specialist3  


Immune system disorders 


• Hypersensitivity reaction 


 
Uncommon 


 
Withhold and contact specialist3 


Hepato-biliary disorders 


• Cholestasis and degeneration of liver functions 


 
Uncommon 


 
Withhold and contact specialist3 


Clinically significant drug interactions:  (see SPC and/or BNF for full list) 


• Co-trimoxazole, trimethoprim, sulfamethoxazole – avoid, increased risk of haematotoxicity3 


• Allopurinol – enhanced effects and increased toxicity of azathioprine – reduce azathioprine dose to 25% of the original dose. Discuss with rheumatologist if allopurinol is to be initiated.3 


• Febuxostat – although interaction studies with febuxostat + azathioprine have not been performed, inhibition of xanthine oxidase (XO) is known to result in an increase in azathioprine levels. On the basis 
of the mechanism of action of febuxostat on XO inhibition concomitant use is not recommended.4 


• Coumarin anticoagulants  – reduced anticoagulant effect3, monitor INR closely4 and increase maintenance dose of coumarin if necessary5 


• Ribavirin – possible increased risk of myelosuppression9. 


• Phenytoin, sodium valproate, carbamazepine – azathioprine reduces the absorption of these drugs. 


• Angiotensin-converting enzyme (ACE) inhibitors – co-prescription of azathioprine may cause anaemia3 (if significant, consider alternative to ACE inhibitor or different DMARD). 


• Aminosalicylates (i.e. mesalazine, olsalazine, sulfasalazine) – may contribute to bone marrow toxicity.3 
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Hydroxychloroquine 


Route, Dose, Duration 
Monitoring undertaken by specialist 
before requesting shared care 


Ongoing monitoring to be 
undertaken by GP 


Monitoring following dose 
changes 


Stopping Criteria Follow Up 


Oral: 
200-400mg/day  
(max 6.5mg/kg/day* or 400mg 
daily – whichever is lowest)2  
 
*Use ideal body weight for 
calculating maximum dose2 


 
Duration of Treatment: 
Long term if patient is responding 
well to treatment and in absence 
of significant side effects2 


Baseline: 


• Full blood count (FBC) 


• LFTs (ALT and/or AST, albumin) 


• Electrolytes, urea & 
creatinine/calculated GFR 


• Erythrocyte sedimentation rate (ESR) 


• C-reactive protein (CRP) 


• Body weight, height 


• Blood pressure 


• Hepatitis B/C, HIV screening  


• Varicella status (VZV) (if no history of 
infection) 


• Pregnancy test (if appropriate) 
/considering breast feeding in women 
of childbearing age. Shared care is not 
appropriate if patient is pregnant, 
wishes to become pregnant or while 
breastfeeding.  


• G6PD status should be considered in at 
risk ethnic groups3 
 


Visual impairment (not corrected by 
glasses) 


• Record near visual acuity of each eye 
(with reading glasses if worn) using a 
near vision test type – or a standard 
reading chart 


• If no abnormality detected, start 
treatment 


• If an abnormality is detected, refer first 
to an optometrist2 


 
Ongoing 
Nil2 


 
At each visit 
Ask patient about any rashes,, bruising,  
and visual disturbances.3 


 


At each visit 


• Ask patient about any rashes 
and bruising3  


• Monitor patient for visual 
distubances3 


 
 
 
 


Nil2 Failure to respond to treatment or 
adverse effects necessitating 
withdrawal. 
 
 
 
Withhold and discuss with 
specialist if any of the following 
occur: 


• Visual disturbance 


• Renal impairment 
GFR<50ml/min 


• Liver impairment4 


Specialist: 


• Subject to response to treatment: 3 
monthly, 6 monthly or 12 monthly if 
well controlled and stable 


• Remind patient of signs of toxicity 


• Ask about any rashes, oral ulceration, 
bruising or bleeding 


• Send a letter/results notification to 
the GP after each clinic attendance 
indicating current dose, most recent 
blood tests and frequency of hospital 
appointments 


• Advise GP on review, duration and/or 
discontinuation of treatment when 
necessary.  


• Inform GP of patients who do not 
attend clinic appointments 


• The Royal College of 
Ophthalmologists recommend eye 
screening (Optical Coherence 
Tomography [OCT]) at a hospital eye 
department:4,8 
o At baseline within 1 year (ideally 


within 6 months) of starting 
treatment 


o Refer for annual after 5 years of 
therapy 


o Earlier referral for annual 
screening should be considered 
if additional risk factors exist: 
o > 5mg/kg/day dose 
o renal impairment 
o concomittant tamoxifen4  


 
GP: 
See patient earlier if disease flare or 
adverse effects (including infection) 
experienced between appointments 
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Hydroxychloroquine (cont’d) 
Practical issues including adverse effects, interactions, other relevant advice and information:  (see summary of product characteristics (SPC) and/or BNF for full list) 


1. Special consideration for dose adjustments (as advised by specialist)  
• Renal impairment – Creatinine clearance 30-50ml/min = 150mg daily 
                                         Creatininine clearance <30ml/min = 50-100mg daily. Use with caution10  


Creatinine clearance should be calculated using the Cockroft-Gault equation which can be found at: 
https://www.medicinescomplete.com/mc/bnf/current/creat.htm?q=creatinine%20clearance&t=search&ss=text&tot=57&p=1#_hit (registration required) or at 
https://www.nuh.nhs.uk/staff-area/antibiotics/creatinine-clearance-calculator/ 


2. Eye checks – Refer to hospital eye department for baseline formal ophthalmic examination (OCT) within 1 year (ideally within 6 months) of starting treatment.  
Refer to hospital eye department for annual screening after 5 years of therapy. Consider earlier referral if additional risk factors exist (i.e. >5mg/kg/day,         concomitant 


tamoxifen therapy, renal insufficiency). [See Hydroxychloroquine and Chloroquine Retinopathy: Recommendations on Screening, RCO Feb 2018]4  
3. Pregnancy and Breast Feeding – Hydroxychlorquine cannot be prescribed to pregnant patients. Any patient considering becoming pregnant or has discovered that they are pregnant should be referred back to 


their consultant immediately. Shared care will no longer apply for the pduration of the pregnancy and while breast feeding.3 


Summary of adverse effects:  
(see SPC for full list) 


Very common: ≥ 1/10         Common: ≥ 1/100 to < 1/10     Uncommon: ≥ 1/1,000 to < 1/100         Rare: ≥ 1/10,000 to < 1/1,000 


Adverse event3 Frequency3 Management by GP 


Metabolism and nutriticon disorders 


• Anorexia 


 
Common  


 
Discuss with specialist if needed3 


Psychiatric disorders 


• Affect lability 


 
Common 


 
Discuss with specialist if needed3 


Nervous system disorders 


• Headache 


 
Common 


 
Discuss with specialist if needed3 


Eye disorders 


• Blurring of vision due to a disturbance of accommodation 


• Retinal damage 


 
Common 
Uncommon 


 


• Contact specialist as dose dependent and reversible 


• Stop and contact specialist3 


Gastrointestinal disorders 


• Abdominal pain, nausea 


• Diarrhoea, vomiting 


 
Very common 
Common 


 
Contact specialist if dose reduction or stopping treatment is considered3 


Skin 


• Skin rash, pruritus 


 
Common 


 
Contact specialist if stopping treatment is considered3 


Clinically significant drug interactions:  (see SPC and/or BNF for full list) 


• Amiodarone – Avoid, increased risk of ventriculuar arrhythmias5. 


• Moxifloxacin –  Avoid, increased risk of ventriculuar arrhythmias5. 


• Digoxin – Increased digoxin levels possible. Check for signs of toxicity and monitor levels if appropriate.5  


• Ciclosporin – Increased ciclosporin levels5. Monitor levels and check for signs of toxicity. 


• Artemether with lumefantrine – Avoid, increased risk of convulsions5. 


• Mefloquine – Avoid, increased risk of convulsions5. 


• Droperidol – Avoid, increased risk of ventriculuar arrhythmias5. 


• Tamoxifen – Concomitant administration increases risk of retinopathy; refer for annual screening to Hospital eye department4 
 



https://www.medicinescomplete.com/mc/bnf/current/creat.htm?q=creatinine%20clearance&t=search&ss=text&tot=57&p=1%23_hit

https://www.nuh.nhs.uk/staff-area/antibiotics/creatinine-clearance-calculator/
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Leflunomide 


Route, Dose, Duration 
Monitoring undertaken by specialist 
before requesting shared care 


Ongoing monitoring to be 
undertaken by GP 


Monitoring following 
dose changes 


Stopping Criteria Follow Up 


Oral: 
Initially 100mg once daily 
for 3 days 
Omission of the loading 
dose may decrease the risk 
of side effects3 
 
Maintenance dose  
10-20mg once daily  
(if used as monotherapy)3 


 
10mg once daily if used in 
combination with another 
DMARD like methotrexate3 


 
Therapeutic effect is 
usually seen after 4-6 
weeks and may further 
improve up to 4-6 months3 


 
Duration of Treatment: 
Long term if patient is 
responding well to 
treatment and in absence 
of significant side effects2 


 
 


Baseline: 


• Full blood count (FBC) including WBC and 
platelets 


• LFTs (ALT and/or AST, albumin) 


• Electrolytes, urea & creatinine/calculated 
GFR 


• Erythrocyte sedimentation rate (ESR) 


• C-reactive protein (CRP) 


• Body weight, height2 


• Blood pressure;2 if > 140/90mHg on 2 
consecutive readings 2 weeks apart, treat 
as per NICE guidance before commencing 
leflunomide9 


• Hepatitis B/C, HIV screening , Tuberculosis 


• Varicella status (VZV) 


• Screening for lung disease (at the discretion 
of specialist) 


• Pregnancy test (if appropriate) /considering 
breast feeding in women of childbearing 
age. Shared care is not appropriate if 
patient is pregnant, wishes to become 
pregnant or while breastfeeding.2 


 
Ongoing [BSR, 2017]: ** DIFFERS FROM SPC, 
WHICH IS MORE FREQUENT** 
Every 2 weeks until on stable dose for 6 weeks 


• FBC 


• LFTs (ALT and/or AST, albumin) 


• Creatinine/calculated GFR2 
 
Once on stable dose – monthly for 3 months; 
thereafter at least every 12 weeks 


• FBC 


• LFTs (ALT and/or AST, albumin) 


• Creatinine/calculated GFR2 
More frequent if higher risk of toxicity; 
Continue monthly monitoring if used in 
combination with methotrexate for longer 
term  (>12months2 ***BSR states 
this,however do we need to include this or 
keep it monthly monitoring*** 
 
At each visit 


• Check weight – to allow assessment of 
weight loss 


• Blood pressure2 


• Ask patient about any rashes, oral 
ulceration, or bruising3. 


***NOTE DIFFERS FROM SPC 
WHICH IS MORE FREQUENT*** 
 Every 3 months once stable unless 
co-prescribed with methotrexate 
or potentially hepatotoxic drugs: 


• FBC 


• LFTs (ALT and/or AST, albumin) 


• Electrolytes, urea 


• Creatinine/calculated GFR 
More frequent monitoring if higher 
risk of toxicity (as per 
Rheumatologist advice)2 


 
At each visit (in relation to 
leflunomide prescribing): 


• Weight 


• Blood pressure2 


• Ask patient about any rashes, 
oral ulceration, or 
bruising3.Monitor for signs and 
symptoms of infection2 


 


Specialist unless accepted 
by GP: 
Every 2 weeks after dose 
change until on stable 
dose for 6 weeks, then 
revert back to previous 
monitoring schedule: 


• FBC 


• LFTs (ALT and/or AST, 
albumin) 


• Electrolytes, urea 


• Creatinine/calculated 
GFR2 


Failure to respond to treatment or adverse 
effects requiring withdrawal. 
 
In some patients pre-treatment results may 
be low and continued treatment may be 
considered appropriate following review of 
long-term trend and discussion with 
rheumatologist.2 


 
Withhold and discuss with specialist if any 
of the following occur: 


• WBC < 3.5 x 109/L 


• Neutrophils < 1.6 x 109/L 


• Unexplained eosinophilia  
> 0.5 x 109/L 


• Platelets < 140 x 109/L 


• MCV > 105 fl* 


• Creatinine increase >30% over 12 months 
and/or calculated GFR <60ml/ml/1.73m2 


• AST and/or ALT > 100 U/l 


• Unexplained reduction in albumin <30g/l2 


• Pruritus, hair loss 


• Hypertension (uncontrolled) 


• Headache (severe, persistent) 


• Nausea, vomiting, diarrhoea 


• Weight loss > 10% from baseline with no 
other identifiable cause 


• New or increasing dyspnea or dry cough3 
 
 


Withhold and check FBC immediately if any 
of the following symptoms: 


• Rash (significant new) 


• Oral ulceration 


• Severe or persistent infections 


• Fever 


• Chills 


• Persistent sore throat 


• Abnormal bruising2 
 


Observe trends in results (e.g. gradual 
decreases in WBC or albumin or increasing 
LFTs). Obtain specialist where there are 
concerns.2  
 


Withhold temporarily during a serious 
infection until the patient has recovered 
from the infection2 


Specialist: 


• Subject to response to treatment: 
3 monthly, 6 monthly or 12 
monthly if well controlled and 
stable 


• Ask about any rashes, oral 
ulceration, bruising or bleeding 


• Send a letter/results notification to 
the GP after each clinic attendance 
indicating current dose, most 
recent blood tests and frequency 
of hospital appointments.  


• Advise GP on review, duration 
and/or discontinuation of 
treatment when necessary 


• Inform GP of patients who do not 
attend clinic appointments 


 
GP 


• Blood tests as outlined 


• See patient earlier if disease flare 
or adverse effects (including 
infection) experienced between 
appointments 
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Leflunomide (cont) 
Practical issues including adverse effects, interactions, other relevant advice and information:  (see summary of product characteristics (SPC) and/or BNF for full list) 


1. Abnormal laboratory parameters – Macrocytosis (MCV > 105 fl) - check for vitamin B12/folate deficiency, thyroid function (TSH) and assessment of alcohol consumption. If abnormal treat any underlying 
cause. If no underlying abnormality, discuss with specialist.2 


2. Pregnancy and Breast Feeding – Any patient considering pregnancy or has discovered they are pregnant should be discussed with the specialist. Leflunomide is contraindicated in pregnancy and breast 
feeding. Men and women taking leflunomide must use reliable contraception. Women must wait 2 years between stopping the drug and becoming pregnant3. This can be reduced to 3 months if patients are 
treated with a rapid washout under the supervision of a rheumatologist9. Men should continue to use effective contraception for 3 months after stopping treatment. 


3. Vaccinations - Patients must not receive immunisations with live vaccines such as oral Polio, MMR, BCG, oral typhoid, yellow fever or varicella zoster2. Inactivated injectable polio vaccine is available but 
suboptimal response may be seen10. Seasonal and pandemic influenza vaccination and Pneumovax are safe and recommended2. Varicella vaccine should not be given to patients without discussing with the 
specialist to assess degree of immunosuppression. Patients may also be on biologic therapy therefore important to discuss with specialist. Patients exposed to chickenpox/shingles should receive passive 
immunisation with VZIG (varicella-zoster immunoglobulin) if they are varicella-zoster virus (VZV) susceptible (VZV IgG undetectable on blood testing).9 


4. Adverse effects 


• Hypertension: Regular monitoring of blood pressure is necessary during treatment and any significant rise in blood pressure, should be treated as per NICE guidelines2. In severe uncontrolled cases it 
may be necessary to consider stopping the drug after discussing with specialist. 


• Respiratory: If patient develops new onset shortness of breath or cough, leflunomide should be stopped immediately.  Discuss with specialist.3 


• Hepatotoxicity: Leflunomide can cause hepatotoxcity and caution is advised when patients are prescribed other hepatotoxic drugs or if there is evidence of current or recent hepatitis B or C infection3. 
Most cases of hepatotoxicity have occurred in the first 6 months of treatment and in the presence of multiple risk factors3. Patients should ideally avoid or limit alcohol intake within national limits of 4 
-8 units a week. Contact specialist if there are any concerns over hepatotoxicity or co-prescribing with other drugs (see monitoring requirements above). 


5. Washout procedure  
Full washout procedure: Cholestyramine 8g TDS or Activated charcoal 50g QDS for 11 days4 


Partial washout procedure: Cholestyramine 8g TDS for 1 – 3 days 


Summary of adverse effects:  
(see SPC for full list) Very common: ≥ 1/10         Common: ≥ 1/100 to < 1/10     Uncommon: ≥ 1/1,000 to < 1/100         Rare: ≥ 1/10,000 to < 1/1,000 


 


Adverse event3 Frequency3 Management by GP 


Infection and infestations 


• Severe infections, including sepsis (which may be fatal) 


 
Rare 


In event of severe, uncontrolled infection refer to hospital. Susceptibility of infections increased, 
especially opportunistic infections. Infections may be more severe and require early and vigourous 
treatment.3 


Patients with tuberculin reactivity must be carefully monitored because of risk of tuberculosis 
reactivation 


Neoplasms, benign, malignant and unspecified (including 
cysts and polyps) 


The risk of malignancy, particularly 
lymphoproliferative disorders, is 
increased with use of some 
immunosuppressive agents. 


 


Blood and lymphatic system disorders (manifested as 
abnormal bruising or severe sore throat) 


• Anaemia  


• Leucopenia (leucocytes > 2G/L) 


• Leucopenia (leucocytes < 2G/L) 


• Mild thrombocytopenia (platelets < 100G/L) 


• Pancytopenia, eosinophilia 


• Agranulocytosis 


 
 
Uncommon 
Common 
Rare 
Uncommon 
Rare 
Very rare 


 
 
Check FBC immediately and withhold drug(s) until results known2 


• Check haematinics and replace appropriately. Discuss with Rheumatologist 


• If WBC < 3.5x109/L, neutrophils < 1.6x109/L or platelets < 140x109/L stop leflunomide and any 
concomitant myelosuppressive medication and contact specialist immediately. Refer back to hospital2 
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Leflunomide (cont) 
Adverse event3 Frequency3 Management by GP 


Immune system disorders 


• Mild allergic reactions 


• Severe anaphylactic/anaphylactoid reactions, vasculitis, 
including cutaneous necrotizing vasculitis 


 
Common 
Very rare 


 


• Discuss with specialist3 


• Requires immediate assessment in hospital  


Metabolism and nutrition disorders 


• CPK increased 


• Hypokalaemia, hyperlipidemia, hypophosphataemia 


• LDH increased 


• Hypouricaemia 


 
Common 
Uncommon 
Rare 
Not known 


 
Discuss with specialist 
 


Psychiatric disorder 


• Anxiety 


 
Uncommon 


Discuss with specialist if needed 


Nervous system disorders 


• Headache 


• Paraesthesia, dizziness, peripheral neuropathy 


 
Common 
Common 


 


• If headache is severe, refer back to hospital to consider dose reduction and if headaches persist stop 
and consider washout3 


• Discuss with specialist 


Cardiac disorders 


• Hypertension (mild increase) 


• Hypertension (severe increase) 


 
Common 
Rare 


 
If BP >140/90 mm/Hg treat in line with NICE guidance. If BP remains uncontrolled discuss with consultant 
and consider referral back to specialist for dose adjustment, washout or change in treatment 


Respiratory, thoracic and mediastinal disorders 


• Interstitial lung disease (including interstitial 
penumonitis), which may be fatal 


• Pulmonary hypertension 


 
Rare 
 
Not known 


 
Contact hospital urgently if cough plus diyspnoea presents. If increasing shortness of breath occurs, stop 
leflunomide and refer back to hospital for washout 


Gastrointestinal disorders 


• Diarrhoea, nausea, vomiting, abdominal pain 


• Colitis including microscopic colitis such as lymphocytic 
colitis, collagenous colitis 


• Oral mucosal disorders – aphthous stomatitis, mouth 
ulceration 


 


• Taste disturbances 


• Pancreatitis 


 
Common 
Common 
 
Common 
 
 
Uncommon 
Very rare 


 


• Give symptomatic treatment (eg anti-emetic, antidiarrhoeal) or refer back to specialist for dose 
reduction. If severe or persistent stop and consider washout. 


 


• Discuss with specialist in all cases. Stop treatment until extent of reaction clear. If Steven-Johnson 
syndrome, refer immediately to hospital. If reaction confined to mouth then symptomatic relief or 
dose reduction, with or without partial washout.  


• Discuss with specialist 


• Refer to hospital 


Hepato-biliary disorders 


• Raised liver parameters 
o Transaminases (mainly ALT) 
o Gamma-GT, alkaline phosphatase, bilirubin 


• Hepatitis, jaundice/cholestasis 


• Hepatic failure, acute hepatic necrosis (may be fatal) 


 
 
Common 
Less often 
Rare 
Very rare 


If  < 2 fold rise in AST, ALT (from upper limit of normal reference range – ULN) 


• Monitor LFTs every 2 weeks and expect values to normalise spontaneously 
If between 2 and 3 fold raise in AST, ALT (from upper limit of normal reference range – ULN) 


• Recheck LFTs within 72 hours. If still 2 to 3 times ULN, reduce dosage and recheck LFTs every 2 
weeks. If still 2 to 3 times ULN then stop Leflunomide 


If > 3 fold raise in AST, ALT (from upper limit of normal reference range – ULN) 


• Recheck LFTs within 72 hours. If still > 3 times ULN, contact Rheumatologist, stop leflunomide 
and consider washout 
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Leflunomide (cont’d) 
Adverse event3 Frequency3 Management by GP 


Skin and subcutaneous tissue disorders 


• Increased hair loss 
 


• Eczema, dry skin 


• Rash (including maculopapular rash), pruritus 
 


• Urticaria 


• Severe anaphylactic/anaphylactoid reactions, vasculitis, 
including cutaneous necrotizing vasculitis  


• Toxic epidermal necrolysis, Stevens-Johnson syndrome, 
erythema multiforme 


• Cutaneous lupus erythematosus, pustular psoriasis or worsening 
psoriasis, Drug Reaction with Eosinophilia and Systemic 
Symptoms (DRESS) 


 
Common 
 
Common 
Common 
 
Uncommon 
Very rare 
 
Very rare 
 
Not known 


 


• Alopecia is reversible with dose reduction or discontinuation. Contact specialist for advice with a view to consider dose 
reduction. If severe, refer back to specialist to consider stopping treatment and washout. 


• Treat symptomatically 


• If mild, continue leflunomide and monitor. If moderate or severe, discuss with specialist with a view to consider 
symptomatic treatment (eg antihistamine) or dose reduction , with our without partial washout. 


• Discuss with specialist 


• Requires immediate assessment in hospital 
 


• As soon as skin and/or mucosal reactions observed which raise suspicion of such severe reactions, discontinue 
leflunomide, contact specialist immediately and refer back to hospital for washout. 


Musculoskeletal and connective tissue disorders 


• Tensynovitis 


• Tendon rupture 


 
Common 
Uncommon 


 
Seek advice from Rheumatologist 


Renal and urinary disorders 


• Renal failure 


 
Not known 


 
Seek advice from Rheumatologist 


Reproductive system and breast disorders 


• Marginal (reversible) decreases in sperm concentration, total 
sperm count and rapid progressive motility 


 
Not known 


 
Seek advice from Rheumatologist 


General disorders and administration site conditions 


• Anorexia, weight loss (usually insignificant) 
 


• Asthenia 


 
Common 
 
Common 


 
Monitor carefully. If > 10% weight loss with no other cause identified, discuss with specialist with a view to consider dose 
reduction.3 Refer back if stopping treatment/washout required.  
Seek advice from specialist. 


Clinically significant drug interactions:  (see SPC and/or BNF for full list) 


Note: Leflunomide has a very long half-life (2 weeks) therefore the interactions can be potentially serious and a drug washout procedure may be required3. Discuss with specialist if necessary.  


• Haematotoxic drugs – increased risk of toxicity3 


• Hepatotoxic drugs – increased risk of toxicity3 


• Alcohol – avoid, increased risk due to additive hepatotoxic effect3 


• Other DMARDs – ONLY to be initiated/used under specialist supervision3 


• Coumarin anticoagulants – metabolism may be inhibitied by leflunomide with increased anticoagulant effect3 – closely monitor5 and check INR 7 days after initiation of leflunomide and 7 days after any dose 
change of coumarin. Ask patient to report any evidence of severe bruising or unexplained bleeding5 which may indicate high INR 


• Phenytoin – metabolism may be inhibited with increased phenytoin levels. Take phenytoin levels 14 days after initiation of leflunomide 


• Tolbutamide – metabolism may be inhibited with enhanced hypoglycaemic effect. Increase blood glucose monitoring for a few days following introduction of leflunomide then revert to normal frequency of 
monitoring 


• Cholestyramine – effect of leflunomide significantly decreased. Avoid unless drug elimination required3 


• Vaccines – avoid concomitant use of leflunomide with live vaccines5  
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Methotrexate 


Route, Dose, Duration 
Monitoring undertaken by specialist 
before requesting shared care 


Ongoing monitoring to 
be undertaken by GP 


Monitoring following 
dose changes 


Stopping Criteria Follow Up 


Oral or subcutaneous injection: 
Initially 7.5–15mg once weekly3 


 
Patients previously established on 
oral methotrexate may transfer to 
subcutaneous methotrexate at 
higher intial doses 
 
Only prescribe 2.5mg tablets or the 
appropriate strength of pre-filled 
pen/syringe. Doses are increased 
by 2.5-5mg weekly according to 
response and tolerability4 


 
Maintenance dose:  
7.5–20mg once weekly 
(see below for special patient 
groups)3 


 
Doses up to 25mg once weekly and 
in exceptional cases 30mg once 
weekly ( unlicensed) are used3 
 


Doses exceeding 20mg/week are 
associated with significant increase 
in toxicity, especially bone marrow 
suppression3 
 
Response to treatment may take up 
to 4 – 8 weeks 
Upon achieving the therapeutically 
desired result, the dose should be 
reduced gradually to the lowest 
possible effective maintenance 
dose3 


 
Folic acid: 


• 5-10mg as a single dose once a 
week2,not on the same day as 
methotrexate4 


• 5mg daily except on the day of 
methotrexate treatment 


 
Duration of Treatment: 
Long term if patient is responding 
well to treatment and in absence of 
significant side effects2 


Baseline 


• Full blood count (FBC) 


• LFTs (ALT and/or AST, albumin) 


• Electrolytes, urea & 
creatinine/calculated GFR 


• Erythrocyte sedimentation rate (ESR) 


• C-reactive protein (CRP)2 


• Vitamin B123 


• Body weight, height 


• Blood pressure 


• Hepatitis B/C, HIV screening  


• Varicella status (VZV) 


• Screening for lung disease (at the 
discretion of specialist)2 


• Pregnancy test (if appropriate) 
/considering breast feeding in women 
of childbearing age.  Methotrexate is 
contraindicated in pregnancy, for three 
months before attempting conception 
and breastfeeding 3 
 


Ongoing [BSR, 2017]: 
Every 2 weeks until on stable dose for 6 
weeks 


• FBC 


• LFTs (ALT and/or AST, albumin) 


• Creatinine/calculated GFR2 
 
Once on stable dose – monthly for 3 
months, thereafter at least every 12 
weeks: 


• FBC 


• LFTs (ALT and/or AST, albumin) 


• Creatinine/calculated GFR2 
More frequent monitoring if at higher risk 
of toxicity2 
 
At each visit: 
Ask patient about any sore throat,, oral 
ulceration, bruising, nausea, vomiting and 
shortness of breath4 
 
 
 


Every 3 months once stable 
unless more frequent 
monitoring is advised by the 
specialist due to higher risk 
of toxicity ( e.g. if co-
prescribed with potentially 
hepatotoxic drugs): 


• FBC 


• LFTs (ALT and/or AST, 
albumin) 


• Electrolytes, urea & 
creatinine/calculated GFR2 


 
At each visit: 


• Ask patient about any oral 
ulceration, bruising, 
nausea, vomiting and 
shortness of breath4. 


Monitor for signs and 
symptoms of infection2 


Specialist unless accepted 
by GP: 
Every 2 weeks after dose 
change until on stable dose 
for 6 weeks, then revert back 
to previous monitoring 
schedule: 


• FBC 


• LFTs (ALT and/or AST, 
albumin) 


• Electrolytes, urea & 
creatinine/calculated GFR2 


 
 


Failure to respond to treatment or 
adverse effects requiring withdrawal. 
 
In some patients pre-treatment 
results may be low and continued 
treatment may be considered 
appropriate following review of long-
term trend and discussion with 
specialist.2 


 
Withhold and discuss with specialist 
if any of the following occur [BSR, 
2017]: 


• WBC < 3.5 x 109/L 


• Neutrophils < 1.6 x 109/L 


• Unexplained eosinophilia  
> 0.5 x 109/L 


• Platelets < 140 x 109/L 


• MCV > 105 fl* 


• Creatinine increase >30% over 12 
months and/or calculated GFR 
<60ml/ml/1.73m2 


• AST and/or ALT > 100 U/l or 
greater than 2-3 times than normal  


• Unexplained reduction in albumin 
<30g/l2 
 


Withhold and check FBC 
immediately if  any of the following 
symptoms: 
 


• Oral ulceration 


• Severe or persistent infections 


• Fever 


• Chills 


• Persistent sore throat 


• Abnormal bruisin3 
 


Observe trends in results (e.g. gradual 
decreases in WBC or albumin or 
increasing LFTs). Obtain specialist 
advice where there are concerns.2 


 


Withhold temporarily during a 
serious infection until the patient has 
recovered from the infection.2 


 
 


Specialist: 


• Subject to response to treatment: 3 
monthly, 6 monthly or 12 monthly if well 
controlled and stable 


• Remind patient of methotrexate toxicity 
signs and check understanding of once 
weekly administration and need for folic 
acid 


• Ask about any rashes, oral ulceration, 
bruising or bleeding 


• Send a letter/results notification to the 
GP after each clinic attendance indicating 
current dose, most recent blood tests and 
frequency of hospital appointments. 


• Update patient held medicines 
monitoring booklet with most recent 
blood results 


• Advise GP on review, duration and/or 
discontinuation of treatment when 
necessary 


• Inform GP of patients who do not attend 
clinic appointments 


 
GP 


• Blood tests as outlined 


• Update patient held medicines 
monitoring booklet with most recent 
blood results 


• See patient if disease flare or adverse 
effects (including infection) experienced 
between appointments 


• Remind patient of methotrexate toxicity 
signs and check understanding of once 
weekly administration and need for folic 
acid 
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Methotrexate (cont’d) 
Practical issues including adverse effects, interactions, other relevant advice and information:  (see summary of product characteristics (SPC) and/or BNF for full list) 


1. Special consideration for dose adjustments (as advised by specialist):  
• Elderly - Dose reduction should be considered due to impaired kidney and hepatic function as well as lower folate reserves3 
• Hepatic impairment – Administer with great caution, if it all, to patients with significant current or previous liver disease (especially due to alcohol).  Bilirubin > 5mg/dL (85.5micromol/L) – contraindicated3 
• Renal impairment – Creatinine clearance > 50 ml/min    → 100% of dose 
                                         Creatinine clearance 10-50 ml/min → 50% of dose 
                                         Creatining clearance < 10 ml/min    → Avoid in severe impairment11 


    Creatinine clearance should be calculated using the Cockroft-Gault equation which can be found at: 
https://www.medicinescomplete.com/mc/bnf/current/creat.htm?q=creatinine%20clearance&t=search&ss=text&tot=57&p=1#_hit (registration required) or at 


    https://www.nuh.nhs.uk/staff-area/antibiotics/creatinine-clearance-calculator/ 
2. Abnormal laboratory parameters – Macrocytosis (MCV > 105 fl) - check for vitamin B12/folate deficiency, thyroid function (TSH) and assessment of alcohol consumption. If abnormal treat any underlying 


cause. If no underlying abnormality, discuss with specialist.2 
3. Pregnancy and Breast Feeding – Any patient considering pregnancy or has discovered they are pregnant should be discussed with the specialist. Methotrexate is contraindicated in pregnancy and breast 


feeding3. Whilst taking methotrexate and for at least 3$  months after stopping, both men and women  must use reliable contraception. Women must wait at least 3 full menstrual cycles (or 3$ months) after 
stopping methotrexate before conceiving. Men should continue to use contraceptives for 3$ months after stopping methotrexate. 9 Shared care will not apply during pregnancy and breastfeeding. 
$NOTE: Some manufacturers recommend using reliable contraception for 6 months after cessation of methotrexate therapy. Always consult the Summary of Product Characteristics for the product being 
prescribed (www.medicines.org.uk). Methotrexate may be excreted in breast milk so breast feeding must be avoided.3  Shared care will not apply during pregnancy and breastfeeding. 


4. Vaccinations - Patients must not receive immunisations with live vaccines such as oral Polio, MMR, BCG, oral typhoid, yellow fever or varicella zoster2. Inactivated injectable polio vaccine is available but 
suboptimal response may be seen9. Seasonal and pandemic influenza vaccination and Pneumovax are safe and recommended2. Varicella vaccine should not be given to patients without discussing with the 
specialist to assess degree of immunosuppression. Patients may also be on biologic therapy therefore important to discuss with specialist. Patients exposed to chickenpox/shingles should receive passive 
immunisation with VZIG (varicella-zoster immunoglobulin) if they are varicella-zoster virus (VZV) susceptible (VZV IgG undetectable on blood testing).9 


5. Risk factors for hepatotoxicity  –  obesity, diabetes mellitus and alcohol excess increase the likelihood of methotrexate induced liver damage3. Alcohol consumption should be well within national guidelines 
and should not exceed 4-6 units a week. 


6. Methotrexate tablets – only prescribe 2.5mg strength to reduce risk of dosing errors and allow for dose adjustments.4,7  
7. Methotrexate injection  –  Patients must be willing to self-administer or have a carer who is willing to administer the injection. If the patient or carer become unable to administer the injection, they should 


be referred back to the hospital to re-commence clinic based administration. It is not intended that the GP practice will assume responsibility for administration.6  
Follow local Trust procedures to ensure patient or carer is appropriately trained and can demonstrate competence on injection technique, disposal of sharps and use of cytotoxic spillage kit. 
Waste management services – Arrangements differ between localities and alternative arrangements may be in place for CCGs outside of the South West London area. See 4. Communication and Support for 
contact details. Waste collection services must be arranged before prescribing responsibility can be transferred. 


Summary of adverse effects:  
(see SPC for full list)  Very common: ≥ 1/10         Common: ≥ 1/100 to < 1/10     Uncommon: ≥ 1/1,000 to < 1/100         Rare: ≥ 1/10,000 to < 1/1,000 


 


Adverse event3 Frequency3 Management by GP 


Infection and infestations 


• Severe infections, including sepsis (which may be fatal) 


 
Rare 


In event of severe, uncontrolled infection refer to hospital. Susceptibility of infections increased, esp of 
opportunistic infections3. Infections may be more severe and require early and vigourous treatment. 
Patients with tuberculin reactivity must be carefully monitored because of risk of tuberculosis 
reactivation3 


Blood and lymphatic system disorders  
Significant drop in FBC compared to baseline (may manifest as 
abnormal bruising or severe sore throat) 


• Anaemia 


• Leucopenia, thrombocytopenia 


• Pancytopenia 


• Agranulocytosis, bone marrow depression 


• Eosinophilia 


 
 
 
Common 
Common 
Uncommon 
Very rare 
Unknown 


 
 
Check FBC immediately and withhold drug(s) until results known 


• Check haematinics and replace appropriately. Discuss with specialist. 


• If WBC < 3.5x109/L, neutrophils < 1.6x109/L or platelets < 140x109/L stop methotrexate and any 
concomitant myelosuppressive medication2 and contact rheumatologist immediately. Refer back to 
hospital 


 



https://www.medicinescomplete.com/mc/bnf/current/creat.htm?q=creatinine%20clearance&t=search&ss=text&tot=57&p=1%23_hit

https://www.nuh.nhs.uk/staff-area/antibiotics/creatinine-clearance-calculator/

http://www.medicines.org.uk/
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Methotrexate (cont’d) 
Adverse event3 Frequency3 Management by GP 


Respiratory, thoracic and mediastinal disorders 
Methotrexate induced lung disease is a potentially serious adverse 
drug reaction which may occur acutely at any time during therapy. 
Be alerted if new or increasing breathlessness, persistent dry 
cough 


• Pneumonia, interstitial alveolitis/pneumonitis often associated 
with eosinophilia 
Symptoms indicating potentially severe lung injury (interstitial 
pneumonitis): dry, unproductive cough, shortness of breath and 
fever 


• Shortness of breath 


 
 
 
 
 
Common 
 
 
 
 
Rare 


 
Withhold methotrexate, organise chest x-ray and contact specialist urgently for further advice 
(Pneumonitis is more likely to occur in the first year of treatment but can occur at any time.)3 


Gastrointestinal disorders 


• Nausea 


• Vomiting 


• Diarrhoea 


• Mouth ulcers 


 
Very common 
Uncommon 
Common 
Common 


If tolerable continue. If untolerable, contact specialist with view to  
(1) Divide dose of methotrexate over 12-48 hours3 


(2) Consider methotrexate dose reduction 
(3) Consider increasing folic acid dose  
(4) Consider anti-emetic (short term only) 


Hepato-biliary disorders 


• Raised liver parameters (ALT, AST, alkaline phosphatase, 
bilirubin) 


 


• Decrease in serum albumin (in absence of active disease) 


• Acute hepatitis 


• Hepatic failure 


 
Very common 
 
 
Uncommon 
Rare 
Very rare 


 
If  > 2 fold rise in AST, ALT (from upper limit of normal reference range – ULN)3 


• Repeat the test and if still 2 times ULN, stop the drug, ascertain alcohol consumption 


• Contact specialist for advice 
Withhold methotrexate and contact specialist for further advice 


Skin and subcutaneous tissue disorders 
 Hair loss 


 
Uncommon 


 
Alopecia is reversible with dose reduction or discontinuation3. Contact specialist for advice with a view to 
consider dose reduction. If severe, refer back to specialist to consider stopping treatment. 


Clinically significant drug interactions:  (see SPC and/or BNF for full list) 


Increased monitoring may be needed when initiating or discontinuing an interacting drug. Patients should be advised to avoid the use of over-the-counter products without consulting their GP or specialist. 


• Severe interaction with antibiotics (Refer to BNF before prescribing antibiotics)4 – Many antibiotics interact by reducing renal clearance of methotrexate resulting in increased serum concentrations of 
methotrexate with simultaneous haematological and gastrointestinal toxicity.  Certain antibiotics are folate antagonists e.g. co-trimoxazole, trimethoprim, sulphonamides and SHOULD NOT BE CO-
PRESCRIBED due to the possibility of pronounced impairment of blood cell formation. 


• NSAIDs – monitor, increased risk of toxicity but is considered appropriate in most patients providing toxicity is monitored.3 Patients should be advised to avoid self-medication with over-the-counter aspirin or 
ibuprofen. Discuss specialist before starting patients on NSAIDs. 


• Low dose aspirin – The opinion of clinicians locally is that there may be some patients in whom the benefit of co-prescribing of low dose aspirin and low dose methotrexate outweighs the risks involved, 
provided that regular monitoring is carried out.  


• Vaccines – avoid concomitant use of methotrexate with live vaccines3. 


• Vitamins – some preparations containing folic acid or its derivates may decrease response to methotrexate3. 







SHARED CARE PRESCRIBING GUIDELINE     


Approved by: SWL Medicines Optimisation Group on 26 March 2020            Review date: 01/09/2020 
Participating CCGs: Croydon, Kingston, Merton, Richmond, Sutton and Wandsworth 
Participating Providers: Croydon, Epsom & St Helier, Kingston, St George’s                  22 


 
 
 
 
 
 
 
 
 
 
 
 


This page is intentionally blank







SHARED CARE PRESCRIBING GUIDELINE     


Approved by: SWL Medicines Optimisation Group on 26 March 2020            Review date: 01/09/2020 
Participating CCGs: Croydon, Kingston, Merton, Richmond, Sutton and Wandsworth 
Participating Providers: Croydon, Epsom & St Helier, Kingston, St George’s                  23 


 


Sulfasalazine EC 


Route, Dose, Duration 
Monitoring undertaken by specialist 
before requesting shared care 


Ongoing monitoring to be 
undertaken by GP 


Monitoring following 
dose changes 


Stopping Criteria Follow Up 


Oral 
Initial dose: 
500mg/day increasing by 500mg 
weekly4 


 
Maintenance dose: 
2-3g/day in 2-4 divided doses4 


 
 
Duration of Treatment: 
Long term if patient is responding 
well to treatment and in absence 
of significant side effects2 


Baseline: 


• Full blood count (FBC) 


• LFTs (ALT and/or AST, albumin) 


• Electrolytes, urea & 
creatinine/calculated GFR 


• Erythrocyte sedimentation rate (ESR) 


• C-reactive protein (CRP)Body weight, 
height 


• Blood pressure 


• Hepatitis B/C, HIV screening  


• Varicella status (VZV) (if no history of 
infection) 


• Screening for lung disease (at the 
discretion of specialist) 


• Pregnancy test (if appropriate)2 


•  – KEEP IN BSA!G6PD status should be 
considered in at risk ethnic groups3 


•  
 
Ongoing: 
Every 2 weeks until on stable dose for 6 
weeks: 


• FBC 


• LFTs (ALT and/or AST, albumin) 


• Creatinine/calculated GFR2 
 


Once on stable dose – monthly for 3 
months thereafter at least every 12 
weeks: 


• FBC 


• LFTs (ALT and/or AST, albumin) 


• Creatinine/calculated GFR2 
More frequent monitoring is required for 
patients at higher risk of toxicity2.  
 
At each visit: 
Ask patient about any rashes, sore throat, 
fever, bruising or bleeding.4 


Every 3 months once stable 
unless more frequent monitoring 
is advised by the specialist due 
to higher risk of toxicity (e.g. if 
co-prescribed with potentially 
hepatotoxic drugs): 


• FBC 


• LFTs (ALT and/or AST, albumin) 


• Electrolytes, urea & 
creatinine/calculated GFR2 


 
After 12 months: 
No routine monitoring is required 
unless advised otherwise2 


 
At each visit: 


• Ask patient about any rashes,  
sore throat, fever, bruising or 
bleeding4Monitor for signs and 
symptoms of infection2 


•  
 
 


Specialist unless accepted 
by GP 
Every 2 weeks after dose 
change until on stable dose 
for 6 weeks, then revert back 
to previous monitoring 
schedule: 


• FBC 


• LFTs (ALT and/or AST, 
albumin) 


• Electrolytes, urea & 
creatinine/calculated 
GFR2 


 
After 12 months: no routine 
monitoring is required unless 
advised otherwise2 


 


Failure to respond to treatment or adverse 
effects requiring withdrawal. 
 
In some patients pre-treatment results may 
be low and continued treatment may be 
considered appropriate following review of 
long-term trend and discussion with 
specialist.2 


 
Withhold and discuss with specialist if any 
of the following occur: 


• WBC < 3.5 x 109/L 


• Neutrophils < 1.6 x 109/L 


• Unexplained eosinophilia  
> 0.5 x 109/L 


• Platelets < 140 x 109/L 


• MCV > 105 fl* 


• Creatinine increase >30% over 12 months 
and/or calculated GFR <60ml/ml/1.73m2 


• AST and/or ALT > 100 U/l 


• Unexplained reduction in albumin <30g/l2 
 


Withhold and check FBC immediately if any 
of the following symptoms: 


• Rash (significant new) 
 


• Severe or persistent infections 


• Fever 


• Chills 


• Persistent sore throat 


• Abnormal bruising or bleeding3 
 


Observe trends in results (e.g. gradual 
decreases in WBC or albumin or increasing 
LFTs). Obtain specialist advice where there 
are concerns.2  
 


Withhold temporarily during a serious 
infection until the patient has recovered 
from the infection2. 


Specialist: 


• Subject to response to 
treatment: 3 monthly, 6 monthly 
or 12 monthly if well controlled 
and stable 


• Remind patient of signs of 
toxicity 


• Ask about any rashes, oral 
ulceration, bruising or bleeding 


• Send a letter/results notification 
to the GP after each clinic 
attendance indicating current 
dose, most recent blood tests 
and frequency of hospital 
appointments.  


• Advise GP on review, duration 
and or discontinuation of 
treatment when necessary 


• Inform GP of patients who do 
not attend clinic appointments 


 
GP: 


• Blood tests as outlined 


• See patientif disease flare or 
adverse effects (including 
infection) experienced between 
appointments 
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Sulfasalazine EC (cont’d) 
Practical issues including adverse effects, interactions, other relevant advice and information:  (see summary of product characteristics (SPC) and/or BNF for full list) 


1. Abnormal laboratory parameters – Macrocytosis (MCV > 105 fl) - check for vitamin B12/folate deficiency, thyroid function (TSH) and assessment of alcohol consumption. If abnormal treat any underlying 
cause. If no underlying abnormality, discuss with rheumatologist.2 


2. Infertility – Oligospermia and infertil infertility may occur in men. Discontinuation appears to reverse these effects within 2 to 3 months3. Discuss with rheumatologist.  
3. Pregnancy and Breast Feeding – Any patient considering pregnancy or has discovered they are pregnant should be discussed with the rheumatologist. An assessment of risk and benefit should be undertaken 


with the patient by the Consultant Rheumatologist. Avoid breastfeeding in very preterm jaundiced neonates4 – discuss with obstetrician and neonatologist.  
4. Prescription selection – Due to the risk of incorrect drug selection, ensure prescription reads SulfaSALAZINE (NOT SulfaDIAZINE)4. For more information: https://www.gov.uk/drug-safety-update/recent-drug-


name-confusion 
5. Vaccinations –  Patients must not receive immunisations with live vaccines such as oral Polio, MMR, BCG, oral typhoid, yellow fever or varicella zoster2. Inactivated injectable polio vaccine is available but 


suboptimal response may be seen9. Seasonal and pandemic influenza vaccination and Pneumovax are safe and recommended2. Varicella vaccine should not be given to patients without discussing with the 
specialist to assess degree of immunosuppression. Patients may also be on biologic therapy therefore important to discuss with specialist. Patients exposed to chickenpox/shingles should receive passive 
immunisation with VZIG (varicella-zoster immunoglobulin) if they are varicella-zoster virus (VZV) susceptible (VZV IgG undetectable on blood testing).9 


Summary of adverse effects:  
(see SPC for full list)  


Very common: ≥ 1/10         Common: ≥ 1/100 to < 1/10     Uncommon: ≥ 1/1,000 to < 1/100         Rare: ≥ 1/10,000 to < 1/1,000 
 


Adverse event3 Frequency3 Management by GP 


Blood and lymphatic system disorders  
(manifested as abnormal bruising or severe sore throat) 


• Anaemia 


• Leucopenia 


• Thrombocytopenia 


 
 
Not known 
Common 
Uncommon 


 
Check FBC immediately and withhold drug(s) until results known 


• Check haematinics and replace appropriately. Discuss with specialist. 


• If WBC < 3.5x109/L, neutrophils < 1.6x109/L or platelets < 140x109/L stop methotrexate and any 
concomitant myelosuppressive medication2 and contact specialist immediately. Refer back to 
hospital.  


Gastrointestinal disorders 


• Nausea, gastric distress 


• Abdominal pain, diarrhoea, vomiting, stomatitis 


 
Very common 
Common 


If tolerable continue. If untolerable, contact specialist with view to  
(1) Consider sulfasalazine dose reduction 
(2) Consider anti-emetic (short term only) 


Nervous system disorders 


• Dizziness, headache 


 
Common 


 
If tolerable continue. If intolerable, contact specialist with view to consider sulfasalazine dose reduction 


Clinically significant drug interactions: (see SPC and/or BNF for full list) 
No clinically significant drug interactions4 with commonly used medications  



https://www.gov.uk/drug-safety-update/recent-drug-name-confusion

https://www.gov.uk/drug-safety-update/recent-drug-name-confusion





SHARED CARE PRESCRIBING GUIDELINE   


Approved by: SWL Medicines Optimisation Group on 26 March 2020     Review date: 01/09/2020 
Participating CCGs: Croydon, Kingston, Merton, Richmond, Sutton and Wandsworth 
Participating Providers: Croydon, Epsom & St Helier, Kingston, St George’s            25 


REFERENCES 


Key references: 
 
 
 
 


1. NICE Clinical Guideline 79: Rheumatoid Arthritis, February 2009 (updated December 2015) 
2. British Society for Rheumatology. BSR and BHPR guideline for the prescription and monitoring of non-


biologic disease-modifying anti-rheumatic drugs. Rheumatology 2017 
3. Summaries of Product Characteristics for individual drugs [online] www.medicines.org.uk 
4. Martin J (ed). British National Formulary 74. [online] London: Pharmaceutical Press www.bnf.org 
5. Baxter K (ed) Stockley ‘s Drug Interactions [online] :London Pharmaceutical Press. 


www.medicinescomplete.com 
6. Royal College of Nursing (2013). Administering subcutaneous methotrexate for inflammatory arthritis. 


www.rcn.org.uk 
7. NPSA Patient Safety Alert (June 2006). Improving compliance with oral methotrexate guidelines. 


www.nrls.npsa.nhs.uk 
 
8. Royal College of Ophthalmologists. Hydroxochloroquine and Chloroquine Retinopathy: 


Recommendationson Screening (February 2018) 
9. South East london Shared Care Prescribiing Guidelines for DMARDS (January 2019) 
10. The Renal Drug Database. Accessed online on 04/11/19: 


https://renaldrugdatabase.com/monographs/hydroxychloroquine-sulphate (last reviewed 20/02/2018) 
11. The Renal Drug Database. Accessed online on 04/11/19: 


https://renaldrugdatabase.com/monographs/methotrexate (last reviewed 22/02/2018) 


Original 
Author(s): 


Azathioprine [CHS – CCCG] 
Helen McGowan, Senior Pharmacist, CHS  


 
Leflunomide [CHS ESH KHFT SGUH – CCCG KCCG MCCG RCCG SCCG WCCG] 


Dr Patrick Kiely, Consultant Rheumatologist, SGUH 
Dr Sanjeev Patel, Consultant Rheumatologist, ESH 
Brigitte van der Zanden, Chief Pharmacist, NHS Sutton and Merton 


 
Methotrexate oral [CHS – CCCG] 


Dr Rosh Sathanathan, Consultant Rheumatologist, CHS 
Dr Sarah Levy, Consultant Rheumatologist, CHS 
Janice Steele, Deputy Chief Pharmacist, NHS Croydon 
Deepti Patel, Practice Support Pharmacist, NHS Croydon 
 


Methotrexate oral [ESH KHFT SGUH – KCCG MCCG RCCG SCCG WCCG] 
Dr Sanjeev Patel, Consultant Rheumatologist, ESH 
Dr Aric Wong, GP 
Anne Lowson, Formulary Pharmacist, ESH 
Sedina Agama, Pharmaceutical Adviser, NHS Sutton and Merton 
Donna Chorley, Pharmacist, SGH 
Nick Beavon, Chief Pharmacist, NHS Wandsworth 


 
Methotrexate sc [CHS ESH KHFT SGUH – CCCG KCCG MCCG RCCG SCCG WCCG] 


Dr Sanjeev Patel, Consultant Rheumatologist, ESH 
Brigitte van der Zanden, Chief Pharmacist, NHS Sutton and Merton 


Review 
Author(s): 


Version 2: Christopher Haigh, Commissioning Support Pharmacist, SL CSU 
Version 3:  
Annett Blochberger, Commissioning Pharmacist, NEL (v0) [with thanks to Scott Mercer, Guy’s and St 
Thomas’ NHS Foundation Trust] 
Vinty Amin, SWL Commissioning Pharmacist, NEL [edit and reference checking ] 
Brigitte Van Der Zanden, SWL Lead Commissioning Pharmacist [edit] 
Dr Emanuela Campalani [final clinical review] 


Version control: No Date Comment 
V3 04/10/2019 Harmonisation of existing guidelines 



http://www.medicines.org.uk/

http://www.bnf.org/

http://www.medicinescomplete.com/

http://www.rcn.org.uk/

http://www.nrls.npsa.nhs.uk/

https://renaldrugdatabase.com/monographs/hydroxychloroquine-sulphate

https://renaldrugdatabase.com/monographs/methotrexate





 


Approved by: SWL Medicines Optimisation Group on 26 March 2020     Review date: 01/09/2020 
Participating CCGs: Croydon, Kingston, Merton, Richmond, Sutton and Wandsworth 
Participating Providers: Croydon, Epsom & St Helier, Kingston, St George’s            26 


APPENDIX A – CORE RESPONSIBILITIES FOR THE SHARED CARE OF MEDICINES 
 (Adapted from Surrey SCPG – PCN agreed core roles and responsibilities for the shared care of medicines) 


Patient  


A shared care prescribing guideline is an agreement between you and your healthcare providers. This means you, 
your consultant/specialist in hospital and your general practitioner. The guideline outlines everyone’s responsibilities 
for managing the prescribing of a medicine and yours as the patient. 
 
It is important you (and your carer where appropriate) feel comfortable and are able to manage the prescribing and 
monitoring of your treatment alongside your healthcare providers.    
It is your responsibility to follow these guidelines and the responsibility of your healthcare providers to help you and 
respond if you have any questions about your shared care. 
 
Working with your healthcare providers  
 
1. Agree with your consultant/specialist on how you want the treatment to be provided to you.  


❖ This is important and your consultant will explain the options available to you. This is an opportunity to 
ask questions and make sure you are comfortable with how your treatment will be provided and your role 
in looking after yourself. 


2. Inform your healthcare provider of any other medication being taken. 


❖ It is important for your healthcare provider to make sure there are no risks with your treatment and any 
other medication prescribed to you.   


3. You will be asked for permission to allow information about you to be shared with other healthcare providers. 


❖ Some information about you and your treatment needs to be shared to ensure that prescribing and 
monitoring undertaken by healthcare providers is completed using the most up-to-date information about 
yourself to optimise treatment provided and prevent errors from occurring. To do this we need your 
consent (permission) and it will be explained to you what information will be shared and with whom.   


4. Make sure you bring a list of your medications and any additional medications or products you use to every 
appointment with your healthcare provider and/or in case of an emergency. 


5. Ensure that you are provided with contact details (both during and out-of-hours) for support and help if required. 


6. You should inform all your healthcare providers of any changes to your personal details such as your address 
and telephone number. 


7. You need to let your healthcare providers know as soon as possible if you experience any serious problems (side 
effects) with your treatment. Your healthcare provider will explain to you what this might be. It is important to 
make sure you understand anything you are asked to report. It is also important your healthcare provider knows 
about any new/worsening symptoms. 


8. Your healthcare provider will explain the risks of pregnancy and breast feeding while on treatment. Please talk to 
your healthcare provider if you have any concerns, become pregnant or if you wish to become pregnant.  


9. You must arrange and attend all your appointments. 


10. If you cannot attend an appointment, please inform your respective healthcare provider. Once you have done 
this, it is important to make another appointment as soon as possible. 


11. Remember you must check that follow-up appointments have been booked with the hospital before leaving the 
clinic. 


12. If you would like to obtain more information on your rights, roles and responsibilities in your healthcare, please 
ask an NHS professional for information on the NHS England Constitution or visit the following web page  
www.gov.uk/government/publications/the-nhs-constitution-for-england. This was created to explain the shared 
obligations and responsibilities of both the NHS and its patients. 


 
Managing your treatment 
 


• Understanding your treatment, including when and how often to take it and warning symptoms (side effects) is 
really important.  


• Please do not feel embarrassed or unable to ask questions if you do not understand any part of your treatment. 
Your health care providers are there to support you in managing and taking your treatment so if you have any 
questions or concerns, please ask for more information from the healthcare provider prescribing your medication. 



http://www.gov.uk/government/publications/the-nhs-constitution-for-england
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• Read the patient information leaflet included with your medication to make sure you understand and are familiar 
with the most common side effects of your medication. 


• It is really important your medications are taken as agreed and no doses are missed. If you find it hard to 
remember, the following are some ways to help you keep on top of your treatment schedule: app reminders, pill 
boxes, or using a calendar or diary. It is important to find a way that works for you. 


• You should inform the community pharmacist of all prescribed and unprescribed medications before purchasing 
medicines over-the-counter including vitamins, herbal preparations or food supplements of any kind. This is very 
important as medicines and supplements can sometimes work against each other or even make your medication 
less effective. Community pharmacists can make sure that there are no risks in these for you. 


• You should keep an up-to-date written list of all your medicines including over-the-counter products and any 
additional products such as vitamins, minerals, other dietary supplements, alternative therapies and recreational 
drugs. 


• You must not let anyone else take your medication. 


Relatives and Carers 


As a carer or relative (where it is not possible for the patient to make a decision about future treatment e.g. reduced 
mental capacity), where possible you should be included in discussions about shared care. 


• To support the patient in fulfilling their roles and responsibilities as outlined above 


Consultant/Specialist 


Good Prescribing Guidelines 


• Be aware that if you recommend that a colleague, for example a junior doctor or Primary Care Prescriber, 
prescribes a particular medicine for a patient, you must consider their competence to do so. You must satisfy 
yourself that they have sufficient knowledge of the patient and the medicine, experience (especially in the case of 
junior doctors) and information to prescribe. You should be willing to answer their questions and otherwise assist 
them in caring for the patient (Ref GMC) 


• Be aware that if you delegate assessment of a patient’s suitability for a medicine, you must be satisfied that the 
person to whom you delegate hast the qualifications, experience, knowledge and skills to make the assessment. 
You must give them enough information about the patient to carry out the assessment required 


• Be aware that you are asking the Primary Care Prescriber to take full medico-legal responsibility for the prescription 
they sign.(Ref GMC) For this reason, the shared care prescribing guidelines (SCPG) are developed with input from 
specialists and Primary Care Prescribers and agreed by participating organisations. For individual patients, the 
patient’s Primary Care Prescriber must agree to take over responsibility before shared care can be initiated 


• Be aware of the formulary status and hospital/specialist only classification of the medicine you are prescribing 
within the patient’s CCG 


• Assume clinical responsibility for the guidance given in the SCPG, and where is new information needed on the 
SCPG to liaise with your Formulary Pharmacist who will facilitate an update via SWL MOG 


 
Before initiating treatment 


• Evaluate the suitability of the patient for treatment, including consideration of the patient’s current medication and 
any significant interactions 


• Discuss and provide the patient with information about the reason for choosing the medicine, the likelihood of both 
harm and benefits, consequences of treatment, and check that their treatment choice is consistent with their values 
and preferences 


• Advise patient of unlicensed status of treatment (including off-label use) if appropriate and what this may mean for 
their treatment 


• Undertake baseline monitoring and assessment 
 


Initiating and continuing treatment in secondary care 


• Prescribe initial treatment and provide any associated training and counselling required 


• Inform the Primary Care Prescriber when initiating treatment so that the Primary Care Prescriber is aware what is 
being prescribed and can add to Primary Care Prescriber clinical record 


• Continue to prescribe and supply treatment with appropriate monitoring until the patient’s condition is stable or 
predictable; the patient is demonstrably benefitting from the treatment and is free from any significant side effects 


• At any stage of treatment, advise Primary Care Prescriber of concerns regarding monitoring or potential adverse 
effects of treatment 
 
 


Initiating shared care with Primary Care Prescriber 


• Liaise with the Primary Care Prescriber to agree to share the patient’s care and provide relevant accurate, timely 
information and advice 
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• Only advise the patient that shared care will take place, and prescribing will be transferred once the Primary Care 
Prescriber has agreed to share responsibility of the patient care and that this has been confirmed in writing 


• If the Primary Care Prescriber feels unable to accept clinical responsibility for prescribing then the 
consultant/specialist must continue to prescribe the treatment to ensure consistency  and continuity of care 


• Ensure that the patient (and carer/relatives) are aware of their roles and responsibilities under the SCPG 


• Provide sufficient information and training for the patient (and carer/relatives) to participate in the SCPG 
 
Post initiating shared care 


• Follow up and monitor the patient at appropriate intervals 


• Advise Primary Care Prescriber if treatment dose changes or treatment is discontinued 


• Inform Primary Care Prescriber if patient does not attend planned follow-up 


Primary Care Prescriber 


• Be aware of the formulary status and hospital/specialist only classification of the medicine you have been asked to 
prescribe 


• Be aware that medicines available on SCPG have been assessed by participating CCGs as requiring careful 
transition between care setting and that the SCPG have been developed to support safe transfer of care 


• It would be usual for Primary Care Prescribers to take on prescribing under a formal SCPG. If you are uncertain 
about your competence to take responsibility for the patient’s continuing care, you should seek further information 
or advice from the clinician with whom the patient’s care is shared or from another experienced colleague. If you 
are still not satisfied, you should explain this to the other clinician and to the patient, and make appropriate 
arrangements for their continuing care 


• Be aware that if you prescribe at the recommendation of another doctor, nurse or other healthcare professional, 
you must satisfy yourself that the prescription is needed, appropriate for the patient and within the limits of your 
competence(Ref GMC) 


• Be aware that if you prescribe, you will be responsible for any prescription you sign(Ref GMC)  


• Keep yourself informed about all the medicines that are prescribed for the patient 


• Be able to recognise serious and/or frequently occurring adverse reactions, and what action should be taken if they 
occur 


• Make sure appropriate clinical monitoring arrangements are in place and that the patient and healthcare 
professionals involved understand them 


• Keep up to date with relevant guidance on the use of the medicines and on the management of the patient’s 
condition 


• Respond to requests to share care of patients in a timely manner, in writing (including use of form in Section B) 


• Continue prescribing medicine at the recommended dose 


• Undertake all relevant monitoring as outlined in the monitoring requirements section and take appropriate action as 
set out in the SCPG 


• Monitor for adverse effects throughout treatment and check for drug interactions on initiating new treatments 


• Inform the consultant/specialist of any issues that may arise 


• Ensure that if care of the patient is transferred to another prescriber, that the prescriber is made aware of the 
SCPG (eg. ensuring the patient record is correct in the event of a patient moving practice). 


• Monitor patient’s overall health and wellbeing 


All 


• Where it has been identified that a SCPG requires update (eg. new information needed), liaise with the author of 
the document and/or your SWL MOG representative who will facilitate an update via SWL MOG 
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Conventional Synthetic Disease-modifying Antirheumatic Drugs (csDMARDs) for the treatment of 


Psoriasis in Adults 
 


• Methotrexate (oral/sc) – shared care prescribing guidelines 
 


Section A: To be completed by the specialist initiating the treatment 
GP Practice Details: 


Name:       


Address:       


Tel no:       


NHS.net e-mail:       


Patient Details: 


Name:       


Address:       


DOB:       


Hospital number:              NHS number (10 digits):       


Specialist name:                                                 Clinic name:        


Contact details: 


Address:       


Tel no:                                                                  NHS.net e-mail:       


Diagnosis:  
      


Drug name, form, dose and frequency to be prescribed by GP: 
 Methotrexate 2.5mg tablets       


 Methotrexate subcutaneous injection [Specify brand]       


Next hospital appointment:       


Dear Dr.      , 
Your patient was reviewed on       (insert date); he/she started on the above specified drug on       (insert start date) 


for the above diagnosis and in my view, his/her condition is now stable. I am requesting your agreement to continue 
prescribing/monitoring this drug for this patient from       (insert date) in accordance with the attached guideline. 
Please take particular note of section 3 and appendix A where the areas of responsibilities for the specialist, GP and 
patient/carer for this arrangement are detailed. 
Patient information has been given outlining potential aims and side effects of this treatment and      * supplied  


(* insert any support materials issued such as patient held monitoring book etc where applicable). The patient has given consent to 
treatment and to possibly receiving ongoing prescriptions from you as outlined in this document (with your 
agreement) and has confirmed to comply with instructions and follow up requirements. 
 
The most recent investigations were performed on       and are acceptable for continued treatment.  


Please monitor       (indicate parameters) every      . Include results in GP communication. 


 
Test Baseline Date Current Date 


Electrolytes and creatinine/renal function 


Sodium (Na)                         


Potassium (K)                         


Urea (U)                         


Creatinine (Cr)                         


 eGFR            GFR                         


Liver function 
AST                         


ALT                         


GGT                         


Bilirubin                         


Alk Phos                         


Albumin                         


INR                         


Full blood count 


Haemoglobin                         


WBC                         


Neutrophils                         


Platelets                         


Others 


BP [mmHg]                                                               


Body weight [kg]                         


                              


Other relevant information:       
 
For methotrexate subcutaneous injection:  


 The patient/carer has been trained and is competent in subcutaneous drug adminstration 
 Waste collection services have been arranged    


Specialist name and Signature:                                           Date:       
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Section B: To be completed by the GP and returned to the hospital specialist as detailed in 
Section A above [If returned via e-mail, use NHS.net email account ONLY] 
Please sign and return your agreement to take on prescribing/monitoring as outlined in this guideline within 14 days 
of receiving this request. 
 
Tick which applies: 


 I accept prescribing/monitoring responsibility as per this guideline and above instructions 
 I would like further information.  Please contact me on:       


 I am not willing to undertake prescribing/monitoring for this patient for the following reason:       
 


GP name:        


GP signature:                                                                                      Date:       
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Section C: Role and responsibility of patient  
A shared care prescribing guideline is an agreement between you and your healthcare providers. This means you, 
your consultant/specialist in hospital and your general practitioner. The guideline outlines everyone’s responsibilities 
for managing the prescribing of a medicine and yours as the patient. 
 
It is important you (and your carer where appropriate) feel comfortable and are able to manage the prescribing and 
monitoring of your treatment alongside your healthcare providers.    
It is your responsibility to follow these guidelines and the responsibility of your healthcare providers to help you and 
respond if you have any questions about your shared care. 
 
Working with your healthcare providers  
 
1. Agree with your consultant/specialist on how you want the treatment to be provided to you.  


❖ This is important and your consultant will explain the options available to you. This is an opportunity to 
ask questions and make sure you are comfortable with how your treatment will be provided and your role 
in looking after yourself. 


2. Inform your healthcare provider of any other medication being taken. 


❖ It is important for your healthcare provider to make sure there are no risks with your treatment and any 
other medication prescribed to you.   


3. You will be asked for permission to allow information about you to be shared with other healthcare providers. 


❖ Some information about you and your treatment needs to be shared to ensure that prescribing and 
monitoring undertaken by healthcare providers is completed using the most up-to-date information about 
yourself to optimise treatment provided and prevent errors from occurring. To do this we need your 
consent (permission) and it will be explained to you what information will be shared and with whom.   


4. Make sure you bring a list of your medications and any additional medications or products you use to every 
appointment with your healthcare provider and/or in case of an emergency. 


5. Ensure that you are provided with contact details (both during and out-of-hours) for support and help if required. 


6. You should inform all your healthcare providers of any changes to your personal details such as your address 
and telephone number. 


7. You need to let your healthcare providers know as soon as possible if you experience any serious problems (side 
effects) with your treatment. Your healthcare provider will explain to you what this might be. It is important to 
make sure you understand anything you are asked to report. It is also important your healthcare provider knows 
about any new/worsening symptoms. 


8. Your healthcare provider will explain the risks of pregnancy and breast feeding while on treatment. Please talk to 
your healthcare provider if you have any concerns, become pregnant or if you wish to become pregnant.  


9. You must arrange and attend all your appointments. 


10. If you cannot attend an appointment, please inform your respective healthcare provider. Once you have done 
this, it is important to make another appointment as soon as possible. 


11. Remember you must check that follow-up appointments have been booked with the hospital before leaving the 
clinic. 


12. If you would like to obtain more information on your rights, roles and responsibilities in your healthcare, please 
ask an NHS professional for information on the NHS England Constitution or visit the following web page  
www.gov.uk/government/publications/the-nhs-constitution-for-england. This was created to explain the shared 
obligations and responsibilities of both the NHS and its patients. 


 
Managing your treatment 
 


• Understanding your treatment, including when and how often to take it and warning symptoms (side effects) is 
really important.  


• Please do not feel embarrassed or unable to ask questions if you do not understand any part of your treatment. 
Your health care providers are there to support you in managing and taking your treatment so if you have any 
questions or concerns, please ask for more information from the healthcare provider prescribing your medication. 


• Read the patient information leaflet included with your medication to make sure you understand and are familiar 



http://www.gov.uk/government/publications/the-nhs-constitution-for-england
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with the most common side effects of your medication. 


• If you are taking methotrexate you should also:  
o Read pre-treatment information leaflets and methotrexate “Patient held blood monitoring and dosage 


record booklet” (or equivalent) if applicable 
o Show “Patient held blood monitoring and dosage record booklet” (or equivalent) to any relevant 


healthcare professional (e.g. GP, hospital specialist, community pharmacist etc.) 
 


• It is really important your medications are taken as agreed and no doses are missed. If you find it hard to 
remember, the following are some ways to help you keep on top of your treatment schedule: app reminders, pill 
boxes, or using a calendar or diary. It is important to find a way that works for you. 


• You should inform the community pharmacist of all prescribed and unprescribed medications before purchasing 
medicines over-the-counter including vitamins, herbal preparations or food supplements of any kind. This is very 
important as medicines and supplements can sometimes work against each other or even make your medication 
less effective. Community pharmacists can make sure that there are no risks in these for you. 


• You should keep an up-to-date written list of all your medicines including over-the-counter products and any 
additional products such as vitamins, minerals, other dietary supplements, alternative therapies and recreational 
drugs. 


• You must not let anyone else take your medication. 


To be completed by patient/carer 
Please read ‘Section C: Role and Responsibility of patient’ and sign below to indicate the following: 
 


 I have read and understood the role and responsibilities of a patient in a shared care/transfer of care and 
monitoring setting 


 I agree for my care to be shared between the consultant/specialist and the primary care prescriber 
 I have ‘Section C: Role and Responsibility of patient’ as a copy for my perusal 


 


Patient name            


Patient signature                                                                     Date:        
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Conventional Synthetic Disease-modifying Antirheumatic Drugs (csDMARDs) for the treatment of 


Psoriasis in Adults 
 


• Methotrexate (oral/sc) – shared care prescribing guideline 
 


NOTES to the GP 
The expectation is that these guidelines should provide sufficient information to enable GPs to be confident to take 
clinical and legal responsibility for prescribing this drug. 
 
The questions below will help you confirm this: 
▪ Is the patient’s condition predictable or stable? 
▪ Do you have the relevant knowledge, skills and access to equipment to allow you to monitor treatment as 


indicated in this guideline? 
▪ Have you been provided with relevant clinical details including monitoring data? 
 
If you can answer YES to all these questions (after reading this guideline), then it is appropriate for you to accept 
prescribing responsibility. 
 
If the answer is NO to any of these questions, you should not accept prescribing responsibility.  You should write to 
the consultant within 14 days, outlining your reasons for NOT prescribing. If you do not have the confidence to 
prescribe, we suggest you discuss this with your local Trust/specialist service, who will be willing to provide training 
and support. If you still lack the confidence to accept clinical responsibility, you still have the right to decline. Your 
CCG pharmacist will assist you in making decisions about shared care/transfer of care. 
 
It would not normally be expected that a GP would decline to share prescribing on the basis of cost. 


The patient’s best interests are always paramount 
 
 


Date prepared:  04/10/2020 Review date:   01/09/2020 


Approved by (date approved):  
SWL Medicines Optimisation Group: 26 April 2020 


Changes before review date: 


Croydon CCG CPC 10/01/2020 
Kingston CCG MMC 13/01/2020 
Merton CCG MMC 29/11/2019 


Richmond CCG MMC 13/01/2020 
Sutton CCG MMC 29/11/2019 
Wandsworth CCG MOG 23/01/2020 


 
This shared care prescribing guideline has been signed off by the following individuals on behalf of their 
respective organisations: 


Participating Clinical Commissioning Groups (CCG) Participating Hospital Trusts 


NHS Croydon CCG 
Dr Nabila Khan, GP LMC Representative 
Louise Coughlan, Chief Pharmacist 


St George’s University Hospitals NHS Foundation Trust 
Dr Ruth Lamb, Consultant Dermatologist 
Vinodh Kumar, Chief Pharmacist 


NHS Kingston CCG 
Jayin Jacob, Medicines Optimisation GP Lead   
Emma Richmond, Chief Pharmacist 


Epsom and St Helier University Hospitals NHS Trust 
Dr Emanuela Camplani, Consultant Dermatologist  
Anne Davies, Chief Pharmacist 


NHS Merton CCG 
Vasa Gnanapragasam – Clinical Director/GP  
Sedina Agama, Chief Pharmacist 


Croydon Health Services NHS Trust 
Dr Dimalee Herath, Consultant Dermatologist 
Louise Coughlan, Chief Pharmacist 


NHS Richmond CCG 
Jayin Jacob, Medicines Optimisation GP Lead   
Emma Richmond, Chief Pharmacist 


Kingston Hospital NHS Foundation Trust 
Dr Janakan Natkunarajah, Consultant Dermatologist 
Judith Foy, Chief Pharmacist 


NHS Sutton CCG 


Vasa Gnanapragasam – Clinical Director/GP  
Sarah Taylor, Chief Pharmacist 


 


NHS Wandsworth CCG 


Dr Rod Ewen – Chair WCCG MOG 
Nick Beavon, Chief Pharmacist 
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Conventional Synthetic Disease-modifying Antirheumatic Drugs (csDMARDs) for the treatment of 


Psoriasis in Adults 
 


• Methotrexate (oral/sc) – shared care prescribing guidelines 


1. LICENSING INFORMATION  
O = 'off-label' but considered routine treatment option       X = unlicensed and not currently considered a routine option 


Indication Methotrexate 


Psoriasis licensed 


2. CIRCUMSTANCES WHEN SHARED CARE IS APPROPRIATE 


• Prescribing responsibility will only be transferred when the specialist and the GP are in agreement that the 
patient’s condition is stable or predictable 


• For methotrexate subcutaneous, prescribing responsibility will only be transferred when the patient is willing to 
self-administer or has a carer who is willing to administer and when they have been trained on administration of 
methotrexate, assessed as competent to do so and waste collection services have been arranged 


• Patients will only be referred to the GP once the GP has agreed in each individual case and the hospital will 
continue to provide prescriptions and blood monitoring until successful transfer of responsibilities as outlined 
below 


• The hospital will provide the patient with a minimum initial supply of 3 months or until the patient has been 
stabilised on a dose and shared care/transfer of prescribing responsibilities agreed, whichever is longer 


3. AREAS OF RESPONSIBILITY 


Consultant / Specialist team responsibilities 


Pre-treatment checks:  


• Assess patient’s suitability for treatment with selected csDMARD including risk/benefit, drug interactions with 
current medication (including over the counter products), contraindications and co-morbidities 


• Conduct baseline tests as outlined in Section 5 - Clinical Information - Monitoring undertaken by specialist 
before requesting share care. 


 


Patient education:  


• Discuss benefits vs risks with patient. Educate the patient on increased risk of infections, sore throat, cough, 
breathlessness, bruising and bleeding and what action to take when these occur. 


• Provide adequate verbal and written information for patients/carers on the disease, treatment (including 
practical aspects) and side effects. Include contact number if patient experiences adverse effects or feels 
unwell.  


• Document discussions about off-label use of drugs (if applicable) 


• Provide British Assocation of Dermatologists / Psoriasis Association patient information sheet on respective 
drug treatment (http://www.bad.org.uk/for-the-public/patient-information-leaflets, https://www.psoriasis-
association.org.uk/psoriasis-and-treatments/treatments) 


• Explain the need for long-term monitoring and importance of attending appointments# in primary and secondary 
care 


• Issue and explain “Patient held blood monitoring and dosage record booklet” (or equivalent) and importance of 
showing this to all healthcare professionals 


• Explain that the GP practice will be contacted after one week to inform the practice that treatment has been 
started (but hospital will continue to prescribe) 


• For methotrexate subcutaneous injection: Ensure patient/carer has been trained and is confident in 
administration of subcutaneous injections  


 


Starting treatment:  


• Record dose and baseline blood tests in “Patient held blood monitoring and dosage record booklet” (or 
equivalent) 


• Issue hospital prescription(s) - minimum 3 months  


• Retain prescribing and monitoring responsibilities until patient is stabilised on treatment 


• Notify GP when DMARD therapy is initiated and provide GP with contact details for further specialist advice 
 


Continuation treatment:  


• Monitor efficacy, inform GP of any dose changes 


• Document any dose changes in “Patient held blood monitoring and dosage record booklet” (or equivalent) 


• Review patient after any dose changes and perform appropriate monitoring until patient is stabilised on a dosage 
regimen again 


• Inform GP of any blood tests performed and the results 



http://www.bad.org.uk/for-the-public/patient-information-leaflets

https://www.psoriasis-association.org.uk/psoriasis-and-treatments/treatments

https://www.psoriasis-association.org.uk/psoriasis-and-treatments/treatments





SHARED CARE PRESCRIBING GUIDELINE   


Approved by: SWL Medicines Optimisation Group on 26 March 2020     Review date: 01/09/2020 
Participating CCGs: Croydon, Kingston, Merton, Richmond, Sutton and Wandsworth 
Participating Providers: Croydon, Epsom & St Helier, Kingston, St George’s          7 


• Advise GP of hospital appointments# and inform about non-attendance 


• Review patient at the request of GP should any problems arise (side effects, lack of efficacy) 


• Report any suspected adverse events to the Medicines and Healthcare Products Regulatory Agency (MHRA) via 
the Yellow Card scheme (https://yellowcard.mhra.gov.uk) and GP 


 
Shared care:  


• Invite GP to take on prescribing/monitoring once the patient is stable (see Section 5 - Clinical Information) 


• Send completed request (see section A, page 1) to GP including: 
o A clinical summary of the patient including information on prescribed medication, initial response and any 


adverse effects experienced 
o A request that the GP continues prescribing and monitoring  
o A copy of these guidelines outlining required ongoing monitoring 
o Date of next review by consultant/specialist team (may not apply to mesalazine) 
o Contact details for further specialist advice 


 


GP responsibilities 


Prior to shared care:  


• Record DMARD as hospital-only initially on GP prescribing system for information. Change once GP has accepted 
prescribing/monitoring responsiblity 


 
Shared care: 


• Consider request to prescribe/monitor  and respond to requesting consultant or specialist within 2 weeks of receipt 
of this guideline by completing and returning section B (page 2) 


• If not in agreement, discuss with requesting specialist and CCG medicines optimisation team within 2 weeks of 
receipt of shared care request 


• Upload copy of signed agreement in patient’s record on GP prescribing system 


• Continue to prescribe DMARD in line with hospital recommendation. The referral letter will indicate the dose to be 
prescribed 


• Add alert on computer system that patient is on DMARD to highlight caution with monitoring and drug interactions 


• Record indication, dosing information, monitoring requirements, blood tests on GP prescribing system 


• Undertake ongoing monitoring as outlined in section 5 – Clinical Information 


• Ensure that patient understands dosing schedule and which warning symptoms to report. 


• Record blood tests in the “Patient held blood monitoring and dosage record booklet” (or equivalent) 


• Report and seek advice regarding any concerns (i.e. blood tests outside of normal range, side-effects, toxicity, co-
morbidities, pregnancy, or lack of efficacy, non-compliance) to the specialist team (see section 5 – Clinical 
Information) 


• Ensure patient is scheduled for and attends reviews in primary and secondary care before issuing repeat 
prescriptions# 


• Monitor for drug interactions – see section 5 – Clinical Information 


• Adjust dose/stop treatment as advised by specialist team 


• Update methotrexate “Patient held blood monitoring and dosage record booklet” (or equivalent) if applicable 


• Stop treatment immediately if an urgent need arises (see section 5 – Clinical Information) 


• Monitor the patient’s overall health status 


• Ensure patients on DMARDs are given priority GP appointments if they have symptoms of sore throat/sore mouth, 
breathlessness, bruising, breathlessness, bleeding, etc. Ensure practice staff is aware of this 


• Ensure that patients of child-bearing potential and their partners are informed about possible risks of reproduction 
and have been advised that a reliable form of contraception is used by men and women where applicable. If patient 
wishes to become pregnant, refer back to hospital as shared care is no longer appropriate during pregnancy and 
breastfeeding. 


• Report any suspected adverse effects to the MHRA via the Yellow Card scheme: https://yellowcard.mhra.gov.uk/ 


• For replacement or renewal of patient held methotrexate monitoring booklets contact the Dermatology helpline (if 
available) or ask patient to request at their next outpatient follow up appointment 


Patient responsibilities 


• See section, page 3  
#Appointments may be provided in the form of a letter, an appointment card or as a note in the “Patient held blood monitoring and dosage record 
booklet” (or equivalent) 


4.  



https://yellowcard.mhra.gov.uk/

https://yellowcard.mhra.gov.uk/
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COMMUNICATION AND SUPPORT 


Hospital contacts – Consultant/specialist teams: 
(the referral letter will indicate named consultant) 


Out of hours contacts & procedures: 


Croydon Health Services NHS Trust – Tel: 0208 401 3000  
Dr Dimalee Herath                                   Ext 3807 
Dr Allan Ah-Weng                                    Ext 3807 
 
Clinical Nurse Specialists – Dermatology 
Hannah Bulinski                                       Ext 4929 
 


Contact On-call Medical SpR  
via Croydon University Hospital 
switchboard: 
Tel: 0208 401 3000 
 


Epsom Hospital NHS Trust – Tel: 01372 735 735   
Dr Vanessa Pinder                                     Ext 5120 
Clinical Nurse Specialist – Dermatology 
Anita Webb                07975232321     
Cassandra Kelliher    07769081246 


On-Call Medical SpR 
via Epsom Hospital switchboard:  
Tel: 01372 735 735 


St Helier Hospital NHS Trust – Tel: 0208 296 2000   


Dr Julia Soo                                                Ext 3110 
Dr Chris Harland 
Dr Emanuela Campalani 
Dr Flavia Aslanian 
Dr Daniela Piras 
Dr Richard Cohelo 
Dr Fiona Worsnop 
Clinical Nurse Specialist – Dermatology 
Marjo Thomson         07975232550                                                                          


On-Call Dermatology SpR 
via St. Helier Hospital switchboard:  
Tel: 020 8296 2000 Bleep 439 
 


Kingston Hospital NHS Foundation Trust – Tel: 0208 934 6473  
Dr Janakan Natkunarajah 
Dr Archana Rao 
Dr Abigail Foo    
Dr Victoria Hogarth 
Dr Nisha Arujuna 
Dr Claire Lowrie                                              
 
Clinical Nurse Specialist - Dermatology 
Saskia Reeken                                            Ext: 3002/6473 
Alberto Barea 
Linda McMahon 
Verity Nowlan 


Contact on call Medical SpR via Kingston 
hospital switchboard: 
Tel: 0208 546 7711 


St Georges’ University Hospitals NHS Foundation Trust – Tel: 0208 672 1255  
Dr Victoria Akhras* 
Dr Kristina Gordon 
Dr Kara Heelan 
Dr Samantha Keegan*  
Dr Imran Khan 
Dr Ruth Lamb 
Dr Lucy Ostlere 
Dr Venura Samarasinghe* 
Dr Alya Abdul Wahab* 
Dr Charlotte Flemin 
Dr Catriona Maybury 
 


Tel: 0208 725 1250 
 


Contact Duty medical SpR via St 
George’s Hospital switchboard: 
Tel: 0208 672 1255 
 


Clinical Nurse Specialist – Dermatology* 
Lauren Dykes                                            Ext. 4585 
Angelina Myagkaya 
Shirley Nunes-le-Blanc                              
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*Queen Mary’s Hospital Roehampton – Tel: 020 8487 6000 
Dr Victoria Akhras 
Dr Samantha Keegan  
Dr Venura Samarasinghe 
Dr Alya Abdul Wahab 
 
Clinical Nurse Specialist – Dermatology 
Lauren Dykes 
Angelina Myagkaya 
Shirley Nunes-le-Blanc                                           
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Specialist support/resources available to GP including patient information: 


Medicines Information Departments 


Croydon Health Services NHS Trust 
Epsom and St Helier University Hospitals NHS Trust  
Kingston Hospital NHS Foundation Trust 
St George’s University Hospitals NHS Foundation Trust 
The Royal Marsden NHS Foundation Trust 


Tel: 0208 401 3059 
Tel: 01372 73 5251 
Tel: 0208 934 2092 
Tel: 0208 725 1759 
Tel: 0208 770 3821 


National Patient Safety Agency (NPSA) - www.npsa.nhs.uk 
The key functions and expertise for patient safety developed by NPSA transferred to the NHS Commissioning Board Special Health Authority in 
June 2012 (now NHS England). The Patient Safety website continues to offer key information, guidance, tools and alerts. 


• Methotrexate patient-held blood monitoring and dosage record booklet  


• Patient Information leaflets  


• British Assocation of Dermatologists http://www.bad.org.uk/for-the-public/patient-information-leaflets  


• Psoriasis Association https://www.psoriasis-association.org.uk/psoriasis-and-treatments/treatments  


 


Waste management services:  
Arrangements differ between localities and alternative arrangements may be in place for CCGs outside of South 
West London area.  
Waste collection services must be arranged before prescribing responsibility can be transferred.  


CCG Waste Contractor Description of service 


Croydon 
Croydon Council 
 
Tel: 0208 726 6200 


For patients who live and pay council tax in Croydon, please contact 020 8726 6200 
for collection and disposal of methotrexate injection clinical waste. 


• https://www.croydon.gov.uk/environment/rrandw/collection/other-
collections/clinicalwaste 


Kingston 
Richmond 


Essentia Community 
Services 
 
Tel: 01992 765 226 


For patients who live and pay council tax in Kingston/Richmond, please contact 
0208 254 8337 for collection and disposal of methotrexate injection clinical waste.  


• http://www.kingston.gov.uk/info/200273/waste_and_recycling/709/clinical_waste 


• https://www.richmond.gov.uk/clinical_waste 


Merton 
Sutton 


Essentia Community 
Services 
 


 
Tel: 020 8274 4902 


 


Responsibility of the Trust:  


• To train patient and/or carer on administration of injections 


• To inform patient about Essentia service 


• To email Essentia – patient’s name, address and contact telephone number 
 
Responsibility of Essentia: 


• Delivery of 1x4 litre purple lidded sharps box and replacement (free of charge) 


• Delivery of spillage kit (including instructions) and replacement of spillage kit 


• Collection calendar for 8-13 weekly collection dates of sharps bin  


Wandsworth 
Waste Services 
 
Tel: 020 8871 8558 


For patients who live and pay council tax in Wandsworth, please contact 020 8871 
8558 for collection and disposal of methotrexate injection clinical waste. 


• http://www.wandsworth.gov.uk/info/200489/rubbish_and_recycling/456/contact
_waste_services 



http://www.npsa.nhs.uk/

http://www.bad.org.uk/for-the-public/patient-information-leaflets

https://www.psoriasis-association.org.uk/psoriasis-and-treatments/treatments

https://www.croydon.gov.uk/environment/rrandw/collection/other-collections/clinicalwaste

https://www.croydon.gov.uk/environment/rrandw/collection/other-collections/clinicalwaste

http://www.kingston.gov.uk/info/200273/waste_and_recycling/709/clinical_waste

https://www.richmond.gov.uk/clinical_waste

http://www.wandsworth.gov.uk/info/200489/rubbish_and_recycling/456/contact_waste_services

http://www.wandsworth.gov.uk/info/200489/rubbish_and_recycling/456/contact_waste_services
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5. CLINICAL INFORMATION  
NOTE: The information listed below is not exhaustive. Please also consult the current Summary of Product Characteristics (SPC) for the respective drug prior to prescribing for up to date prescribing information, including detailed information on 
adverse effects, drug interactions, cautions and contraindications (available via www.medicines.org.uk). 


Methotrexate 


Route, Dose, Duration 
Monitoring undertaken by specialist before 
requesting shared care 


Ongoing monitoring to 
be undertaken by GP 


Monitoring 
following dose 
changes 


Stopping Criteria Follow Up 


Test dose3:  
Oral: 2.5-5mg one week prior to therapy to 
exclude any unexpected toxic effects 
Subcutaneous: 5-10mg one week prior to 
therapy to detect idiosyncratic adverse 
reactions 
 
Oral or subcutaneous injection3: 
Oral: Initially 7.5 -15mg once weekly 
Subcutaneous: 7.5mg once weekly 
 


Patients previously established on oral 
methotrexate may transfer to subcutaneous 
methotrexate at higher intial doses 
 


Only prescribe 2.5mg tablets or the appropriate 
strength of pre-filled pen/syringe. Doses are 
increased by 2.5-5mg weekly according to 
response and tolerability4 (Does this happen 
practice?) 
 
Maintenance dose:  
7.5–20mg once weekly.  
(see below for special patient groups)3 


 


Doses up to 25mg once weekly and in 
exceptional cases 30mg once weekly 
(unlicensed) are used.3 


 


Doses exceeding 20mg/week are associated 
with significant increase in toxicity, especially 
bone marrow suppression.3 


 


Response to treatment may take up to 2 - 6 
weeks 
Upon achieving the therapeutically desired 
result, the dose should be reduced gradually to 
the lowest possible effective maintenance dose3 


Folic acid: 


• 5mg as a single dose once a week not on the 
same day as methotrexate 


• 5mg daily except on the day of methotrexate 
treatment2 


 
Duration of Treatment: 
Long term if patient is responding well to 
treatment and in absence of significant side 
effects8 


Baseline2 


• Full blood count (FBC) 


• LFTs (ALT and/or AST, albumin) 


• Electrolytes, urea & creatinine/calculated GFR 


• Type III procollagen peptide 


• Blood pressure8 (needed in practice?) 


• Hepatitis B/C, HIV and tuberculosis screening 
where appropriate 


• Varicella status (VZV) (if no history of infection) 


• Epstein-Barr virus (EBV) status 


• Screening for lung disease; consider a baseline 
chest X-ray 


• Pregnancy test (if appropriate) /consider breast 
feeding in women of childbearing age [See 
ECCO Reproduction and Pregnancy Consensus, 
2015; https://academic.oup.com/ecco-
jcc/article/9/2/107/439011]. Methotrexate is 
contraindicated in pregnancy, for three months 
before attempting conception and 
breastfeeding3 


 
Ongoing [BAD, 2016]2 
Before 2nd dose: 


• FBC  
 


Every 1-2 weeks for first month and until a steady 
dosing regimen is achieved:  


• FBC 


• LFTs (ALT and/or AST, albumin) 


• Creatinine/calculated GFR2 
 


Once on stable dose –every 2- 3 months:  


• FBC 


• LFTs (ALT and/or AST, albumin) 


• Creatinine/calculated GFR 


• Type III procollagen peptide2 
 


More frequent monitoring  for renal insufficiency 
and the elderly both at the onset of treatment and 
after dose increases2.  
 
At each visit ask patient about any sore throat, 
oral ulceration, unexplained bruising or bleeding, 
nausea, vomiting, shortness of breath or dry 
cough2 


Every 2-3 months once 
stable unless more 
frequent monitoring is 
advised by the specialist 
due to  renal insufficiency 
and the elderly both at the 
onset of treatment and 
after dose increases: 


• FBC 


• LFTs (ALT and/or AST, 
albumin) 


• Electrolytes, urea & 
creatinine/calculated 
GFR 


• Type III procollagen 
peptide2 (Can GP do 
this?) 


 
At each visit: 


• Ask patient about any 
sore throat, oral 
ulceration, unexplained 
bruising or bleeding, 
nausea, vomiting, 
shortness of breath or 
dry cough 


• Monitor for signs and 
symptoms of infection2 


Specialist unless 
accepted by GP 
Every 1-2 weeks for 
first month and until a 
steady dosing regimen 
is achieved, then 
revert back to 
previous monitoring 
schedule: 


• FBC 


• LFTs (ALT and/or 
AST, albumin) 


• Electrolytes, urea & 
creatinine/calculate
d GFR2 


Failure to respond to treatment or 
adverse effects requiring withdrawal. 
 
Withhold and discuss with specialist if 
any of the following occur [BAD, 2016]2: 


• WBC < 3. x 109/L 


• Neutrophils < 1 x 109/L 


• Unexplained eosinophilia  
> 0.5 x 109/L 8 (from BSR - remove 
this?) 


• Platelets < 100 x 109/L 


• MCV > 105 fl* 


•   Calculated GFR <50ml/ml/1.73m2  


• AST and/or ALT greater than 2-3 times 
than normal  


• Unexplained reduction in albumin 
<30g/l 8 (in BAD guidelines – should this 
be included?) 


• Type III procollagen peptide > 8mg/L 
on two occasions; if three 
measurements > 4.2mg/L in a 12month 
period; or if > 10mg/L on one occasion2 
 


Withhold and check FBC immediately if 
any of the following symptoms: 


• Rash (significant new) 


• Oral ulceration 


• Severe or persistent infections 


• Fever 


• Chills 


• Persistent sore throat 


• Abnormal bruising or bleeding3 
 


Observe trends in results2 (e.g. gradual 
decreases in FBC2, WBC8, neutrophil 
count2 or albumin8 or increasing LFTs2). 
(happy with these parameters?). Obtain 
specialist advice where there are 
concerns8.  
 


Withhold temporarily during a serious 
infection until the patient has recovered 
from the infection.2 


 
Discontinue in patients who develop 
opportunistic infections2. 


Specialist 


• Subject to response to 
treatment: 3 monthly, 6 monthly 
or 12 monthly if well controlled 
and stable 


• Remind patient of methotrexate 
toxicity signs and check 
understanding of once weekly 
administration and need for folic 
acid  


• Ask about any rashes, oral 
ulceration, bruising or bleeding 


• Send a letter/results notification 
to the GP after each clinic 
attendance indicating current 
dose, most recent blood tests 
and frequency of hospital 
appointments 


• Update patient held medicines 
monitoring booklet with most 
recent blood results 


• Advise GP on review, duration 
and or discontinuation of 
treatment when necessary 


• Inform GP of patients who do 
not attend clinic appointments 


 
GP 


• Blood tests as outlined 


• Update patient held medicines 
monitoring booklet with most 
recent blood results 


• See  patient if disease flare or 
adverse effects (including 
infection) experienced between 
appointments 


• Remind patient of methotrexate 
toxicity signs and check 
understanding of once weekly 
administration and need for folic 
acid  



file:///C:/Users/lambru00/AppData/Local/Microsoft/Windows/Temporary%20Internet%20Files/Content.Outlook/MIUER7DL/www.medicines.org.uk

https://academic.oup.com/ecco-jcc/article/9/2/107/439011

https://academic.oup.com/ecco-jcc/article/9/2/107/439011
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Methotrexate (cont’d) 
Practical issues including adverse effects, interactions, other relevant advice and information (refer to summary of product characteristics (SPC) and/or BNF for full list): 


1. Special consideration for dose adjustments (as advised by specialist)  
• Elderly - Dose reduction should be considered due to impaired kidney and hepatic function as well as lower folate reserves3 
• Hepatic impairment – Administer with great caution, if it all, to patients with significant current or previous liver disease (especially due to alcohol). Bilirubin > 5mg/dL (85.5micromol/L) – contraindicated3 
• Renal impairment – Creatinine clearance > 50 ml/min    → 100% of dose 


                          Creatinine clearance 20-50 ml/min → 50% of dose 
                          Creatining clearance < 20 ml/min    → Avoid in severe impairment and in patients on diaylsis2 


Creatinine clearance should be calculated using the Cockroft-Gault equation which can be found at: 
https://www.medicinescomplete.com/mc/bnf/current/creat.htm?q=creatinine%20clearance&t=search&ss=text&tot=57&p=1#_hit (registration required) or at 
https://www.nuh.nhs.uk/staff-area/antibiotics/creatinine-clearance-calculator/ 


2. Abnormal laboratory parameters – Macrocytosis (MCV > 105 fl) - check for vitamin B12/folate deficiency, thyroid function (TSH) and assessment of alcohol consumption. If abnormal treat any underlying cause. If no 
underlying abnormality, discuss with specialist.2 


3. Pregnancy and Breast Feeding – Any patient considering pregnancy or has discovered they are pregnant should be discussed with specialist. Methotrexate is contraindicated in pregnancy and breast feeding3. Whilst 
taking methotrexate and for at least 3$ months after stopping, both men and women  must use reliable contraception. Women must wait at least 3 full menstrual cycles (or 3$ months) after stopping methotrexate 
before conceiving. Men should continue to use contraceptives for 3$ months after stopping methotrexate.9 Shared care will not apply during pregnancy or breast-feeding. 
$NOTE: Some manufacturers recommend using reliable contraception for 6 months after cessation of methotrexate therapy. Always consult the Summary of Product Characteristics for the product being 
prescribed (www.medicines.org.uk). Methotrexate may be excreted in breast milk so breast feeding must be avoided.3 Shared care will not apply during pregnancy and breastfeeding. 


4. Vaccinations - Patients must not receive immunisations with live vaccines such as oral Polio, MMR, BCG, oral typhoid, yellow fever or varicella zoster. Live vaccines should be given at least 4 weeks prior to initiating 
methotrexate.2 Inactivated injectable polio vaccine is available but suboptimal response may be seen9. Seasonal and pandemic influenza vaccination and Pneumovax are safe and recommended to be given8. Varicella 
vaccine should not be given to patients without discussing with specialist to assess degree of immunosuppression. Patients may also be on biologic therapy therefore important to discuss with specialist. Patients 
exposed to chickenpox/shingles should receive passive immunisation with VZIG (varicella-zoster immunoglobulin) if they are varicella-zoster virus (VZV) susceptible (VZV IgG undetectable on blood testing).9 


Department of Health recommends that where live vaccines need to be given to patients established on an immunosuppressant that it should be stopped for 6 months before the vaccine is given2. 
5. Risk factors for hepatotoxicity  –  obesity, diabetes mellitus and alcohol excess increase the likelihood of methotrexate induced liver damage3. Alcohol consumption should be well within national guidelines and 


should not exceed 4-6 units a week. 
6. Methotrexate tablets – only prescribe 2.5mg strength to reduce risk of dosing errors and allow for dose adjustments7.   
7. Methotrexate injection  –  Patients must be willing to self-administer or have a carer who is willing to administer the injection. If the patient or carer become unable to administer the injection, they should be 


referred back to the hospital to restart clinic based administration. It is not intended that the GP practice will assume responsibility for administration.6  
Follow local Trust procedures to ensure patient or carer is appropriately trained and can demonstrate competence on injection technique, disposal of sharps and use of cytotoxic spillage kit.  
Waste management services – Arrangements differ between localities and alternative arrangements may be in place for CCGs outside of South West London area. See 4. Communication and Support for contact 
details. Waste collection services must be arranged before prescribing responsibility can be transferred. 


Summary of adverse effects 


(see SPC for full list)  Very common: ≥ 1/10         Common: ≥ 1/100 to < 1/10     Uncommon: ≥ 1/1,000 to < 1/100         Rare: ≥ 1/10,000 to < 1/1,000 
 


Adverse event3 Frequency3 Management by GP 


Infection and infestations 


• Severe infections, including sepsis (which may be fatal) 


 
Rare 


In event of severe, uncontrolled infection refer to hospital. Susceptibility of infections increased, especially of 
opportunistic infections3. Infections may be more severe and require early and vigourous treatment. 
Patients with tuberculin reactivity must be carefully monitored because of risk of tuberculosis reactivation3 


Blood and lymphatic system disorders  
Significant drop in FBC compared to baseline (may manifest as abnormal 
bruising or severe sore throat) 


• Anaemia 


• Leucopenia, neutropenia, thrombocytopenia 


• Pancytopenia 


• Agranulocytosis, bone marrow depression 


• Eosinophilia 


 
 
 
Common 
Common 
Uncommon 
Very rare 
Unknown 


 
 
Check FBC immediately and withhold drug(s) until results known 


• Check haematinics and replace appropriately. Discuss with specialist 


• If WBC < 3x109/L, neutrophils < 1x109/L or platelets < 100x109/L stop methotrexate and any concomitant 
myelosuppressive medication2 and contact specialist immediately. Refer back to hospital.  



https://www.medicinescomplete.com/mc/bnf/current/creat.htm?q=creatinine%20clearance&t=search&ss=text&tot=57&p=1%23_hit

https://www.nuh.nhs.uk/staff-area/antibiotics/creatinine-clearance-calculator/

http://www.medicines.org.uk/
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Methotrexate (cont’d) 
Adverse event3 Frequency3 Management by GP 


Respiratory, thoracic and mediastinal disorders 
Methotrexate induced lung disease is a potentially serious adverse drug 
reaction which may occur acutely at any time during therapy. Be alerted 
if new or increasing breathlessness, persistent dry cough 


• Pneumonia, interstitial alveolitis/pneumonitis often associated with 
eosinophilia 
Symptoms indicating potentially severe lung injury (interstitial 
pneumonitis): dry, unproductive cough, shortness of breath and fever 


• Shortness of breath 


 
 
 
 
Common 
 
 
 
Rare 


 
Withhold methotrexate, organise chest x-ray and contact specialist urgently for further advice 
(Pneumonitis is more likely to occur in the first year of treatment but can occur at any time.) 


Gastrointestinal disorders 


• Nausea 


• Vomiting 


• Diarrhoea 


• Mouth ulcers 


 
Very common 
Uncommon 
Common 
Common 


If tolerable continue. If untolerable, contact specialist with view to  
(1) Divide dose of methotrexate into three doses over 24 hours3  Advise to take medication before bedtime or 


with food2  
(2) Consider methotrexate dose reduction 
(3) Consider increasing folic acid dose to 5mg daily (except on methotrexate day)2  
(4) (4) Consider anti-emetic (short term only) 


Hepato-biliary disorders 


• Raised liver parameters (ALT, AST, alkaline phosphatase, bilirubin) 
 


• Decrease in serum albumin (in absence of active disease) 


• Acute hepatitis 


• Hepatic failure 


 
Very common 
 
Uncommon 
Rare 
Very rare 


 
If  > 2 fold rise in AST, ALT (from upper limit of normal reference range – ULN)3 


• Repeat the test and if still 2 times ULN, stop or decrease dose the drug2, ascertain alcohol consumption 


• Contact specialist for advice 
Withhold methotrexate and contact specialist for further advice 


Skin and subcutaneous tissue disorders 


• Increased hair loss 


 
Uncommon 


Alopecia is reversible with dose reduction or discontinuation. Contact specialist for advice with a view to consider 
dose reduction. If severe, refer back to specialist to consider stopping treatment.3 


Clinically significant drug interactions (see SPC and/or BNF for full list) 


Increased monitoring may be needed when initiating or discontinuing an interacting drug. Patients should be advised to avoid the use of over-the-counter products without consulting their GP or specialist. 


• Severe interaction with antibiotics (Refer to BNF before prescribing antibiotics)4 – Many antibiotics interact by reducing renal clearance of methotrexate resulting in increased serum concentrations of methotrexate 
with simultaneous haematological and gastrointestinal toxicity.  Certain antibiotics are folate antagonists e.g. co-trimoxazole, trimethoprim, sulphonamides and SHOULD NOT BE CO-PRESCRIBED due to the 
possibility of pronounced impairment of blood cell formation3 


• NSAIDs – monitor, increased risk of toxicity but is considered appropriate in most patients providing toxicity is monitored3. Patients should be advised to avoid self-medication with over-the-counter aspirin or 
ibuprofen. Discuss with specialist before starting patients on NSAIDs and if co-prescription is necessary, then monitor FBC at least every 2 months2. 


• Low dose aspirin – The opinion of clinicians locally is that there may be some patients in whom the benefit of co-prescribing of low dose aspirin and low dose methotrexate outweighs the risks involved, provided that 
regular monitoring is carried out.  


• Vaccines – avoid concomitant use of methotrexate with live vaccines3. 


• Vitamins – some preparations containing folic acid or its derivates may decrease response to methotrexate3  
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APPENDIX A – CORE RESPONSIBILITIES FOR THE SHARED CARE OF MEDICINES 
 (Adapted from Surrey SCPG – PCN agreed core roles and responsibilities for the shared care of medicines) 


Patient  


A shared care prescribing guideline is an agreement between you and your healthcare providers. This means you, 
your consultant/specialist in hospital and your general practitioner. The guideline outlines everyone’s responsibilities 
for managing the prescribing of a medicine and yours as the patient. 
 
It is important you (and your carer where appropriate) feel comfortable and are able to manage the prescribing and 
monitoring of your treatment alongside your healthcare providers.    
It is your responsibility to follow these guidelines and the responsibility of your healthcare providers to help you and 
respond if you have any questions about your shared care. 
 
Working with your healthcare providers  
 
1. Agree with your consultant/specialist on how you want the treatment to be provided to you.  


❖ This is important and your consultant will explain the options available to you. This is an opportunity to 
ask questions and make sure you are comfortable with how your treatment will be provided and your role 
in looking after yourself. 


2. Inform your healthcare provider of any other medication being taken. 


❖ It is important for your healthcare provider to make sure there are no risks with your treatment and any 
other medication prescribed to you.   


3. You will be asked for permission to allow information about you to be shared with other healthcare providers. 


❖ Some information about you and your treatment needs to be shared to ensure that prescribing and 
monitoring undertaken by healthcare providers is completed using the most up-to-date information about 
yourself to optimise treatment provided and prevent errors from occurring. To do this we need your 
consent (permission) and it will be explained to you what information will be shared and with whom.   


4. Make sure you bring a list of your medications and any additional medications or products you use to every 
appointment with your healthcare provider and/or in case of an emergency. 


5. Ensure that you are provided with contact details (both during and out-of-hours) for support and help if required. 


6. You should inform all your healthcare providers of any changes to your personal details such as your address 
and telephone number. 


7. You need to let your healthcare providers know as soon as possible if you experience any serious problems (side 
effects) with your treatment. Your healthcare provider will explain to you what this might be. It is important to 
make sure you understand anything you are asked to report. It is also important your healthcare provider knows 
about any new/worsening symptoms. 


8. Your healthcare provider will explain the risks of pregnancy and breast feeding while on treatment. Please talk to 
your healthcare provider if you have any concerns, become pregnant or if you wish to become pregnant.  


9. You must arrange and attend all your appointments. 


10. If you cannot attend an appointment, please inform your respective healthcare provider. Once you have done 
this, it is important to make another appointment as soon as possible. 


11. Remember you must check that follow-up appointments have been booked with the hospital before leaving the 
clinic. 


12. If you would like to obtain more information on your rights, roles and responsibilities in your healthcare, please 
ask an NHS professional for information on the NHS England Constitution or visit the following web page  
www.gov.uk/government/publications/the-nhs-constitution-for-england. This was created to explain the shared 
obligations and responsibilities of both the NHS and its patients. 


 
Managing your treatment 
 


• Understanding your treatment, including when and how often to take it and warning symptoms (side effects) is 
really important.  


• Please do not feel embarrassed or unable to ask questions if you do not understand any part of your treatment. 
Your health care providers are there to support you in managing and taking your treatment so if you have any 
questions or concerns, please ask for more information from the healthcare provider prescribing your medication. 



http://www.gov.uk/government/publications/the-nhs-constitution-for-england
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• Read the patient information leaflet included with your medication to make sure you understand and are familiar 
with the most common side effects of your medication. 


• It is really important your medications are taken as agreed and no doses are missed. If you find it hard to 
remember, the following are some ways to help you keep on top of your treatment schedule: app reminders, pill 
boxes, or using a calendar or diary. It is important to find a way that works for you. 


• You should inform the community pharmacist of all prescribed and unprescribed medications before purchasing 
medicines over-the-counter including vitamins, herbal preparations or food supplements of any kind. This is very 
important as medicines and supplements can sometimes work against each other or even make your medication 
less effective. Community pharmacists can make sure that there are no risks in these for you. 


• You should keep an up-to-date written list of all your medicines including over-the-counter products and any 
additional products such as vitamins, minerals, other dietary supplements, alternative therapies and recreational 
drugs. 


• You must not let anyone else take your medication. 


Relatives and Carers 


As a carer or relative (where it is not possible for the patient to make a decision about future treatment e.g. reduced 
mental capacity), where possible you should be included in discussions about shared care. 


• To support the patient in fulfilling their roles and responsibilities as outlined above 


Consultant/Specialist 


Good Prescribing Guidelines 


• Be aware that if you recommend that a colleague, for example a junior doctor or Primary Care Prescriber, 
prescribes a particular medicine for a patient, you must consider their competence to do so. You must satisfy 
yourself that they have sufficient knowledge of the patient and the medicine, experience (especially in the case of 
junior doctors) and information to prescribe. You should be willing to answer their questions and otherwise assist 
them in caring for the patient (Ref GMC) 


• Be aware that if you delegate assessment of a patient’s suitability for a medicine, you must be satisfied that the 
person to whom you delegate hast the qualifications, experience, knowledge and skills to make the assessment. 
You must give them enough information about the patient to carry out the assessment required. 


• Be aware that you are asking the Primary Care Prescriber to take full medico-legal responsibility for the prescription 
they sign.(Ref GMC) For this reason, the shared care prescribing guidelines (SCPG) are developed with input from 
specialists and Primary Care Prescribers and agreed by participating organisations. For individual patients, the 
patient’s Primary Care Prescriber must agree to take over responsibility before shared care can be initiated. 


• Be aware of the formulary status and hospital/specialist only classification of the medicine you are prescribing 
within the patient’s CCG 


• Assume clinical responsibility for the guidance given in the SCPG, and where is new information needed on the 
SCPG to liaise with your Formulary Pharmacist who will facilitate an update via SWL MOG. 


 
Before initiating treatment 


• Evaluate the suitability of the patient for treatment, including consideration of the patient’s current medication and 
any significant interactions. 


• Discuss and provide the patient with information about the reason for choosing the medicine, the likelihood of both 
harm and benefits, consequences of treatment, and check that their treatment choice is consistent with their values 
and preferences 


• Advise patient of unlicensed status of treatment (including off-label use) if appropriate and what this may mean for 
their treatment.  


• Undertake baseline monitoring and assessment 
 


Initiating and continuing treatment in secondary care 


• Prescribe initial treatment and provide any associated training and counselling required 


• Inform the Primary Care Prescriber when initiating treatment so that the Primary Care Prescriber is aware what is 
being prescribed and can add to Primary Care Prescriber clinical record 


• Continue to prescribe and supply treatment with appropriate monitoring until the patient’s condition is stable or 
predictable; the patient is demonstrably benefitting from the treatment and is free from any significant side effects 


• At any stage of treatment, advise Primary Care Prescriber of concerns regarding monitoring or potential adverse 
effects of treatment 
 


Initiating shared care with Primary Care Prescriber 


• Liaise with the Primary Care Prescriber to agree to share the patient’s care and provide relevant accurate, timely 
information and advice 


• Only advise the patient that shared care will take place, and prescribing will be transferred once the Primary Care 
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Prescriber has agreed to share responsibility of the patient care and that this has been confirmed in writing 


• If the Primary Care Prescriber feels unable to accept clinical responsibility for prescribing then the 
consultant/specialist must continue to prescribe the treatment to ensure consistency  and continuity of care 


• Ensure that the patient (and carer/relatives) are aware of their roles and responsibilities under the SCPG 


• Provide sufficient information and training for the patient (and carer/relatives) to participate in the SCPG 
 
Post initiating shared care 


• Follow up and monitor the patient at appropriate intervals 


• Advise Primary Care Prescriber if treatment dose changes or treatment is discontinued 


• Inform Primary Care Prescriber if patient does not attend planned follow-up 


Primary Care Prescriber 


• Be aware of the formulary status and hospital/specialist only classification of the medicine you have been asked to 
prescribe 


• Be aware that medicines available on SCPG have been assessed by participating CCGs as requiring careful 
transition between care setting and that the SCPG have been developed to support safe transfer of care 


• It would be usual for Primary Care Prescribers to take on prescribing under a formal SCPG. If you are uncertain 
about your competence to take responsibility for the patient’s continuing care, you should seek further information 
or advice from the clinician with whom the patient’s care is shared or from another experienced colleague. If you 
are still not satisfied, you should explain this to the other clinician and to the patient, and make appropriate 
arrangements for their continuing care. 


• Be aware that if you prescribe at the recommendation of another doctor, nurse or other healthcare professional, 
you must satisfy yourself that the prescription is needed, appropriate for the patient and within the limits of your 
competence.(Ref GMC) 


• Be aware that if you prescribe, you will be responsible for any prescription you sign(Ref GMC)  


• Keep yourself informed about all the medicines that are prescribed for the patient 


• Be able to recognise serious and/or frequently occurring adverse reactions, and what action should be taken if they 
occur 


• Make sure appropriate clinical monitoring arrangements are in place and that the patient and healthcare 
professionals involved understand them 


• Keep up to date with relevant guidance on the use of the medicines and on the management of the patient’s 
condition 


• Respond to requests to share care of patients in a timely manner, in writing (including use of form in Section B) 


• Continue prescribing medicine at the recommended dose 


• Undertake all relevant monitoring as outlined in the monitoring requirements section and take appropriate action as 
set out in the SCPG 


• Monitor for adverse effects throughout treatment and check for drug interactions on initiating new treatments 


• Inform the consultant/specialist of any issues that may arise 


• Ensure that if care of the patient is transferred to another prescriber, that the prescriber is made aware of the 
SCPG (eg. ensuring the patient record is correct in the event of a patient moving practice). 


• Monitor patient’s overall health and wellbeing 


All 


• Where it has been identified that a SCPG requires update (eg. new information needed), liaise with the author of 
the document and/or your SWL MOG representative who will facilitate an update via SWL MOG.  
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GROWTH HORMONE (Somatropin - Omnitrope® or Genotropin®) FOR GROWTH FAILURE IN CHILDREN

		Section A: To be completed by the specialist initiating the treatment



		GP Practice Details:

Name: 

Address: 

Tel no: 

Fax no: 

NHS.net e-mail: 

		Patient Details:

Name: 

Address: 

DOB: 

Hospital number: 

NHS number (10 digits): 



		Specialist name: 

Contact details:


Address: 

Tel no: 

NHS.net e-mail: 



		Diagnosis: 




		Drug name, dose and frequency to be prescribed by GP:





		Next hospital appointment: 



		Dear Dr. 

Your patient was reviewed on 

Patient information has been given outlining potential aims and side effects of this treatment and 

.


The most recent investigations have been performed on 

Test


Baseline


Date


Current


Date


Weight


















































Other relevant information: 

Specialist name and signature: 





		Section B: To be completed by the GP and returned to the specialist as detailed in Section A above [If returned via e-mail, use NHS.net email account ONLY]



		Please sign and return your agreement to take over prescribing/monitoring as outlined in this guideline within 14 days of receiving this request.


Tick which applies:

 I accept prescribing/monitoring responsibility as per this guideline and above instructions


 I would like further information.  Please contact me on: 

 I am not willing to undertake prescribing/monitoring for this patient for the following reason: 

     

GP name: 

GP signature: 





		Section C: Role and responsibility of patient (see appendix A)



		A shared care prescribing guideline is an agreement between healthcare providers (your consultant/specialist in hospital, your general practitioner) and yourself to jointly manage the prescribing and monitoring of your treatment. 


To gain the most benefit from your treatment, it is important that you work together with your healthcare provider. It is expected that you will follow these guidelines to ensure your own safety, health and wellbeing. You should be able to decline shared care if you decide after careful consideration of the available options that shared care is not in your best interest.


· You should make sure that you understand about your treatment. This includes dosing schedules and warning symptoms

· If you do not understand certain aspects of your treatment, ask for more information from the person prescribing your medication

· Read the patient information leaflet included with your medication

· You should raise concerns about your treatment with the person prescribing your medication

· Talk to the consultant/specialist and come to an agreement of how the treatment should be provided to you

· Give permission to have aspects of your care communicated to other healthcare providers

· Ensure that you are provided with contact details for support and help if required. Contact details should be provided for both in- and out-of-hours.

· You should schedule and attend all appointments. If you are unable to attend an appointment, please inform your respective healthcare provider and reschedule

· You should keep an up-to-date written list of all medicines (including over-the-counter products) you are taking

· You should an up-to-date written list of any additional products – such as vitamins, minerals or other dietary supplements

· You should bring these lists with you each time you visit a healthcare provider or are admitted to hospital

· You should carry these lists in case of an emergency

· You must not let anyone else take your medication

It is your responsibility to follow these guidelines. The guidelines are here for your safety, health and wellbeing.


If you would like to obtain more information on your rights, roles and responsibilities in your healthcare, please ask an NHS professional for information on the NHS constitution. Alternatively you can visit www.gov.uk/government/publications/the-nhs-constitution-for-england





		To be completed by patient/carer



		Please read ‘Section C: Role and Responsibility of patient’ and sign below to indicate the following:


 I have read and understood the role and responsibilities of a patient in a shared care setting


 I agree for my care to be shared between the consultant/specialist and the Primary Care Prescriber


 I have obtained ‘Section C: Role and Responsibility of patient’ as a copy for my perusal


Patient Name      

Patient Signature 







		SHARED CARE PRESCRIBING GUIDELINE


GROWTH HORMONE (Somatropin - Omnitrope® or Genotropin®) FOR GROWTH FAILURE IN CHILDREN





		NOTES to the GP


The expectation is that these guidelines should provide sufficient information to enable GPs to be confident to take clinical and legal responsibility for prescribing this drug.


The questions below will help you confirm this:


· Is the patient’s condition predictable or stable?


· Do you have the relevant knowledge, skills and access to equipment to allow you to monitor treatment as indicated in this guideline?


· Have you been provided with relevant clinical details including monitoring data?


If you can answer YES to all these questions (after reading this guideline), then it is appropriate for you to accept prescribing responsibility.


If the answer is NO to any of these questions, you should not accept prescribing responsibility.  You should write to the consultant within 14 days, outlining your reasons for NOT prescribing. If you do not have the confidence to prescribe, we suggest you discuss this with your local Trust/specialist service, who will be willing to provide training and support. If you still lack the confidence to accept clinical responsibility, you still have the right to decline. Your CCG pharmacist will assist you in making decisions about shared care/transfer of care.


It would not normally be expected that a GP would decline to share prescribing on the basis of cost.


The patient’s best interests are always paramount



		



		Date prepared:

19/09/2018

		Review date: 
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		Richmond CCG MMC (16th January 2019)

Sutton CCG MMC (23rd November 2018)
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		GROWTH HORMONE (Somatropin - Omnitrope® or Genotropin®) FOR GROWTH FAILURE IN CHILDREN





1. LICENSING INFORMATION 


O = 'off-label' but considered routine treatment option


X = unlicensed and not currently considered a routine option

		Indication

		Omnitrope®

		Genotropin®



		Growth Hormone Deficiency 

		Licensed

		Licensed



		Turner syndrome 

		Licensed

		Licensed



		Chronic Renal Insufficiency  

		Licensed

		Licensed



		Prader-Willi Syndrome  

		Licensed

		Licensed



		Small Gestational Age (SGA)  

		Licensed

		Licensed



		Short Stature Homeobox (SHOX)  

		O

		O



		Place in therapy

		NICE published TA188 (May 2010) which recommends somatropin as a treatment option for children with growth failure associated with the indications listed above.



		Note

		Shared care is only supported for the most cost effective brands ie. Omnitrope® (1st choice as the least expensive brand) and Genotropin® (2nd choice) [SWL Growth Hormone Commissioning Policy; July 2018]

Shared care is NOT supported for any other Somatropin brand and should not be suggested/accepted. 





2. CIRCUMSTANCES WHEN SHARED CARE IS APPROPRIATE


· Prescribing responsibility will only be transferred when the speicalist and the GP are in agreement that the patient’s condition is stable or predictable.


· Patients will only be referred to the GP once the GP has agreed in each individual case and the hospital will continue to provide prescriptions until successful transfer of responsibilities as outlined below.


· Patients should be able to decline agreement if after due consideration of the available option, they decide it is not in their best interest.


· The hospital will provide the patient with a minimum initial supply of FOUR months therapy.

3. Areas of responsibility

		Consultant/Specialist



		Pre-treatment checks


· Undertake necessary investigations to confirm a diagnosis for one of the following that requires treatment with somatropin:

· Growth hormone deficiency


· Born small for gestational age (SGA) with subsequent growth failure at 4 years of age or later


· Short stature homeobox-containing (SHOX) deficiency


· Turner Syndrome (TS)


· Chronic Renal Insufficiency (CRI): Patient’s renal function should be below 50% of normal before institution of therapy.  To verify growth disturbance, growth should be followed for a year preceding institution of therapy.


· Prader-Willi Syndrome (PWS): Assessment of body composition including initial weight. Signs for upper airway obstruction, sleep apnoea, or respiratory infections should be assessed before treatment.

· Ensure that corticosteroid replacement therapy has been adjusted before initiation of therapy as it may inhibit growth.


Patient/parent/carer education

· Discuss benefits vs risk with the patient/parent/carer.

· Provide the patient/parent/carer with appropriate patient information leaflets. 

· Explain shared care agreement to patient/parent/carer.

· Explain device, dose and administration. 

· Ensure that the patient/parents/carer is willing to administer injection and is comprehensively trained in administration technique before initiating shared care.

· Signpost family to support groups and information material (see section 4 – Communication and support)

Starting of treatment


· Initiate treatment as indicated by NICE guidance (NICE TA 188) and provide prescriptions (minimum of 4 months) for most cost effective treatment suitable for this patient in line with SWL recommendations i.e. Omnitrope® and Genotropin® (as per funding notification form)


· Retain prescribing and monitoring responsibilities until patient is stabilised on growth hormone treatment


· Submit notification form (Tick Box Form) for funding to the local CCG via the Blueteq database. 


Continuation of treatment


· Monitor in outpatients: 4-6 monthly according to clinical response and medical background. 


· Check for concordance with treatment


· Discontinue treatment when indicated. See section 5 – Clinical information

· Communicate with GP including:


· Clinic letters to GP – advising of changes in dose and/or preparation and results of assessments/tests


· Liaison with local children’s community nursing team on issues around injection technique and problems with injection sites.


· Provide annual letter summarising response to therapy and justification for continuation of therapy.



		GP



		· Prescribe somatropin once the treatment has been established and the patient is stabilised on a dose advised by the consultant (not sooner than 3 months after initiation of therapy).


· Monitor for any adverse effects 

· Check for interactions with other drugs and report to the consultant significant changes or additions to patient’s medication.


· Re-refer or seek specialist advice if concerned about the patient’s condition in between regular reviews.


· Monitor patient’s overall health and well-being.

· Report adverse events to the consultant and MHRA

· Signpost family to support groups and information material (see section 4 – Communication and support)



		Patient (parent or carer)



		· Attend follow up appointments with the GP/consultant including any scheduled blood tests.

· Use the treatment provided as intended, following any instructions either written or verbal and seeking help and advice from health care professionals, where necessary.


· Ensure medicines are stored correctly and out of reach of children.


· Ensure a sufficient quantity of medicine is available for use at all times during therapy without storing excess amounts.

· Inform GP/consultant of any changes in relation to their therapy eg. side effects and introduction of new medicines or difficulties actually undertaking the injections.








4. Communication and support

		Hospital contacts:


(the referral letter will indicate named consultant)

		Out of hours contacts & procedures:



		Croydon Health Services NHS Trust


Dr Priya Ramaswamy, Consultant Paediatrician


Tel: 0208 401 5376 (secretary Grace McKenna)


E-mail: p.ramaswamy@nhs.net, gracemckenna@nhs.net


Dr Tony Hulse, Endocrinology and Diabetes Consultant


Evelina London Children's Hospital


St Thomas' Hospital, Westminster Bridge Road, London SE1 7EH


Main switchboard number Tel: 020 7188 7188


Li Feng (Specialist Pharmacist Women & Children)

Tel: 0208 401 5950   


E-mail: feng.li1@nhs.net

		On call Paediatric specialist registrar via Croydon University Hospital switchboard. 


Tel: 0208 401 3000


On-call pharmacist via Croydon University Hospital switchboard


Tel: 0208 401 3000



		Epsom and St. Helier University Hospitals NHS Trust


Dr. Aileen Alston (Consultant Paediatrician)


Tel:  020 8296 3021


Fax: 020 8644 6878


E-mail: aileen.alston@nhs.net

Malar Sutharshan (Specialist Paediatric Endocrine Nurse)


Tel: 0208 296 2000 ext 3076

E-mail: malar.sutharshan@nhs.net

Nashreen Maudarbacus (Principal Pharmacist, Women & Children)


Tel: 0208 296 4028

E-mail: nashreen.maudarbacus@nhs.net

		On-call general paediatric specialist registrar via Epsom and St Helier switchboard


Tel: 020 8296 2000


On-call pharmacist via Epsom and St Helier switchboard


Tel: 020 8296 2000 






		Kingston Hospital NHS Foundation Trust


Dr. Andrew Winrow (Consultant Paediatrician) 

Tel: 020 8934 6403



Elsa Ng (Senior Pharmacist Paediatrics and Women’s Health)

Tel: 0208 934 2091  (direct) or  020 8546 7711 bleep 293

		On-call paediatric registrar is contactable on 

Tel: 020 8546 7711 bleep 732



		St George’s University Hospitals NHS Foundation Trust 

Dr. Assunta Albanese (Consultant Paediatric Endocrinologist)

e-mail: a.albanese@nhs.net

Dr Christina Wei (Consultant Paediatric Endocrinologist)

e-mail: christina.wei@nhs.net

Amanda Allen (Specialist Paediatric Endocrine Nurse)


e-mail: amanda.allen4@nhs.net

Tel: 020 8725 2290       Fax: 020 8725 5970

Efe Bolton (Principal Pharmacist Women & Children)


Tel: 0208 672 1255 (bleep 6288)

		Consultant Paediatric Endocrinologist on call via St George’s Hospital switchboard


Tel: 020 8672 1255


On-call pharmacist via switchboard


Tel: 020 8672 1255



		The Royal Marsden Hospital

Dr. Assunta Albanese (Consultant Paediatric Endocrinologist)

e-mail: a.albanese@nhs.net

Dr Christina Wei (Consultant Paediatric Endocrinologist)

e-mail: christina.wei@nhs.net


Amanda Allen (Specialist Paediatric Endocrine Nurse)


e-mail: amanda.allen4@nhs.net

tel: 020 8661 3452         fax: 020 8661 3617


Lucia van Bruggen (Lead Pharmacist for CYP)

Tel: 020 8642 6011 (ext 1122)

		Dr A Albanese via switchboard 

via St George’s Hospital switchboard


Tel: 020 8642 6011

On-call pharmacist via switchboard


Tel: 020 5642 6011 (RMH)





		Specialist support/resources available to GP including patient information:



		Additional information is available for healthcare professionals from Medicines Information Departments



		Croydon Health Services NHS Trust


Epsom and St Helier University Hospitals NHS Trust

Kingston Hospital NHS Foundation Trust


St George’s University Hospitals NHS Foundation Trust


The Royal Marsden NHS Foundation Trust

		Tel: 0208 401 3059


Tel: 01372 735251


Tel: 0208 934 2092


Tel: 0208 770 3821


Tel: 0208 725 1759



		Information for patients and parents


· Restricted Growth Association (RGA) – https://rgauk.org/

· https://www.nhs.uk/conditions/restricted-growth/treatment/





5. CLINICAL INFORMATION 


NOTE: The information here is not exhaustive. Please also consult the current Summary of Product Characteristics (SPC) for the respective drug prior to prescribing for up to date prescribing information, including detailed information on adverse effects, drug interactions, cautions and contraindications (available via www.medicines.org.uk).

		Somatropin [Omnitrope® / Genotropin®] – Recombinant human Growth hormone (r-hGH)



		Somatropin is a potent metabolic hormone of importance for the metabolism of lipids, carbohydrates and proteins. Somatropin stimulates linear growth and increases growth rate. It also maintains a normal body composition.



		Route, Dose, Duration

		Monitoring undertaken by specialist before requesting shared care

		Ongoing monitoring to be undertaken by GP

		Monitoring following dose changes

		Stopping Criteria

		Follow Up



		The dosage and administration schedule should be individualised to the patient’s needs, but generally the recommended doses (as per NICE) are:


Growth hormone deficiency (GHD):


· 0.023 - 0.039 mg/kg/day

· 0.7 – 1.0 mg/m2/day

Turner syndrome/

Chronic renal insufficiency (CRI):


· 0.045 - 0.05 mg/kg/day

· 1.4 mg/m2/day

Prader-Willi syndrome (PWS):


· 0.035 mg/kg/day

· 1.0 mg/m2/day

· Max 2.7mg/day

Small gestational age (SGA):


· 0.035 mg/kg/day

· 1.0 mg/m2/day

Short stature homeobox (SHOX):


· 0.045 – 0.05 mg/kg/day 

· 1.4 mg/m2/day

Duration

Treatment with somatropin should be discontinued if any of the following apply (as per NICE): 


· Growth velocity increases less than 50% from baseline in first year of treatment.


· Final height is approached and growth velocity is less than 2cm total growth in 1 year.


· There are insurmountable problems with concordance.


· Final height is attained.


In Prader-Willi syndrome evaluation of response to therapy should also consider body composition. Treatment should not be discontinued by default. The decision to stop treatment should be made in consultation with the patient and/or carers either by:


· a paediatrician with specialist expertise in managing growth hormone disorders in children, or


· an adult endocrinologist, if care of the patient has been transferred from paediatric to adult services.

		· Height 

· Weight


· Calculation of growth velocity


· IGF-1


· TFT


· HbA1C


· Fasting insulin (may not be routinely required)


· Glucose


Clinical practice may vary




		To monitor patient’s overall health and wellbeing

To report any adverse effects of therapy to the referring consultant


Prader-Willi Syndrome:


· Concordance to a calorie-restricted diet


· If signs of upper airway obstruction (including onset of or increased snoring), treatment should be interrupted and ENT assessment performed.

· Monitor if sleep apnoea suspected


· Monitor for signs of respiratory infection, which should be diagnosed as early as possible and treated aggressively.


· Weight; initiate weight control measures if necessary




		In children and young people with diabetes, close monitoring and anti-diabetic therapy might require adjustment when somatropin is instituted.

There may be a reduction in serum T4 and an increase in serum T3 concentrations - particularly advisable to test thyroid function after starting treatment and after dose adjustments. 


Chronic renal insufficiency: 


Monitoring of renal function will be jointly coordinated with paediatric nephrologists (usually Guy’s or GOSH) 




		Stop if hypersensitivity reactions and anaphylaxis and refer to specialist



		Specialist


4-6 monthly clinical review with height and weight (including calculation of growth velocity). Frequency of monitoring may vary depending on clinical response and medical background.


Annual review by specialist* with hand X-ray for bone age and biochemical analysis: IGF-1, TFT, HbA1c, fasting insulin (may not be routinely required) and glucose. (*Clinical practice may vary)

GH deficiency secondary to a malignant disease should be examined frequently for progression or recurrence of the underlying disease process.

Anyone failing treatment should be tested for antibodies to somatropin.

Organise review of injection technique by specialist Paediatric Endocrine Nurse or Children’s community Nurse to ensure accuracy and concordance. 

Turner syndrome:


· Increased risk of developing primary hypothyroidism associated with anti-thyroid antibodies (affecting response to somatropin) - treat with replacement thyroid hormone if indicated.


· Monitoring of growth of hands and feet and if increased growth observed - a dose reduction to the lower part of the dose range should be considered.


· These patients have an increased risk of otitis media - periodic ontological evaluation is recommended.

Chronic renal insufficiency: 


· Monitoring of renal function will be jointly coordinated with paediatric nephrologists (usually Guy’s or GOSH).

· Monitor for progression of renal osteodystrophy


Prader-Willi syndrome: 


Monitor for scoliosis by clinical examination yearly. Scoliosis may progress in any child during rapid growth: monitor signs during treatment.








		Practical issues including cautions, contraindications, adverse effects, interactions, other relevant advice and information (refer to current SPC and/or BNF for full list): www.medicines.org.uk



		Product choice:

· There are no significant therapeutic differences between the preparations but choice may be determined by patient preference, dose requirements, product in-use expiry, product presentation, and licensed indications.


· In SWL, Omnitrope® (least expensive) and Genotropin® are the recommended first line options and are suitable for shared care. Humatrope®, NutropinAq®, Norditropin SimpleXx® and Zomacton® are available via homecare.

· Norditropin SimpleXx® is reserved for those patients where fridge storage is a real issue; and Zomacton® is reserved for those with true needle phobia.  Shared care is not supported for these products.

· Other somatropin brands (ie. Norditropin NordiFlex® and Saizen®) are not routinely commissioned in SWL


Brands should only be changed by the Consultant/Specialist centre since training in a new injection technique may be required.


Storage: Refer to the Summary of Product Characteristics for the specified brand. Store in the fridge at 2-8oC; Protect from light. Do not freeze.


Reconstitution: Refer to the Summary of Product Characteristics for the specific brand.

Available strengths:


· Omnitrope® (Sandoz Ltd) – Cartridge for Pen: 5mg/1.5ml, 10mg/1.5ml. Cartridge SurePal: 5mg/1.5ml, 10mg/1.5ml, 15mg/1.5ml

· Genotropin® (Pfizer Ltd) – Cartridge Multidose (GoQuick pre-filled pen or Genotropin Mixer): 5.3mg, 12mg. MiniQuick single dose cartridge: 0.2mg, 0.4mg, 0.6mg, 0.8mg, 1mg, 1.2mg, 1.4mg, 1.6mg, 1.8mg, 2mg



		Contraindications and cautions



		As per SPC





		Summary of adverse effects          Very common: ≥ 1/10         Common: ≥ 1/100, < 1/10)       Uncommon: ≥ 1/1000, < 1/100         Rare: ≥ 1/10,000, < 1/1000



		Adverse event

		Frequency

		Management by GP



		Headache, visual problems, nausea and/or vomiting


Benign intracranial hypertension

		Uncommon

		Assess urgently to rule out benign intracranial hypertension.


Organise fundoscopy for papilloedema; if confirmed, a diagnosis of benign intracranial hypertension should be considered and if appropriate, refer to specialist for treatment to be discontinued. 



		Proliferative retinopathy

		Unknown 

		Refer to specialist



		Transient local skin reactions at injection site

		Very common

		Vary site of injection and refer back to specialist if troublesome.



		Formation of antibodies to growth hormone 

(Lack of response to therapy)

		Very rare

		The binding capacity of antibodies to somatropin is low and there is no effect on growth rate.


Review concordance to treatment. Refer to specialist for review of clinical diagnosis.



		Peripheral oedema, arthralgia, myalgia

		Uncommon/Rare

		Refer to specialist



		Myositis

		Very rare

		Possibly related to the preservative metacresol. Consider myositis if myalgia/ disproportionate pain at the injection site and, if confirmed, a somatropin presentation without metacresol should be used. Refer to specialist.



		Diabetes Mellitus type II

		Rare

		HbA1c yearly (see under monitoring requirements)



		Leukaemia

		Uncommon 

		Immediate hospital attention



		Slipped femoral epiphyses

		Slight increase in frequency

		Examine the child clinically if limping and refer to specialist.





		Clinically significant drug interactions



		· Compounds metabolised by cytochrome P450 isoenzymes: Limited evidence suggests that somatropin may increase the clearance of compounds known to be metabolised by cytochrome P450 isoenzymes. The clearance of compounds metabolised by cytochrome P450 3A4 (eg. Sex steroids, corticosteroids, anticonvulsants and ciclopsporin) may be especially increased resulting in lower plasma concentrations of these compounds. The clinical significance of this is unknown.


· Glucocorticoid therapy: May inhibit growth and therefore oppose the growth promoting effects of somatropin.


· High doses of androgens, oestrogens or anabolic steroids: Can accelerate bone maturation and may, therefore, diminish gain in final height.


· Insulin: Somatropin can induce a state of insulin resistance; insulin doses may have to be adjusted in diabetic patients receiving GH.
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Colesevelam for the management of bile acid malabsorption in non-cancer indications for adults


Transfer of Prescribing Responsibility

		Section A: To be completed by the initiating organisation / clinician 



		Patient Details:   



		Surname:  

Forename: 

Address:   

Postcode: 

		DOB: 

NHS Number: (10 digits) 

Hospital number: 

Sex:  FORMCHECKBOX 
 Male                   FORMCHECKBOX 
 Female                



		GP Practice Details:

		Consultant Details:



		Name: 

Address: 

Tel no: 

Fax no: 

NHS.net e-mail: 

		Consultant Name: 

Organisation Name: 

Clinic Name: 

Address: 

Tel no: 

Fax no: 

NHS.net email: 



		Dear Dr. 

This patient has been initiated on colesevelam for the management of severe diarrhoea associated with bile absorption (2nd line treatment). The patient did not tolerate a trial of colestyramine and therefore colesevelam has been considered for this (unlicensed) indication.



		Details of treatment plan on transfer



		

		Date initiated

		Dose on transfer

		Date of next review



		Colesevelam 625mg tablets

		

		

		



		I have supplied the first three months of therapy for this patient. On the patient’s last review on 

Other relevant information: 





		 FORMCHECKBOX 
 I confirm that I have prescribed in accordance with local guidelines.

 FORMCHECKBOX 
 I confirm that the patient has been made aware of the aims, benefits and side effects of treatment including any drug interactions and timing of concomitant medication.


 FORMCHECKBOX 
 I confirm that the patient has had the dose assessed with respect to efficacy and tolerability, and the dose titrated 


     accordingly.


 FORMCHECKBOX 
 The patient has been informed when and how to seek medical help.

 FORMCHECKBOX 
 I confirm that the patient has consented to treatment.

Name of clinician: 





		Section B: To be completed where the GP is unwilling to take on prescribing responsibility and returned to the hospital consultant (details above) within 2 weeks If returned via e-mail, please use NHS.net email accounts ONLY



		 FORMCHECKBOX 
 I am not willing to accept the transfer of care for this patient for the following reason: 

GP name: 
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Rifaximin-α for the treatment of Chronic Hepatic Encephalopathy in Adults 
Shared Care Guideline: Prescribing Agreement 


 


Section A: To be completed by the hospital consultant initiating the treatment 
GP Practice Details: 


Name:      ……………………………………… 


Address:      …………………………………… 


Tel no:      ……………………………………… 


Fax no:      ……………………………………… 


NHS.net e-mail:      …………………………… 


Patient Details: 


Name:      ……………………………………………… 


Address:      …………………………………………… 


DOB:       


Hospital number:      …………………………………  


NHS number (10 digits):      ………………………… 


Consultant name:      …………………………… Clinic name:       …………………………………. 


Contact details: 
Address: St George’s Hospital, Blackshaw Road, London. SW17 0QT 


Tel no: 0208-725       ………………………………………     Fax no: 020 8725 3520……………………… 


NHS.net e-mail:      …………………………… 


Diagnosis:  
Chronic Hepatic Encephalopathy 


Drug name, dose and frequency to be prescribed by GP: 
Rifaximin-α 550mg Twice a day 


Next hospital appointment:       


Dear Dr.      …………………….., 


Your patient was reviewed on      ; he/she started Rifaximin-α 550mg Twice a day on       for the above 


diagnosis and in my view, his/her condition is now stable. I am requesting your agreement to sharing the care 
of this patient from       in accordance with the attached Shared Care Prescribing Guideline (approval date 


     ). Please take particular note of Section 2 where the areas of responsibilities for the consultant, GP and 


patient for this shared care arrangement are detailed.  
 
Patient information has been given outlining potential aims and side effects of this treatment and 


     ……………………………………* supplied (* insert any support materials issued such as patient held monitoring book 


etc where applicable).  The patient has given me consent to treatment possibly under a shared care prescribing 
agreement (with your agreement) and has agreed to comply with instructions and follow up requirements. 


. 


The most recent investigations have been performed on       and are acceptable for shared care.  Please 


monitor       every      .   


Test Baseline Date Current Date 


 Symptoms of Hepatic Encephalopathy 
i.e. confusion (to be specified by 
referring consultant) 


                        


                              


Other relevant information:      ……………………………………………………………………………………….. 


 


Consultant Signature: ………………………………………………Date:       


 


Section B: To be completed by the GP and returned to the hospital consultant as 
detailed in Section A above [If returned via e-mail, use NHS.net email account ONLY] 
Please sign and return your agreement to shared care within 14 days of receiving this request. 
Tick which applies: 


 I accept sharing care as per shared care prescribing guideline and above instructions 
 I would like further information.  Please contact me on:      ………………………. 


 I am not willing to undertake shared care for this patient for the following reason: 


          ………………………………………………………………………………………………………………. 


 
GP name:      ………………………………………….………. 


 


GP signature: ………………………………………………Date:       
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SHARED CARE PRESCRIBING GUIDELINE 
 


Rifaximin-α for the treatment of Chronic Hepatic 
Encephalopathy in Adults 


 
 


NOTES to the GP 
The expectation is that these guidelines should provide sufficient information to enable GPs to be confident to take 
clinical and legal responsibility for prescribing this drug.  
 
The questions below will help you confirm this:   
▪ Is the patient’s condition predictable or stable? 
▪ Do you have the relevant knowledge, skills and access to equipment to allow you to monitor treatment as 


indicated in this shared care prescribing guideline?   
▪ Have you been provided with relevant clinical details including monitoring data? 
 
If you can answer YES to all these questions (after reading this shared care guideline), then it is appropriate for you 
to accept prescribing responsibility. 
 
If the answer is NO to any of these questions, you should not accept prescribing responsibility.  You should write to 
the consultant within 14 days, outlining your reasons for NOT prescribing. If you do not have the confidence to 
prescribe, we suggest you discuss this with your local Trust/specialist service, who will be willing to provide training 
and support. If you still lack the confidence to accept clinical responsibility, you still have the right to decline. Your 
CCG pharmacist will assist you in making decisions about shared care. 
 
It would not normally be expected that a GP would decline to share prescribing on the basis of cost.  


The patient’s best interests are always paramount 


 
 


Date prepared:  30/12/2019 Review date:   30/12/2021 


Approved by (date approved):  
SWL Medicines Optimisation Group 23.01.2020 


Changes before review date: 


Croydon CCG CPC 24/11/2017 
Kingston CCG MMC 29/11/2017 
Merton CCG MMC 18/05/2018 


Richmond CCG MMC 02/01/2019 
Sutton CCG MMC 18/05/2018 
Wandsworth CCG CEMMaG 22/02/2018 


 
This shared care prescribing guideline has been signed off by the following individuals on behalf of 
their respective organisations: 


Participating Clinical Commissioning Groups (CCG) Participating Hospital Trusts 


NHS Croydon 
Dr Tony Brzezicki, Clinical Lead 
Philippa Blatchford, Senior Prescribing Advisor 


St George’s University Hospitals NHS Foundation Trust 
Dr Sarah Clarke – Consultant Hepatologist 
Vinodh Kumar, Chief Pharmacist 
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Dr Jayin Jacob, Medicines Optimisation GP Lead 
Emma Richmond, Chief Pharmacist 


Epsom and St Helier University Hospitals NHS Trust 
Dr Derek Chan – Consultant Gastroenterologist 
Anne Davies, Chief Pharmacist 


NHS Merton 
Dr Vasa  Gnanapragasam, Clinical Director for Planned Care 
Sedina Agama, Chief Pharmacist 
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Dr Jayin Jacob, Medicines Optimisation GP Lead 
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Rifaximin-α for the treatment of Chronic Hepatic Encephalopathy in Adults 


1. LICENSING INFORMATION  


Indication Rifaximin 


Chronic Hepatic Encephalopathy 
(HE)  


Licensed 


Place in therapy Patients will be initiated on treatment where there is a clear history of 
recurrent hepatic encephalopathy (HE) which has not responded to 
lactulose or where lactulose is not tolerated.  


2. CIRCUMSTANCES WHEN SHARED CARE IS APPROPRIATE 


• Prescribing responsibility will only be transferred when the consultant and the GP are in agreement 
that the patient’s condition is stable or predictable. 


• Patients will only be referred to the GP once the GP has agreed in each individual case and the 
hospital will continue to provide prescriptions until successful transfer of responsibilities as outlined 
below. 


• Patients should be able to decline shared care if after due consideration of the available option, 
they decide it is not in their best interest. 


• The hospital will provide the patient with a minimum initial supply of 2 months therapy. 


3. AREAS OF RESPONSIBILITY 


Consultant  


• Send a letter to the GP requesting shared care for this patient 


• Advise the GP of any other co-morbidities via the clinic letter 


• Initiate treatment and prescribe until the GP formally agrees to shared care (as a minimum, supply the 
first 2 months treatment or until patient is stabilised)  


• Clinical and laboratory supervision of patient by routine clinic follow-up every 3-6 months 


• Advise GP on review, duration, and discontinuation of treatment where necessary  


• Review each patient every 6 months to assess the need for continuation/cessation of Rifaximin-α 


• Stop Rifaximin-α if there is a failure of therapy (i.e. no change in frequency of admissions after 
6 months or therapy) or  occurrence of super-infections 


• If Rifaximin-α is required after 6 months, risks and benefits of treatment should be considered and 
discussed with the patient and communicated to the GP 


• Monitoring the progression of disease 


• Evaluation of any adverse effects reported by GP or patient and MHRA yellow card reporting scheme, 
if appropriate 


• Ensure that specialist advice is available at all times to GPs and patients 


GP 


• Monitor patient’s overall health and well-being  


• Report any adverse events reported by the patient to consultant  
o (Hepatology / Gastroenterology registrar if out of hours and appropriate)  
o MHRA where appropriate via the yellow card system – if unsure of what adverse effects 


require reporting, refer to Hepatology Team for advice 


• Prescribe the drug treatment as described 


• To review the patient at least every six months and be aware of any signs of loss of response (which 
may be seen as worsening confusion) 


• Consider the use of compliance aids for patients where appropriate 


• To return a copy of the standard letter to the consultant accepting or declining shared care 


• Refer patients to be seen in the Hepatology clinic if there are concerns around recurrence of Hepatic 
Encephalopathy despite adequate compliance with Rifaximin-α. 


Patient 


• Report to the specialist or GP if he or she does not have a clear understanding of the treatment 


• Take Rifaximin-α as prescribed  


• Be aware that the Hospital will prescribe Rifaximin-α for at least the first 2 months of treatment. Do not 
make a prescription request from the GP until advised to do so 


• Request prescriptions in advance to ensure continuation of supply 


• Share any concerns in relation to treatment with Rifaximin-α with the consultant hepatologist 


• Inform specialist and GP of any other medication being taken which is not prescribed by their GP, 
including over-the-counter products 
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• Report any adverse effects or warning symptoms (dizziness, diarrhoea, abdominal pain) to the 
consultant hepatologist or GP whilst taking Rifaximin-α.  


• Be compliant with other treatments for Hepatic Encephalopathy in addition to Rifaximin-α (e.g. 
Lactulose/laxatives) 
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4. COMMUNICATION AND SUPPORT 


Hospital contacts: 
(the referral letter will indicate named consultant) 


Out of hours contacts & procedures: 


St Georges’ University Hospitals NHS Foundation Trust 
Dr Sarah Clark      Ext 3032 
Dr Daniel Forton   Ext 3032 
Dr Sarah Hughes  Ext 3429 
Dr Markus Gess    Ext 3429 
 
Tel: 0208 672 1255 followed by relevant extension 
Fax: 0208 725 3520  
 
Patient helpline pharmacy: 0208 725 1033  
Monday-Friday 11am-3pm 
 
Specialist Hepatology Pharmacist Bleep 6147/7292 via 
switchboard 


 
 
Gastroenterology Specialist Registrar on-call 
Bleep via switchboard: 0208 672 1255 


Epsom and St Helier University Hospitals NHS Trust 
Dr Derek Chan – Consultant Gastroenterologist – ext 2340 
Dr Asif Mahmood – Consultant Gastroenterologist – ext 2340 
Dr Andra Fenyvesi – Consultant Gastroenterologist – ext 2340 


 
Tel: 01372 735735 followed by relevant extension 
 
Urgent contact for advice via Gastroenterology Specialist 
Registrar – bleep 049 
 


Alternative contact via email - ugi-sth@nhs.net 
 


 
Medical Specialist Registrar on-call 
Bleep via switchboard: 01372 735735 


Specialist support/resources available to GP including information provided to patients: 


1. St George’s University Hospitals NHS Foundation Trust “ Prescribing Policy for the use of Rifaximin-α for 
the treatment of Chronic Hepatic Encephalopathy” Approved February 2016 


2. 2.   Patients have been advised that if they develop diarrhoea, fever and abdominal pain to contact the 
specialist ward in St George’s (Allingham ward) urgently to speak to a doctor from the Hepatology Team 
(0208 725 3160).Doctors are available on the ward Monday to Friday 9am-5pm. Outside of these hours 
patients are advised to contact their out of hours GP service or attend the A&E department.  


➔ This information will be included in a treatment initiation letter to the patient 


 



mailto:ugi-sth@nhs.net
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5. CLINICAL INFORMATION  
NOTE: The information here is not exhaustive. Please also consult the current Summary of Product Characteristics (SPC) for the respective drug prior to prescribing for up to date prescribing information, including detailed information 
on adverse effects, drug interactions, cautions and contraindications (available via www.medicines.org.uk). 


Rifaximin - Antimycobacterials 


Route, Dose, 
Duration 


Monitoring undertaken by 
specialist before requesting 
shared care 


Ongoing monitoring to be 
undertaken by GP 


Stopping Criteria, for consultant 
to consider 


Monitoring following dose 
changes 


Follow Up 


Rifaximin-α 550mg 
Twice a day PO  
 
Long term (>5 years)  


• Management of 
decompensated cirrhosis 


• Advocate for Liver 
transplantation if 
appropriate 


• Liver function tests 


• Monitoring for adverse 
effects 


• Medication compliance 


• Response to treatment 


• Duration of treatment 
 


• Management of co-
morbidities 


• Monitoring for adverse 
effects related to treatment 


• Medication compliance 


• Loss of response to 
treatment i.e. recurrence of 
HE or worsening of HE which 
would be seen as worsening 
levels of confusion 


 
 


• Lack of response following 
initation (2 months) 


• HE resolved as a result of 
Liver transplantation 


• Development of c difficle 
infection on treatment 


No dose changes 
required for this 
medication 


Specialist 
6 monthly or more 
frequently as per 
planned follow up 
 
GP6  monthly at a 
minimum (it is 
envisaged that these 
patients are currently 
undergoing active 
monitoring in Primary 
care presently) 


Practical issues including cautions, contraindications, adverse effects, interactions, other relevant advice and information (refer to current SPC and/or 
BNF for full list): www.medicines.org.uk (Summary of Product Characteristics, SPC) or https://bnf.nice.org.uk/ 


If patients develop diarrhoea, fever and abdominal pain the patient will be advised to contact the specialist ward in St George’s (Allingham ward) urgently to speak to a doctor 
from the Hepatology Team (0208 725 3160). Doctors are available on the ward Monday to Friday 9am-5pm. Outside of these hours the patient should contact the out of hours 
GP service or attend the A&E department.  


Contraindications and cautions 


Contraindications: 


• Rifaximin-α is contraindicated in a history of allergy to rifamycin based antibiotics e.g. Rifaximin-α 


• A history of C. difficile infection in the previous 6 months 


• Intestinal obstruction 
 
Cautions: 


• Due to the lack of data and the potential for severe disruption of the GI flora Rifaximin-α and other rifamycins should not be coadministered.  


• All females of childbearing age should use reliable contraception e.g. barrier methods. The low dose contraceptive pill may have reduced efficacy.  Manufacturer recommends 
avoiding use in pregnancy - toxicity in animal studies.   


 
To note: 


• Rifaximin-α may cause reddish discolouration of the urine for the duration of treatment. 


  



http://www.medicines.org.uk/
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Summary of adverse effects           Very common: ≥ 1/10         Common: ≥ 1/100, < 1/10)       Uncommon: ≥ 1/1000, < 1/100         Rare: ≥ 1/10,000, < 1/1000 
 


Adverse event Frequency Management by GP 


Nausea Common Ensure adequate dosing of laxatives, supportive measures 


Diarrhoea Common Review to rule of development of C. difficile, send sample for culture and C. difficile toxin.  


Abdominal Pain, vomiting Common Review to rule of development of C. difficile 


Fatigue Uncommon Supportive measures, promote nutrition. If severe consider stopping.  


Headaches Common Supportive measures, PO analgesia where appropriate. If severe consider stopping. 


Rash, itching Common Supportive measures. If severe consider stopping. 


Muscle cramp Common Supportive measures. If severe consider stopping. 


Joint pain Uncommon Supportive measures. If severe consider stopping. 


Depression Common Supportive measures. If severe consider stopping. 


Insomnia Uncommon Supportive measures. If severe consider stopping. 


Dizziness Common Supportive measures. If severe consider stopping. 


Allergy Unknown Discontinue treatment and inform Hepatologist 


Clinically significant drug interactions 


Due to negligible absorption of Rifaximin-α in the GI tract (<1%) the potential for interaction with other medications is low. 
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		Colesevelam for the management of bile acid malabsorption following treatment for cancer


Transfer of Prescribing Responsibility  





		Section A: To be completed by the initiating organisation / clinician 



		Patient Details:   



		Surname:  

Forename: 

Address:   

Postcode: 

		DOB: 

NHS Number: (10 digits) 

Hospital number: 

Sex:  FORMCHECKBOX 
 Male                   FORMCHECKBOX 
 Female                



		GP Practice Details:

		Consultant Details:



		Name: 

Address: 

Tel no: 

Fax no: 

NHS.net e-mail: 

		Consultant Name: 

Organisation Name: 

Clinic Name: 

Address: 

Tel no: 

Fax no: 

NHS.net email: 



		Dear Dr. 

This patient has been initiated on colesevelam for the management of severe diarrhoea associated with bile absorption.





		Details of treatment plan on transfer



		

		Date initiated

		Dose on transfer

		Date of next review



		Colesevelam 625mg tablets

		

		

		



		I have supplied the first three months of therapy for this patient. On the patient’s last review on 

Other relevant information: 



		 FORMCHECKBOX 
 I confirm that I have prescribed in accordance with local guidelines.

 FORMCHECKBOX 
 I confirm that the patient has been made aware of the benefits and risks of colesevelam. The patient has been informed  


     when and how to seek medical help.

 FORMCHECKBOX 
 I confirm that the patient has had the dose assessed with respect to efficacy and tolerability, and the dose titrated 


     accordingly.

 FORMCHECKBOX 
 I confirm that I have provided additional information in form of a ‘Bile acid malabsorption’ and ‘Taking colesevelam’ leaflet FORMCHECKBOX 
 I confirm that the patient has consented to treatment.

Name of Clinician: 





		Section B: To be completed where the GP is unwilling to take on prescribing responsibility and returned to the hospital consultant (details above) within 2 weeks If returned via e-mail, please use NHS.net email accounts ONLY



		 FORMCHECKBOX 
 I am not willing to accept the transfer of care for this patient for the following reason: 

GP name: 
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Core Guidance to support oral antiepileptic prescribing in adults in Croydon 
CCG (Primary Care) in collaboration with Croydon Health Services (CHS)  


[Adapted from Core Guidance to support oral antipsychotic prescribing in adults in Croydon CCG (Primary 
Care) in collaboration with South London & Maudsley NHS Foundation Trust (SLaM),Nov 2014] 


 


This document outlines the key responsibilities for CHS clinicians and local GPs to support appropriate 
and safe transfer of prescribing of oral antiepileptics from CHS to GPs in Croydon CCG.   
Treatment with the first antiepileptic should be initiated and at least 1 month prescribing in 
secondary care. Prescribing for patients in primary care, including dosage titration of new agents is 
suitable provided the patients do not have the exclusions listed on page 1. 
 
Contents            Page Number 
 
1. Prescribing Exclusions         1 
 
2. Minimum dataset of information        2 


a) Transfer of care information template              3-6 
b) Transfer of care information letter format           7-8 


 
3. Prescribing responsibilities of the Neurology Specialist and GP     9 
4. Appendix 1 Individualised antiepileptic treatment strategy - Titration Plan  10 
5. Appendix 2 Buccal Midazolam Information Sheet (Adults and Children)  11 
6. Appendix 3 MHRA Safety Recommendations on sodium valproate   13 
7. Appendix 4 Anti-epileptic drug (AED) options by seizure type NICE CG137  14 
8. Appendix 5 Anti-epileptic drug (AED) options by epilepsy syndrome NICE CG137  15 
9. Appendix 6 Generic Prescribing of Lamotrigine, Topiramate and Levetiracetam 17 
10. Information Sheet Perampanel (Fycompa®)      18 
11. Information Sheet Retigabine (Trobalt®)       20 


 


1. PRESCRIBING EXCLUSIONS for oral antiepileptics 
GPs should NOT accept responsibility for prescribing if the patient has any these exclusions: 
Primary care prescribing of antiepileptics is not suitable for the following patients/situations: 
 


1  Medicine is unlicensed or used for an indication outside of the license 


 Use of a licensed medicine for an unlicensed indication (with the exception of Buccolam used in 
those >18years) 


 Where dose exceeds the maximum licensed dose 


 Unlicensed medicine/indication not agreed by Croydon University Hospital CUH / Croydon 
Prescribing Committee CPC 


2  Not stabilised on antiepileptic therapy (exception where individualised antiepileptic drug dosing 
schedule is provided) 


3  No recent epilepsy review  within the last 12 months in line with CG137 (if appropriate) – yearly review 
can be carried out by GP/Specialist Nurse Neurology Specialist  


4  Children (below 18 years of age) 


5  Pregnancy and no advice given or documented 


6  Medicine contravenes NICE guidelines CG137 


7  Medicine not approved  for use in Croydon: 


 Not recommended by CPC 


 Not yet considered by CPC 


 Hospital only recommendation by CPC or South West London Medicines Commissioning Group 
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2. MINIMUM DATASET OF INFORMATION 
Information will be provided to the GP based on a minimum dataset agreed between CHS and Croydon 
CCG.  GPs should only accept responsibility for prescribing if there are no exclusions and on 
receipt of information contained within the minimum dataset which may be presented using the 
transfer of care information template or letter format. 
 


1  No exclusions for transfer of prescribing responsibility to primary care (see prescribing exclusions 
above) 


2  Individualised anti-epileptic treatment strategy. 
The antiepileptic treatment strategy should be individualised according to seizure type, epilepsy 
syndrome, co-medication and co-morbidity: 


 Titration – initiation of first antiepileptic and first month of prescribing will be carried out by the 
specialist, subsequent dosage changes or the addition of other anti-epileptics can be done by 
GPs on the advice of the specialist on receipt of an individualised drug treatment strategy. 


 Maintenance - Stable disease 


 Relapse Plan – what to do if a stable patient has a seizure 


 Prolonged or repeated seizures 


3  Monitoring - baseline tests and on-going monitoring 


4  Side Effects - recognition and management 


5  Review Plan – NICE CG137 advises that a review should be carried out at least yearly by either a 
generalist (GP) or a specialist (Specialist Nurse or Neurology Specialist), depending on how well the 
epilepsy is controlled and/or the presence of lifestyle issues  


6  Special considerations for women and girls of childbearing potential – compliance with MHRA safety 
recommendations on valproate and pregnancy. N.B these recommendations are likely to be subject 
to review and will be amended accordingly. 


7  Patient Information (where appropriate an advice sheet will be given / sent to the patient): epilepsy in 
general, diagnosis and treatment options, medication and side effects, seizure type(s), triggers and 
seizure control, management and self-care, risk management, first aid, safety and injury prevention, 
psychological issues, social security benefits and social services, insurance issues, employment and 
independent living, importance of disclosing epilepsy at work (if relevant), road safety and driving, 
prognosis, sudden death in epilepsy, status epilepticus, lifestyle leisure and social issues, family 
planning and pregnancy, voluntary organisations and support groups 


8  Care Plan – agreed between the person, family and/or carers where appropriate and primary care 
and secondary care providers. Should include lifestyle issues as well as medical issues. 


9  Contact Information – To be completed 


10  Meets work plan criteria - Prescribing in line with QIPP initiatives – See Appendix 6 : Generic 
Prescribing of Lamotrigine, Topiramate and Levetiracetam 
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a) Transfer of care information template  
 


Transfer of care information template for patients 


under CHS to General Practice 


COMMUNICATION BETWEEN CHS and GP 


The following is an agreed minimum dataset of information that will be provided by the CHS 
Neurology to the GP specific to each individual patient. It is designed to be shared routinely 
throughout the course of treatment and upon discharge from CHS when care transfers to the GP. 
Complete and share with the GP at least annually following review. 
 


This communication is about: (tick relevant box) 
 


For GP information (patient and prescribing under CHS, no action by GP) 
                                                       


Transfer of prescribing  (GP to prescribe antiepileptic medication, 
(whilst patient remains under CHS Neurology Team)   
                           
Discharge of patient from CHS Neurology Team 
(transfer of care to GP, GP to prescribe antiepileptic medication, GP to review yearly)           
                    
Attention to receiving GP  
– if you would like to discuss any aspects of the plan/information, please contact: 
 
Epilepsy Specialist Nurse ……………………………..or Consultant……………………………………… 


 


Date:                                   Completed by: (sign/print/position)  


Contact Information:………………………………………………………………………………. 


Requests to GP 


Please list here any requests for the receiving GP to complete: 


Demographic details 


Patient  


Name  


DOB  


Address  


Phone number  


NHS Number (if known)  


Epilepsy Diagnosis (ICD-10 code): 
Presenting Epilepsy Syndrome  
(or other recognised codes) 


G40 Epilepsy and recurrent seizures 
G41.Status epilepticus 



http://www.icd10data.com/ICD10CM/Codes/G00-G99/G40-G47/G40-/G40
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Individualised antiepileptic medication prescribing and monitoring arrangements  
 (changes to be made in BOLD).                                       


 
Note: GP to be aware of exclusion criteria for transfer of prescribing or discharge of patient from CHS. 
Also on intranet via: 
http://nhscroydonintranet.croydonpct.nhs.uk/TeamsAndDepartments/primarycarecommissioning/prescribing/Pag
es/Documents.aspx 


Current Medication  Specify if any unlicensed indications 


 


Individualised antiepileptic treatment strategy  
Titration Plan – initiation of first anti-epileptic and first 
month of prescribing will be carried out by the specialist, 
subsequent dosage changes or the addition of other 
anti-epileptics can be done by GPs on the advice of the 
specialist on receipt of an individualised drug treatment 
strategy. 
 


Maintenance Plan – ongoing dosage 
recommendations for stable disease 


 
Relapse Plan – what to do if a stable patient has a 
seizure 


 


Prolonged or Recurrent Seizures – only prescribe 
buccal midazolam or rectal diazepam for use in the 
community in adults who have had a previous episode of 
prolonged (5mins) or significant serial convulsive 
seizures. Administer buccal midazolam as first line 
treatment, administer rectal diazepam if preferred or if 
buccal midazolam is not available  


 
Potential withdrawal of pharmacological treatment 
(where appropriate) – the decision to continue or 
withdraw medication should be taken by the patient, 
family and/or carers as appropriate, and the specialist 
after a full discussion of the risks and benefits of 
withdrawal. Withdrawal will be managed by, or be under 
the guidance of the specialist 


Outline any dosage titrations using table appendix 1.  
Buccal midazolam protocol appendix 2 Buccolam 


Medication monitoring arrangements  Include any monitoring e.g. physical health monitoring 
requirements; blood monitoring, drug plasma levels;  
When not to do drug monitoring 


Side effect management  
Note: only transfer prescribing to GP if side effects are 
controlled 


Include side effects that have/are occurring; any 
medication prescribed to manage side effects; 
medication prescribed previously which have caused 
side effects; medication to be avoided. Maintain a high 
level of vigilance for treatment emergent adverse effects 
(for example bone health issues and neuropsychiatric 
issues). Consider the possibility of adverse cognitive and 
behavioural effects of antiepileptics in adults with 
learning disabilities 


Recommendations for Patient Review - NICE 
CG137 advises that a review should be carried out at 
least yearly by either a generalist or a specialist, 
depending on how well the epilepsy is controlled and/or 
the presence of lifestyle issues 


Include recommendation for yearly review by 
GP/Specialist Nurse Neurology Specialist  


 



http://nhscroydonintranet.croydonpct.nhs.uk/TeamsAndDepartments/primarycarecommissioning/prescribing/Pages/Documents.aspx

http://nhscroydonintranet.croydonpct.nhs.uk/TeamsAndDepartments/primarycarecommissioning/prescribing/Pages/Documents.aspx





                                                                                             


Final                                                                                      Written by: Philippa Blatchford 
Date Written:    October 2016                                               CHS: Dr Bridget Macdonald, Consultant Neurologist 
Approved by:   Croydon Prescribing Committee:                  Croydon Clinical Commissioning Group: Philippa Blatchford 
Date Approved:  18.11.16                                       ;  
Review Date:      18.11.18                                                                                                                                                                  Page 5 of 22 


A succinct comprehensive CLINICAL history that includes: 


Support and interventions given to patient that is inclusive of 


Investigations; Electroencephalogram (EEG if 
done), neuroimaging, neurological assessment 


 


Previous antiepileptic treatments; 


Response achieved,  


 


Physical Health Information 
(not all tests will be clinically indicated, specialist to complete where relevant. Core Information 


will be the responsibility of the  GP  
 - include results/dates and if tests not undertaken) 


Physical Health diagnosis (e.g. diabetes, 
epilepsy) (with ICD code) 


 


Weight  


Waist circumference  


Pulse  


BP  


Smoking  Indicate if stop smoking service has been discussed with patient 
and plans to stop smoking 
 
 


Alcohol consumption  


Non-prescription medication  


Ongoing physical health management and 
treatment needs  
 


Include evidence of signposting to combined healthy eating and 
physical activity programme 


Results of investigations Give details where clinically indicated and dates if known. N.B. 
regular blood test monitoring in adults is not recommended as 
routine, and should be done only if clinically indicated or 
recommended by the specialist (blood monitoring FBC, U&Es, 
liver enzymes, Vitamin D levels, and other 
tests of bone metabolism every 2-5 years for adults is suggested 
for those on enzyme inducing medicines- DEXA if medically 
indicated at 5 year for those on enzyme inducing drugs only 


FBC  


U&Es  


LFT  


Lipid profile  


Fasting glucose   


HbA1c  


Vitamin D + / - serum folate  


Drug Levels (+ if medically indicated): 
Phenytoin trough (at 1 year) 
Lamotrigine (may be indicated in women 
with epilepsy) 


 


Additional bloods taken (specify) eg. TSH  


Additional investigations undertaken (eg. 
EEG, ECG,MRI or DEXA scan 
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Patient Goals and Attitude 


Appropriate Information has been discussed 
with the patient  


Includes (where appropriate) Prescription charge indemnity 
form, Freedom Pass (if the patient cannot legally drive), disabled 
person’s railcard, epilepsy app from Epilepsy Action or National 
Society for Epilepsy 


Special considerations for women and girls 
of childbearing potential 


Includes; contraception and fertility considerations may need to 
be adjusted, MHRA safety recommendations on sodium 
valproate and pregnancy (Appendix 3) 
 
 
 


Date of next appointment with specialist (if 
known/if appropriate) 


NICE CG137 advises that a review should be carried out at least 
yearly by either a generalist (GP) or a specialist (Specialist 
Nurse or Neurology Specialist), depending on how well the 
epilepsy is controlled and/or the presence of lifestyle issues 


Patient given relevant CHS Neurology 
contact details  


 


Additional Contact Information   


Next of kin/carer (name) – update in 
general practice 
 


 


Relationship  


Contact details (address; phone number; 
email) 


 


CHS NEUROLOGY CONTACT DETAILS 
 
Name of Consultant & phone number 
 


 
 
 


Named Specialist Nurse 
 


 


Name of Team/Service 
 


 


Phone number 
 


 


Email   


Who and how to contact for clinical and 
medication advice (add additional 
details) 


 


Who to contact in an emergency –    In 
hours 


 


Who to contact in an emergency – Out of 
hours 


 


CHS Medicines Information Support Line:  
 


0208 401 3059 
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b) Transfer of care information letter format 
 
If the minimum dataset is presented in the form of a clinic letter, the information should be presented 
under the highlighted headings: (including dates/test results where relevant): 


 


Reason for the communication (as part of transfer document heading) 


 For GP information only (where patient management and prescribing remains under CHS and 
no action is required by the GP) 


 or transfer of prescribing of antiepileptic (whilst patient remains under the CHS Neurology 
Team) 


 or patient is discharged from the CHS Neurology team and future management and 
prescribing will be undertaken by the GP 
 


Patient demographic details (including epilepsy diagnosis, presenting epilepsy syndrome) 
G40 Epilepsy and recurrent seizures (or other recognised codes) 
G41 Status epilepticus 


Individualised antiepileptic medication prescribing and monitoring arrangements  
 Current medication 


 Individualised antiepileptic treatment strategy:Outline any dosage titrations using table appendix 1.  
Buccal midazolam protocol (Buccolam) appendix 2. 
Titration Plan – initiation of first anti-epileptic and first month of prescribing will be carried out by the 
specialist, subsequent dosage changes or the addition of other anti-epileptics can be done by GPs on the 
advice of the specialist on receipt of an individualised drug treatment strategy. 


Maintenance Plan – ongoing dosage recommendations for stable disease 


Relapse Plan – what to do if a stable patient has a seizure 


Prolonged or Recurrent Seizures – only prescribe buccal midazolam or rectal diazepam for use in the 
community in adults who have had a previous episode of prolonged or significant serial convulsive seizures. 
Administer buccal midazolam as first line treatment, administer rectal diazepam if preferred or if buccal 
midazolam is not available 


Potential withdrawal of pharmacological treatment (where appropriate) – the decision to continue or 
withdraw medication should be taken by the patient, family and/or carers as appropriate, and the specialist 
after a full discussion of the risks and benefits of withdrawal. Withdrawal will be managed by, or be under 
the guidance of the specialist 


 Medication monitoring arrangements Include any monitoring e.g. physical health monitoring 


requirements; blood monitoring, drug plasma levels; When not to do drug monitoring 


 Side effect management (only transfer prescribing where side effects are controlled) Include side 


effects that have/are occurring; any medication prescribed to manage side effects; medication prescribed 
previously which have caused side effects; medication to be avoided. Maintain a high level of vigilance for 
treatment emergent adverse effects (for example bone health issues and neuropsychiatric issues). Consider 
the possibility of adverse cognitive and behavioural effects of antiepileptics in adults with learning disabilities 


 Recommendations for Patient Review NICE CG137 advises that a review should be carried out at 


least yearly by either a generalist or a specialist, depending on how well the epilepsy is controlled and/or the 
presence of lifestyle issues: Include recommendation for yearly review by GP/Specialist Nurse/Neurology 
Specialist 
 


Clinical History 
Support and interventions given to patient  


 Investigations; Electroencephalogram (EEG), neuroimaging, neurological assessment  


 Previous antiepileptic treatments; Response achieved 
 


Physical Health Information  
Not all tests will be clinically indicated, specialist to complete where relevant. Core Information will be the 
responsibility of the GP - include results/dates and if tests not undertaken) 
include details where relevant including if specific parameters not performed/undertaken 


 Physical health diagnosis 


 Weight and waist circumference 


 Pulse/BP 



http://www.icd10data.com/ICD10CM/Codes/G00-G99/G40-G47/G40-/G40
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 Smoking status and advice offered regarding stop smoking/restarting smoking and impact on 
current medication 


 Alcohol consumption/non-prescription medicines 


 Nutritional status – evidence of signposting to physical activity/diet advice 
Results of investigations 
include if test taken, where relevant, with date and result 
(note: not all tests will be clinically necessary and will be individualised for each patient - blood monitoring 
FBC, U&Es, liver enzymes, Vitamin D levels, and other tests of bone metabolism every 2-5 years for 
adults is suggested for those on enzyme inducing medicines - DEXA if medically indicated at 5 years for 
those on enzyme inducing drugs only).  


 FBC 


 U&Es 


 LFTs 


 Lipid profile 


 Fasting glucose 


 HbA1c 


 Vitamin D + / - serum folate 


 Drug Levels (if medically indicated) 
o Phenytoin trough (at 1 year) 
o Lamotrigine (may be indicated in women with epilepsy) 


 Additional investigations e.g. EEG, ECG, MRI or DEXA scan 


 Additional bloods taken – specify e.g. TSH 


Patient Goals and Attitude 


 Appropriate Information has been discussed with the patient  


 Special considerations for women and girls of childbearing potential (See appendix 3) and fertility 
considerations 


 Date of next appointment with specialist (if known/appropriate) NICE CG137 advises that a review 
should be carried out at least yearly by either a generalist (GP) or a specialist (Specialist Nurse or 
Neurology Specialist), depending on how well the epilepsy is controlled and/or the presence of lifestyle 
issues 


 Patient given relevant CHS Neurology contact details  
 


Additional contact information 


 Next of kin/carer, relationship, contact details 
 
CHS Neurology contact details 


 consultant & phone number 


 specialist nurse & phone number 


 email addresses 


 emergency contact during and out of hours 


 CHS Medicines Information Support Line  


 Additional GP Information to support the GP to prescribe oral antiepileptic via link to intranet 
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3. PRESCRIBING RESPONSIBILITIES GP responsibility generic AEDs  


 
Neurology Specialist/Secondary Care 


 
Primary Care/GP 


Initiate and 1 month prescribing for patient on oral 
antiepileptic 


Confirm  letter/transfer of care information template 
received and contains the minimum dataset prior to 
prescribing oral antiepileptic 
 


Ensure patient does not have any exclusions prior 
to requesting GP to prescribe antiepileptic 


Confirm patient does not have any exclusions prior to 
prescribing antiepileptic, otherwise discuss with 
specialist 
 


Use standard letter format or transfer of care 
information template to ask GP to take over 
prescribing of oral antiepileptic – ensuring 
minimum information included 
 


Confirm all necessary information included in transfer of 
information prior to prescribing oral antiepileptic,  
otherwise discuss with specialist 


Ensure contact details given to GP for any further 
discussion around patient management and 
prescribing of antiepileptic 
 


GP to contact the CHS Neurology Team if not willing to 
take over prescribing of oral antiepileptic 


Ensure baseline monitoring tests (where clinically 
appropriate) completed and communicated to GP 
in standard letter or transfer of care information 
template 


Tracked monitoring: 


 Scan letter onto patient medical record and ensure 
patient is on the practice epilepsy register 


 Titration, maintenance and monitoring requirements 
as advised by specialist following the Individualised 
antiepileptic treatment strategy 


 Annual review if patient is discharged from CHS 
Neurology Service   


Discuss continuing or withdrawal of antiepileptic 
treatment with adults who have been seizure free 
for at least 2 years. Oversee withdrawal / 
discontinuation of therapy NB. Not for primary 
generalised epilepsy syndromes or for those 
patients wishing to continue 


Withdrawal of antiepileptic medication under the 
guidance of the Neurology specialist. Contact specialist 
if concerns around seizure recurrence for advice on 
reversing last dose reduction.  


Write to GP following every appointment using 
standard letter format or transfer of care 
information template 


GP to contact and discuss with specialist if information 
in Neurology correspondence is incomplete and to 
consider reporting as an Amber Alert if issues are still 
unresolved 
 


 
 
 
NICE Refs: 
 


 The epilepsies: the diagnosis and management of the epilepsies in adults and children in primary and secondary care, NICE Clinical 
Guideline 137, December 2013  
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Appendix 1 Individualised antiepileptic treatment strategy - Titration Plan 


CHS Neurology contact details 
 


 


Name of Consultant & phone number 
 


 


Named Specialist Nurse & phone number 
 


 


Clinic date:  Next clinic appointment: 


              


Patient details   


Name  DOB  


Address  Phone number  


NHS Number (if 


known) 


 Epilepsy Diagnosis (ICD-10 code): 


Presenting Epilepsy Syndrome 


 


 
Initial Dosing Information 


Drug: Week 1 Week 2 Week 3 Week 4 


Date:     


AM dose     


Teatime dose     


PM dose     


Further dosing increases (if the patient has warning of a seizure or a seizure) Tablets can be increased but no quicker than ONCE every TWO weeks 


 Increase 1 Increase 2 Increase 3 Increase 4 Increase 5 Increase 6 Increase 7 Increase 8 


Date:         


Morning AM dose         


Evening PM dose         
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Appendix 2  


Buccal Midazolam Information Sheet (Adults and Children) 
 


Working in Partnership with Croydon Healthcare Services (CHS) 


Croydon Prescribing Committee: RECOMMENDATION 
Buccal midazolam (Buccolam® brand only) is recommended for prescribing in primary and secondary care 
for children, young people and adults who have had a previous episode of prolonged or serial convulsive 
seizures. Buccolam® pre-filled oral syringes are the recommended product of choice for use in primary and 
secondary care. 
 
CPC has agreed that it is appropriate for GPs to prescribe Buccolam® following initiation by a Consultant 
Paediatrician or Neurologist. A minimum of 1 month supply of medication will be provided by the initiating 
consultant 
 
A decision to switch existing patients from other brands of buccal midazolam to Buccolam® should only be 
taken after a discussion with the patient / carer. Other unlicensed buccal midazolam products remain 
“Hospital only” 


 
The following conditions apply: 


- Hospital specialist clinicians will be responsible for initiating Buccolam® and transferring 
patients from the Epistatus® or other unlicensed buccal midazolam preparations to the 
Buccolam® brand. By agreement, the GPs will then continue prescribing. A standard letter 
template should be used for this request (Appendix 1).  


- At initiation, hospital specialist clinicians will ensure that patients/carers/parents understand their 
treatment, know how to administer the pre-filled syringe and who to call in the event of an acute 
prolonged seizure.  


- Buccolam® for use in the community will only be prescribed for patients who have had a previous 
episode of prolonged (>5 minutes) or serial convulsive seizures (3 or more in one hour).  


- For infants between 3-6 months of age treatment should be in a hospital setting where monitoring is 
possible and resuscitation equipment is available. Prescribing Buccolam® for this group is “Hospital 
only”. 


- Administration of Buccolam® will be in line with a patient specific individual agreed treatment plan 
and care plan (Appendix 2). Carers should only administer a single dose of Buccolam® unless 
instructed to do so under medical advice or a repeat dose is stated on the patient specific care plan.  


- Annual Reviews: Paediatric patients prescribed Buccolam® should have a regular structured review 
with the hospital specialist. The interval between reviews should be agreed between the patient, 
their family and/or carers as appropriate, and the specialist, but is likely to be between 3 and 12 
months depending on seizure control.  In adults this review should be carried out at least yearly by 
either a GP or specialist, depending on how well the epilepsy is controlled and/or the presence of 
specific lifestyle issues (NICE CG137). 


- Following review, the hospital specialist will send a letter to the GP ensuring current Buccolam® 
dose, most recent blood results and frequency of monitoring are stated, including an updated 
treatment plan if necessary. 


 
Special Instructions for Prescribing 
 


 Prescribing MUST be by brand to prevent errors and hospital specialists should use the Buccolam® 
dosing schedule when transferring patients from unlicensed buccal midazolam products. 


 


 Buccolam® (5mg/ml) is half the strength of Epistatus® oral liquid (10mg/ml) and other 
unlicensed preparations. Due to the different strengths between the products, Buccolam® will deliver 
an equivalent dose in a larger volume of solution. If this presents a problem with spitting or dribbling, 
half the volume can be given slowly into one side of the mouth and then the other half given slowly into 
the other side of the mouth.  
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 Prescribe dose in mg and also amount of ml(s) to be administered. The full contents of prefilled oral 
syringes should be administered. Buccolam® prefilled syringe barrel are covered with a label and part 
doses cannot be given only full syringes can be administered. 


 


 Midazolam is a controlled drug (CD) therefore it is important for the prescriber to specify the correct 
strength, dose and the total quantity to be written in words and figures.  


 
Please note that Buccolam® oromucosal solution is only supplied as pre-filled syringes, no bottle 
preparation is available. Each box of Buccolam® contains 4 pre-filled syringes. The pre-filled syringes are 
available in different doses of midazolam.  
 
Please see the summary table below: 


Age range  Dose  Label colour  


3 to 6 months (hospital setting ) 2.5mg in 0.5ml Yellow  


> 6 months to < 1 year  2.5mg in 0.5ml Yellow  


1 year to < 5 years  5 mg in 1ml Blue  


5 years to < 10 years  7.5 mg in 1.5ml Purple  


10 years to < 18 years 10 mg in 2ml Orange 


Adults > 18 years 10mg unlicensed indication Orange 


NB//: for more details please refer to the Buccolam® Summary of Product Characteristics (SPC) via 
www.medicines.org.uk 
Specialist Contacts  


Name Contact Details 
CHS Consultant Neurologists: 
Dr Bridget Macdonald 
 
 


bridget.macdonald@nhs.net 
Tel:  Direct line (020) 8401 3098 
Tel:  Direct line (020) 8401 4003 
Direct Fax (020) 8401 3570 


Dr Fred Schon frederick.schon@nhs.net 


Dr Arani Nitkunan 
Dr Franchesca Mastrolilli 


anitkunan@nhs.net 
f.mastrolilli@nhs.net 


Community Epilepsy Nurses:  
Caitlin Smyth 
Medina Southam 
 
Neurology Nurse: 
Ajay Boodhoo  


 
csmyth1@nhs.net 
medina.pillay@nhs.net 
 
 
ajayboodhoo@nhs.net 


CHS Paediatric Consultants: 
Dr Theo Fenton 
Dr John Chang 
Dr Futiwara Erhard   


 
theo.fenton@nhs.net 
jylchang@nhs.net 
erhard.fujiwara-pichler@nhs.net 


CHS Paediatricians 
Dr Joy Okpala 
Dr Jill Brock 


020 8274 6374 
 
gillian.brock@nhs.net 


Children’s Hospital at Home Team Tel: (020) 8274 6428 


Fax: (020) 8274 6420 
School Nursing Team Loretta McGurry (Health Visiting / School Nursing 


Operational Manager) – (020) 8274 6443 


Charlotte Jones (Lead Nurse) – (020) 8680 4810 


 



http://www.medicines.org.uk/

mailto:bridget.macdonald@nhs.net

mailto:frederick.schon@nhs.net

mailto:anitkunan@nhs.net

mailto:f.mastrolilli@nhs.net

mailto:csmyth1@nhs.net

mailto:medina.pillay@nhs.net

mailto:ajayboodhoo@nhs.net

mailto:theo.fenton@nhs.net

mailto:jylchang@nhs.net

mailto:erhard.fujiwara-pichler@nhs.net

mailto:gillian.brock@nhs.net
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Appendix 3 MHRA Safety Recommendations on sodium valproate 
 


Sodium Valproate and Risk of Abnormal Pregnancy Outcomes 


New communication materials 
 


Key points: 
 In January 2015 the MHRA wrote to Healthcare Professionals to inform them that children exposed to valproate 


in utero are at high risk of developmental disorders and congenital malformations.  


 Valproate is not licensed for treatment of conditions other than epilepsy or bipolar disorder in the UK. However, 
if used ‘off-label’ (e.g. for migraine or chronic pain), the same risks and advice apply. 


 The MHRA have now produced communication materials for women of childbearing potential and girls who take 
valproate, to further improve awareness of the risks of valproate in pregnancy. 


 The resources include: 
o Booklet for healthcare professionals - www.medicines.org.uk/emc/RMM.420.pdf  


o Consultation checklist - www.medicines.org.uk/emc/RMM.423.pdf  


o Guide to give to patients - www.medicines.org.uk/emc/RMM.421.pdf  


o Card to give to patients - www.medicines.org.uk/emc/RMM.422.pdf 


 Detailed guidance and electronic copies of these resources can be found here:   
https://www.gov.uk/drug-safety-update/valproate-and-of-risk-of-abnormal-pregnancy-outcomes-new-communication-
materials 


 
 


Summary of risks and precautions: 
 Children exposed in utero to valproate are at a high risk of serious developmental disorders (in up to 30-40% of 


cases) and congenital malformations (in approximately 10% of cases)  


 Valproate should not be prescribed to female children, female adolescents, women of childbearing potential or 
pregnant women unless other treatments are ineffective or not tolerated. 


 Valproate treatment must be started and supervised by a doctor experienced in managing epilepsy or bipolar 
disorder. 


 
 


Action points for GPs: 
 Valproate treatment must be started and supervised by a specialist experienced in managing epilepsy or bipolar 


disorder.  


 Ensure that all female patients are informed of and understand: 
o risks associated with valproate during pregnancy; 
o need to use effective contraception; 
o need for regular review of treatment; 
o the need to rapidly consult if she is planning a pregnancy or becomes pregnant 


 Consider the need to arrange treatment reviews with the relevant specialist for women of childbearing potential 
and girls who are currently taking valproate who may not have had the relevant discussions.  


 If a woman who is taking valproate tells you she is pregnant or would like to have a baby, refer her to the 
specialist responsible for her care. 


 
 


Action points for Community Pharmacists: 
 Whenever you dispense a medicine related to valproate for a woman of childbearing potential or a girl, give her 


a patient card, unless she confirms that she already has one. 


 Encourage her to read the card and enter her name and date to reinforce her own accountability to consider the 
information it contains. 


 If you manage dispensing services in your organisation, ensure that processes are in place to allow these 
requirements to be met. 


 



http://www.medicines.org.uk/emc/RMM.420.pdf

http://www.medicines.org.uk/emc/RMM.423.pdf

http://www.medicines.org.uk/emc/RMM.421.pdf

http://www.medicines.org.uk/emc/RMM.422.pdf

https://www.gov.uk/drug-safety-update/valproate-and-of-risk-of-abnormal-pregnancy-outcomes-new-communication-materials

https://www.gov.uk/drug-safety-update/valproate-and-of-risk-of-abnormal-pregnancy-outcomes-new-communication-materials
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Appendix 4 Anti-epileptic drug (AED) options by seizure type NICE CG137 


Seizure type First-line AEDs Adjunctive AEDs 


Other AEDs may be 
considered on referral 
to tertiary care 


Do not offer AEDs (may worsen 
seizures) 


Generalised tonic–
clonic 


Carbamazepine 


Lamotrigine 


Oxcarbazepine
a
  


Sodium valproate 


Clobazam
a
  


Lamotrigine 


Levetiracetam 


Sodium valproate 


Topiramate 


 (If there are absence or myoclonic seizures, 
or if juvenile myoclonic epilepsy suspected) 


Carbamazepine 


Gabapentin 


Oxcarbazepine 


Phenytoin 


Pregabalin 


Tiagabine  


Vigabatrin 


Tonic or atonic Sodium valproate Lamotrigine
a
  Rufinamide


a
 


Topiramate
a
  


Carbamazepine 


Gabapentin 


Oxcarbazepine 


Pregabalin 


Tiagabine 


Vigabatrin 


Absence Ethosuximide 


Lamotrigine
a
 


Sodium valproate 


Ethosuximide 


Lamotrigine
a
 


Sodium valproate 


Clobazam
a
  


Clonazepam 


Levetiracetam
a
  


Topiramate
a
  


Zonisamide
a
  


Carbamazepine 


Gabapentin 


Oxcarbazepine 


Phenytoin 


Pregabalin 


Tiagabine  


Vigabatrin 


Myoclonic Levetiracetam
a
  


Sodium valproate  


Topiramate
a
  


Levetiracetam 


Sodium valproate 


Topiramate
a
  


Clobazam
a
  


Clonazepam 


Piracetam 


Zonisamide
a
  


Carbamazepine 


Gabapentin 


Oxcarbazepine 


Phenytoin 


Pregabalin 


Tiagabine  


Vigabatrin 


Focal  Carbamazepine 


Lamotrigine 


Levetiracetam 


Oxcarbazepine  


Sodium valproate 


Carbamazepine 


Clobazam
a
  


Gabapentin
a
  


Lamotrigine 


Levetiracetam 


Oxcarbazepine 


Sodium valproate 


Topiramate 


Eslicarbazepine acetate
a
  


Lacosamide 


Phenobarbital 


Phenytoin 


Pregabalin
a
 


Tiagabine 


Vigabatrin 


Zonisamide
a
  


 


Prolonged or 
repeated seizures 
and convulsive 
status epilepticus in 
the community 


Buccal midazolam  


Rectal diazepam
b
  


Intravenous 
lorazepam 


 


   


a
 At the time of publication (January 2012) this drug did not have UK marketing authorisation for this indication and/or population  Informed consent 


should be obtained and documented. 
b
 At the time of publication (January 2012), this drug did not have UK marketing authorisation for this 


indication and/or population. Informed consent should be obtained and documented in line with normal standards in emergency care. 
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Appendix 5 Anti-epileptic drug (AED) options by epilepsy syndrome NICE CG137 


Epilepsy 
syndrome First-line AEDs Adjunctive AEDs 


Other AEDs that may be 
considered on referral to 
tertiary care 


Do not offer AEDs  
(may worsen seizures) 


Childhood 
absence 
epilepsy or other 
absence 
syndromes 


Ethosuximide 


Lamotrigine
a
  


Sodium valproate 


Ethosuximide 


Lamotrigine
a
 


Sodium valproate 


Clobazam
a
  


Clonazepam 


Levetiracetam
a
  


Topiramate
a
  


Zonisamide
a
  


Carbamazepine 


Gabapentin 


Oxcarbazepine 


Phenytoin 


Pregabalin 


Tiagabine  


Vigabatrin 


Juvenile 
absence 
epilepsy or other 
absence 
syndromes 


Ethosuximide 


Lamotrigine
a
  


Sodium valproate 


Ethosuximide 


Lamotrigine
a
  


Sodium valproate 


Clobazam
a
  


Clonazepam 


Levetiracetam
a
  


Topiramate
a
  


Zonisamide
a
  


Carbamazepine 


Gabapentin 


Oxcarbazepine 


Phenytoin 


Pregabalin 


Tiagabine  


Vigabatrin 


Juvenile 
myoclonic 
epilepsy 


Lamotrigine
a
  


Levetiracetam
a
  


Sodium valproate 


Topiramate
a
  


Lamotrigine
a
  


Levetiracetam 


Sodium valproate 


Topiramate
a
  


Clobazam
a
  


Clonazepam 


Zonisamide
a
  


Carbamazepine 


Gabapentin 


Oxcarbazepine 


Phenytoin 


Pregabalin 


Tiagabine  


Vigabatrin 


Epilepsy with 
generalised 
tonic–clonic 
seizures only 


Carbamazepine 


Lamotrigine 


Oxcarbazepine
a
  


Sodium valproate 


Clobazam
a
  


Lamotrigine 


Levetiracetam 


Sodium valproate 


Topiramate 


  


Idiopathic 
generalised 
epilepsy 


Lamotrigine
a
  


Sodium valproate 


Topiramate
a
  


Lamotrigine
a
  


Levetiracetam
a
  


Sodium valproate 


Topiramate
a
  


Clobazam
a
  


Clonazepam 


Zonisamide
a
  


Carbamazepine 


Gabapentin 


Oxcarbazepine 


Phenytoin 


Pregabalin 


Tiagabine  


Vigabatrin 


Infantile spasms 
not due to 
tuberous 
sclerosis 


Discuss with, or refer to, a tertiary 
paediatric epilepsy specialist  


Steroid (prednisolone or 
tetracosactide


a
) or vigabatrin 


   


Infantile spasms 
due to tuberous 
sclerosis 


Discuss with, or refer to, a tertiary 
paediatric epilepsy specialist  


Vigabatrin or steroid 
(prednisolone or tetracosactide


a
) 


   


Benign epilepsy 
with 
centrotemporal 
spikes 


Carbamazepine
a
  


Lamotrigine
a
  


Levetiracetam
a
  


Oxcarbazepine
a
  


Sodium valproate 


Carbamazepine
a 


Clobazam
a 


Gabapentin
a 


Lamotrigine
a 


Levetiracetam
a 


Oxcarbazepine
a 


Sodium valproate 


Topiramate
a 


Eslicarbazepine acetate
a
 


Lacosamide
a 


Phenobarbital 


Phenytoin 


Pregabalin
a
 


Tiagabine
a 


Vigabatrin
a 


Zonisamide
a 
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Epilepsy 
syndrome First-line AEDs Adjunctive AEDs 


Other AEDs that may be 
considered on referral to 
tertiary care 


Do not offer AEDs  
(may worsen seizures) 


Panayiotopoulos 
syndrome  


Carbamazepine
a
  


Lamotrigine
a
  


Levetiracetam
a
  


Oxcarbazepine
a
  


Sodium valproate 


Carbamazepine
a 


Clobazam
a 


Gabapentin
a 


Lamotrigine
a 


Levetiracetam
a 


Oxcarbazepine
a 


Sodium valproate 


Topiramate
a 


Eslicarbazepine acetate
a
 


Lacosamide
a 


Phenobarbital 


Phenytoin 


Pregabalin
a
 


Tiagabine
a 


Vigabatrin
a 


Zonisamide
a
 


 


Late-onset 
childhood 
occipital 
epilepsy 
(Gastaut type) 


Carbamazepine
a
  


Lamotrigine
a
  


Levetiracetam
a
  


Oxcarbazepine
a
  


Sodium valproate 


Carbamazepine
a 


Clobazam
a 


Gabapentin
a 


Lamotrigine
a 


Levetiracetam
a 


Oxcarbazepine
a 


Sodium valproate 


Topiramate
a 


Eslicarbazepine acetate
a
 


Lacosamide
a 


Phenobarbital 


Phenytoin 


Pregabalin
a
 


Tiagabine
a 


Vigabatrin
a 


Zonisamide
a
 


 


Dravet 
syndrome 


Discuss with, or refer to, a tertiary 
paediatric epilepsy specialist 


Sodium valproate 


Topiramate
a
  


Clobazam
a
  


Stiripentol (mainly 
used in children  - 
hospital only for this 
group) 


 Carbamazepine 


Gabapentin 


Lamotrigine 


Oxcarbazepine 


Phenytoin 


Pregabalin 


Tiagabine 


Vigabatrin 


Continuous 
spike and wave 
during slow 
sleep 


Refer to a tertiary paediatric 
epilepsy specialist 


   


Lennox–Gastaut 
syndrome 


Discuss with, or refer to, a tertiary 
paediatric epilepsy specialist 


Sodium valproate 


Lamotrigine 


 


Felbamate
a
  


Rufinamide  


Topiramate 


 


Carbamazepine 


Gabapentin 


Oxcarbazepine 


Pregabalin 


Tiagabine 


Vigabatrin 


Landau–Kleffner 
syndrome 


Refer to a tertiary paediatric 
epilepsy specialist 


   


Myoclonic-
astatic epilepsy 


Refer to a tertiary paediatric 
epilepsy specialist 


   


a
 At the time of publication (January 2012), this drug did not have UK marketing authorisation for this indication and/or population Informed consent 


should be obtained and documented. 
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 Appendix 6 Generic Prescribing of Lamotrigine, Topiramate and Levetiracetam  
 


The antiepileptic drugs lamotrigine, topiramate and levetiracetam are now available as generics which are 
significantly cheaper than the branded products.  
 
 
For patients taking lamotrigine, topiramate and levetiracetam, current evidence1 supports switching from 
branded to generic products. Other antiepileptic drugs should continue to be prescribed by brand.  
The change to a generic product should be discussed with the patient and the change made with the 
patient’s agreement.  
 
 
Contraindications to switching from branded to generic prescribing are:  


 previous sensitivity to small dose changes  


 experience of previous unsuccessful attempts to switch  


 currently taking a sustained or modified release preparation of the drug  


 current seizure control is good and serious consequences from a change in seizures (e.g. loss of 
driving licence)  


 on a ketogenic diet   


 allergic to excipients in the generic version.  


 
 
A recent loss of seizure control, or the prescribing of additional or alternative antiepileptic drugs, is an 
opportunity to move to a generic version. Similarly, patients who plan to stop driving for 6 months may also 
be appropriate for switching to generic.  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
References  
1: Consensus document “The Use of Generic Anti-Epileptics Drugs in Patients with Epilepsy” published in November 
2012 by United Kingdom Clinical Pharmacists Association (UKCPA): Neurosciences Group and Pharmaceutical 
Market Support Group (PMSG): Generics Sub-Group.  
 
 
 
 
 
 
 
Agreed by CPC May 2013, reviewed November 2016, review date November 2018 
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INFORMATION SHEET 
Perampanel (Fycompa®) 


As adjunctive treatment of partial-onset seizures with or without secondarily generalised seizures in adult 
and adolescent patients from 12 years of age with epilepsy.  
As adjunctive treatment of primary generalised tonic-clonic seizures in adult and adolescent patients from 
12 years of age with idiopathic generalised epilepsy 


 


Croydon Prescribing Committee Recommendation: Perampanel is recommended for restricted use for 
refractory patients who have not tolerated other options, initiation and 1 month prescribing by Consultant 
Neurologist followed by continuation in primary care. Following: Core Guidance to support oral antiepileptic 
prescribing in adults in Croydon CCG (Primary Care) in collaboration with Croydon Health Services (CHS) 


 
Dose and Administration:  
The maximum licensed dose is 12mg 
Perampanel should be taken as a single dose at bedtime. It may be taken with or without food. The tablet 
should be swallowed whole with a glass of water (the tablets cannot be split accurately as there is no break 
line). 
Partial Onset Seizures 
Initiate at 2 mg/day, increase based on clinical response and tolerability by increments of 2 mg (either 
weekly or every 2 weeks as per half-life considerations – on advice of Consultant Neurologist) to a 
maintenance dose of 4 mg/day to 8 mg/day. Depending upon individual clinical response and tolerability at a 
dose of 8 mg/day, the dose may be increased by increments of 2 mg/day to 12 mg/day.  
 
Primary Generalised Tonic-Clonic Seizures 
Initiate at a dose of 2 mg/day, increase based on clinical response and tolerability by increments of 2 mg 
(either weekly or every 2 weeks, as per half-life considerations – on advice of Consultant Neurologist) to 
a maintenance dose of up to 8 mg/day. Depending upon individual clinical response and tolerability at a 
dose of 8 mg/day, the dose may be increased up to 12 mg/day, which may be effective in some patients. 
 
When withdrawing perampanel, gradually reduce dose. However, due to its long half-life and subsequent 
slow decline in plasma concentrations, perampanel can be discontinued abruptly if absolutely needed. 
   
Single missed dose: As perampanel has a long half-life, the patient should wait and take their next dose as 
scheduled.  
If more than 1 dose has been missed – seek advice from Consultant Neurologist 
For a continuous period of 1-3 weeks depending on concomitant medicines, consideration should be given 
to re-starting treatment from the last dose level. If a patient has discontinued perampanel for a continuous 
period of more than 1-3 weeks, it is recommended that initial dosing recommendations given above should 
be followed. 
 
Renal impairment 
Dose adjustment is not required in patients with mild renal impairment. Use in patients with moderate or 
severe renal impairment or patients undergoing haemodialysis is not recommended.  
 
Hepatic impairment 
Perampanel dosing for patients with mild and moderate impairment should not exceed 8 mg. Use in patients 
with severe hepatic impairment is not recommended. 
 
Adverse Effects 
Very common (>/=10%): Dizziness and somnolence. Common CNS effects (1-10%) fatigue, headache, 
ataxia, aggression, anxiety, vertigo, irritability and falls – see SPC for full list of adverse effects. The nature 
and frequency of adverse events was dose related, occurred mainly in the titration period and appeared to 
be comparable to those of other antiepileptic drugs. The prevalence of adverse effects decreased with 
treatment duration.  
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INFORMATION SHEET cont. 
Perampanel (Fycompa®)  


 
Special warnings and precautions for use 
Suicidal ideation: Suicidal ideation and behaviour have been reported in patients treated with anti-epileptic 
medicinal products in several indications. A meta-analysis of randomised placebo-controlled trials of anti-
epileptic medicinal products has also shown a small increased risk of suicidal ideation and behaviour. The 
mechanism of this risk is not known and the available data do not exclude the possibility of an increased risk 
for perampanel. Therefore, patients should be monitored for signs of suicidal ideation and behaviours and 
appropriate treatment should be considered. Patients (and caregivers of patients) should be advised to seek 
medical advice should signs of suicidal ideation or behaviour emerge. 
Effects on ability to drive and operate machinery: Perampanel may cause dizziness and somnolence 
and therefore may influence the ability to drive or use machines  
Falls: There appears to be an increased risk of falls, particularly in the elderly; the underlying reason is 
unclear 
Aggression: Aggressive and hostile behaviour has been reported in patients receiving perampanel therapy. 
In perampanel-treated patients in clinical trials, aggression, anger and irritability were reported more 
frequently at higher doses. Most of the reported events were either mild or moderate and patients recovered 
either spontaneously or with dose adjustment. However, thoughts of harming others, physical assault or 
threatening behaviour were observed in some patients (< 1% in perampanel clinical studies). Patients and 
caregivers should be counselled to alert a healthcare professional immediately if significant changes in 
mood or patterns of behaviour are noted. The dosage of perampanel should be reduced if such symptoms 
occur and should be discontinued immediately if symptoms are severe. 
Abuse potential: Caution should be exercised in patients with a history of substance abuse and the patient 
should be monitored for symptoms of perampanel abuse. 
Pregnancy and Breastfeeding: Perampanel is not recommended during pregnancy. It is not known 
whether perampanel is excreted in human milk, a risk to the newborns/infants cannot be excluded. A 
decision must be made whether to discontinue breastfeeding or to discontinue/abstain from perampanel 
therapy taking into account the benefit of breastfeeding for the child and the benefit of therapy for the 
woman. 
Oral contraceptives: At doses of 12 mg/day perampanel may decrease the effectiveness of progestative-
containing hormonal contraceptives; in this circumstance additional non-hormonal forms of contraception are 
recommended when using perampanel). 
 
Drug Interactions: Enzyme inducers (carbamazepine, phenytoin, oxcarbazine) may increase perampanel 
clearance and consequently to decrease plasma perampanel concentrations. Patient’s response should be 
monitored and this effect should be taken into account and managed when adding or withdrawing these anti-
epiletic drugs from a patient’s treatment regimen - seek advice from Consultant Neurologist 
 
Monitoring: No specific monitoring is required other than seizure control. 
 
Contact Information: 


Name Contact Details 
CHS Consultant Neurologists: 
Dr Bridget Macdonald 
 
 
 


bridget.macdonald@nhs.net 
Tel:  Direct line (020) 8401 3098 
Tel:  Direct line (020) 8401 4003 
Direct Fax (020) 8401 3570 


Dr Fred Schon frederick.schon@nhs.net 


Dr Arani Nitkunan anitkunan@nhs.net 


Dr Franchesca Mastrolilli f.mastrolilli@nhs.net 


Community Epilepsy Nurses:  
Caitlin Smyth 
Medina Southam 


csmyth1@nhs.net 
medina.pillay@nhs.net 


 
 



mailto:bridget.macdonald@nhs.net

mailto:frederick.schon@nhs.net

mailto:anitkunan@nhs.net

mailto:f.mastrolilli@nhs.net

mailto:csmyth1@nhs.net

mailto:medina.pillay@nhs.net
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INFORMATION SHEET 
Retigabine (Trobalt®) 


Retigabine is indicated as adjunctive treatment of drug-resistant partial onset seizures with or without 
secondary generalization in patients aged 18 years or older with epilepsy, where other appropriate 
combinations with other medicinal products have proved inadequate or have not been tolerated. 
GlaxoSmithKline (GSK) is advising Healthcare Providers that Trobalt® (retigabine) tablets (50mg, 100mg, 
200mg, 300mg and 400mg) will no longer be commercially available after June 2017. No new patients 
should be started on retigabine and an individualised plan will be developed for existing patients. 


 


Croydon Prescribing Committee Recommendation: Retigabine is recommended in line with TA232. As 
an option for the adjunctive treatment of partial onset seizures with or without secondary generalisation in 
adults aged 18 years and older with epilepsy, only when previous treatment with carbamazepine, clobazam, 
gabapentin, lamotrigine, levetiracetam, oxcarbazine, sodium valproate and topiramate has not provided an 
adequate response, or has not been tolerated. Hospital only prescribing by Consultant Neurologist. 
Following: Core Guidance to support oral antiepileptic prescribing in adults in Croydon CCG (Primary Care) 
in collaboration with Croydon Health Services (CHS). In view of the withdrawal of retigabine in June 2017, 
no new patients should be started on retigabine and an individualised plan will be developed for existing 
patients. 


Dose and Administration:  
Retigabine must be taken in three divided doses each day. The tablets should be swallowed whole, and not 
chewed, crushed or divided and may be taken with or without food.  
Retigabine must be titrated, according to individual patient response, in order to optimize the balance 
between efficacy and tolerability - on advice of Consultant Neurologist.  
The maximum total daily starting dose is 300 mg (100 mg three times daily). Thereafter, the total daily dose 
is increased by a maximum of 150 mg every week, according to the individual patient response and 
tolerability – on advice of Consultant Neurologist.  
An effective maintenance dose is expected to be between 600 mg/day and 1,200 mg/day.  
The maximum total maintenance dose is 1,200 mg/day.  
If patients miss one dose or more, it is recommended that they take a single dose as soon as they 
remember. After taking a missed dose, at least 3 hours should be allowed before the next dose and then the 
normal dosing schedule should be resumed.  
When withdrawing retigiabine, the dose must be gradually reduced over a period of at least 3 weeks – on 
advice of Consultant Neurologist.  
 
Elderly (65 years of age and above) 
A reduction in the initial and maintenance dose of retigiabine is recommended in elderly patients. The total 
daily starting dose is 150 mg/day and during the titration period the total daily dose should be increased by a 
maximum of 150 mg every week, according to the individual patient response and tolerability. Doses greater 
than 900 mg/day are not recommended. May be at increased risk of central nervous system events, urinary 
retention and atrial fibrillation 
 
Renal impairment 
Mild renal impairment (creatinine clearance 50 to 80 ml/min): No dose adjustment  
Moderate or severe renal impairment (creatinine clearance <50 ml/min): 50% reduction in the initial and 
maintenance dose of retigiabine is recommended. Starting dose 150 mg/day, increased by 50 mg every 
week during the titration period, to a maximum total dose of 600 mg/day.  
End-stage renal disease receiving haemodialysis – see SPC for further information.  
 
Hepatic impairment 
No dose reduction is required in patients with mild hepatic impairment (Child-Pugh score 5 to 6). A 50% 
reduction in the initial and maintenance dose of retigiabine is recommended in patients with moderate or 
severe hepatic impairment (Child-Pugh score ≥7). The total daily starting dose is 150 mg, and it is 
recommended that during the titration period, the total daily dose is increased by 50 mg every week, to a 
maximum total dose of 600 mg/day. 
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INFORMATION SHEET cont. 
Retigabine (Trobalt®) 


 
Adverse Effects 
Very common (>/=10%): Dizziness and somnolence. Common effects (1-10%) confusional state, tremor, 
abnormal coordination, memory impairment, speech disorder, blurred vision, gait disturbance, aphasia, 
balance disorder, constipation and voiding dysfunction – see SPC for full list of adverse effects. 
The majority of events occurred in the first 8 weeks of treatment, and there was no apparent dose-
relationship with the exception of confusional state where there was an apparent dose-relationship. 


Blue grey discolouration of nails, lips, skin and/or mucosa or non-retinal ocular pigmentation can occur after 
2 years of use of retigiabine, and retinal pigmentation or vision changes can also occur – Seek advice from 
Consultant Neurologist for assessment of risk and benefit 


Special warnings and precautions for use 
Eye disorders: Retigabine has been associated with pigment changes (discolouration) of ocular tissues, 
including the retina, sometimes but not always in conjunction with visual impairment and pigment changes of 
the skin, lips or nails. Reversibility of retinal pigmentation after retigabine discontinuation has been reported 
in some subjects and the long-term prognosis of these findings is currently unknown. 
A distinct form of macular abnormality with features of vitelliform maculopathy has also been identified 
(diagnosed with optical coherence tomography (OCT) imaging). The rate of progression of vitelliform 
maculopathy and its impact on retinal and macular function and vision is unclear. Vision abnormalities (field 
constriction, loss of central sensitivity, and reduced visual acuity) have been reported.  
All patients should undergo comprehensive ophthalmological examinations at baseline and at least 
every six months, which should include visual acuity, slit-lamp examination, dilated fundus photography 
and macular OCT imaging. If retinal pigment changes, vitelliform maculopathy or vision changes are 
detected, treatment with retigiabine should only be continued after a careful re-assessment of the balance of 
benefits and risks -– Seek advice from Consultant Neurologist for assessment of risk and benefit. If 
continued, the patient should be monitored more closely. 
 
Urinary retention: Retigabine has been associated with urinary retention, dysuria and urinary hesitation, 
generally within the first 8 weeks of treatment. Use with caution in patients at risk of urinary retention, and it 
is recommended that patients are advised about the risk of these possible effects.  
 
QT interval: Retigabine use may be associated with a prolonged QTc interval. Caution should be taken 
when using retigiabine with medicinal products known to increase QT interval and in patients with known 
prolonged QT interval, congestive cardiac failure, ventricular hypertrophy, hypokalaemia or 
hypomagnesaemia and in patients initiating treatment who are 65 years of age and above.  
In these patients it is recommended that an electrocardiogram (ECG) is recorded before initiation of 
treatment with retigiabine and in those with a corrected QT interval >440ms at baseline, an ECG should be 
recorded on reaching the maintenance dose.  
 
Psychiatric disorders: Confusional state, psychotic disorders and hallucinations have been reported. 
These effects generally occurred within the first 8 weeks of treatment, and frequently led to treatment 
withdrawal in affected patients. It is recommended that patients are advised about the risk of these possible 
effects.  
 
Suicide risk: Suicidal ideation and behaviour have been reported in patients treated with antiepileptic 
agents in several indications. A meta-analysis of randomised placebo-controlled trials of antiepileptic 
medicinal products has also shown a small increased risk of suicidal ideation and behaviour. The 
mechanism of this risk is not known and the available data do not exclude the possibility of an increased risk 
for retigabine.  
Therefore, patients should be monitored for signs of suicidal ideation and behaviours and appropriate 
treatment should be considered. Patients (and caregivers of patients) should be advised to seek medical 
advice if signs of suicidal ideation or behaviour emerge.  
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INFORMATION SHEET cont. 
Retigabine (Trobalt®) 


 


 
 
Drug Interactions: Enzyme inducers (carbamazepine, phenytoin, oxcarbazine) may increase perampanel 
clearance and consequently to decrease plasma perampanel concentrations. Patient’s response should be 
monitored and this effect should be taken into account and managed when adding or withdrawing these anti-
epiletic drugs from a patient’s treatment regimen - seek advice from Consultant Neurologist 
 
Monitoring: No specific monitoring is required other than seizure control.  
 
Contact Information: 


Name Contact Details 
CHS Consultant Neurologists: 
Dr Bridget Macdonald 
 
 
 


bridget.macdonald@nhs.net 
Tel:  Direct line (020) 8401 3098 
Tel:  Direct line (020) 8401 4003 
Direct Fax (020) 8401 3570 


Dr Fred Schon frederick.schon@nhs.net 


Dr Arani Nitkunan anitkunan@nhs.net 


Dr Franchesca Mastrolilli f.mastrolilli@nhs.net 


Community Epilepsy Nurses:  
Caitlin Smyth 
Medina Southam 


csmyth1@nhs.net 
medina.pillay@nhs.net 
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mailto:csmyth1@nhs.net
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Gonadotrophin-Releasing Hormone Analogues for Central Precocious Puberty in children

		Shared Care Guideline: Prescribing Agreement





		Section A: To be completed by the hospital consultant initiating the treatment



		GP Practice Details:

Name: 

Address: 

Tel no: 

Fax no: 

NHS.net e-mail: 

		Patient Details:

Name: 

Address: 

DOB: 

Hospital number: 

NHS number (10 digits): 



		Consultant name: 

Contact details:


Address: 

Tel no: 

NHS.net e-mail: 



		Diagnosis: 


Central precocious puberty in children 

		Drug name, dose and frequency to be prescribed by GP:

 Triptorelin acetate – Gonapeptyl Depot 3.75mg® 

 Triptorelin acetate – Decapeptyl SR 11.25mg® 

 Leuprorelin acetate – Prostap® SR DCS 3.75mg 

 Leuprorelin acetate – Prostap® 3 DCS 11.25mg 



		Next hospital appointment: 



		Dear Dr. 

Your patient was reviewed on 

     

     
 (Drug) (Brand: FORMTEXT 

     
; he/she started )      mg on 

Patient information has been given outlining potential aims and side effects of this treatment and 

.


The most recent investigations have been performed on 

Test


Baseline


Date


Current


Date


LH (peak)










FSH (peak)










Testosterone










17β oestradiaol









Height









Weight









Bone age assessment










Other relevant information: 

Consultant Signature: ………………………………………………Date: 





		Section B: To be completed by the GP and returned to the hospital consultant as detailed in Section A above [If returned via e-mail, use NHS.net email account ONLY]



		Please sign and return your agreement to shared care within 14 days of receiving this request.

Tick which applies:

 I accept sharing care as per shared care prescribing guideline and above instructions


 I would like further information.  Please contact me on: 

 I am not willing to undertake shared care for this patient for the following reason:


     

GP name: 

GP signature: ………………………………………………Date: 





This Page is Intentionally Blank


		SHARED CARE PRESCRIBING GUIDELINE


Gonadotrophin-Releasing Hormone Analogues for Central Precocious Puberty in children





		NOTES to the GP


The expectation is that these guidelines should provide sufficient information to enable GPs to be confident to take clinical and legal responsibility for prescribing this drug. 


The questions below will help you confirm this:  


· Is the patient’s condition predictable or stable?


· Do you have the relevant knowledge, skills and access to equipment to allow you to monitor treatment as indicated in this shared care prescribing guideline?  


· Have you been provided with relevant clinical details including monitoring data?


If you can answer YES to all these questions (after reading this shared care guideline), then it is appropriate for you to accept prescribing responsibility.


If the answer is NO to any of these questions, you should not accept prescribing responsibility.  You should write to the consultant within 14 days, outlining your reasons for NOT prescribing. If you do not have the confidence to prescribe, we suggest you discuss this with your local Trust/specialist service, who will be willing to provide training and support. If you still lack the confidence to accept clinical responsibility, you still have the right to decline. Your CCG pharmacist will assist you in making decisions about shared care.


It would not normally be expected that a GP would decline to share prescribing on the basis of cost. 


The patient’s best interests are always paramount



		



		Date prepared:

10th May 2017

		Review date: 

May 2020



		Approved by (date approved): 


SWL Medicines Optimisation Group (27/09/2018)

		Changes before review date:



		NHS Croydon CCG – CPC (07/07/2017)

NHS Kingston CCG – MMC (01/06/2017)

NHS Merton CCG – MMC (16/03/2018)

		NHS Richmond CCG – RGPA (20/10/2017)

NHS Sutton CCG – MMC (16/03/2018)

NHS Wandsworth CCG – CEMMaG (22/06/2017)





This shared care prescribing guideline has been signed off by the following individuals on behalf of their respective organisations:

		Participating Clinical Commissioning Groups (CCG)

		Participating Hospital Trusts



		Croydon CCG


Dr Tony Brzezicki, GP Chair CCG 


Philippa Blatchford, Senior Prescribing Advisor

		Croydon Health Services


Dr Nazma Chowdhury, Consultant Paediatrician


Dr Priya Ranaswamy, Consultant Paediatrician

Louise Coughlan, Chief Pharmacist



		Kingston CCG


Dr Jonathan Edwards, GP MMC

Emma Richmond, Interim Chief Pharmacist

		Kingston Hospital 


Dr Andrew Winrow, Consultant Paediatrician

Judith Foy, Chief Pharmacist



		Merton CCG


Dr Vasa Gnanapragasam, Clinical Director, MM

Sedina Agama, Chief Pharmacist

		Epsom and St Helier University Hospitals


Dr Aileen Alston, Consultant Paediatrician

Anne Davies, Chief Pharmacist



		Richmond CCG


Dr Zehra Rashid, GP MO Lead

Emma Richmond, Chief Pharmacist

		St Georges’ University Hospitals


Dr Assunta Albanese, Consultant Paediatrician

Vinodh Kumar, Acting Chief Pharmacist



		Sutton CCG


Dr Roshni Scott, Medicines Optimisation GP Lead

Sarah Taylor, Chief Pharmacist

		Royal Marsden 


Dr Assunta Albanese, Consultant Paediatrician


Jatinder Harchowal, Chief Pharmacist



		NHS Wandsworth CCG


Dr Rod Ewen, Chair CEMMaG


Nick Beavon, Chief Pharmacist

		





		 Gonadotrophin-Releasing Hormone Analogues for Central Precocious Puberty in children





1. LICENSING INFORMATION 

		Indication

		Triptorelin acetate 

		Leuprorelin acetate



		

		Gonapeptyl Depot 3.75mg®

		Decapeptyl SR 11.25mg®

		Prostap SR DCS 3.75mg

		Prostap DSC  3 11.25mg



		Treatment of confirmed central precocious puberty.

Central precocious puberty is defined as premature activation of the hypothalamic-pituitary-gonadal axis with presence of secondary sexual characteristics in any girl less than 9 years or boy less than 10 years.

		Licensed for girls starting before 9 years of age.

Boys starting before 10 years of age.

 

		Licensed for girls starting before 8 years of age. 

Boys starting before 10 years of age.



		Licensed for girls starting before 9 years of age.

Boys starting before 10 years of age.



		Licensed for girls starting before 9 years of age.

Boys starting before 10 years of age.





		Place in therapy

		Preferred 1st choice




		2nd choice in case of


· Allergic reaction to Triptorelin


· Intolerance to Triptorelin due to pain on injection 


· Complex behavioural issues where there could be a delay in administration after preparation of injection 


[Triptorelin forms a suspension on preparation and should be administered immediately to prevent precipitation.]








2. CIRCUMSTANCES WHEN SHARED CARE IS APPROPRIATE


· Prescribing responsibility will only be transferred when the consultant and the GP are in agreement that the patient’s condition is stable or predictable.


· Patients will only be referred to the GP once the GP has agreed in each individual case and the hospital will continue to provide prescriptions until successful transfer of responsibilities as outlined below.


· The hospital will provide the patient with a minimum initial supply of 4 weeks therapy.

3. Areas of responsibility

		Consultant



		Pre-treatment checks


· Undertake necessary investigations to confirm a diagnosis of central precocious puberty (CPP) that requires treatment with Gonadotrophin-Releasing Hormone Analogues

· Discuss treatment options with the patient/parent/carer.

Patient education

· Discuss benefits vs risk with the patient/parent/carer.

· Provide the patient/parent/carer with appropriate patient information leaflets. 

· Explain shared care agreement to patient/parent/carer.

Starting treatment


· To arrange administration of first injection(s) in hospital (For minimum number of injections administered in hospital see individual drug/formulation in 5. CLINICAL INFORMATION)

· Prescribe full course of anti-androgen therapy when required on initiation of Gonadotrophin-Releasing Hormone Analogues therapy 

Continuation of treatment


· Liaise with GP seeking shared care for the patient after 4 weeks therapy. Treatment in hospital should continue until shared care has been formally agreed. 

· Provide GP with written information regarding diagnosis and indication for Gonadotrophin-Releasing Hormone Analogues therapy along with dosage, preparation used and frequency of injections. 

· Provide health professionals administering Gonadotrophin-Releasing Hormone Analogues with appropriate training and information leaflets.

· Dose adjustments may be required intermittently and should be based on continuing pubertal changes and hormone levels (LH, FSH, testosterone/17β oestradiaol).

· Monitor patient’s growth, pubertal development, assessment of any other ongoing or evolving endocrinopathy and general condition at 3-6monthly intervals following initiation of treatment.

· Communicate updates with the GP following every clinic visit and advice about change in dose, preparation or frequency of injections.

Cessation of treatment

· Supervise the timing of cessation of therapy based on patient’s gender, age and other medical problems.

 



		GP



		· Reply to the request for shared care within 14 days. 

· Prescribe Gonadotrophin-Releasing Hormone Analogues as advised by the supervising consultant.


· Facilitate the administration of subsequent injections in primary care in cooperation with the Endocrine

Nurse Specialist (Community Paediatric Team, GP practice or Children’s Hospital at Home team). Ensure that healthcare professionals administering Gonadotrophin-Releasing Hormone Analogues have access to adequate support and/or training from Endocrine Nurse Specialist. 

· Monitor the patient’s general health and well-being as part of GP practice

· Report any adverse effects of therapy to the supervising consultant. 


Administration of injection


· Check dose with another healthcare professional (GP, nurse, pharmacist) before administration





		Patient



		· Ensure clear understanding of the prescribed treatment.

· Ensure that injections are administered as per the recommended time interval. Please notify the supervising consultant and/or GP if the injection is delayed for any reason.

· Share any concerns in relation to treatment with the supervising consultant and/or GP whilst on treatment.

· Report any adverse effects to the supervising consultant and/or GP whilst on treatment.

· Attend follow-up appointments with the GP/consultant including any scheduled blood tests

· Inform GP/consultant of any changes in relation to their therapy e.g. side effects and introduction of new medicines or difficulties in administration.







3. Communication and support

		Hospital contacts:


(the referral letter will indicate named consultant)

		Out of hours contacts & procedures:



		St George’s University Hospitals NHS Foundation Trust (SGH)


The Royal Marsden Hospital (RMH)


Dr. Assunta Albanese (Consultant Paediatrician)



		Dr Albanese (Consultant Paeediatric Endocrinologist): page via St George’s Hospital switchboard


Tel: 020 8672 1255


On-call pharmacist via:


Tel: 020 86721255 (SGH)


       020 5642 6011 (RMH)



		Tel: 020 8725 0275 (SGH) or


       020 8661 3329 (RMH) Tuesday and Wednesday

		



		Fax: 020 8725 3741 (SGH)


		



		E-mail:
a.albanese@nhs.net

		



		Epsom and St Helier University Hospitals NHS Trust 


Dr. Aileen Alston (Consultant Paediatrician)


Tel:  020 8296 3021


Fax: 020 8644 6878


E-mail: aileen.alston@nhs.net

Malar Sutharhan (Paediatric endocrine nurse specialist)

Tel:  020 8296 3076 


E-mail: malar.sutharhan@nhs.net


Nashreen Maudarbacus (Paediatric pharmacist)


Tel:  020 8296 2409 (bleep 609)


E-mail: Nashreen.maudarbacus@nhs.net

		On-call general paediatric specialist registrar via Epsom and St Helier switchboard


Tel: 020 8296 2000


On-call pharmacist via Epsom and St Helier switchboard


Tel: 020 8296 2000 






		Croydon Health Services NHS Trust


Dr Nazma Chowdhury (Consultant Paediatrician)


Tel: 0208 401 3370


Email: nazmachowdhury@nhs.net


Dr Edward Holloway (Consultant Paediatrician)


Tel: 0208 301 3399


Fax: 0208 401 3372


E-mail: Edward.Holloway@croydonhealth.nhs.uk


Dr Priya Ramaswamy (Consultant Paediatrician)


E-mail: p.ramaswamy@nhs.net


Li Feng (Specialist pharmacist – Women & Children)

Tel: 0208 401 5950


E-mail: feng.li1@nhs.net

		On call Paediatric specialist registrar via Croydon University Hospital switchboard. 


Tel: 0208 401 3000


On-call pharmacist via Croydon University Hospital switchboard


Tel: 0208 401 3000



		Kingston Hospital NHS Foundation Trust


Dr. Andrew Winrow (Consultant Paediatrician)


Tel: 020 934 2410



Senior Pharmacist Paediatrics and Women’s Health


Elsa Ng

Tel: 0208 934 2091 bleep 293

		On-call paediatric registrar is contactable on 020 8546 7711 bleep 732





		Specialist support/resources available to GP including patient information:



		Additional information is available for healthcare professionals from Medicines Information Departments 


St George’s Healthcare NHS Trust


Tel: 020 8725 1759


The Royal Marsden NHS Foundation Trust


Tel: 020 8770 3821


Epsom and St Helier University Hospitals NHS Trust Croydon Health Services NHS Trust


Kingston Hospital NHS Foundation Trust


Tel: 01372 735251


Tel: 0208 401 3059


Tel: 0208 934 2092


British Society for Paediatric Endocrinology and Diabetes www.bsped.org.uk







5. CLINICAL INFORMATION 


NOTE: The information here is not exhaustive. Please also consult the current Summary of Product Characteristics (SPC) for the respective drug prior to prescribing for up to date prescribing information, including detailed information on adverse effects, drug interactions, cautions and contraindications (available via www.medicines.org.uk).

		Leuprorelin acetate (Prostap SR DCS® 3.75mg and Prostap 3 DCS® 11.25mg)



		Route, Dose, Duration

		Monitoring Undertaken by Specialist before requesting shared care

		Ongoing monitoring to be undertaken by GP

		Stopping Criteria

		Monitoring following dose changes

		Follow Up



		Prostap SR DCS® 3.75mg 


Initiation (by hospital):


At least 2 doses will be given in hospital on days 0, and 28 days. (Local practice may vary)


Maintenance (under shared care arrangement):


Single subcutaneous (e.g into skin of abdomen, buttock or thigh) or deep intramuscular injection every 4 weeks at a dose as instructed by the hospital. 


< 20kg               1.88mg (0.5ml)

≥ 20kg               3.75mg (1ml)

Prostap 3 DCS® 11.25mg 


Initiation (by hospital): 1 dose on day 0


Maintenance (under shared care arrangement)


Single subcutaneous (e.g into skin of abdomen, buttock or thigh) or deep intramuscular injection every 12 weeks at a dose as instructed by the hospital. 


< 20kg                  5.625mg (0.5ml)

≥ 20kg                  11.25mg (1ml)

Rotate injection site to prevent atrophy and nodule formation.


Duration: Treatment should be stopped at the point when bone maturation of older than 12 years in girls and older than 13-14 years in boys has been achieved. This will be assessed by the consultant paediatrician and is generally when the child is mature enough and ready for puberty to develop as measured by psychological and growth assessment. This will vary with each child, but will tend to be around 11 years of age. Patient/parent/carer and endocrinologist will make the decision jointly.

		In the initial stages of therapy (after first injection), a transient rise in levels of gonadotrophins and hence sex hormones may occur. This is due to an initial stimulation of the GnRH receptors before they are blocked. In females with advanced precocious puberty vaginal bleeding may occur (patients/parents/carers are warned of this).


Such patients can be treated with an anti-androgen drug such as Cyproterone starting 3 days before and continuing for 2 weeks after commencement of GnRH analogue therapy. This has been reported to prevent the sequelae of an initial rise in sex steroids but is not necessary in every patient.


The paediatrician will prescribe the full course of the anti-androgen therapy when the decision to initiate Triptorelin acetate therapy is made. GPs will not be required to prescribe this.




		To increase monitoring frequency for blood glucose in diabetic patients as required as development or aggravation of diabetes may occur. 


To monitor the patient’s overall health and well being


To report any adverse effects of therapy to the referring consultant. 




		Stop if hypersensitivity reactions and anaphylaxis and refer to specialist




		Nil

		Specialist


Monitoring will be undertaken by the Paediatric Endocrinologist including:


· 4-6 monthly height, weight and pubertal staging


· Yearly bone age assessment 


If hormone measurements are routinely indicated, prescribing under share care is not appropriate and the responsibility for prescribing and administration should remain under specialist supervision.

GP


Request patient seen earlier if unexpected change of course of disease or adverse events experienced between appointments.  








		Practical issues including adverse effects, interactions, other relevant advice and information (refer to SPC and/or BNF for full list):



		1. Frequency of administration - It is important to ensure that the injections are given within the recommended time interval and any delay should be avoided. Pubertal suppression action of GnRH agonists may be lost if injections are unduly delayed and increases the incidence of adverse effects. 


· Prostap SR DCS® 3.75mg - Administration interval should be 30 ± 2 days


· Prostap 3 DCS® 11.25mg – Administration interval should be 90 ± 2 days


2. Storage – Do not store above 25°C (Room temperature)


3. Reconstitution – Since successful treatment depends upon correct preparation of the suspension, it is important that the injection be performed strictly in accordance with the instructions in the Summary of Product Characteristics. 



		Summary of adverse effects: 

(See summary of product characteristics (SPC) for full list) 

Very common: ≥ 1/10         Common:≥1/100, <1/10)       Uncommon:≥1/1000, <1/100         Rare:≥1/10,000, 1/1000





		Adverse event

		Frequency

		Management by GP



		Local site reactions – bruising and rashes

		Common

		Change injection side periodically.



		Headache, abdominal pain, cramps, nausea and vomiting. 

		Common

		Refer to consultant if severe/intolerable.



		Acne

		Common 

		Refer to consultant if severe/intolerable



		Vaginal discharge


Vaginal haemorrhage

		Common

		Refer to consultant if severe/intolerable.



		Hypersensitivity reaction; fever, rash, anaphylactic reactions 

		Very rare

		Refer to consultant if severe/intolerable.



		Clinically significant drug interactions (refer to BNF for full list)


· Medicinal products which raise prolactin levels should not be prescribed concomitantly as they reduce the level of GnRH receptors in the pituitary. 


Examples include dopamine antagonists (neuroleptics such as haloperidol, olanzapine, risperidone as well as antiemetics like metoclopramide, domperidone) and drugs which increase serotonin levels (antidepressants such as tricyclics, SNRIs, MAOIs). The list is not exhaustive. Referral to consultant advisable.

· No interaction studies have been performed.





		Triptorelin acetate (Gonapeptyl Depot 3.75mg® and  Decapeptyl SR 11.25mg®)



		Route, Dose, Duration

		Monitoring Undertaken by Specialist before requesting shared care

		Ongoing monitoring to be undertaken by GP

		Stopping Criteria

		Monitoring following dose changes

		Follow Up



		Gonapeptyl Depot 3.75mg®

Initiation (by hospital):


At least 3 doses will be given in hospital on days 0, 14 and 28 days. (Local practice may vary)

Maintenance (under shared care arrangement):


Single subcutaneous (e.g into skin of abdomen, buttock or thigh) or deep intramuscular injection every 28 days at a dose as instructed by the hospital according to child’s weight.

< 20kg               1.875 mg (half syringe)


20-30kg
            2.5 mg (2/3 syringe)


>30kg
            3.75 mg (full syringe)

Should the effect be insufficient, the injection may be given every 3 weeks. 


The injection site should be changed each time.


Decapeptyl SR 11.25mg®

Initiation (by hospital): 1 dose on day 0

Maintenance (under shared care arrangement)

Single intramuscular injection every 3 months at the standard dose of 11.25mg

Duration:


Treatment should be stopped at the point when bone maturation of older than 12 years in girls and older than 13-14 years in boys has been achieved.

This will be assessed by the consultant paediatrician and is generally when the child is mature enough and ready for puberty to develop as measured by psychological and growth assessment. This will vary with each child, but will tend to be around 11 years of age. Patient/parent/carer and endocrinologist will make the decision jointly.

		In the initial stages of therapy (after first injection), a transient rise in levels of gonadotrophins and hence sex hormones may occur. 

This is due to an initial stimulation of the GnRH receptors before they are blocked. In females with advanced precocious puberty vaginal bleeding may occur (patients/parents/carers are warned of this).

Such patients can be treated with an anti-androgen drug such as Cyproterone starting 3 days before and continuing for 2 weeks after commencement of GnRH analogue therapy. This has been reported to prevent the sequelae of an initial rise in sex steroids but is not necessary in every patient.


The paediatrician will prescribe the full course of the anti-androgen therapy when the decision to initiate Triptorelin acetate therapy is made. GPs will not be required to prescribe this.




		To monitor the patient’s overall health and well being


To report any adverse effects of therapy to the referring consultant. 

		Stop if hypersensitivity reactions and anaphylaxis and refer to specialist



		Nil

		Specialist


Monitoring will be undertaken by the Paediatric Endocrinologist including:


· 4-6 monthly height, weight and pubertal staging


· Yearly bone age assessment 


If hormone measurements are routinely indicated, prescribing under share care is not appropriate and the responsibility for prescribing and administration should remain under specialist supervision.

GP

Request patient seen earlier if unexpected change of course of disease or adverse events experienced between appointments.  








		Triptorelin acetate (Gonapeptyl Depot 3.75mg® and  Decapeptyl SR 11.25mg®)



		Route, Dose, Duration

		Monitoring Undertaken by Specialist before requesting shared care

		Ongoing monitoring to be undertaken by GP

		Stopping Criteria

		Monitoring following dose changes

		Follow Up





		Practical issues including adverse effects, interactions, other relevant advice and information (refer to SPC and/or BNF for full list):



		1. Frequency of administration - It is important to ensure that the injections are given within the recommended time interval and any delay should be avoided. Pubertal suppression action of GnRH agonists may be lost if injections are unduly delayed and increases the incidence of adverse effects. The injection can be brought forward for a few days if required.


2. Storage – Gonapeptyl Depot 3.75mg® - Store at 2-8oC (in a refrigerator).       Decapeptyl SR 11.25mg® - Do not store above 25°C (Room temperature)


3. Reconstitution – Since successful treatment depends upon correct preparation of the suspension, it is important that the injection be performed strictly in accordance with the instructions in the Summary of Product Characteristics. The suspension for injection must be reconstituted using an aseptic technique and only using the ampoule of solvent for injection.  The suspension has to be injected immediately. For single use only.  Any unused suspension should be discarded.



		Summary of adverse effects: 

(See summary of product characteristics (SPC) for full list) 

Very common: ≥ 1/10         Common:≥1/100, <1/10)       Uncommon:≥1/1000, <1/100         Rare:≥1/10,000, <1/1000





		Adverse event

		Frequency

		Management by GP



		Local site reactions – bruising and rashes

		Common

		Change injection side periodically.



		Hypersensitivity reaction 

		Common

		Stop injections and refer to consultant.



		Anaphylaxis

		Uncommon

		Stop injections and refer to consultant.



		Nausea and vomiting


Peripheral oedema

		Uncommon

		Symptomatic management. Refer to consultant if severe.



		Vaginal discharge


Vaginal haemorrhage

		Very common

		Refer to consultant if severe/intolerable.



		Arthralgia, headache, malaise, hot flashes, abdominal pain, acne, 

		Common

		Refer to consultant if severe/intolerable.



		Clinically significant drug interactions (refer to BNF for full list)


· Medicinal products which raise prolactin levels should not be prescribed concomitantly as they reduce the level of GnRH receptors in the pituitary. 


Examples include dopamine antagonists (neuroleptics such as haloperidol, olanzapine, risperidone as well as antiemetic’s like metoclopramide, domperidone) and drugs which increase serotonin levels (antidepressants such as tricyclics, SNRIs, MAOIs). The list is not exhaustive. Referral to consultant advisable.

· No formal drug-drug interaction studies have been performed. The possibility of interactions with commonly used medicinal products, including histamine liberating products, cannot be excluded.
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SACUBITRIL VALSARTAN for the treatment of symptomatic chronic heart failure with reduced ejection fraction



Transfer of Prescribing Responsibility



		Sacubitril valsartan should always be prescribed using the generic name to avoid concomitant prescribing of ACE-I or additional ARB therapy



		Patient Details   



		

[bookmark: Text1]Name:.     ......................................... ….                      DOB:      /     /     	



Hospital Number:       ………………………                         Address:      ………………………………………………………..



NHS Number:      ……………………………..                       ……………………………………………………………………...................



		GP Practice Details:





Name:      ………………………………………

Address:      ……………………………………

Tel no:      ………………………………………

Fax no:      ………………………………………

NHS.net e-mail:      ……………………………

		Heart Failure Consultant Details:



Consultant Name:      .......................................................

Organisation Name:      ...........................................................

Clinic Name:      ……………………………………………

Address:       ……………………………………………

Tel no:      …................................................………

Fax no:      ……………… NHS.net email:      …………………



		Dear Dr      ………….



This patient has been initiated on sacubitril valsartan in accordance with South London guideline for treatment of chronic heart failure with reduced ejection fraction.  



		Details of treatment plan on transfer



		

		Date initiated

		Dose on transfer

(=maximum tolerated dose)

		Date of next review



		Sacubitril Valsartan (ENTRESTO®)

		     

		     

		     



		

This patient has completed at least 3 months of treatment and has been stable on the maximum tolerated dose (stated above) for at least one month.  I am writing to transfer the prescribing responsibility for this patient’s on-going treatment from      /     /     .



This transfer of care document should be reviewed in conjunction with the screening checklist and notification sent previously by the initiating clinician.  If this has not been received, please contact the consultant named above for details.



All patients receiving sacubitril valsartan therapy should be reviewed throughout their treatment. Please refer to the prescribing document for more details.





		Monitoring following last dose titration



		Test

		Result

		Date of test

		Please repeat test in:



		Serum Creatinine

		      

		     

		

      ….………..months



		Estimated GFR

		     

		

		



		Potassium

		     

		     

		     ….………..months



		Blood pressure

		     

		     

		     ….………..months



		

Other relevant information:      ………………………………………………………………………………………………………

……………………………………………………………………………………………………………………………………………

……………………………………………………………………………………………………………………………………………





		

[bookmark: Check1]|_| I confirm that I have prescribed in accordance with the local heart failure guidelines

|_| I confirm the patient has been made aware of the benefits and risks of sacubitril valsartan and that they know how to seek medical help

|_| I confirm that the patient has consented to treatment







Signed:      …………………………….  Name of Clinician:      …………………… Date:      …………….

                                                                   (Heart Failure Specialist       ………………………)





(In the event that there are any concerns regarding the acceptance of the prescribing responsibility for this medication please contact the initiating prescriber or heart failure team via      ) 

Developed by South London Cardiovascular Medicines Working Group: 04.04.2016               Review date: July 2018 (or earlier if indicated)

Approved by South West London Medicines Commissioning Group: 07.07.2016

Participating CCGs: Croydon, Kingston, Merton, Richmond, Sutton, Wandsworth 

Participating Trusts: Epsom and St Helier, Croydon, Kingston, St George’s (added March 2017)
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Direct Oral Anticoagulants (DOACs) for Stroke prevention in (non-valvular) Atrial Fibrillation (AF)

Transfer of Prescribing Responsibility 



		Patient Details:   



[bookmark: Text1]Name:.     ...................................................…..........              DOB:      /     /     	



Hospital Number:       ………………………………                Address:      …………………………………………………….



NHS Number:      ……………………………………..                  …………………………………………………………………………..



		GP Practice Details:



Name:      ……………………………………

Address:      ……………………………………

Tel no:      ………………………………………

Fax no:      ……………………………………..

NHS.net e-mail:      ……………………………

		Consultant Details:



Consultant Name:      ............................................................

Organisation Name:      ..........................................................

Clinic Name:      ………………………………………………..

Address:      ……………………………………………………

Tel no:      …................................................…………………

Fax no:      ………………… NHS.net email:      ……………………



		 

Dear Dr      ………….



This patient has been initiated on the following DOAC in accordance with South London guideline for stroke prevention in atrial fibrillation for long term (unless specified below under other relevant information).



		DOAC initiated

		Tick selected

		Date initiated

		Dose on transfer

		Date of next review



		Apixaban

		[bookmark: Check1]|_|

		     

		     

		     



		Edoxaban

		|_|

		     

		     

		     



		Dabigatran

		|_|

		     

		     

		     



		Rivaroxaban

		|_|

		     

		     

		     









I have now supplied the first three months of therapy for this patient and am writing to transfer the prescribing responsibility for this patient’s on-going anticoagulation from      /     /     .



This transfer of care document should be reviewed in conjunction with the screening checklist and notification sent previously by the initiating clinician.  If this has not been received contact the consultant named above for details.



All patients receiving DOAC therapy for non-valvular AF long term should be reviewed at least annually throughout their treatment. Please refer to the prescribing document of individual DOAC for more details.



Monitoring:

		Test

		Result

		Date of test

		Please repeat test in:



		Serum Creatinine 



		     

		     

		…     .months



		Creatinine clearance  (CrCl*)



		     

		

		



		Haemoglobin



		     

		     

		12 months



		ALT or AST (delete as appropriate)



		     

		     

		12 months





*eGFR should NOT be used to guide dosing decisions. Creatinine clearance must be estimated using the Cockcroft-Gault equation calculator or refer to the South London creatinine clearance information sheet.

Other relevant information:      ………………………………………………………………………………………………………..

………………………………………………………………………………………………………………………………………………..

Antiplatelet Therapy

		Is the patient receiving concomitant antiplatelet therapy?             |_| YES   |_| NO







		Antiplatelet(s) in use:      





		Indication:      



		Should antiplatelet therapy be withheld whilst patient on anticoagulation?    |_| YES   |_| NO

Comments (including plan for antithrombotic therapy)      











		|_| I confirm that I have prescribed in accordance with the local stroke prevention in AF guidelines

|_| I confirm that the patient has been made aware of the benefits and risks of DOAC therapy, including risks

of both major and minor bleeding, and that they know how to seek medical help should bleeding occur.

|_| I confirm that an anticoagulation card and/or medic-alert bracelet has been provided                       

|_| I confirm the patient has consented to treatment

|_| For female patients of child-bearing age: I have explained the risks of falling pregnant whilst on this treatment         

      and recommended appropriate contraceptive measures are taken   



Signed:      …………………………………….  Name of Clinician:      …………………………… Date:      ……….













In the event that there are any concerns regarding the acceptance of the prescribing responsibility for this medication please contact the anticoagulation / thrombosis clinic via:       

Developed by South London Cardiovascular Medicines Working Group: 04.04.2016               Review date: July 2018 (or earlier if indicated)

Approved by South West London Medicines Commissioning Group: 07.07.2016

Participating CCGs: Croydon, Kingston, Merton, Richmond, Sutton, Wandsworth

Participating Trusts: Epsom and St Helier, Croydon, Kingston, St Georges
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		TRANSFER OF CARE FORM

Low Molecular Weight Heparin (LMWH) for the treatment of DVT / PE associated with cancer in palliative patients 

[discharged from Oncology service]





		Section A: To be completed by the initiating organisation / clinician 



		Patient Details:   

Name: 

Hospital Number: 

NHS Number: 



		GP Practice Details:

Name: 

Address: 

Tel no: 

Fax no: 

NHS.net e-mail: 

		Consultant Details:


Consultant Name: 

Organisation Name: 

Clinic Name: 

Address: 

Tel no: 

Fax no: 



		Next hospital appointment (if applicable): 



		Dear Dr. 

Your patient has been diagnosed with a DVT/PE. Your patient was initiated on 

The Royal Marsden and Croydon Health Services do not provide an anti-coagulation clinic for palliative patients discharged from Oncology Services. We would therefore be grateful if you could continue their on-going anti-coagulation care and management.


We use LMWH in preference to Warfarin for the treatment of DVT/PE in oncology patients because of their underlying cancer diagnosis (particularly for patients undergoing active anti-cancer treatment).  LMWHs are deemed superior to warfarin for the whole treatment course and may also be given in place of warfarin to patients undergoing chemotherapy which can often interact with warfarin. 


We recommend LMWH for 3-6 months (DVT), 6-12 months (PE) or for life where indicated. Please refer to table overleaf and contact your CCG Medicines Management Team for advice if required..

I have supplied the first 

The patient requires treatment with 

Indication for anti-coagulation  


(Tick box)


 FORMCHECKBOX 
 DVT


State location(s) of clot: 



Current Weight (kg):



 FORMCHECKBOX 
 PE                              


 FORMCHECKBOX 
 Recurrent multiple VTE                              


Date: 

Relevant Medical History




Ultrasound Result




CTPA Result




Platelet count



Renal Function (eGFR)




Date anti-coagulation started




Name and dose of current anti-coagulation




Anticipated total duration of treatment (tick)


 FORMCHECKBOX 
 3mths    FORMCHECKBOX 
 6mths    FORMCHECKBOX 
 12mths   FORMCHECKBOX 
 life-long   

 FORMCHECKBOX 
 other (please specify) 

Date anti-coagulation due to finish (please state “life-long” if not intended to stop) 





		Prescribing information 

· Essential information such as dose, weight, renal function, indication and duration of treatment is included to ensure that future doses are safe.


· Ensure you are using an accurate patient weight. Accurate patient weight should be obtained and recorded at first contact with primary care after discharge and throughout treatment as appropriate – i.e. where there has been rapid weight loss or gain.


· Renal Function: The risk of bleeding may be increased when the patient has existing severe renal impairment (eGFR <30). A dose reduction and monitoring of factor Xa may be required or alternatively use unfractionated heparin (refer to hospital). Unless otherwise directed, renal function should be checked as a minimum once every 6 months. Contact your local Acute Trust Anticoagulation service or Palliative Care Team for advice on the appropriateness and frequency of monitoring patient renal function. 


· Monitoring Factor Xa: Treatment regimens do not require Factor Xa anticoagulation monitoring unless patients have severe renal impairment, severe hepatic impairment or at a known increased risk of bleeding. The GP does not need to routinely monitor this. 


· The dose in product information is 175units per kilogram for treatment of DVT or PE.


· Prescription must have a STOP date specified and documented on the prescription and in the consultation medical notes within the GP practice.

· Local prescribing support is detailed in Appendix 1

If you need any further information or do not feel that you have sufficient information to be able to prescribe, please don’t hesitate to contact us on the numbers provided below and ask for the doctor in charge of the patient’s care.



		

		Royal Marsden


Tel: 020 8642 6011 (Sutton) 

Tel: 020 7352 8171 (Fulham Road)

		Croydon Health Services


Tel: 020 8401 3000 ext 4327 – Dr Buttriss



		



		Yours sincerely




Consultant Oncologist/Palliative Care





		 FORMCHECKBOX 
 I confirm that I have prescribed the initial 

 FORMCHECKBOX 
 I confirm that the patient has had the dose assessed with respect to efficacy and tolerability, and the dose titrated 


     accordingly.


 FORMCHECKBOX 
 I confirm that the patient / carer / community nurse (delete as applicable) is able to administer the dose accordingly. 


 FORMCHECKBOX 
 I confirm that I have provided a 

 FORMCHECKBOX 
 I confirm the patient has consented to treatment.

Name of Clinician: 







		Section B: To be completed where the GP is unwilling to take on prescribing responsibility and returned to the hospital consultant (details above) within 2 weeks. If returned via e-mail use NHS.NET account only.



		 FORMCHECKBOX 
 I am not willing to accept the transfer of care for this patient for the following reason: 

……………………………………………………………………………………………………………….

……………………………………………………………………………………………………………….


GP name: 





		Equivalent doses of Low Molecular Weight Heparin preparations



		LMWH

		Licensed use includes DVT/PE in cancer patients?

		Treatment dose for PE/DVT

		Example for 70kg patient



		Tinzaparin

		Yes

		Treatment of deep-vein thrombosis and of pulmonary embolism in patients with solid tumours, by subcutaneous injection, 175 units/kg once daily

		70 x 175 = 12,250units



		Enoxaparin

		No 

		Treatment of deep-vein thrombosis or pulmonary embolism, by subcutaneous injection, 1.5 mg/kg (150 units/kg) once daily

		70 x 1.5 = 105mg



		Dalteparin

		Yes*

		Treatment and prophylaxis of venous thromboembolism in patients with solid tumours, by subcutaneous injection, 


40–56 kg, 7500 units daily; 


57–68 kg, 10 000 units daily; 


69–82 kg, 12 500 units daily; 


83–98 kg, 15 000 units daily; 


99 kg and over, 18 000 units daily;

		Body weight 69-82kg = 12,500units





*Consult local anticoagulation services guidance or seek advice before switching between LMWH preparations

Appendix 1 - Flowchart for prescribing process and support for GPs
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Local Palliative Care Services







Acute Trust Anticoagulation services







Patient is discharged from acute care with 2 weeks of LMWH, patient information and discharge plan / dedicated letter to GP re LMWH







Patient has diagnosis of VTE (DVT or PE) or is unsuitable for management with oral anticoagulants e.g. has cancer diagnosis, liver dysfunction or not sufficient prognosis to stabilise on oral anticoagulant – and is stabilised on LMWH











Patient is under the care of the Palliative Care Team in the Acute Trust











GP to prescribe LMWH, and monitor ongoing clinical condition, weight & renal function in community







Community Adult Nursing







GP supported to prescribe by…











Specialist Palliative Care advice on symptom control and supporting decision making about stopping / continuing anticoagulants at the end of life







Weight / update on clinical condition e.g. bleeding risk







Haematological advice on dose reduction with declining renal function and clinical monitoring of renal function











Developed by Royal Marsden Hospital: 22.07.16


Review date: November 2018 (or earlier if indicated)

Approved by South West London Medicines Optimisation Group: 24.11.16

Participating CCGs: Croydon, Merton, Sutton, Wandsworth

Participating Providers: Croydon Health Services, Royal Marsden Hospital 

Developed by Royal Marsden Hospital: 22.07.16


Review date: November 2019 (or earlier if indicated)

Approved by South West London Medicines Optimisation Group: 24.11.16

Participating CCGs: Croydon, Merton, Sutton, Wandsworth

Participating Providers: Croydon Health Services, Royal Marsden Hospital 
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Riluzole for Motor Neurone Disease in Adults 

		Shared Care Guideline: Prescribing Agreement





		Section A: To be completed by the hospital consultant initiating the treatment



		GP Practice Details:

Name: 

Address: 

Tel no: 

Fax no: 

NHS.net e-mail: 

		Patient Details:

Name: 

Address: 

DOB: 

Hospital number: 

NHS number (10 digits): 



		Consultant name: 

Contact details:


Address: 

Tel no: 

NHS.net e-mail: 



		Diagnosis: 


Amyotrophic Lateral Sclerosis 

		Drug name, dose and frequency to be prescribed by GP:

Riluzole 50mg twice daily 



		Next hospital appointment: 



		Dear Dr. 

Your patient was reviewed on 

Patient information has been given outlining potential aims and side effects of this treatment and 

.


The most recent investigations have been performed on 

Test


Baseline


Date


Current


Date


Electrolytes and creatinine/renal function

Sodium (Na)










Potassium (K)










Urea (U)










Creatinine (Cr)










eGFR 










Liver function

AST










ALT










GGT










Bilirubin









Alk. phos.









Full blood count

Haemoglobin










WBC









Neutrophils









Platelets









Other relevant information: 

Consultant Signature: ………………………………………………Date: 





		Section B: To be completed by the GP and returned to the hospital consultant as detailed in Section A above [If returned via e-mail, use NHS.net email account ONLY]



		Please sign and return your agreement to shared care within 14 days of receiving this request.

Tick which applies:

 I accept sharing care as per shared care prescribing guideline and above instructions


 I would like further information.  Please contact me on: 

 I am not willing to undertake shared care for this patient for the following reason:


     

GP name: 

GP signature: ………………………………………………Date: 





This Page is Intentionally Blank


		SHARED CARE PRESCRIBING GUIDELINE


Riluzole for Motor Neurone Disease in Adults

To extend life or time to mechanical ventilation for patients with amyotrophic lateral sclerosis in motor neurone disease





		NOTES to the GP


The expectation is that these guidelines should provide sufficient information to enable GPs to be confident to take clinical and legal responsibility for prescribing this drug. 


The questions below will help you confirm this:  


· Is the patient’s condition predictable or stable?


· Do you have the relevant knowledge, skills and access to equipment to allow you to monitor treatment as indicated in this shared care prescribing guideline?  


· Have you been provided with relevant clinical details including monitoring data?


If you can answer YES to all these questions (after reading this shared care guideline), then it is appropriate for you to accept prescribing responsibility.


If the answer is NO to any of these questions, you should not accept prescribing responsibility.  You should write to the consultant within 14 days, outlining your reasons for NOT prescribing. If you do not have the confidence to prescribe, we suggest you discuss this with your local Trust/specialist service, who will be willing to provide training and support. If you still lack the confidence to accept clinical responsibility, you still have the right to decline. Your CCG pharmacist will assist you in making decisions about shared care.


It would not normally be expected that a GP would decline to share prescribing on the basis of cost. 


The patient’s best interests are always paramount



		



		Date prepared:

29/03/2017

		Review date: 

29/03/2020



		Approved by (date approved): 


SWL Medicines Optimisation Group 21/09/2017

		Changes before review date:



		NHS Croydon CCG – CPC (07/07/2017)

NHS Kingston CCG - MMC (03/05/2017)


NHS Merton CCG - MMC (14/07/2017)

		NHS Richmond CCG –  RGPA (08/08/2017)

NHS Sutton CCG - MMC (14/07/2017)


NHS Wandsworth CCG – CEMMaG (22/06/2017)





This shared care prescribing guideline has been signed off by the following individuals on behalf of their respective organisations:

		Participating Clinical Commissioning Groups (CCG)

		Participating Hospital Trusts



		NHS Croydon CCG


Dr Tony Brzezicki, GP Chair CCG 


Philippa Blatchford, Senior Prescribing Advisor

		Croydon Health Services

Bridget MacDonald, Consultant Neurologist 


Louise Coughlan, Chief Pharmacist



		NHS Kingston CCG


Dr Jonathan Edwards, GP MMC

Emma Richmond, Acting Chief Pharmacist 

		Kingston Hospital 


Jeremy Isaacs, Consultant Neurologist

Judith Foy, Chief Pharmacist



		NHS Merton CCG


Dr Vasa Gnanapragasam, Clinical Director, Medicines Management


Sedina Agama, Chief Pharmacist and Assistant Director, MO

		Epsom and St Helier University Hospitals


Dr Sanjeev Patel, DTC Chair

Anne Davies, Chief Pharmacist



		NHS Richmond CCG


Dr Zehra Rashid, GP MO Lead 

Emma Richmond, Chief Pharmacist

		St Georges’ University Hospitals


Dr Niranjanan Nirmalananthan, Consultant Neurologist

Vinodh Kumar, Acting Chief Pharmacist



		NHS Sutton CCG


Dr Simon Elliott, Clinical Director Medicines Management


Dr Roshni Scott Clinical Director Medicines Management


Sarah Taylor, Chief Pharmacist

		



		NHS Wandsworth CCG


Dr Rod Ewen, Chair CEMMaG

Nick Beavon, Chief pharmacist

		





		Riluzole for Motor Neurone Disease in Adults

To extend life or time to mechanical ventilation for patients with amyotrophic lateral sclerosis in motor neurone disease





1. LICENSING INFORMATION 


		Indication

		Riluzole



		Treatment of patients with the amyotrophic lateral sclerosis (ALS) form of Motor Neurone Disease (MND) to extend life or time to mechanical ventilation. 

		Licensed





2. CIRCUMSTANCES WHEN SHARED CARE IS APPROPRIATE


· Prescribing responsibility will only be transferred when the consultant and the GP are in agreement that the patient’s condition is stable or predictable.


· Patients will only be referred to the GP once the GP has agreed in each individual case and the hospital will continue to provide prescriptions until successful transfer of responsibilities as outlined below.


· The hospital will provide the patient with a minimum initial supply of ONE month therapy.


3. Areas of responsibility

		Consultant 



		· Diagnose ALS and assess suitability of the patient for Riluzole treatment.


· Inform the patient of side effects and long term monitoring before initiating treatment.

· Check full blood count, renal function and liver function before initiating treatment, and inform the GP of these results.


· Liaise with GP to agree shared care. 

· Prescribe Riluzole for the first 4 weeks of treatment, and continue prescribing until the GP agrees to take part in shared care. 


· Monitor patient for adverse events and report to GP and MHRA via Yellow Card Scheme if appropriate. 


· Arrange secondary care follow up of treatment to monitor and evaluate suitability of treatment, success of intervention and patient’s ongoing wishes to continue/stop treatment.


· Identify a carer who will undertake to monitor concordance.


· Seek agreement that treatment will be stopped when deemed necessary.


· Inform GP of cessation of treatment / shared care. 


· Evaluate adverse events reported by GP or patient 



		GP 



		· Reply to the request for shared care as soon as possible. 


· Prescribe Riluzole as recommended by the specialist.


· Check liver function tests monthly for the first 3 months, every 3 months for the next 9 months and every 6 months thereafter. 


· Check renal function every 6 months.


· Check the patient’s full blood count annually.


· Inform the specialist of any abnormal results.


· Check white blood cell counts in febrile illness and to stop Riluzole if the patient is found to be neutropenic.


· Inform the Neurology team of changes in the patient’s condition which may be related to Riluzole.


· Monitor for adverse effects and report these to the specialist and inform MHRA via the Yellow Card Scheme if appropriate.


· Check for interactions with other drugs.


· Refer back to the consultant if the patient deteriorates.


· Support and educate patients and carers as needed.


· Encourage adherence.


· Care for patient’s health needs. 



		Patient (or carer)



		· Attend follow-up appointments with the GP/consultant including any scheduled blood test

· Use the treatment provided as intended, following any instructions either written or verbal and seeking help and advice from healthcare professionals where necessary

· Ensure medicines are stored correctly and out of reach of children.

· Ensure a sufficient quantity of medicine is available for use at all times during therapy without storing excess amounts.

· Inform GP/consultant of any changes in relation to their therapy e.g. side effects and introduction of new medicines or difficulties in administration.





4. Communication and support

		Hospital contacts:


(the referral letter will indicate named consultant)

		Out of hours contacts & procedures:



		St George’s University Hospitals NHS Foundation Trust St George’s Hospital General Neurology Clinic 


(list of consultants not exhaustive)

Tel no: 0208 725 4627 / 1795 / 1796

		On-call Neurology SpR via 

St George’s Hospital 

Switchboard Tel:  020 8672 1255



		Dr Ali Al-Memar 

Dr David Barnes           

Dr Camilla Blain            

Prof Hannah Cock 

Dr Jan Coeburgh

Prof Mark Edwards


Dr Oliver Foster


Prof Peter Garrard

Dr Colette Griffin           

Dr Paul Hart


Dr Minh Htut                   


Dr Jeremy Isaacs 

Dr Usman Khan            

Dr Jeffery Kimber

Dr Dora Lozsadi

		Dr Caroline Lovelock


Dr Bridget MacDonald

Dr Kuven Moodley    

Dr Niran Nirmalananthan

Dr Arani Nitkunan       

Dr Salah Omer

Dr Dominic Paviour 

Dr Bhavini Patel      

Dr Anthony Pereira


Dr Fred Schon


Dr Jeremy Stern

Dr Damian Wren  

Dr Mahinda Yogarah


Dr Liqun Zhang        


  

		



		Kingston Hospital NHS Foundation Trust 


Switchboard Tel 0208 546 7711 - Tel: Ext 3690

		On-call Medical SpR via 


Kingston Hospital 


Switchboard Tel: 0208 546 7711



		Dr Ali Al-Memar


Dr Jeremy Isaacs


Dr Dora Lozsadi

		Dr Salah Omer

Dr Lucia Ricciadi

Dr Lara Sanvito

		



		Epsom and St Helier’s Hospitals 

Epsom and St Helier Tel: 020 8296 2000

Dr Paul Hart ext 3355

Dr Min Htut ext 2522

Dr Phil Fletcher 


Epsom only Tel: 013 7273 5735

Dr Caroline Lovelock ext 6128

		On call Neurology SpR via


St. George's Hospital

Switchboard 020 8672 1255






		Croydon Health Service - Switchboard Tel 020 8401 3000

Dr Poneh Adib-Samii – poneh.adib-samii@nhs.net

Dr Bridget MacDonald - bridget.macdonald@nhs.net

Tel: 020 8401 3846 / Mobile: 07794015568

Dr Francesca Mastrolilli – f.mastrolilli@nhs.net

Dr Arani Nitkunan - anitkunan@nhs.net

Tel: 0208 401 3846

Dr Fred Schon - Ext: 4003 Frederick.Schon@nhs.net 

		On call Neurology SpR via


St. George's Hospital

Switchboard 020 8672 1255






		Specialist support/resources available to GP including patient information:



		Additional information is available from St George’s University Hospitals NHS Foundation Trust Medicines Information department: 020 8725 1759 (health professionals) 


Guidance on the use of Riluzole for the treatment of Motor Neuron Disease – NICE Technology Appraisal Guidance No. TA20


Motor Neurone Disease Association P.O. Box 246. Northampton NN1 2PR


Tel: 01604 250505 / 0808 802 6262

Fax: 01604 624726 / 638289


Email: enquiries@mndassociation.org or mndconnect@mndassociation.org

Website: http://www.mndassociation.org







5. CLINICAL INFORMATION 


NOTE: The information here is not exhaustive. Please also consult the current Summary of Product Characteristics (SPC) for the respective drug prior to prescribing for up to date prescribing information, including detailed information on adverse effects, drug interactions, cautions and contraindications (available via www.medicines.org.uk).

		Riluzole 



		Route, Dose, Duration

		Monitoring Undertaken by Specialist before requesting shared care

		Ongoing monitoring to be undertaken by GP

		Stopping Criteria

		Monitoring following dose changes

		Follow Up



		Oral:


50mg twice a day 


Nasogastric or PEG tube:


If patients are unable to swallow tablets, the tablets may be crushed for administration via a PEG or NG tube or mixed with a soft food product.

Duration of treatment


Until patient reaches later stages of their disease and / or wishes to stop treatment

		Baseline 


Electrolytes, creatinine, liver function tests, full blood count 



		Liver function:


· Every month  – for first 3 months from initiation


· Every 3 months  for next 9 months


· Every 6 months  thereafter


In patients with elevated ALT, monitor liver function monthly until levels begin to fall again. 

Electrolytes and creatinine: 

· Every 6 months 

Full blood count: 


· Annually


WBC: 

Required if patient reports signs of neutropenia (including febrile illness)

Chest X-ray: 

Required if patient develops dry cough/dyspnea

		Stop if ALT is greater than 5 times upper limit of normal

Use in renal impairment cannot be recommended because of lack of data: risk/benefit to be considered. Stop and seek specialist advice.

Stop if neutropenic  (<1x109/L)


Stop in interstitial lung disease

		not applicable

		Specialist


Arrange secondary care follow up of treatment to monitor and evaluate suitability of treatment, success of intervention and patient’s ongoing wishes to continue/stop treatment.

Send a letter/results notification to the GP after each clinic attendance indicating treatment plan.


Advise GP on review, duration and/or discontinuation of treatment when necessary. 


Inform GP of patients who do not attend clinic.


GP


Blood tests as outlined. 


Request patient seen earlier if unexpected change of course of disease or adverse events experienced between appointments.  






		Practical issues including adverse effects, interactions, other relevant advice and information (refer to SPC and/or BNF for full list):



		1. Liver function tests – Riluzole commonly causes elevations of ALT to more than 3 times the upper limit of normal (ULN). Increase is usually transient, and ALT levels usually fall to below 2 times normal within 6 months while treatment is continued. In some patients ALT increases to more than 5 times ULN; riluzole should be stopped in these patients. If a patient’s ALT raises monitor levels monthly until levels begin to fall again. Re-administration is not recommended.

2. Neutropenia – Patients will be warned when initiated on therapy to contact either the GP or the hospital if there are any signs of neutropenia (including febrile illness). If a patient presents with this perform a FBC and if neutropenia is present, riluzole should be stopped and the hospital specialist should be contacted for guidance on management or the patient referred back to the hospital.


3. Interstitial lung disease – Patients will be warned to report any signs of dry cough or dyspnea, if these arise the specialist should be contacted and the patient transferred to secondary care for urgent chest radiography. If interstitial lung disease is characterised from the radiography, riluzole should be stopped. Symptoms may be reversible on discontinuation of riluzole.

4. Renal impairment – no data available – discontinue in renal impairment and obtain specialist advice.   



		Summary of adverse effects: 

(See summary of product characteristics (SPC) for full list) 

Very common: ≥ 1/10     Common:≥1/100, <1/10)     Uncommon:≥1/1000, <1/100    Rare:≥1/10,000, <1/1000   





		Adverse event

		Frequency

		Management by GP



		Asthenia

		Very common

		Usually transient. Continue if mild, refer back to neurologist if severe



		Pain

		Common

		Consider analgesic; refer back to neurologist if severe



		Nausea 

		Very common

		Consider anti-emetic



		Abnormal liver function tests

· Elevation of ALT to more than 3 times upper limit of normal (ULN)


· Elevation of ALT to more than 5 times ULN


· Hepatitis

		Very common

Common


Rare


Rare

		Usually transient, but see monitoring requirements above


Stop treatment, refer to neurologist


Stop treatment, refer to neurologist



		Abdominal pain, Diarrhoea, Vomiting 

		Common

		



		Headache, dizziness, oral paraesthesia, somnolence

		Common

		Prescribe an analgesic for headache



		Tachycardia

		Common

		



		Interstitial lung disease

		Uncommon

		Stop treatment, request chest x-ray and refer to neurologist 



		Pancreatitis

		Uncommon

		Stop treatment, refer to neurologist



		Jaundice

		Rare

		Stop treatment, refer to neurologist



		Neutropenia

		Rare

		Stop treatment, refer to neurologist



		Anaphylactoid reaction

		Rare

		Stop treatment, refer to neurologist



		Angioedema

		Rare

		Stop treatment, refer to neurologist



		Clinically significant drug interactions (refer to BNF for full list) 

· There are no reports of interactions between riluzole and other drugs although as it is principally metabolised by CYP 1A2 enzyme other drugs that affect this enzyme may have an effect on riluzole clearance. 


Inhibitors of CYP 1A2 (e. g. caffeine, diclofenac, diazepam, clomipramine, imipramine, fluvoxamine, phenacetin, theophylline, amitriptylline and quinolones) could potentially decrease the rate of riluzole elimination, while CYP 1A2 inducers (e.g cigarette smoke, charcoal-broiled food, rifampicin and omeprazole) could increase the rate of riluzole elimination.  However as these are only theoretical interactions, treatment should only be monitored and no advice on dosage adjustments exists.
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Direct Oral Anticoagulants (DOACs) for the acute treatment and secondary prevention 

of venous thromboembolism (VTE)

(Pulmonary embolism (PE) and deep vein thrombosis (DVT))



Transfer of Prescribing Responsibility 



		Patient Details:   



[bookmark: Text1]Name:..     ..............................................................              DOB:      /     /     	



Hospital Number:      ………………………              Address:      …………………………………………………………..



NHS Number:      ………………………………….                 ……………………………………………………………………………………..



		GP Practice Details:



Name:      ………………………………………

Address:       ……………………………………

Tel no:      ………………………………………

Fax no:      ……………………………………..

NHS.net e-mail: ……………………………

		Consultant Details:



Consultant Name:      ..............................................................

Organisation Name:      ...........................................................

Clinic Name:      …………………………………………………..

Address:      ………………………………………………………

Tel no:      …................................................…………………..

Fax no:      ……………… NHS.net email:      ………………………



		

Dear Dr      ………….



The patient is on a DOAC for: treatment of DVT / treatment of PE / secondary prevention of VTE (delete as appropriate)



		DOAC initiated

		Tick selected

		Date initiated

		Dose on transfer

		Intended duration of treatment

		Date of next review



		Apixaban

		[bookmark: Check1]|_|

		     

		     

		     

		     



		Dabigatran

		|_|

		     

		     

		     

		     



		Edoxaban

		|_|

		     

		     

		     

		     



		Rivaroxaban

		|_|

		     

		     

		     

		     





I have now supplied the first three months of therapy for this patient and am writing to transfer the prescribing responsibility for this patient’s on-going anticoagulation from      /     /     



This transfer of care document should be reviewed in conjunction with the screening checklist and notification sent previously by the initiating clinician.  If this has not been received contact the consultant named above for details.



All patients receiving DOAC therapy for VTE for duration over one year should be reviewed at least annually throughout the treatment period by the initiating organisation’s anticoagulation / thrombosis clinic, in line with local guidelines. 



Monitoring:

		Test

		Result

		Date of test

		Please repeat test in:



		Serum Creatinine 

		     

		     

		………     ..months



		Creatinine clearance  (CrCl*)

		     

		

		



		Haemoglobin

		     

		     

		12 months



		ALT or AST  (delete as appropriate)



		     

		     

		12 months





*eGFR should NOT be used to guide dosing decisions. Creatinine clearance must be estimated using the Cockcroft-Gault equation calculator or refer to the South London creatinine clearance information sheet.

Other relevant information:      …………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………………………

Antiplatelet Therapy

		Is the patient receiving concomitant antiplatelet therapy?             |_| YES       |_| NO



		Antiplatelet(s) in use:       

		Indication:      



		Should antiplatelet therapy be withheld whilst patient on anticoagulation?    |_| YES       |_| NO

Comments (including plan for antithrombotic therapy):      











		|_| I confirm that I have prescribed in accordance with the local VTE guidelines

|_| I confirm that the patient has been made aware of the benefits and risks of DOAC therapy, including risks

of both major and minor bleeding, and that they know how to seek medical help should bleeding occur

|_| I confirm that an anticoagulation card and/or medic-alert bracelet has been provided                       

|_| I confirm that the patient has consented to treatment

|_| For female patients of child-bearing age: I have explained the risks of falling pregnant whilst on this treatment         

      and recommended appropriate contraceptive measures are taken

  

Signed:      …………………………………….  Name of Clinician:…      ……………………… Date:      …………….











In the event that there are any concerns regarding the acceptance of the prescribing responsibility for this medication please contact the anticoagulation / thrombosis clinic via:       
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RIVAROXABAN for the prevention of atherothrombotic events after an Acute Coronary Syndrome (unstable angina, non-ST segment elevation myocardial infarction (NSTEMI) or ST segment elevation myocardial infarction (STEMI))





Transfer of Prescribing Responsibility 



		Patient Details:   



[bookmark: Text1]Name:.     ...................................................…..........              DOB:      /     /     	



Hospital Number:       ………………………………                Address:      …………………………………………………….



NHS Number:       ………………………………………..                  …………………………………………………………………………..



		GP Practice Details:



Name:      ………………………………………

Address:      ……………………………………

Tel no:      ………………………………………

Fax no:      ………………………………………

NHS.net e-mail:      ……………………………

		Consultant Details:



Consultant Name:      .............................................................

Organisation Name:      ...........................................................

Clinic Name:      …………………………………………………..

Address:      ………………………………………………………

Tel no:      …................................................…………………..

Fax no:      ………………… NHS.net email:      …………………



		

Dear Dr      ………….



This patient has been initiated on rivaroxaban in accordance with South London guideline for the prevention of atherothrombotic events after an ACS.



I have now supplied the first three months of therapy for this patient and am writing to transfer the prescribing responsibility for this patient’s on-going treatment from      /     /     .



This transfer of care document should be reviewed in conjunction with the rivaroxaban screening checklist and notification sent previously by the initiating clinician. If this has not been received contact the consultant named above for details.



Details of treatment plan on transfer (Tick appropriate box and complete relevant information)

		Rivaroxaban 2.5mg twice daily to continue in combination with:

[bookmark: Check1]|_| Aspirin 75mg daily plus clopidogrel 75mg daily OR      

|_| Aspirin 75mg daily alone

Antiplatelet(s) duration plan:      







		Duration of rivaroxaban:

|_| 12 month only and to stop on      /     /                                                                                                                          

|_|       months and to stop on      /     /                                                                                                                 





		Next Hospital follow up appointment on:      











Any other relevant information:      ………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………………………

Monitoring:

		Test

		Result

		Date of test

		Please repeat test in:



		Serum Creatinine 

		     

		     

		     ….………..months



		Creatinine clearance  (CrCl*)

		     

		

		



		Haemoglobin

		     

		     

		     ….………..months



		ALT or AST  (delete as appropriate)



		     

		     

		     ….………..months





*eGFR should NOT be used to guide dosing decisions. Creatinine clearance must be estimated using the Cockcroft-Gault equation calculator or refer to the South London creatinine clearance information sheet



		|_| I confirm that I have prescribed in accordance with the local ACS guidelines

|_| I confirm that the patient has been made aware of the benefits and risks of rivaroxaban therapy, including 

Risks of both major and minor bleeding, and that they know how to seek medical help should bleeding occur

|_| I confirm that I have provided an anticoagulation card and/or medic-alert bracelet at initiation                        

|_| I confirm the patient has consented to treatment

|_| For female patients of child-bearing age: I have explained the risks of falling pregnant whilst on this treatment  

and recommended appropriate contraceptive measures are taken 

  



Signed:      …………………………………….  Name of Clinician:      …………………………… Date:      .











[bookmark: _GoBack]In the event that there are any concerns regarding the acceptance of the prescribing responsibility for this medication please contact the consultant named above for details:       
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Shared Care Guideline: Prescribing Agreement for single agent  


 Attention Deficit Hyperactivity Disorder (ADHD) medication  


METHYLPHENIDATE in ADULT patients (over 18 years) 


Section A: To be completed by the Specialist Clinician initiating the treatment 


GP Practice Details: 
Name: …………………………………………………….. 
Address: …………………………………………………. 
Tel no: ……………………………………………………. 
Fax no: …………………………………………………… 


 


Patient Details: 
Name: ……………………………………………………….. 
Address: …………………………………………………….. 
DOB: …………../……….…/………..… 
Hospital number: ……………………………………………  
NHS number (10 digits): …………………………………... 


Specialist Clinician Details: 


Name of specialist: ………………………………………….       Clinic name: ………………………………………………….. 
Address: .......................................................................................................................………………………………………. 
Tel no: ………………………………………………………….     Fax no: ………………………………………………………….   


Diagnosis:  


 


 


Drug (including BRAND name) & dose to be prescribed by GP: 
 
 
 


 


GP: Please prescribe the specified BRAND 


Please tick one box  
□ – new adult diagnosis as above  OR  
□  - transferred from CAMHS 
Next hospital appointment:  


 


 


Dear Dr. ………………………………….…….., 
 
Your patient was seen on ……./….…/………..  and is stabilised on the medicine above (date started:…………………) for 


the specified diagnosis. I have discussed with the patient and emphasised: 
 The need for ongoing treatment will be reviewed on an annual basis for the first two years, then ONCE every two 


years. I will inform you when treatment is interrupted or discontinued. 
 The need to attend appointments with the Specialist Clinician and GP for ongoing monitoring 
 The need to bring the hand held monitoring booklet to all appointments with Specialist and GP.  


 
I am requesting your agreement to sharing the care of this patient from …../.…./…….. in accordance with the attached 
Shared Care Prescribing guideline. 


The following investigations have been performed on  ………../……./………. and are acceptable for shared care.  


Test Result Monitor 


Please record ongoing results in the Adult ADHD Monitoring  
Booklet which has been issued to the patient by the Specialist 
Clinician. 


 


Blood Pressure 
 


 3 monthly 


Pulse 
 


 3 monthly 


Weight 
 


 6 monthly 


 


Please take particular note of the guidelines where the areas of responsibilities for the Specialist Clinician, GP 


and patient for this shared care arrangement are detailed.  


Section B: To be completed by the GP and returned to the Specialist Clinician detailed above 


Please sign and return your agreement to shared care within 14 days of receiving this request. Tick which applies: 


 
□ I accept sharing care as per shared care prescribing guideline and above instructions 
 
□ I would like further information.  Please contact me on:………………………. 
 
□ I am not willing to undertake shared care for this patient for the following reason: 
 
 
GP name: ………………………………………GP signature:……………………………………Date: …/…/….. 
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working in partnership with 


 


 
  


 
 


 
 


SHARED CARE PRESCRIBING GUIDELINE 


 


NOTES to the GP 


 
The expectation is that these guidelines should provide sufficient information to enable GPs to be confident to take clinical 
and legal responsibility for prescribing this drug.  
 
The questions below will help you confirm this:   
 
 Is the patient‟s condition predictable or stable? 
 Do you have the relevant knowledge, skills and access to equipment to allow you to monitor treatment as indicated in 


this shared care prescribing guideline?   
 Have you been provided with relevant clinical details including monitoring data? 
 


If you can answer YES to all these questions (after reading this shared care guideline), then it is appropriate for you to 
accept prescribing responsibility. 
 


If the answer is NO to any of these questions, you should not accept prescribing responsibility.  You should write to the 
consultant within 14 days, outlining your reasons for NOT prescribing. If you do not have the confidence to prescribe, we 
suggest you discuss this with your local Trust/specialist service, who will be willing to provide training and support. If you 
still lack the confidence to accept clinical responsibility, you still have the right to decline. Your PCT pharmacist will assist 
you in making decisions about shared care. 
 
It would not normally be expected that a GP would decline to share prescribing on the basis of cost.  


 


The patient’s best interests are always paramount 


 


 Shared Care Guideline: Prescribing Agreement for single agent  


 Attention Deficit Hyperactivity Disorder (ADHD) medication  


METHYLPHENIDATE in ADULT patients (over 18 years) 


Date prepared:  30
th
 April 2012 


 


Date of first approval:  21
st
 June 2012 


 


Approved by: Croydon Prescribing 
Committee, 


 


Next review date: 21
st
 June 2014 


 


Prepared by:  
Deepti Patel, Senior Practice Support Pharmacist, NHS Croydon 
Janice Steele, Deputy Chief Pharmacist, NHS Croydon 
Dr Sri Perecherla, Consultant Psychiatrist, SLaM 
Azizah Attard, Principal Pharmacist, SLaM 
Dr M Clementson, GP, NHS Croydon  
Dr B Abbott, GP, NHS Croydon 


Reviewed for SLAM NHS Trust by: 
Dr Sri Perecherla, Consultant Psychiatrist, SLaM 
Azizah Attard, Principal Pharmacist, SLaM 
Georgina Boon. Senior Clinical Pharmacist, SLaM 
 


ACTION – Specialist Clinician ACTION - GP 


 Complete section A of “Prescribing 
Agreement” and fax to GP for attention and 
action 


 Original to be filed in patient‟s clinical 
record 


 Please consider request within 14 days 


 If named GP is not available over the next week, pass request to a 
GP colleague 


 Complete section B of “Prescribing agreement” and fax back to 
consultant 
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1. CIRCUMSTANCES WHEN SHARED CARE IS APPROPRIATE 
 Prescribing responsibility will only be transferred when the specialist clinician and the GP are in 


agreement that the patient‟s condition is stable or predictable and in accordance with NICE 
guidance.  


 The patient will only be referred to the GP once the GP has agreed in each individual case and the 
Specialist Clinic (hospital) will continue to provide prescriptions until successful transfer of 
responsibilities as outlined below. 


 The adult ADHD specialist clinician will provide new patients with an initial supply of THREE months 
therapy or until the patient is stable – whichever is longer. 


 For patients transferring from CAMHS AND patient is stable then the adult ADHD specialist will 
approach GP for shared care under the adult ADHD shared care protocol. Otherwise adult ADHD 
specialist will continue to prescribe until patient is stable. 


 


2. AREAS OF RESPONSIBILITY 


 
 


 


 
 


3. COMMUNICATION AND SUPPOR


 Shared Care Guideline: Prescribing Agreement for single agent  


 Attention Deficit Hyperactivity Disorder (ADHD) medication  


METHYLPHENIDATE in ADULT patients (over 18 years) 


SPECIALIST CLINICIAN – Prior to shared care and transfer of prescribing responsibility 


 Prior to initiating methylphenidate the specialist clinician will: 
 


 Assess the patient and establish a diagnosis of attention-deficit hyperactivity disorder 
 
 Clearly demonstrate the diagnosis through a detailed report outlining the current problems, 


developmental history and presence of “core signs” of ADHD. These must meet the diagnostic 
criteria of the DSM-IV, AND are associated with at least moderate psychological, social and/or 
educational or occupational impairment based on interview and/or observation in multiple 
settings AND are pervasive, occurring in at least two settings. 
 


 Carry out a pre-drug treatment assessment which includes: 
• a full mental health and social assessment 
• a full history including: 


- assessment of history of exercise syncope, 
- undue breathlessness and other cardiovascular symptoms 
- heart rate and blood pressure-plot on centile chart 
- weight  
- family history of cardiac disease  


• an electrocardiogram (ECG) if there is a past medical or family history of serious cardiac 
disease, a history of sudden death in young family members or abnormal  findings on 
cardiac examination. 


• risk assessment for substance misuse and drug diversion. 


 
 Where necessary, specialist clinician will request GP and/or Cardiologist to assist with assessment of 


general physical health including physical examination and/or examination of cardiovascular system.  
 


 Discuss ADHD treatment options in line with NICE guidance (CG072) This should include 
consideration of contra-indications, interactions and cautions, a discussion of the reasons for 
treatment, the possible side effects and the lack of information in relation to longer-term outcomes 
including effectiveness and adverse effects. 


 Ensure relevant baseline investigations are performed, documenting height, weight, blood 
                           pressure, pulse and these are communicated to the GP. 
 


 Initiate / continue (if transferred from CAMHS) treatment with methylphenidate, in line with NICE guidance 
and prescribe medication until the dose has been optimised and patient stabilised. 


 


 Monitor the patient during this time and as required for symptom control, and provide the GP with 
appropriate clinical information and individual patient information. 
 


 Continue to prescribe methylphenidate from the specialist clinic until dose is stabilised and shared care 
has been agreed. 


 


 Determine a management strategy and communicate to GP 
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 Shared Care Guideline: Prescribing Agreement for single agent  


 Attention Deficit Hyperactivity Disorder (ADHD) medication  


METHYLPHENIDATE in ADULT patients (over 18 years) 


SPECIALIST CLINICIAN  
 
Once shared care has been accepted by patient’s GP and written confirmation received, the Specialist 


Clinician will:  
 Provide the GP with an individual patient Barkley symptom check list so GP is aware of baseline symptoms at point 


of shared care 


 Be available to give advice to GP if the patient‟s condition changes and to ensure that procedures are in place for 
prompt specialist review 


 Ensure carer support packages are in place together with behavioural packages if appropriate 


 Issue the patient with the patient held communication booklet with baseline BP (including centile), pulse  & weight 
recorded 


 Review the patient yearly for the first two years then ONCE every two years.  
 Review to include weight, BP, pulse (and communicate these to the GP using the patient held 


communication booklet),  
 Review to include as per NICE guidance:  


 clinical need, benefits & side effects, views of the patient, preferred pattern of drug use, 


 effect of missed doses, planned reductions & brief periods of no treatment (to inform the GP when 
the treatment is being interrupted or discontinued) 


 coexisting conditions, treat or refer if necessary 


 need for psychological, social & occupational support 


 Continue to monitor patient for psychiatric disorders such as depression, suicidal thoughts, hostility, psychosis and 
mania and symptoms such as palpitations, exertional chest pain, unexplained syncope, dyspnoea or other 
symptoms suggestive of heart disease 


 Specialist clinician will consider the need for continued treatment and will inform the GP when the treatment is being 
interrupted or discontinued. 


       •     Report any unexpected adverse drug effects experienced by the patient to the MHRA via „yellow card system‟ 


 Pregnancy: If patient becomes pregnant, the specialist clinician will take over the complete ADHD care of the patient 
and shared care will resume after pregnancy.  


 
 GENERAL PRACTITIONER (GP)  


If the GP has agreed to shared care, (s)he should notify the specialist clinician in writing without delay and will: 


 Review the patient in accordance with specialist advice 


 Prescribe methylphenidate in accordance with CD regulations once the treatment has been established, the patient 
stabilised on a particular dose of medication and shared care accepted. Prescriptions for methylphenidate should 
be restricted to 30 days supply.  


 Prescribe the BRAND name specified (see page one), to ensure correct product is always supplied 


 Review the patient following the transfer of prescribing responsibility for: 
 Blood pressure and pulse – three monthly 
 Weight  & eating habits – six monthly 
 Drug side effects and adverse effects as outlined in the shared care guideline 


 Record the BP (including centile), pulse, and weight in the patient held communication sheet and communicate any 
concerns to the specialist clinician 


 GPs to be familiar with the baseline symptoms (see Barkley symptom check list) and communicate 
significant changes in symptoms to the specialist clinician. 


 The GP is not expected to monitor for side effects or symptoms, however the GP should be aware of the following 


and should refer back to the specialist clinician at the specialist clinic if there is: 
 deterioration of symptoms, 
 patient is intolerant of adverse effects, 
 new or worsening psychiatric disorders such as depression, suicidal thoughts, hostility, psychosis & mania. 
 symptoms such as palpitations, exertional chest pain, unexplained syncope, dyspnoea or 


                          other symptoms suggestive of heart disease 
 seizures exacerbated in a child with epilepsy or de novo seizures 
 tics 
 lack of efficacy 
 non compliance is suspected 
 a change in social/domestic circumstances 


 As this is a controlled drug, if the GP has information about previous misuse of drugs by family members / carers, 
they should alert the specialist clinician to this. 


 Report any adverse drug effects to the MHRA via yellow card scheme 


 Pregnancy: If patient becomes pregnant, the GP will STOP methylphenidate and refer patient back to Specialist 
Clinician, shared care for ADHD will resume after pregnancy.  
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Summary of monitoring Specialist clinician 
Yearly for first two years then 


ONCE every two years 


GP 


 


Baseline height, weight, BP & pulse  Baseline  


Blood Pressure (including centile) & pulse  √  √ every 3 months  


Weight & eating habit √ √ every 6 months  


Monitor ADHD symptoms √  


 


 


3. COMMUNICATION AND SUPPORT 


 


Specialist Contacts  


 


Other Contacts  


Specialist clinic contacts: 


 


 


Specialist clinicians name: 


 


 


Specialist clinic address: 
 
 
 
 
Telephone no: 
 
 
Fax no: 
 
 
NHS e-mail: 


 


 


 


College / work: 
Contact details: 
 
 
Social services: 
Contact details: 
 
 
Other services involved?      YES/NO 
 
Contact details 


Maudsley National Medicines Information Service  


 


For healthcare professionals only: Mon- Fri 09:00-17:00    telephone 020 3228 2317 


 


Specialist support/resources available to GP including patient information: 


 
1. Contact with specialist clinician 
2. Information in the British National Formulary (BNF) 
3. Summaries of Product Characteristics (SPC) website: http://www.medicines.org.uk  
4. NICE clinical guidance 72 – Attention deficit hyperactivity disorder. Web link http://www.nice.org.uk/CG072  
5. The national Attention Deficit Disorder Information & Support Service Website http:// www.addiss.co.uk 
6. Adults with ADHD http://aadduk.org/  
 


 


 


 


 



http://www.medicines.org.uk/

http://www.nice.org.uk/CG072

http://www.addiss.co.uk/

http://aadduk.org/
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4. CLINICAL INFORMATION 
Indication(s):  Attention deficit hyperactivity disorder from age 6 years. Some extended 


formulations may have licenses for use in adults. See latest SPC.  ADHD is defined 
by core signs of inattention, hyperactivity and impulsiveness 


Place in Therapy: Methylphenidate is recommended in NICE guidelines as part of a comprehensive 
treatment program for attention-deficit hyperactivity disorder in children over 6 years 
of age 


Therapeutic summary:  Methylphenidate (a CNS stimulant) improves core symptoms of ADHD 


Dose & route of 


administration: 


Methylphenidate is prescribed orally. Dose and timing will depend on the patient and 
form of tablet: 
 


Ritalin® Immediate release tablets 10mg 


Equasym® Immediate release tablets 5mg, 10mg, 20mg 


Equasym XL® modified release capsules 10mg, 20mg, 30mg 


Concerta XL® modified release tablets 18mg, 27mg, 36mg 


Medikinet ® immediate release tablets 5mg, 10mg, 20mg 


Medikinet XL® prolonged release capsules 5mg,10mg, 20mg, 30mg,40mg 


 


Dose and administration: 


Ritalin®, Equasym ®, Medikinet ®  5-60mg daily (last dose not normally within 4 
hours of bedtime) 


Initiate at 5mg OD or BD; if necessary increase dose & frequency of administration 
by weekly increments of 5-10mg 


 


Equasym XL® 10-60mg OD in the morning before breakfast 
Equasym XL® 10mg OD may be used in place of immediate release 
methylphenidate 5mg BD from beginning of treatment where appropriate. 
Patients established on immediate release may be switched to the 
milligram equivalent daily dose of Equasym XL® 
(E.g. 10mg BD of immediate release methylphenidate = 20mg OD Equasym XL®) 
 
The capsules may be swallowed whole with the aid of liquids, or alternatively may 
be opened and the capsule content sprinkled onto a small amount of applesauce 
and given immediately and not stored for future use.  Drinking some fluids e.g. 
water, should follow the intake of the sprinkles with applesauce. The capsule and 
the capsule contents must NOT be crushed or chewed. 
 


Concerta XL ® 18-54mg daily 


Initiate at 18mg daily (in the morning); if necessary increase dose weekly according 
to needs and response of the patient.  
 
MUST be swallowed whole with the aid of liquids, and must NOT be chewed, 
divided, or crushed. 
 


Equivalence (immediate release (IR) vs. modified release (MR)) 


5mg TDS (IR) = 18mg OD Concerta XL®  


10mg TDS (IR) = 36mg OD Concerta XL®  


15mg TDS (IR) = 54mg OD Concerta XL® 


 


Medikinet XL® 5mg to 60mg OD with or after breakfast. 
Medikinet XL® 5mg OD may be used in place of immediate release 
methylphenidate 2.5 mg BD from beginning of treatment where appropriate. 
 
The capsules may be swallowed whole with the aid of liquids, or alternatively may 
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be opened and the capsule content sprinkled onto a small amount of applesauce or 
yoghurt and given immediately and not stored for future use. Drinking some fluids 
e.g. water, should follow the intake of the sprinkles with applesauce. The capsule 
and the capsule contents must NOT be crushed or chewed 
 
Patients Currently Using Methylphenidate: Patients established on an 
immediate release methylphenidate hydrochloride formulation may be 


switched to the milligram equivalent daily dose of Medikinet XL®. 
------------------------------------------- 


NB: NICE clinical guidance 72 – after review of poor response to drug 


treatment and consultation with a tertiary or regional center consider: 


increasing dose of methylphenidate to 0.7mg/kg up to three times a day, or a 


total daily dose of 2.1mg/Kg/day (up to a maximum of 90mg/day for immediate 


release or equivalent modified release dose). 


Duration of treatment: Determined on an individual basis. The Specialist Clinician will consider 
discontinuing treatment periodically or if no improvement. 
Transfer to adult psychiatric services will be managed on an individual case basis. 


Summary of adverse effects 


(See summary of product characteristics (SPC) for full list http://www.medicines.org.uk ): 
 
Very common: >1/10,          Common: >1/100, <1/10      Uncommon: >1/1000, <1/100 
Rare: >1/10,000, <1/1000   Very rare: <1/10,000 
 


 Adverse effect  Frequency  Management 


Blood and lymphatic 
system disorders: 


 


Anaemia, leucopenia, 
thrombocytopenia 


Very rare If patient has nosebleeds‟, bruising or 
infections discuss/refer to specialist.  If 
abnormal discontinue and 
refer to specialist clinician 


Cardiovascular 
system disorders: 


Hypertension 
 
 
 


Common Monitor BP at baseline & then every 3 
months. Use with caution in 
hypertensives. In trials, SBP & DBP were 
increased by 1-4 mmHg during the day; 
resting pulse increased by 2-6 beats per 
minute. 
If systolic BP greater than the 95th centile 
(or a clinically significant increase) 
measured on 2 separate occasions should 
prompt dose reduction and referral to 
physician 


Arrhythmia, palpitations Common Sustained resting tachycardia, arrhythmia 
or systolic BP greater than the 95th centile 
(or a clinically significant increase) 
measured on 2 separate occasions should 
prompt dose reduction and referral to  
physician 


Migraine, tachycardia Uncommon  


Angina Pectoris Rare  


Digestive system 
disorders: 


Loss of appetite 
 


Very 
Common 


 


Nausea and/or vomiting, 
dyspepsia. Dry mouth 


Common  


Diarrhoea, faecal 
incontinence, increased 
appetite 


Uncommon 
 


 



http://www.medicines.org.uk/
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Abnormal liver function, 
ranging from transaminase 
elevation to hepatitis to 
hepatic coma 


Very rare Measure LFTs if there are clinical signs 
of abnormal liver function. Discontinue 
and discuss with specialist clinician 


Eye disorders: 
 
 


Blurred vision, difficulties in 
visual accommodation. 


Rare (E) 
 


 


Diplopia Uncommon  


Metabolic and 
nutritional system 
disorders: 


Growth retardation/weight 
loss 


Common Monitor height & weight at baseline & 6 
monthly. Give advice on increasing 
calorific intake Refer to specialist clinician 
for discontinuation or interruption of 
treatment if signs of weight loss or growth 
suppression 


Musculoskeletal 
system disorders: 
 
 


Leg cramps,  
Arthralgia 
 


Uncommon  


 


Nervous system 
disorders 


Dizziness, somnolence and 
twitching (tics). 


Common  


Hyperkinesia, speech 
disorder and vertigo. 


Uncommon  


Hyperactivity, convulsions, 
muscle cramps, 
choreoathetoid movements, 
exacerbation of existing 
tics, Tourette's syndrome. 
Cerebral arteritis, and/or 
occlusion. 


Very rare  


Neuroleptic malignant 
syndrome (NMS) 


Very rare Stop and urgently refer to A&E 


Convulsions Very rare Discontinue & discuss with specialist 
Clinician 


Psychiatric disorders: Insomnia.  
 


Very 
Common 


Recommend good sleep hygiene. Discuss 
appropriateness of small bedtime dose 
with specialist clinician 


Anxiety, depression, 
emotional lability, hostility 
and nervousness. 


Common Refer to specialist clinician 


Abnormal dreams, apathy, 
confusion, hallucinations, 
sleep disorder, thinking 
abnormal, suicide attempt. 
 
 


Uncommon Refer to specialist clinician 


Agitation, psychoses  Refer to specialist clinician 


Toxic psychosis 
(sometimes with visual and 
tactile hallucinations), 
transient depressed mood. 
 
 
 


Very Rare Refer to specialist clinician 


Respiratory system 
disorders: 


Cough increased, epistaxis Uncommon  







 
 


FINAL VERSION 
Date prepared: 30


th
 April 2012   Date approved: 21


st
 June 2012 Review date: 21


st
 June 2014     9 of 9 


 


Skin system 
disorders: Common: 


Rash. Alopecia, pruritus, 
urticaria. 


Common  


 Thrombocytopaenic 
purpura, exfoliative 
dermatitis, erythema 
multiforme 


Very Rare  


Urogenital system 
disorders 


Urinary frequency, 
haematuria, urinary 
urgency 


Uncommon  


 


Monitoring Requirements: Baseline: Blood Pressure, pulse, height, weight 
Ongoing: BP, pulse -3 monthly (NICE) weight and height 6 monthly. 
Ongoing FBC: Only if clinically indicated or more frequently if baseline 
low 
No routine measurement of FBC, TSH, LFT, U&Es, but measure if 
clinically indicated 


Clinically relevant drug 


Interactions: 


 


 


 


 


 


See BNF / Summary of 


product 


characteristics 
 


Methylphenidate with  


Coumarin anticoagulants  Inhibits metabolism: dosage may have 
to be reduced 


Anticonvulsants (e.g. 
Phenobarbitone, phenytoin, 
primidone) 


Inhibits metabolism: dosage may have 
to be reduced 


Phenylbutazone Inhibits metabolism: dosage may have 
to be reduced 


MAOIs Risk of hypertensive crisis. Do not use 
methylphenidate in patients being 
treated (currently or within last 2 
weeks) with MAO inhibitors 


Guanethidine Hypotensive effect antagonised by 
methylphenidate 


Clonidine Serious adverse effects reported. 
Confirm with specialist clinician 


Practical issues:  Equasym XL® and Medikinet XL® may be swallowed whole with the 
aid of liquids, or alternatively, the capsule may be opened and the 
capsule contents sprinkled onto a small amount (tablespoon) of 
applesauce and given immediately, and not stored for future use. 
Drinking some fluids, e.g. water, should follow the intake of the 
sprinkles with applesauce. The capsules and the capsule contents 
must not be crushed or chewed. 


 Concerta XL® must be swallowed whole with the aid of liquids, and 
must not be opened, chewed, divided or crushed  


 The Concerta XL® tablet shell is eliminated from the body; patients 
             should not be concerned if they occasionally notice in their stool 
             something that looks like a tablet 


 Prescriptions must comply with all the requirements for prescribing 
Controlled Drugs 


 Methylphenidate is a medicine that can be abused. As such, the GP 
must bear in mind any factors relating to the child or other family 
members that may be of concern in this regard. 


Key references: NICE guidance at http://www.nice.org.uk/CG072  


Summaries of Product Characteristics (SMP) for Ritalin® , Equasym®, 


Equasym XL®, Concerta XL® Medikinet ® http://www.medicines.org.uk 
 


 



http://www.nice.org.uk/CG072

http://www.medicines.org.uk/
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SHARED CARE PRESCRIBING GUIDELINE 
 


ORAL HYDROXYCARBAMIDE  
for Chronic Myeloid Leukaemia (CML), 


Polycythaemia Rubra Vera (PRV), 
Essential Thrombocythaemia (ET), 


Sickle Cell Disorder (SCD) 
(for adults) 


 
NOTES to the GP 


The expectation is that these guidelines should provide sufficient information to enable GPs to be confident to 
take clinical and legal responsibility for prescribing this drug.  
 
The questions below will help you confirm this:   
 Is the patient’s condition predictable or stable? 
 Do you have the relevant knowledge, skills and access to equipment to allow you to monitor treatment as 


indicated in this shared care prescribing guideline?   
 Have you been provided with relevant clinical details including monitoring data? 


 
If you can answer YES to all these questions (after reading this shared care guideline), then it is appropriate 
for you to accept prescribing responsibility. 
 
If the answer is NO to any of these questions, you should not accept prescribing responsibility.  You should 
write to the consultant within 14 days, outlining your reasons for NOT prescribing. If you do not have the 
confidence to prescribe, we suggest you discuss this with your local Trust/specialist service, who will be 
willing to provide training and support. If you still lack the confidence to accept clinical responsibility, you still 
have the right to decline. Your PCT pharmacist will assist you in making decisions about shared care. 
 
It would not normally be expected that a GP would decline to share prescribing on the basis of cost.  


The patient’s best interests are always paramount 
 


Date prepared:   10th September 2009 
Approved on behalf of SWL PCTs by: 
Croydon Prescribing Committee 
Date approved: 15th June 2010  
Review date: June 2012  


Prepared by: 
Dr Nnenna Osuji, Consultant Haematologist, Mayday 
Hospital 
Manjeet Lundh, Senior Practice Support Pharmacist, 
Croydon PCT 
Janice Steele, Acting Chief Pharmacist, Croydon PCT 


 


This box can be used to confirm that shared care has been agreed between the consultant and GP.   
Patient name: 
 


Patient ID (NHS No.) / D.O.B: 


Drug Name: 
 


Indication: 


Consultant Name: 
 


GP Name: 


Consultant Signature: 
 


GP Signature: 
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ORAL HYDROXYCARBAMIDE 
 
 
1. CIRCUMSTANCES WHEN SHARED CARE IS APPROPRIATE 
 
• Prescribing responsibility will only be transferred when the consultant (specialist) and the GP are in agreement that 


the patient’s condition is stable or predictable. 
• Patients will only be referred to the GP once the GP has agreed in each individual case and the hospital will 


continue to provide prescriptions until successful transfer of responsibilities as outlined below. 
• The hospital will provide the patient with a minimum initial supply of 4 weeks therapy but this will usually be longer 


in order for the patient to be reviewed and stabilised on a dose and shared care agreed. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
AREAS OF RESPONSIBILITY 
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Consultant GP 
Pre-treatment checks:- 
• Consider possible drug interactions. 
• Conduct baseline tests. 
• All conditions: FBC,U&E’s,creatinine,LFTs,ESR,uric acid & LDH 
• For PRV: US/CT scan abdomen, CXR, O2 saturation/arterial 


blood gases, serum EPO level, ferritin,  evidence of clonality 
JAK2 +ve/bone marrow aspirate & trephine with cytogenetics. 


• For CML:  all above + Ph chromosome analysis.  
• For SCD: FBC, HbS & HbF %, reticulocytes, ferritin, U&Es, 


LFTs.  
• Document patient’s height, weight (as dosage based on IBW). 
Patient education:- 
• Discuss benefits vs risks with patient.  Educate patient on 


increase risk of infections, bruising, bleeding and what action to 
take if these occur. 


• Provide adequate verbal and written information for patients and 
relatives on the disease, treatment and side effects – obtain 
written consent for all indications.  For SCD, Mayday supply a 
patient fact sheet (Appendix 1).  Obtain written consent from 
patient (Appendix 2).  Include contact number if patient 
experiences adverse effects or feels unwell. 


• Tell patient to inform consultant if pregnant as treatment would 
need to stop. 


• Advise on the use of contraception for both men and women, if 
appropriate, to reduce risk of teratogenicity.  


• Ask patient to contact GP practice after one week to inform the 
practice that hydroxycarbamide has been started (but hospital 
will continue to prescribe). 


• Document that patient has been informed (usually verbally) if 
hydroxycarbamide is being used for an unlicensed indication. 


• Inform patient and GP if any supportive therapy is required. 
Starting of treatment:- 
• Record baseline blood tests.  
• Issue hospital prescription(s) (minimum 4 weeks) or longer until 


next hospital appointment.  
• Review patient and communicate results to GP.  Once stable, 


consider asking GP to take over prescribing responsibilities. 
• Complete dose record book and give to patient (Appendix 3) 
• Issue patient information leaflet for the indication being treated 


(if available). 
• Patient education as above. 
• Provide GP with contact details for further specialist advice. 
Subsequent treatment 
• Monitor efficacy, inform GP of any dose changes and document 


changes. Update patient’s dose record book. 
• Inform GP of any blood test performed and the results. 
• Reinforce contraception advice at each appointment where 


appropriate. 
• Report adverse events to the CSM and GP. 
Shared care 
• Send copy of consent form with shared care protocol to GP. 
• Ask GP to continue prescribing (Appendix 4). Inform GP that 


hospital will continue to monitor blood results, providing details 
on indication, dose, strength, frequency, quantity, baseline test 
results, frequency of monitoring, supportive therapy required 
and next hospital review date (summary sheet Appendix 5). 


• Provide GP with contact details for further specialist advice if not 
yet given. 


• Notify hospital within 14 days once GP has been 
asked to take on prescribing, if not willing to 
prescribe hydroxycarbamide under shared care. 


• Save copy of signed shared care guideline in 
patient’s records. 


• Return/fax back GP signed copy of shared care to 
hospital for record. 


• Record hydroxycarbamide as hospital only initially 
on computer system for information.  Change once 
GP has taken over prescribing. 


• Continue to prescribe hydroxycarbamide in line 
with hospital recommendation. Prescribe as an 
acute prescription. 


• Check patient dose record book prior to issuing 
each prescription. 


• Add alert on computer system that patient is taking 
oral anti-cancer therapy for a non cancer use and 
hence caution with monitoring and drug 
interactions. 


• Ensure that patient understands dosing instructions 
and which warning symptoms to report.  


• Record indication, dosing information, monitoring 
requirements, blood tests on practice computer 
system. Extract relevant information from letters or 
from patient’s dose record book. 


• Check with consultant if patient needs to continue 
with supportive therapy eg. allopurinol, 
antihistamines. 


• Discuss with hospital (or refer back) if there is 
cause for concern (e.g. toxicity). 


• Inform patient of monitoring schedule and repeat 
prescribing arrangements. 


• Reinforce contraceptive advice to patient (relevant 
3 months after stopping hydroxycarbamide). 


• Reinforce handling advice to patient. 
• Ensure patient is scheduled for and attends 


reviews in secondary care. 
• Monitor for drug interactions – see under clinical 


information.   
• Adjust dose/ stop treatment as advised by 


specialist, complete/update patient dose record 
book. 


• Monitor the patient’s overall health status. 
• Report adverse events to the specialist and CSM. 
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2. COMMUNICATION AND SUPPORT 
 
Hospital contacts (the referral letter will indicate named consultant): 


Mayday Healthcare NHS Trust                   Mayday Haematology Department 
Tel: 0208 401 3000                                     Tel:0208 401 3026 


Out of hours contacts & 
procedures: 


Haematology Consultant:…………………………. 
Clinical Nurse Specialist 0208 401 3670 or via switchboard bleep 666 


Pharmacy  
 


Medicines Information: Ext 3059 


On-call consultant haematologist, 
Mayday Hospital  
Switch Board:  
Tel: 0208 401 3000 


Specialist support/resources available to GP including patient information: 
  www.npsa.nhs.uk 
 http://www.cancerbackup.org.uk/Treatments/Chemotherapy/Individualdrugs 


 


CLINICAL INFORMATION 
Indication(s): 
 


Treatment of chronic myeloid leukaemia. 
Treatment of patients with essential thrombocythaemia or polycythaemia vera with 
a high risk for thrombo-embolic complications. 
Other indications (unlicensed): sickle cell disease (SCD) 


Place in Therapy: As above 
Therapeutic summary: 
 


• Hydroxycarbamide is an antineoplastic agent which appears to act by 
interfering with synthesis of DNA.  It is orally active. 


Route of administration: Orally.  The capsules should be swallowed whole with a glass of water.  Nursing 
staff/carers involved in the administration of hydroxycarbamide capsules to the 
patient, need to be aware of safe handling of the capsules and be advised to wear 
gloves. 


Dosage Regimen: See below for initial dosing.  Maintenance/intermittent dosing schedule varies 
according to indication and monitoring parameters.  Hospital to inform GP of 
maintenance dose for patient. 


Indication Initial Dose 
 


Dose Adjustments (to 
be made by hospital) 


Comments  


 Contact consultant for any dose adjustments and if interim blood counts are 
outside parameters listed below. 


Chronic Myeloid 
Leukaemia 


40mg/kg/day 
(depending on 
WCC   
 


Adjust dose to keep WCC 
5-10x109/L  
 


Contact consultant if WCC 
<2.5x109/L or platelets 
<100x109/L with respect to 
stopping and reintroducing 
therapy. 


Essential 
Thrombocythaemia 


15mg/kg/day 
 


Adjust dose to maintain 
platelets 200-400x109/L 
without lowering WCC 
<4x109/L 


Consultant to advise on action if 
outside range. 
 


Polycythaemia Rubra 
Vera 


15-20mg/kg/day Aim to keep Hct <0.45 
and platelets <400x109/L 


Usual average daily dose 500-
1000mg. Consultant to advise on 
action if outside range. 


Sickle Cell Disorder 500mg per day 
(increase by 
500mg per day 
every 2 weeks to a 
maximum of 2g 
daily) 


Dose increases should 
only be made providing 
the absolute neutrophil 
count remains >2 x109/L, 
the platelets >80x109/L 
and the reticulocyte count 
>80x1012/L 
 


Consultant to advise on action.  
Stop treatment if: 
neutrophils <2x109/L or 
platelets <80x109/L or 
reticulocytes <80x1012/L. 
If neutrophils <1x109/L or 
platelets < 40x109/L contact 
consultant immediately. 
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Dose of concomitant 
Aspirin/Allopurinol  


• Aspirin 75mg daily (as per correspondence from consultant) 
• Allopurinol 300mg daily (reduce to 100mg daily if serum creatinine > 


300micromol/L or if CrCl < 20ml/min) for the first month (continue indefinitely for 
patients with persistently raised urate or history of gout). 


Adverse effect Frequency Management (as advised by 
consultant) 


Leucopenia common Discuss with consultant if WCC 
<2.5x109/L.  If neutrophils 
<1x109/L contact consultant 
immediately. 


Megaloblastosis (raised MCV) Common Often self-limiting & persists. 
Thrombocytopenia Uncommon Discuss with consultant if 


platelets  <100x109/L. 
Anaemia uncommon If severe, stop therapy 
Maculopapular rash, facial 
erythema, acral erythema 


Uncommon If rash develops, consider oral 
antihistamine 
eg.chlorphenamine 


Increase LFTs, bilirubin Uncommon 
Alopecia Rare 
Acute pulmonary reactions Rare 


 
Discuss with consultant 
 


Dermatomyositis-like skin 
changes, hyperpigmentation or 
atrophy of skin/nails, pruritis, 
leg ulcers 


Very rare Painful leg ulcers may require 
cessation of therapy 


Leukaemogenesis unknown Monitored by hospital 


Summary of adverse 
effects: (See summary of 
product characteristics (SPC) 
for full list) 
http://www.emc.medicines.or
g.uk/ 
 
Very common: >1/10 
 
Common: >1/100, <1/10 
 
Uncommon: >1/1000, <1/100 
 
Rare: >1/10,000, <1/1000 
 
Very rare: <1/10,000 
 


Genotoxicity  Men - use safe contraceptive 
measures during & for at least 3 
months after therapy; consider 
sperm conservation 
Women – consider genetic 
consultation if planning to become 
pregnant; safe contraceptive 
measures 


Monitoring 
Requirements: 
 
 
 
 
 


Baseline tests will be performed by the specialist and an initial prescription for 4 
weeks or longer will be issued depending when patient has next hospital 
appointment.  There are no standard guidelines for monitoring; frequency and 
control may be individualised. 
 
All monitoring to be performed by secondary care. 
Once patient stable and shared care accepted, GP should not issue 
prescription unless blood test results are available within the last 6 months 
for the myeloproliferative disorders (CML, PRV, ET) or within the last 3 
months for SCD. 
See patient’s dose record book for latest results. 


Clinically relevant drug 
interactions: 
 


• Antiretrovirals – NRTIs (didanosine, stavudine): increased risk of toxicity 
(peripheral neuropathy, pancreatitis, hepatotoxicity), avoid concomitant use. 


• Antipsychotics (clozapine): increased risk of agranulocytosis with cytotoxics; 
avoid concomitant use. 


• Record interacting drug in patient’s dose record book and on GP system for 
information (even though GP not prescribing). 


• If a new interacting drug is started, a specialist review or discussion with 
consultant may be necessary. 


Practical issues: 
 


• Hydroxycarbamide is available as 500mg capsules. 
• Counsel on effects of hydroxycarbamide on fertility - advise on use of 


contraception for both sexes, even after stopping treatment. 
• Hydroxycarbamide passes into breast milk – avoid breast feeding. 
• Maintain fluid intake during treatment. 
• Handling advice: pregnant women should not handle hydroxycarbamide. 
• Advise patient to wash hands before and after contact with the capsules – issue 


patient information leaflet.  If nursing staff/carers are involved in the 
administration of hydroxycarbamide capsules to the patient, advise on safe 
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handling of the capsules and wear gloves. 
• Strict compliance is necessary for continuation of treatment. 
• Useful sites for patient information include: 


http://www.cancerbackup.org.uk/Treatments/Chemotherapy/Individualdrugs 
• Community pharmacists should be able to confirm that the prescribed dose 


correlates with dose in the patient record book and that the patient is aware of 
the required monitoring arrangements – this will ensure that dispensing 
requirements are satisfactory.  Also need to be aware of and reinforce handling 
advice and contraception advice. 


 
Key references: 
 
 
 
 


• Summaries of Product Characteristics Hydrea® www.emc.medicines.org.uk/ 31/12/2009. 
• Summaries of Product Characteristics Hydroxycarbamide medac capsule   


www.emc.medicines.org.uk/ 31/12/2009. 
• British National Formulary September 2009, No. 58. 
• NPSA Rapid Response Report: Risks of incorrect dosing of oral anti-cancer medicines.  


NPSA/2008/RRR001 http://www.npsa.nhs.uk/nrls/alerts-and-directives/rapidrr/risks-of-incorrect-
dosing-of-oral-anti-cancer-medicines/  


• Stockley’s Drug Interactions 8th edition, 2008, Pharmaceutical Press. 
• Renal Drug Handbook 2nd edition, 2004. UK Renal Pharmacy Group. Ed. C. Ashley; A. Currie. 


 
 
 
Appendices 
 
Appendix 1:  Hydroxycarbamide for Sickle Cell Disorder Fact Sheet. 


         Mayday Healthcare Haematology Department. 
 
Appendix 2:  Adult Shared Care Patient Consent Form, May 2010, NHS Croydon. 
 
Appendix 3:  Dose Record Book for Hydroxycarbamide June 2010, NHS Croydon. 
 
Appendix 4: Hydroxycarbamide – template letter to GP (from Mayday Healthcare). 
 
Appendix 5: Shared Care Guideline Patient Summary Sheet, May 2010, NHS Croydon. 
 
Appendix 6: Advice from David Locke, Barrister on use of generic hydroxycarbamide for sickle cell 


disease 
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HYDROXYCARBAMIDE FOR SICKLE CELL DISORDER 
 


MAYDAY HEALTHCARE HAEMATOLOGY DEPARTMENT  
FACT SHEET  


 
BACKGROUND 
 
Hydroxycarbamide has been shown in many studies throughout Europe and the USA to reduce 
the number and severity of painful crises and thereby the number of hospital admissions in 
people who suffer from sickle cell disorder.  It works mainly by increasing the amount of foetal 
haemoglobin in the red blood cells which helps prevent the sickle haemoglobin from damaging 
the red blood cells.  It is not a cure for sickle cell disorder and the beneficial effects last only as 
long as it is taken regularly. 
 
SIDE EFFECTS 
 
Hydroxycarbamide is a cytotoxic drug which has been used to treat other illnesses and is not 
currently licensed for the treatment of sickle cell disorder in the UK (although it is in the USA). 
It can suppress the number of white blood cells (myelosuppression), and if these fall to a very low 
level your susceptibility to infection may be increased. To avoid this complication it is necessary 
to have regular blood checks.  Providing your blood is checked regularly most people do not have 
any adverse effects from this therapy but occasionally it can cause nausea, itching, skin rashes, 
liver impairment, hair loss, weight gain, leg ulcers and pigment changes.  It may also damage the 
unborn child and so it is very important for both males and females to use contraception whilst 
taking hydroxycarbamide.  There is also a very small chance that it may increase the risk of 
cancer but so far this does not seem to be the case in people with sickle cell disorder who are 
taking it. 
 
WHAT TO EXPECT IF YOU EXPERIENCE SIDE EFFECTS 
 
Myelosuppression, nausea and skin reactions are the most common toxic effects. 
Hydroxycarbamide may be stopped for a short period until your symptoms subside and restarted 
at a lower dose. Chlorphenamine (Piriton) may be prescribed for itching. 
 
 
LEG ULCERS 
If you develop a leg ulcer whilst taking hydroxycarbamide, please inform a member of the team 
immediately. You may be taken off the drug following discussion with the haematologist and 
nurse specialist.  
 
PREGNANCY 
If you become pregnant whilst taking hydroxycarbamide you must inform your haematology 
consultant and nurse specialist immediately. You will be taken off the drug and will not 
recommence it until you stop breastfeeding. 
 
ADMINISTRATION 
 
You will start taking hydroxycarbamide at a dose of one capsule (500mg) per day and this will be 
increased gradually to a dose of between two to four capsules a day.  To avoid problems 
secondary to low white blood cells it is necessary to have regular blood tests.  Initially this will be 
weekly for four weeks then every fortnight for approximately the next eight weeks, then monthly 
for two months, then two monthly until you have been on hydroxycarbamide for a year without 
any serious adverse effects. Thereafter blood tests will only be required once every three months.   
However, more frequent monitoring will be required following any change in dosage. If you are 
unable to attend for the blood tests or do not wish to use contraception it will not be possible to 
prescribe hydroxycarbamide. 
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CONTACT INFORMATION 
 
Further information if needed can be accessed via the internet (www.SCInfo.org) 
or by contacting the team on the numbers below.  
 
Additionally, if you feel unwell between monitoring visits, particularly with 
symptoms to suggest infection (eg. fever, chills, sore throat), or unexpected 
bruising or bleeding, you must contact the team on the numbers below during 
working hours, or if at night or at a weekend, you must either contact your GP or 
attend Mayday A&E. 
 
Sickle Cell and Thalassaemia Centre   020 8251 7229 
Lifeblood Suite at Mayday Hospital   020 8401 3670 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
CP/9/08 
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MAYDAY HEALTHCARE HAEMATOLOGY DEPARTMENT 
PROTOCOL FOR HYDROXYCARBAMIDE IN SICKLE CELL DISORDER 


 
 


INTRODUCTION 
 
Hydroxycarbamide promotes HbF synthesis, improves red cell hydration, 
decreases neutrophil count, modifies red cell-endothelial interactions and acts as 
a nitric oxide donor. Studies in the USA and Europe have demonstrated a 
reduction in frequency of painful episodes, incidence of chest syndrome and in 
transfusion requirements. Long term follow up data has shown an improved 
survival at 10 years in patients taking hydroxycarbamide, although it remains 
unlicensed for use in sickle cell disorder in the UK. 
The following are indications as suggested by the Sickle Cell Society in their 
recently approved document “Standards for the Clinical Care of Adults with Sickle 
Cell Disease in the UK” 2008. 
 
DEFINITE INDICATIONS 
 
Patients with moderate to severe SCD: 
 


1. who have had three or more painful crises over the past two years 
requiring hospital admission. 


2. or have recurrent crises in the community which are severe enough to 
interfere with their activities of daily living 


3. or have had two or more acute chest syndromes 
 
POSSIBLE INDICATIONS 
 
Hydroxycarbamide has been used in anecdotal reports or observational studies 
in the following: 
 


1. Patients who have had a previous stroke, but are no longer willing or able 
to continue a transfusion programme 


2. Patients with excessive haemolysis causing anaemia or repeated 
gallstone production 


3. Patients with anaemia due to renal disease, especially if they are not 
willing or able to have a blood transfusion 


4. Priapism 
5. Leg ulcers (this is controversial as there is also some evidence that leg 


ulcers are made worse by hydroxycarbamide) 
6. Pulmonary hypertension 
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EXCLUSION CRITERIA 
 


1. Patients who do not attend for the blood tests 
2. Patients who are unwilling to use contraception 
3. Failure to sign informed consent 
4. Patients with significant abnormalities of renal or liver function 


DOSAGE 
 
Hydroxycarbamide should only be commenced after giving the patient written 
information about the drug, full discussion of its side effects and obtaining 
informed consent. Any new patient should be entered on to the database on the 
pathology shared drive. It is not clear whether dose escalation to the maximum 
tolerated dose should be performed routinely, but the following schedule is 
currently recommended: 
Starting dose is 500mg per day.  Increase by 500mg per day every two weeks to 
a maximum of 2gm daily.  Dose increases should only be made providing the 
absolute neutrophil count remains above 1.5x109/l, the platelets above 80x109/l 
and the reticulocyte count above 80x1012/l 
 
If any of the following FBC parameters apply the hydroxycarbamide should be 
stopped until recovery has occurred and restarted at a lower dose 


• Neutrophils <1.5x109/l 
• Platelets < 80x109/l 
• Reticulocytes <80x1012/l 


In these circumstances the FBC should be checked weekly unless the 
neutrophils < 1x109/l or the platelets < 40x109/l when checks should be made 
more frequently until the blood count has recovered. 
 
 
MONITORING 
 
Visits should be weekly for four weeks, then fortnightly for approximately eight 
weeks, then monthly for two months, then every two months until a year of 
therapy has elapsed without any serious adverse effects. Thereafter monitoring is 
every three months, unless results necessitate a dosage change as above. 
 
Each visit should be recorded as the week number and a note made of any of the 
side effects, namely, weight gain, pigment changes, nausea, skin rash, alopecia 
or diarrhoea.  Chlorphenamine (Piriton) may be prescribed for pruritis. The 
pathology results should also be recorded. 
 
 
 
 
 
 
 
CP/9/08 
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INVESTIGATIONS REQUIRED 
 
 
Before commencing therapy   FBC 
      Hb S and HbF % 
      Reticulocytes 
      Ferritin 
      U&E, LFTs 
 
Week 1     FBC and reticulocytes 
 
Week 2     FBC and reticulocytes 
      U&E, LFTs 
 
Week 3     FBC and reticulocytes 
 
Week 4     FBC and reticulocytes 
      U&E, LFTs 
      Hb S and HbF % 
 
Week 6     FBC and reticulocytes 
      U&E, LFTs 
 
Week 8     FBC and reticulocytes 
      U&E, LFTs 
      Hb S and HbF % 
 
Week 10     FBC and reticulocytes 
      U&E, LFTs 
 
Week 12     FBC and reticulocytes 
      U&E, LFTs 
      Hb S and HbF % 
 
All subsequent visits   FBC and reticulocytes 
                                               U&E, LFTs 
      Hb S and HbF % 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
CP/9/08 
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ADULT SHARED CARE PATIENT CONSENT FORM 
FOR …………………………………………….. (INSERT DRUG NAME) 


 
I understand that by signing this document I am giving my consent to be treated with 


………………………………………….  The use of this medicine for treating my condition 


has been explained to me by the doctor and I understand this.   


I am also aware that the medicine may be used for an unlicensed indication as covered 


by the shared care guideline (delete if necessary). 


I have had an opportunity to ask questions about the treatment, particularly around the 


aims of treatment, the side effects and the monitoring requirements.  I understand that I 


will receive this medicine as part of a shared care agreement between my hospital 


consultant and my GP. 
 


I have been given the following information about my treatment/medicine as well as 


who to contact if I have any queries, feel unwell or experience possible side effects: 


 Yes/No Comments 
Dose record card/book   


Website addresses (specify) 
 
 


  


Other information (specify) 
 
 


  


 
I understand my role and responsibility and agree to the following 
(delete if not applicable): 
    
• I agree to attend for blood tests every ……….weeks/months (specify) 


as requested by my doctor       
 


• I understand that if I miss …….. (specify number) blood monitoring tests 
I will be taken off ………………………….(specify drug)               


 
• I agree to adhere to a strict contraceptive regime 


whilst taking ……………………………. (specify drug)           
 
• If I am considering having/planning a baby I understand that I must stop 


taking ..………………………… (specify drug) for at least …….months 
   before conception                                                
 
 Details Date 
Patient’s name   


Patient’s D.O.B.   


Patient’s signature   


Doctor’s name  (and status)   
Doctor’s signature   
Name of Hospital   
Send completed copy of this form and signed shared care guideline to patient’s GP. 
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ADDITIONAL INFORMATION 


 
 


Drug Name:  


Indication:  


Date Started:  


Signature of Doctor/
Consultant 


 


Designation :  


Hospital & Department:  


Hospital contact number 
for GP/Patient to use for 
advice/queries: 


 


GP Name/Practice and 
Telephone Number:  


 


Print Name (Dr/Cons)  


1 


 


 
 
 


DOSE RECORD BOOK  
 


FOR ______________________  
 
 
 
 
 
 
 
 
 
 
 
 
 
DOCTORS: Please update this book at each hospital 
appointment.  If you make a change to the dose or  
frequency of medication, record the change in this book. 
Complete additional information on back page. 


 
PATIENT: Please keep this book with you and show it to 
any healthcare professional who treats you.  When you 
ask for prescriptions, it can be used to inform your GP 
and community pharmacist of your current dose and of 
any dose changes. 
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DOB: 
 
Address:  
 
 
 
Hospital Number: 
 
NHS Number:  
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DOSE RECORD BOOK  
 


FOR ______________________  
 
 
 
 
 
 
 
 
 
 
 
 
 
DOCTORS: Please update this book at each hospital 
appointment.  If you make a change to the dose or  
frequency of medication, record the change in this book. 
Complete additional information on back page. 


 
PATIENT: Please keep this book with you and show it to 
any healthcare professional who treats you.  When you 
ask for prescriptions, it can be used to inform your GP 
and community pharmacist of your current dose and of 
any dose changes. 
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Name: 
 
DOB: 
 
Address:  
 
 
 
Hospital Number: 
 
NHS Number:  
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Dosing Information for :_________________________ 


 Date: Date: Date: 


Current Dose:    


Date of Last 
Blood Test: 


   


Blood Results  
Acceptable:  Y/N 


   


Dose Change 
made: Y/N 


   


New Dose:    


List any Interact-
ing Drugs: (eg.  
Clozapine,  
Antiretrovirals) - 
refer to shared 
care guideline 


   


Date of Next  
Appointment: 


   


Dr. Initials &  
Signature: 
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Blood Test Results  


 Date of 
Test: 


Date of 
Test: 


Date of 
Test: 


Hb  g/dl:    


WBC x 109/L:    


Plt x 109/L:    


Neutrophils x 
109/L 


   


% Neutrophils:    


Reticulocytes x 
1012/L: 


   


Other Tests: 
(specify) 


   


Date of Next 
Blood Test: 


   


Comments:     
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Date of Last 
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Blood Results  
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Dose Change 
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New Dose:    


List any Interact-
ing Drugs: (eg.  
Clozapine,  
Antiretrovirals) - 
refer to shared 
care guideline 


   


Date of Next  
Appointment: 


   


Dr. Initials &  
Signature: 
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 Date of 
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Date of 
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Date of 
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WBC x 109/L:    
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% Neutrophils:    


Reticulocytes x 
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Other Tests: 
(specify) 


   


Date of Next 
Blood Test: 


   


Comments:     
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Clozapine,  
Antiretrovirals) - 
refer to shared 
care guideline 


   


Date of Next  
Appointment: 


   


Dr. Initials &  
Signature: 
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Blood Test Results  


 Date of 
Test: 


Date of Test: Date of Test: 


Hb  g/dl:    


WBC x 109/L:    


Plt x 109/L:    


Neutrophils x 
109/L 


   


% Neutro-
phils: 


   


Reticulocytes 
x 1012/L: 


   


Other Tests: 
(specify) 


   


Date of Next 
Blood Test: 


   


Comments:     
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Date of Last Blood 
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Blood Results  
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New Dose:    


List any Interacting 
Drugs: (eg.  
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Antiretrovirals) - refer 
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line 


   


Date of Next  
Appointment: 


   


Dr. Initials &  
Signature: 


   9 


 


Blood Test Results  


 Date of 
Test: 


Date of 
Test: 


Date of 
Test: 


Hb  g/dl:    


WBC x 109/L:    


Plt x 109/L:    


Neutrophils x 
109/L 


   


% Neutrophils:    


Reticulocytes x 
1012/L: 


   


Other Tests: 
(specify) 


   


Date of Next 
Blood Test: 


   


Comments:     


4 


 


Dosing Information for :________________________ 


 Date: Date: Date: 


Current Dose:    


Date of Last Blood 
Test: 


   


Blood Results  
Acceptable:  Y/N 


   


Dose Change made: 
Y/N 


   


New Dose:    


List any Interacting 
Drugs: (eg.  
Clozapine,  
Antiretrovirals) - refer 
to shared care guide-
line 


   


Date of Next  
Appointment: 


   


Dr. Initials &  
Signature: 


   9 


 


Blood Test Results  


 Date of 
Test: 


Date of 
Test: 


Date of 
Test: 


Hb  g/dl:    


WBC x 109/L:    


Plt x 109/L:    


Neutrophils x 
109/L 


   


% Neutrophils:    


Reticulocytes x 
1012/L: 


   


Other Tests: 
(specify) 


   


Date of Next 
Blood Test: 


   


Comments:     







8 


 


Dosing Information for: _________________________ 


 Date: Date: Date: 


Current Dose:    


Date of Last 
Blood Test: 


   


Blood Results  
Acceptable:  Y/N 


   


Dose Change 
made: Y/N 


   


New Dose:    


List any Interact-
ing Drugs: (eg.  
Clozapine,  
Antiretrovirals) - 
refer to shared 
care guideline 


   


Date of Next  
Appointment: 


   


Dr. Initials &  
Signature: 


   5 


 


Blood Test Results  


 Date of 
Test: 


Date of 
Test: 


Date of 
Test: 


Hb  g/dl:    


WBC x 109/L    


Plt x 109/L    


Neutrophils x 
109/L 


   


% Neutrophils    


Reticulocytes x 
1012/L 


   


Other Tests 
(specify) 


   


Date of Next 
Blood Test: 


   


Comments:     


8 


 


Dosing Information for: _________________________ 


 Date: Date: Date: 


Current Dose:    


Date of Last 
Blood Test: 


   


Blood Results  
Acceptable:  Y/N 


   


Dose Change 
made: Y/N 


   


New Dose:    


List any Interact-
ing Drugs: (eg.  
Clozapine,  
Antiretrovirals) - 
refer to shared 
care guideline 


   


Date of Next  
Appointment: 


   


Dr. Initials &  
Signature: 


   5 


 


Blood Test Results  


 Date of 
Test: 


Date of 
Test: 


Date of 
Test: 


Hb  g/dl:    


WBC x 109/L    


Plt x 109/L    


Neutrophils x 
109/L 


   


% Neutrophils    


Reticulocytes x 
1012/L 


   


Other Tests 
(specify) 


   


Date of Next 
Blood Test: 


   


Comments:     







6 


 


Dosing Information for: _________________________ 


 Date: Date: Date: 


Current Dose:    


Date of Last 
Blood Test: 


   


Blood Results  
Acceptable:  Y/N 


   


Dose Change 
made: Y/N 


   


New Dose:    


List any Interact-
ing Drugs: (eg.  
Clozapine,  
Antiretrovirals) - 
refer to shared 
care guideline 


   


Date of Next  
Appointment: 


   


Dr. Initials &  
Signature: 


   7 


 


Blood Test Results  


 Date of 
Test: 


Date of 
Test: 


Date of 
Test: 


Hb  g/dl:    


WBC x 109/L:    


Plt x 109/L:    


Neutrophils x 
109/L 


   


% Neutrophils:    


Reticulocytes 
x 1012/L: 


   


Other Tests: 
(specify) 


   


Date of Next 
Blood Test: 


   


Comments:     


6 


 


Dosing Information for: _________________________ 


 Date: Date: Date: 


Current Dose:    


Date of Last 
Blood Test: 


   


Blood Results  
Acceptable:  Y/N 


   


Dose Change 
made: Y/N 


   


New Dose:    


List any Interact-
ing Drugs: (eg.  
Clozapine,  
Antiretrovirals) - 
refer to shared 
care guideline 


   


Date of Next  
Appointment: 


   


Dr. Initials &  
Signature: 


   7 


 


Blood Test Results  


 Date of 
Test: 


Date of 
Test: 


Date of 
Test: 


Hb  g/dl:    


WBC x 109/L:    


Plt x 109/L:    


Neutrophils x 
109/L 


   


% Neutrophils:    


Reticulocytes 
x 1012/L: 


   


Other Tests: 
(specify) 


   


Date of Next 
Blood Test: 


   


Comments:     







Appendix 4            
 
 
 


Consultant Haematologists Dr. Hilary Lumley; Dr. Corinna Pollard; Dr. Jennifer Maitland and Dr.  Nnenna Osuji  
Secretaries: Valarie Adamson & Corinne Baker 


Mayday Healthcare is associated with the University of London 
Date prepared:  September 2009         
Date approved: Croydon Prescribing Committee 15th June 2010 
Review date:    June 2012 


 


Mayday University Hospital
530 London Road 


Croydon 
CR7 7YE 


 
Switchboard Tel: (020) 8401 3000 


Haematology Department
Direct Line Tel: (020) 8401 3026 


Direct Fax: (020) 8401 3126 


 
 
 
 
Date: 
 
 
 
Dear Doctor, 


 


Re patient (& dob): ……………………………………………………… 


 


Many thanks for agreeing to provide shared care for hydroxycarbamide for the above patient. 


Mr/Mrs. ………….. is being treated for …………………… and is now on a stable dose of 


……………… gm per day. As per the attached protocol, monitoring and dose adjustment will 


continue to be performed by the haematology team here at Mayday University NHS Trust and we will 


inform you by letter, of changes in dosage. In the event of any toxicity please feel free to contact the 


team: 


 


0208 401 3670 Mon-Friday 0900-1700 


0208 401 3262 out of hours 


 


A haematology doctor is available to give routine advice between 2pm and 5pm Mondays – Fridays 


(0208 401 3026) or, in an emergency you can contact the haematologist on call via switchboard 


(0208 401 3000).  


 


Again many thanks for your support. Your cooperation has helped to reduce the number of hospital 


appointments for Mr/Mrs……………..  


 


 


Yours Sincerely; 
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Date prepared:  September 2009         
Date approved: Croydon Prescribing Committee 15th June 2010  
Review date:     June 2012 


Patient stabilised on oral Hydroxycarbamide 500mg capsules suitable for Shared Care 


Consultant Name: 
 


Clinic Name: 


Diagnosis: 
 
Hydroxycarbamide 
Dose of  ………………….grams per day as ……………………500mg capsules (state number)  
Aspirin required:       Dose …………………….……   OR       □ aspirin not required 


Allopurinol required: Dose …………………….……   OR      □ allopurinol not required  


Other medication: 
 
Next hospital appointment: 
  
Dear Colleague       Today’s date…./…./…… 
 
Your patient has been stabilised on the above dose of hydroxycarbamide for the above diagnosis and is 
suitable for shared care as per shared care protocol attached. Patient information has been given 
outlining the potential aims and side effects of this treatment and a patient dose record book supplied.  
A signed patient consent form is also attached. 
The following investigations have been performed on…./.…/….. and are acceptable for shared care. 
The hospital will perform blood tests for monitoring purposes every ………………………..months. 
 
Please do not issue any prescriptions for hydroxcarbamide unless blood test results are 
available within the last 6 months for the myeloproliferative disorders (CML, PRV, ET) or within 
the last 3 months for sickle cell disease (SCD).  See patient’s dose record book for latest results. 
 
Hb g/dl Reticulocytes x1012/L
WBC x109/L Urea mmol/L
Platelets x109/L Creatinine micromol/L
Neutrophils x109/L ALT u/L
Platelets x109/L Alk phosp u/L
ESR x109/L Gamma GT u/L
 
GP to Action:  
Shared care:- 
□ Accepted  - Please ensure the front sheet of the shared care protocol is signed and fax to the 
Haematology Department, Mayday Hospital on 0208 401 3126 within 14 days. 
Date sent to hospital:……………........... 
 
□ NOT accepted  by GP (please outline reasons for not accepting) and fax to the Haematology 
Department, Mayday Hospital on 0208 401 3126 within 14 days.  
Date sent to hospital:…………………… 


GP Practice Details Patient Details 
Name 
 


Name 


Address Address 


Tel No: DOB: 
Fax No: Hospital No: 
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Date prepared:  September 2009             Letter obtained from NHS London Specialised Commissioning Group 
Date approved:  Croydon Prescribing Committee 15th June 2010 
Review date:      June 2012 
 


 
Advice received from David Lock, Barrister re the use of generic hydroxycarbamide 


for sickle cell crisis  
 
There is no reason in principle why the NHS should be required to prescribe a more 


expensive licensed drug when a pharmacologically identical drug is unlicensed for the 


treatment in question.  Unlicensed drugs are used all the time in paediatric medicine 


where it is very difficult if not impossible to get MHRA approval for the proposed uses.   
 


Where a drug is licensed then the NHS is under a theoretically lower level of litigation 


risk because the drug company, in effect, takes on the product liability risk involved in 


prescribing the drug.  However, it is important to highlight that this is a “risk” and that, as 


with all risks, the NHS could decide to accept the risk because the price of the drug 


means that the price of buying out the risk is too great. 
 


Doctors are strongly encouraged by the GMC Code of Conduct to prescribe the most 


appropriate treatment available, and this usually means prescribing in accordance with 


licensed indications where available rather than prescribing off licence.  However an 


oncologist does not breach the Code if he or she fails to prescribe a cancer drug which 


the PCT refuses to support.  Hence the GMC duty is not absolute because it can be 


limited to the choices available to the doctor in his or her work setting. 
 


Hence, if doctors are given a choice by the service conditions within which they work, 


they will be professionally obliged to prescribe the licensed drug (notwithstanding the 


price differential) and that a cheaper pharmacologically identical drug, which is 


unlicensed, is available for the treatment in question.  The key question for the NHS is 


whether to make that drug available to the doctors as something that the doctor can 


prescribe.  That is a commissioning policy decision and not a prescribing decision for 


which the doctor is held accountable to the GMC. 
 


If a doctor, working for an NHS Trust, was unable under the terms of his employment 


contract, from prescribing an expensive licensed drug because there was a cheaper 


pharmacologically identical drug available for the treatment in question then I am 


confident that the doctor would be exposed to virtually no profession risk in following 


existing practice to prescribe the unlicensed alternative. 
 


Equally I find it very difficult to see that the doctor would not be acting negligently in 


doing so because this is not an option which was open to him as an NHS employed 


doctor.  He may have to have a conversation with the patient about buying the licensed 
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Date prepared:  September 2009             Letter obtained from NHS London Specialised Commissioning Group 
Date approved:  Croydon Prescribing Committee 15th June 2010 
Review date:      June 2012 
 


alternative, just as oncologists sometimes discuss patients having private prescriptions 


for expensive but unauthorised cancer drugs.  However there is no duty on the NHS to 


provide the best treatment for every patient.  
 


The patient would have formidable difficulties in suing the commissioner who had made 


the decision not to make the treatment available on grounds of cost because, as I have 


explained in previous advices, there is no general duty of care owed by commissioners 


to patients.  If there is no legal duty of that type, the commissioners cannot be sued for 


alleged breach of that duty. 
 


The letter from the Chief Executive of Nordic Pharma refers to an alleged breach of the 


marketing rules if the NHS promotes the unlicensed alternative.  I have considered the 


rules and would advise that there does not appear to be any breach.  Commissioners are 


not, in my view, marketing products. 
 


I should mention that the restrictions that a PCT can impose on Trusts through the 


mechanism of the NHS Contract do not apply to GPs who have a much wider freedom to 


prescribe.  In effect, they can ignore the restrictions imposed by a PCT and have the 


right under the 2004 Contract and the statutory scheme which underpins it to prescribe 


any drug they consider appropriate.  The fact that this will breach their indicative practice 


budgets is not a good reason for a GP to refuse to prescribe a drug.  However 


understand from the material I have been provided with, that this drug is likely to be 


prescribed in an acute setting so this may not be a significant problem. 
 


On a practical note, if a decision is to be made not to permit NHS Trusts with whom 


PCTs contract to prescribe Siklos I would suggest that discussions are held with the 


NHSLA to alert them to this issue, as the NHS is thereby taking on a theoretically 


increased risk due to the lack of a product liability guarantee.  However the NHS is not a 


risk free environment and all risks come at a price.  I can see very good reasons why, if 


the price differential is too high, the PCTs may consider that this is a highly marginal risk 


which they would be well advised to accept. 
 


In the end this is risk based commissioning decision.  If the drug company with the 


licensed drug was able to bring the price down sufficiently to persuade the NHS to take 


the product liability risk then prescribing Siklos would be attractive.  If not then I can see 


defensible reasons for the NHS not to commission this drug. 


 
David Lock     
July 2009 
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Shared Care Guideline: Prescribing Agreement Modafinil for Narcolepsy in Adults 
 


Section A:  To be completed by the hospital Consultant initiating the treatment. All sections must be completed in full. 


GP Practice Details:  


Name: ……………………………………………………………  


Address: …………………………………………………………  


Tel no: ……………………………………………………………  


Fax no: …………………………………………………………...  


NHS.net e-mail: ………………………………………………… 
 


Patient Details:  


Name: ……………………………………………………………  


Address: …………………………………………………………  


DOB: ……/………/…………  


Hospital number: ………………………………………………..  


NHS number (10 digits): ………………………………………  
 


Consultant name: ……………………………………………………………………………………………………………………………  


Clinic name: ………………………………………………………………………………………………………………………………….  


Contact details:  


Address: .......................................................................................................................................................................................  


Tel no: ……………………………………………………………  Fax no: ……………………………………………………………….  


NHS.net e-mail: ……………………………………………………………………………………………………………………………..  
 


Diagnosis: 
 
 


Drug name and dose to be prescribed by GP: 


Next hospital appointment: ……………/…………………/…………………. 


Dear Dr. ……………………..,  


Your patient was seen on …../..…/………and I have started …………………………………………….(insert drug name and dose) on (insert 
date) for the above diagnosis.  I am requesting your agreement to sharing the care of this patient from …../.…./…….. in accordance with 
the (attached) Shared Care Prescribing Guideline (approval date: …./…./……..).  Please take particular note of Section 2 where the areas 
of responsibilities for the consultant, GP and patient for this shared care arrangement are detailed.  


Patient information has been given outlining potential aims and side effects of this treatment and ………………………………* supplied (* 
insert any support materials issued such as patient held monitoring book etc where applicable).  The patient has given me consent to 
treatment possibly under a shared care prescribing agreement (with your agreement) and has agreed to comply with instructions and 
follow up requirements.  


The following investigations have been performed on ……/……/……… and are acceptable for shared care.  Please monitor………....... 
every ………..  


Test Result Test Result 


ECG    


Blood Pressure    


Heart Rate    


Other relevant information:………………………………………………………………………………………………………………. 


………………………………………………………………………………………………………………………………………………. 
 


 


Section B; To be completed by the GP and returned to the hospital Consultant as detailed in Section A above 


Please sign and return your agreement to shared care within 14 days of receiving this request  


Tick which applies:  


□ I accept sharing care as per shared care prescribing guideline and above instructions  


□ I would like further information.  Please contact me on:……………………….  


□ I am not willing to undertake shared care for this patient for the following reason: ……………………………………………………………… 


GP name: ………………………………………….……….  


GP signature: ………………………………………………Date: …/…/…..  
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SHARED CARE PRESCRIBING GUIDELINE  
 


MODAFINIL FOR NARCOLEPSY IN ADULTS 
 


The expectation is that these guidelines should provide sufficient information to enable GPs to be confident to take clinical and 
legal responsibility for prescribing this drug.  


The questions below will help you confirm this:  


 Is the patient’s condition predictable or stable?  


 Do you have the relevant knowledge, skills and access to equipment to allow you to monitor treatment as indicated in this 
shared care prescribing guideline?  


 Have you been provided with relevant clinical details including monitoring data?  
 
If you can answer YES to all these questions (after reading this shared care guideline), then it is appropriate for you to accept 
prescribing responsibility.  


If the answer is NO to any of these questions, you should not accept prescribing responsibility.  You should write to the 
consultant within 14 days, outlining your reasons for NOT prescribing.  If you do not have the confidence to prescribe, we 
suggest you discuss this with your local Trust / specialist service, who will be willing to provide training and support.  If you still 
lack the confidence to accept clinical responsibility, you still have the right to decline.  Your PCT pharmacist will assist you in 
making decisions about shared care.  


It would not normally be expected that a GP would decline to share prescribing on the basis of cost.  


The patient’s best interests are always paramount 


 


Date prepared: 14th January 2013 Review date: 14th January 2015 


Approved by (date approved): 


Drug and Therapeutics Committee, Kingston Hospital NHS 
Trust (22nd Jan 2013) 


NHS Kingston Medicines Management Committee (7th Feb 
2013) 


 


 
This shared care prescribing guideline has been signed off by the following individuals on behalf 
of their respective organisations: 
 


Participating Primary Care Trusts Participating Hospital Trusts 


 
NHS Kingston: 
Seema Buckley, Chief Pharmacist 
Dr Jonathan Edwards, GP on behalf of Kingston 
Medicines Management Committee  


 
Kingston Hospital NHS Trust: 
Derek Cock, Chief Pharmacist 
Dr Al-Memar, Consultant Neurologist 
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1. CIRCUMSTANCES WHEN SHARED CARE IS APPROPRIATE  
 


 Prescribing responsibility will only be transferred when the consultant and the GP are in 
agreement that the patient’s condition is stable or predictable.  


 Patients will only be referred to the GP once the GP has agreed in each individual case and the 
hospital will continue to provide prescriptions until successful transfer of responsibilities as 
outlined below.  


 The hospital will provide the patient with a minimum initial supply of 8 weeks therapy.  


 
2. AREAS OF RESPONSIBILITY 
 


Consultant (include follow up and monitoring arrangements, details to provide to GP, communication with GP, provision of patient information etc)  


Diagnosis, investigations and initiation of treatment  


Undertake ECG in all patients before treatment is initiated  


Dose adjustment according to response and stabilization of dose  


Prescribe Modafinil for at least 8 weeks and transfer prescribing when the GP formally agrees to shared care, ensuring that the 
patient has sufficient supply during the transfer period.  


Review to assess benefit at least yearly and make dosage adjustments where necessary  


Stop treatment if appropriate  


GP (include monitoring arrangements and indicate when and how to refer back to consultant etc.)  


Prescribing following stabilization of the patient  


Make dosage adjustments on recommendation of the consultant  


Monitor blood pressure and heart rate  


Monitor adverse effects and potential drug interactions and report to the consultant where appropriate  


Refer back to consultant if concerned about the patient’s condition  


Patient (include attendance for follow up appointment, any tests, keeping record books and showing this to relevant HCP etc)  


Report any adverse effects to the specialist or GP  


Inform the specialist or GP if they do not have a clear understanding of their treatment  


Share any concerns they have in relation to Modafinil treatment  


 
3. COMMUNICATION AND SUPPORT 
 


Hospital contacts:  
(the referral letter will indicate named consultant)  


 


Kingston Hospital Switchboard Tel 0208 546 
7711  
Dr Ali Al-Memar 
Dr Saleh Omer 
Dr Jeremy Isaacs 
Dr Dora Lozsadi 


Tel: Ext 3690 


 
 


Out of hours contacts & procedures: 


Please contact Kingston Hospital Switchboard 
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Specialist support / resources available to GP including patient information:  
 
 


 
 
4. CLINICAL INFORMATION 
 


Indication(s) Excessive sleepiness in adults associated with narcolepsy with or without cataplexy  


Excessive sleepiness is defined as difficulty maintaining wakefulness and an increased 
likelihood of falling asleep in inappropriate situations  


Contra-indicated in pregnancy & breast feeding, in children, moderate to severe 
hypertension, history of left ventricular hypertrophy, cor pulmonale, chest pain, 
arrhythmia or other manifestations of mitral valve prolapse in association with CNS 
stimulant use  


Patients with major anxiety should receive treatment in a specialist unit  


Sexually active women of child bearing potential should be established on a 
contraceptive programme before taking modafinil.  


Modafinil should be used with caution in patients with a history of:  


Psychosis, depression, or mania  


Abuse of alcohol, drugs or illicit substances  


Place in Therapy:  


(for using drug locally in relation to 
other treatment options, e.g. 2nd line)  


Treatment should be initiated by or under the supervision of a physician with appropriate 
knowledge of indicated disorders  


A diagnosis of narcolepsy should be made according to the International Classification of 
Sleep Disorders (ICSD2) guideline.  Such an evaluation usually consists, in addition to 
the patient's history, sleep measurements testing in a laboratory setting and exclusion of 
other possible causes of the observed hypersomnia.  


Patient monitoring and clinical assessment of the need for treatment should be 
performed on a periodic basis.  


Physicians prescribing Modafinil for an extended time should periodically re-evaluate the 
long-term use for the individual patients as the long-term efficacy of Modafinil has not 
been evaluated (> 9 weeks).   


Therapeutic summary:  


(Brief description of drug’s effects)  


Modafinil promotes wakefulness in patients with narcolepsy.  The precise mechanism is 
unknown  


Dose & route of administration:  


 


Adults over 18: initiate at 200 mg daily. The total daily dose may be taken as a single 
dose in the morning or as two divided doses in the morning and at noon, according to 
physician assessment of the patient and the patient's response. 


Doses of up to 400mg in one or two divided doses can be used in patients with 
insufficient response to the initial 200mg dose. 


Elderly: Initiate at 100mg daily  


Doses should be halved in patients with severe hepatic failure (100-200mg daily).  
Inadequate information to determine safety and efficacy of dosing in patients with renal 
impairment  


Not licensed for use in children.  Modafinil should not be used in children aged less 
than 18 years old because of safety and efficacy concerns  


Duration of Treatment Long-term 
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Summary of 
adverse effects:  


(See summary of 
product 
characteristics (SPC) 
for full list)  


(include incidence, 
identification, 
importance and 
management)  


Adverse effect: 


 
Serious rash, including Stevens-Johnson 
Syndrome, Toxic Epidermal Necrolysis and 
Drug Rash with Eosinophilia and Systemic 
Symptoms  
Serious rash requiring hospitalisation and 
discontinuation of treatment has been reported with 
the use of Modafinil occurring within 1 to 5 weeks 
after treatment initiation.  Isolated cases have also 
been reported after prolonged treatment (e.g., 3 
months).  
 
 
 
 
Multi-organ hypersensitivity reaction 
Signs and symptoms of this disorder were diverse; 
however, patients typically, although not exclusively, 
presented with fever and rash associated with other 
organ system involvement.  Other associated 
manifestations included myocarditis, hepatitis, liver 
function test abnormalities, haematological 
abnormalities (e.g., eosinophilia, leukopenia, 
thrombocytopenia), pruritus, and asthenia.  
 
Psychiatric disorders  
Patients should be monitored for the development 
of de novo or exacerbation of pre-existing 
psychiatric at every adjustment of dose and then 
regularly during treatment.  
 
 
 
Arrhythmia or moderate to severe hypertension  
 
 
 
 
 
 
Other common adverse effects:  
Headache  
Dizziness, somnolence, paraesthesia  
Decreased appetite  
Nervousness, insomnia, anxiety, depression, 
abnormal thinking, confusion  
Blurred vision  
Tachycardia, palpitation  
Vasodilatation  


Frequency: 


 
0.8% in 
paediatric 
patients (age 
<17 years).  No 
serious skin 
rashes have 
been reported 
in adult clinical 
trials.  Rare 
report in post 
marketing 
surveillance  
 
 
 
Rare 
 
 
 
 
 
 
 
 
 
Rare 
 
 
 
 
 
 
Uncommon 


Management: 


 
Modafinil should be 
discontinued at the first sign 
of rash and not re-started.  
Immediate referral back to 
hospital.  Do not restart 
treatment.  
 
 
 
 
 
 
 
 
 
Modafinil should be 
discontinued and not 
restarted.  Immediate referral 
back to hospital  
 
 
 
 
 
 
If psychiatric symptoms 
develop in association with 
Modafinil treatment, Modafinil 
should be discontinued and 
not restarted.  Refer to 
hospital  
 
Modafinil should be 
discontinued in patients who 
develop arrhythmia or 
moderate to severe 
hypertension and not 
restarted until the condition 
has been adequately 
evaluated and treated.   
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Abdominal pain, nausea, dry mouth, diarrhoea, 
dyspepsia, constipation  
Rash, pruritis  
 


 


Monitoring Requirements Consultant Monitoring  


An ECG is recommended in all patients before Modafinil treatment is initiated.  ECG will be 
carried out by the initiating hospital and the results assessed by the hospital specialist before 
treatment with Modafinil is initiated.  Patients with abnormal findings should receive further 
specialist evaluation and treatment before Modafinil treatment is considered.  
Consultant will review to assess benefit at least yearly.  
 
GP Monitoring  


Blood pressure and heart rate should be regularly monitored in patients receiving Modafinil 
(as outlined in the patient specific prescribing agreement).  Modafinil should be discontinued 
in patients who develop arrhythmia or moderate to severe hypertension and not restarted 
until the condition has been adequately evaluated and treated. 
  
Consultant and GP Monitoring  


 Patients should be monitored for the development of de novo or exacerbation of pre-
existing psychiatric at every adjustment of dose and then regularly during treatment.  


 Patients with abnormal levels of sleepiness who take Modafinil should be advised that 
their level of wakefulness may not return to normal.  Patients with excessive sleepiness, 
including those taking Modafinil should be frequently reassessed for their degree of 
sleepiness and, if appropriate, advised to avoid driving or any other potentially 
dangerous activity.  Undesirable effects such as blurred vision or dizziness might also 
affect ability to drive.  


 
Investigations  


Common: abnormal liver function tests, dose related increases in alkaline phosphatase and 
gamma glutamyl transferase have been observed.  
 
Uncommon: abnormal ECG, weight increase, weight decrease  


Clinically relevant drug 
interactions:  


(include management of drug 
interactions)  


Modafinil accelerates the metabolism of oral contraceptives leading to reduced contraceptive 
effectiveness. Change to an alternative method unaffected by enzyme-inducing drugs. 
Alternatively if used, a product containing 50mcg or more of ethinyloestradiol should be 
taken. An extended or tricycling regimen and pill-free interval of 4 days is also 
recommended. 


Co-administration of potent inducers of CYP activity, such as carbamazepine and 
phenobarbital, could reduce the plasma levels of modafinil. 


Clearance of phenytoin may be decreased when modafinil is administered concomitantly. 
Patients should be monitored for signs of phenytoin toxicity, and repeated measurements of 
phenytoin plasma levels may be appropriate upon initiation or discontinuation of treatment 
with modafinil. 


The clearance of warfarin may be decreased – prothrombin time should be monitored 
regularly during the first 2 months and after changes in Modafinil dosage  


Blood levels of ciclosporin may be reduced.   


Practical issues:  


(e.g. storage and reconstitution 
instructions if applicable)  


 


Key references:  These guidelines have been adapted from joint Croydon University Hospital and NHS 







Prescribing Agreement – Narcolepsy in Adults 7 January 2013 


 Croydon shared care guidelines produced on 30.04.2012 


SPC Modafinil  (Provigil® 100mg/200mg) (last updated on September 2012) 


SPC Modafinil  100mg tablets ( last updated on October 2012) 


MHRA Drug Safety Update Volume 4, Issue 8 March 2011 Modafinil (Provigil): information to 
support safer use; now restricted to narcolepsy  


BNF 64 September 2012 


Faculty of Sexual and Reproductive Healthcare Guidance. Drug interactions with hormonal 
contraception: Clinical effectiveness Unit, January 2011.  
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Shared Care Guideline: Prescribing Agreement Modafinil for Narcolepsy in adults 
 


Section A: To be completed by the hospital consultant initiating the treatment 
GP Practice Details: 
Name: ……………………………………… 
Address: …………………………………… 
Tel no: ……………………………………… 
Fax no: ……………………………………… 
NHS.net e-mail: …………………………… 


Patient Details: 
Name: ……………………………………………… 
Address: …………………………………………… 
DOB: ……/………/………… 
Hospital number: …………………………………  
NHS number (10 digits): ………………………… 


Consultant name: …………………………… 


Clinic name: …………………………………. 


Contact details: 
Address: ......................................................................................................................... 
Tel no: ………………………………………     Fax no: ……………………………………… 
NHS.net e-mail: …………………………… 


Diagnosis:  
…………………………………………………… 


Drug name & dose to be prescribed by GP: 
……………………………………………………………. 


Next hospital appointment: ……/……/…….. 


Dear Dr. …………………….., 
Your patient was seen on …../..…/………and I have started …………………………………………….(insert 
drug name and dose) on (insert date) for the above diagnosis.  I am requesting your agreement to sharing 
the care of this patient from …../.…./…….. in accordance with the (attached) Shared Care Prescribing 
Guideline (approval date: …./…./……..). Please take particular note of Section 2 where the areas of 
responsibilities for the consultant, GP and patient for this shared care arrangement are detailed.  
 
Patient information has been given outlining potential aims and side effects of this treatment and 
……………………………………* supplied (* insert any support materials issued such as patient held monitoring book etc 


where applicable).  The patient has given me consent to treatment possibly under a shared care prescribing 
agreement (with your agreement) and has agreed to comply with instructions and follow up requirements. 


. 


The following investigations have been performed on ……/……/……… and are acceptable for shared care.  
Please monitor………...........every ………..   


Test Result Test Result 


ECG    


Blood Pressure    
Heart Rate    
    


Other relevant information: ……………………………………………………………………………………….. 
……………………………………………………………………………………………………………………….. 


 


Section B: To be completed by the GP and returned to the hospital consultant as 


detailed in Section A above 
Please sign and return your agreement to shared care within 14 days of receiving this request  
Tick which applies: 
□ I accept sharing care as per shared care prescribing guideline and above instructions 
□ I would like further information.  Please contact me on:………………………. 
□ I am not willing to undertake shared care for this patient for the following reason: 
………………………………………………………………………………………………………………. 
 
GP name: ………………………………………….………. 
 
GP signature: ………………………………………………Date: …/…/….. 
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NOTES to the GP 
The expectation is that these guidelines should provide sufficient information to enable GPs to be confident to 
take clinical and legal responsibility for prescribing this drug.  
 
The questions below will help you confirm this:   
 Is the patient’s condition predictable or stable? 
 Do you have the relevant knowledge, skills and access to equipment to allow you to monitor treatment as 


indicated in this shared care prescribing guideline?   
 Have you been provided with relevant clinical details including monitoring data? 
 
If you can answer YES to all these questions (after reading this shared care guideline), then it is appropriate for 
you to accept prescribing responsibility. 
 
If the answer is NO to any of these questions, you should not accept prescribing responsibility.  You should write 
to the consultant within 14 days, outlining your reasons for NOT prescribing. If you do not have the confidence to 
prescribe, we suggest you discuss this with your local Trust/specialist service, who will be willing to provide 
training and support. If you still lack the confidence to accept clinical responsibility, you still have the right to 
decline. Your PCT pharmacist will assist you in making decisions about shared care. 
 
It would not normally be expected that a GP would decline to share prescribing on the basis of cost.  


The patient’s best interests are always paramount 
 


Date prepared:  30.04.2012 Review date:   06.07.2014 


Approved by (date approved):  
Croydon Prescribing Committee 06 Jul 2012 


 


 


 


This shared care prescribing guideline has been signed off by the following individuals on behalf of 


their respective organisations: 


Participating Primary Care Trusts Participating Hospital Trusts 


Croydon PCT 


Eileen Callaghan, Chief Pharmacist 


 


Croydon Healthcare Services 


Dr Bridget Macdonald, Consultant Neurologist 


Gideon Kotey, Acting Chief Pharmacist 
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MODAFINIL (Provigil®) For narcolepsy in adults 


1. CIRCUMSTANCES WHEN SHARED CARE IS APPROPRIATE 


 Prescribing responsibility will only be transferred when the consultant and the GP are in agreement 
that the patient’s condition is stable or predictable. 


 Patients will only be referred to the GP once the GP has agreed in each individual case and the 
hospital will continue to provide prescriptions until successful transfer of responsibilities as outlined 
below. 


 The hospital will provide the patient with a minimum initial supply of 8 weeks therapy.  


2. AREAS OF RESPONSIBILITY 


Consultant  


 Diagnosis, investigations and initiation of treatment 


 Undertake ECG in all patients before treatment is initiated 


 Dose adjustment according to response and stabilization of dose 


 Prescribe Modafinil for at least 8 weeks and transfer prescribing when the GP formally agrees to shared 
care, ensuring that the patient has sufficient supply during the transfer period. 


 Review to assess benefit at least yearly and make dosage adjustments where necessary 


 Stop treatment if appropriate 
 


GP 


 Prescribing following stabilisation of the patient 


 Make dosage adjustments on recommendation of the consultant 


 Monitor blood pressure and heart rate 


 Monitor patient’s overall health and wellbeing 


 Monitor adverse effects and potential drug interactions and report to the consultant where appropriate 


 Refer back to consultant if concerned about the patient’s condition 
 


Patient 


 Report  any adverse effects to the specialist or GP  


 Inform the specialist or GP if they do not have a clear understanding of their treatment  


 Share any concerns they have in relation to Modafinil treatment 
 


3. COMMUNICATION AND SUPPORT 


Hospital contacts: 
(the referral letter will indicate named consultant) 
 


Out of hours contacts & procedures: 


Croydon Healthcare Services 


Neurology Department 
Dr Fred Schon 


Switchboard  
Tel: (020) 8401 3000 
On call registrar 


Tel:  Direct line (020) 8401 4003 


 
Dr Bridget Macdonald 


 


Tel:  Direct line (020) 8401 3098 


Fax:  Direct Fax (020) 8401 3570 


E-mail: bridget.macdonald@nhs.net 
 


Specialist support/resources available to GP including patient information: 
 



mailto:bridget.macdonald@nhs.net
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4. CLINICAL INFORMATION 


Indication(s): 


 


Excessive sleepiness in adults associated with narcolepsy with or without cataplexy 
 
Excessive sleepiness is defined as difficulty maintaining wakefulness and an 
increased likelihood of falling asleep in inappropriate situations 
 
Contra-indicated in pregnancy & breast feeding, in children, moderate to severe 
uncontrolled hypertension, history of left ventricular hypertrophy, chest pain, 
arrhythmia or other manifestations of mitral valve prolapse in association with CNS 
stimulant use (including ischaemic ECG changes, chest pain and arrythmias) 
 
Patients with major anxiety should receive treatment in a specialist unit 
 
Sexually active women of child bearing potential should be established on a 
contraceptive programme before taking modafinil. 
 
Modafinil should be used with caution in patients with a history of: 
Psychosis, depression, or mania 
Abuse of alcohol, drugs or illicit substances. 


Place in Therapy: 


 
Treatment should be initiated by or under the supervision of a physician with 
appropriate knowledge of indicated disorders  


A diagnosis of narcolepsy should be made according to the International 
Classification of Sleep Disorders (ICSD2) guideline. Such an evaluation usually 
consists, in addition to the patient's history, sleep measurements testing in a 
laboratory setting and exclusion of other possible causes of the observed 
hypersomnia. 


Patient monitoring and clinical assessment of the need for treatment should be 
performed on a periodic basis. 


Physicians prescribing modafinil for an extended time should periodically re-evaluate 
the long-term use for the individual patients as the long-term efficacy of modafinil has 
not been evaluated (> 9 weeks). 


Therapeutic 


summary: 


 


Modafinil promotes wakefulness in patients with narcolepsy. The precise mechanism 
is unknown 


Dose & route of 


administration: 


Adults over 18 years: initially 200mg daily either in two divided doses or as a single 
dose in the morning. Dose adjusted according to response to 200-400mg daily in 2 
divided doses or as a single dose. 
 
Elderly: Initiate at 100mg daily 
 
Doses should be halved in patients with severe hepatic failure (100-200mg daily). 
Inadequate information to determine safety and efficacy of dosing in patients with 
renal impairment 
 


Not licensed for use in children. Modafinil should not be used in children aged 


less than 18 years old because of safety and efficacy concerns 
 


Duration of 


treatment: 


Long-term 
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Summary of 


adverse effects: 
(See summary of 
product 
characteristics (SPC) 
for full list) 
 


 


 


 


 


Adverse effect Frequency Management 


Serious rash, including Stevens-Johnson 
Syndrome, Toxic Epidermal Necrolysis 
and Drug Rash with Eosinophilia and 
Systemic Symptoms 
Serious rash requiring hospitalisation 
and discontinuation of treatment has 
been reported with the use of modafinil 
occurring within 1 to 5 weeks after 
treatment initiation. Isolated cases have 
also been reported after prolonged 
treatment (e.g., 3 months).  
 
 
 
Multi-organ hypersensitivity reaction 
Signs and symptoms of this disorder 
were diverse; however, patients typically, 
although not exclusively, presented with 
fever and rash associated with other 
organ system involvement. Other 
associated manifestations included 
myocarditis, hepatitis, liver function test 
abnormalities, haematological 
abnormalities (e.g., eosinophilia, 
leukopenia, thrombocytopenia), pruritus, 
and asthenia. 
 
Psychiatric disorders 
Patients should be monitored for the 
development of de novo or exacerbation 
of pre-existing psychiatric at every 
adjustment of dose and then regularly 
during treatment. 
 
 
 
Arrhythmia or moderate to severe 
hypertension 
 
 


0.8% in 
paediatric 
patients (age 
<17 years). 
No serious 
skin rashes 
have been 
reported in 
adult clinical 
trials. Rare 
report in post 
marketing 
surveillance 
 
Rare 
 
 
 
 
 
 
 
 
 
 
 
 
Rare 
 
 
 
 
 
 
 
 
Uncommon 
 
 
 
 
 
 
 
 


Modafinil should be 
discontinued at the first 
sign of rash and not re-
started. Immediate 
referral back to hospital. 
Do not restart treatment. 
 
 
 
 
 
 
 
 
Modafinil should be 
discontinued and not 
restarted. Immediate 
referral back to hospital 
 
 
 
 
 
 
 
 
 


If psychiatric symptoms 
develop in association 
with modafinil treatment, 
modafinil should be 
discontinued and not 
restarted. Refer to 
hospital 


 
Modafinil should be 
discontinued in patients 
who develop arrhythmia or 
moderate to severe 
hypertension and not 
restarted until the 
condition has been 
adequately evaluated and 
treated.  
 


Other Common 
adverse Effects: 
 
 
 
 
 
 
 
 
Investigations to 
note:  


 


Headache  
Dizziness, somnolence, paraesthesia 
Decreased appetite 
Nervousness, insomnia, anxiety, depression, abnormal thinking, confusion 
Blurred vision  
Tachycardia, palpitation 
Vasodilatation 
Abdominal pain, nausea, dry mouth, diarrhoea, dyspepsia, constipation 
Rash, pruritis 
 
Common: abnormal liver function tests, dose related increases in alkaline 
phosphatase and gamma glutamyl transferase have been observed.  
Uncommon: abnormal ECG, weight increase, weight decrease 
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Monitoring 


Requirements: 


Consultant Monitoring 
An ECG is recommended in all patients before modafinil treatment is initiated. ECG 
will be carried out by the initiating hospital and the results assessed by the hospital 
specialist before treatment with modafinil is initiated. Patients with abnormal findings 
should receive further specialist evaluation and treatment before modafinil treatment 
is considered.  
 
Consultant will review to assess benefit at least yearly. 
 
GP Monitoring 
Blood pressure and heart rate should be regularly monitored in patients receiving 
modafinil. Modafinil should be discontinued in patients who develop arrhythmia or 
moderate to severe hypertension and not restarted until the condition has been 
adequately evaluated and treated.  
 
Consultant and GP Monitoring 
o Patients should be monitored for the development of de novo or exacerbation of 


pre-existing psychiatric at every adjustment of dose and then regularly during 
treatment. 


o Patients with abnormal levels of sleepiness who take modafinil should be advised 
that their level of wakefulness may not return to normal. Patients with excessive 
sleepiness, including those taking modafinil should be frequently reassessed for 
their degree of sleepiness and, if appropriate, advised to avoid driving or any 
other potentially dangerous activity. Undesirable effects such as blurred vision or 
dizziness might also affect ability to drive. 


 


Clinically relevant 


drug interactions: 


 


Modafinil accelerates the metabolism of oral contraceptives leading to reduced 
contraceptive effectiveness. If used, a product containing 50mcg or more of 
ethinyloestradiol should be taken. 
 
In view of the enzyme inducing potential of modafinil, care should be taken when co-
administering with anti-convulsants. 
 
The clearance of warfarin may be decreased – prothrombin time should be monitored 
regularly during the first 2 months and after changes in modafinil dosage 
 
Blood levels of ciclosporin may be reduced. 


Practical issues: 


 
 


Key references: 


 


 


 


 


SPC Modafinil June 2011 


MHRA Drug Safety Update Volume 4, Issue 8 March 2011 Modafinil (Provigil): 
information to support safer use; now restricted to narcolepsy 
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Prescribing agreement: 


Melatonin for the treatment of sleep disorders  


in children and adolescents 
 


Section A: To be completed by the specialist clinician initiating the treatment 
GP Practice Details: 
Name: ……………………………………… 
Address: …………………………………… 
Tel no: ……………………………………… 
Fax no: ……………………………………… 
NHS.net e-mail: …………………………… 


Patient Details: 
Name: ……………………………………………… 
Address: …………………………………………… 
DOB: ……/………/…………  Gender:………….. 
Hospital number: …………………………………  
NHS number (10 digits): ………………………… 


Consultant/Specialist name: …………………………… 


Clinic name: …………………………………. 


Contact details: 
Address: ......................................................................................................................... 
Tel no: ………………………………………     Fax no: ……………………………………… 
NHS.net e-mail: …………………………… 


Diagnosis:  
…………………………………………………… 


Drug name/presentation  & dose to be prescribed 


by GP: 
……………………………………………………………. 


Next hospital/clinic appointment: ……/……/…….. 


 
Dear Dr. …………………….., 
 
Your patient was started on ………………………………………… (drug name and dose) for the above 
diagnosis on …./…./…. 
S/he was reviewed on …./…./…. and is now stabilised on therapy. 
 
I am requesting your agreement to sharing the care of this patient from …../.…./…….. in accordance with 
the (attached) Shared Care Prescribing Guideline (approval date: …./…./……..).  
Please take particular note of Section 2 where the areas of responsibilities for the consultant, GP and 
patient for this shared care arrangement are detailed.  
 
Patient information has been given outlining potential aims and side effects of this treatment and a sleep 
diary, a sleep hygiene leaflet and a melatonin information leaflet have been supplied. 
The patient/carer has given me consent to treatment possibly under a shared care prescribing agreement 
(with your agreement) and has agreed to comply with instructions and follow up requirements. 
 
Other relevant information: ……………………………………………………………………………………….. 
……………………………………………………………………………………………………………………….. 
……………………………………………………………………………………………………………………….. 
……………………………………………………………………………………………………………………….. 
……………………………………………………………………………………………………………………….. 


 


 


Section B: To be completed by the GP and returned to the consultant/specialist as 


detailed in Section A above 
Please sign and return your agreement to shared care within 14 days of receiving this request  
Tick which applies: 
□ I accept sharing care as per shared care prescribing guideline and above instructions 
□ I would like further information.  Please contact me on:………………………. 
□ I am not willing to undertake shared care for this patient for the following reason: 
 
………………………………………………………………………………………………………………. 
 
GP name: ………………………………………….………. 
 
GP signature: ………………………………………………Date: …/…/….. 
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SHARED CARE PRESCRIBING GUIDELINE 
 


Melatonin for the treatment of sleep 


disorders in children and adolescents 
 
 


 


NOTES to the GP 


 
The expectation is that these guidelines should provide sufficient information to enable GPs to be confident to 
take clinical and legal responsibility for prescribing this drug.  
 
The questions below will help you confirm this:   
 Is the patient’s condition predictable or stable? 
 Do you have the relevant knowledge, skills and access to equipment to allow you to monitor treatment as 


indicated in this shared care prescribing guideline?   
 Have you been provided with relevant clinical details including monitoring data? 
 
If you can answer YES to all these questions (after reading this shared care guideline), then it is appropriate for 
you to accept prescribing responsibility. 
 
If the answer is NO to any of these questions, you should not accept prescribing responsibility.  You should write 
to the consultant within 14 days, outlining your reasons for NOT prescribing. If you do not have the confidence to 
prescribe, we suggest you discuss this with your local Trust/specialist service, who will be willing to provide 
training and support. If you still lack the confidence to accept clinical responsibility, you still have the right to 
decline. Your CCG pharmacist will assist you in making decisions about shared care. 
 
It would not normally be expected that a GP would decline to share prescribing on the basis of cost.  
 


The patient’s best interests are always paramount 


 


 


Date prepared: July 2013  Review date: July 2015   


Written by:  


Laura Morgan, Specialist Pharmacist for Women and Children’s Services (CHS) 


Barbara Adie, Principal Pharmacist for Community Services (CHS) 


Manjeet Lundh, Senior Practice Support Pharmacist (Croydon CCG) 


Victoria Williams, Principal Pharmacist (Croydon CCG) 


Dr Joy Okpala, Consultant Community Paediatrician (CHS) 


Approved by (date approved):  
Croydon Prescribing Committee on 26


th
 July 2013 


 


This shared care prescribing guideline has been signed off by the following individuals on behalf of 


their respective organisations: 


 


Participating CCG Participating Health Trusts 


Croydon CCG 
Eileen Callaghan, Chief Pharmacist 


Croydon Health Services 
Dr Joy Okpala, Consultant Community Paediatrician 
Louise Coughlan, Chief Pharmacist 
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Shared Care Guideline: Melatonin for the treatment of sleep 


disorders in children and adolescents 


CIRCUMSTANCES WHEN SHARED CARE IS APPROPRIATE 


 Prescribing responsibility will only be transferred when the consultant and the GP are in 
agreement that the patient’s condition is stable or predictable. 


 Patients will only be referred to the GP once the GP has agreed in each individual case 
and the hospital will continue to provide prescriptions until successful transfer of 
responsibilities as outlined below. 


 The Trust will provide the patient with a minimum initial supply of at least 4 weeks therapy 
once therapy is stabilised and whilst awaiting agreement from GP. 


AREAS OF RESPONSIBILITY 


Specialist Clinician  
 


Prior to initiating melatonin the specialist clinician will: 
 Assess the patient and establish a diagnosis of sleep disorder. 
 Promote and implement good sleep hygiene practice. 
 Ensure parents, carers or older adolescents (if appropriate) complete a sleep diary 


showing significant problems with sleep latency before treatment with melatonin is 
initiated. The diary is to be maintained after treatment has been started to establish 
efficacy. 


 Give patient leaflets on sleep hygiene and melatonin information. 
 Discuss unlicensed use of melatonin with patient/carer and document discussion in 


patient’s clinical records. 
 Ensure compatibility with any other medication the patient is taking. 
 Initiate therapy with melatonin as Circadin® 2mg Prolonged Release tablets within the 


indications listed in this shared care guideline, and prescribe the medication until the 
dose has been stabilised. 


 Review the patient’s response by appointment/ telephone contact with the patient/carer 
one to two weeks after initiating, including the diary. 


 Titrate the dose in 2mg steps according to response up to a maximum of 10mg. 
 Once the patient is on a stabilised dose, write to the GP to ask whether he/she will 


participate in shared care. 
 Once the patient is on a stabilised dose prescribe 4 weeks supply of medication, whilst 


awaiting confirmation from GP agreement for shared care. 
 


Once shared care has been accepted by patient’s GP and written confirmation received, the 


Specialist Clinician will: 
 Provide the GP with appropriate clinical information and individual patient information. 
 Follow up every 3-6 months to ensure continuing benefit of melatonin (see review 


criteria section), and confirm in writing to GP if continuing benefit is seen, annually. 
 Undertake periodic treatment withdrawals, or advise the GP in writing how and when to 


undertake them. 
 Determine a management strategy and communicate this to the family & GP. 
 Notify the GP if medication is likely to cease or not when adolescent approaches 18 


years and confirm by letter the stop date. 
 Be available to give advice to GP if the patient’s condition changes and to ensure that 


procedures are in place for prompt specialist review 
 Report any adverse drug effects experienced by the patient to the MHRA via the Yellow 


Card system. 
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GP  
 


If the GP has agreed to shared care and he/she should notify the specialist clinician in 


writing (section B of agreement form) without delay and will: 


 Review the patient in accordance with specialist advice. 


 Prescribe the melatonin once dose has been stabilised, in line with localised prescribing 
policies. 


 Monitor general health of patient and check adverse effects as appropriate. 


 Report any adverse drug effects experienced by the patient to the MHRA via Yellow 
Card system 


 Further titrate the dose, or discontinue the medication if required whilst awaiting 
specialist review - only under advice of the specialist. 


 Check for interactions with melatonin when prescribing new or altering existing 
concurrent medications. 


 Communicate any problems to the specialist. 


 Refer the patient back to the specialist if any unmanageable problems arise, allowing an 
adequate notice period (minimum 4 weeks suggested). 
 


Note: if GP does not agree to shared care, he/she should notify the specialist clinician in 


writing outlining the reasons why (section B of agreement form) 


 


Patient and / or carers  


 


 Have a clear understanding of the treatment 


 Have read and understood the Trust patient information leaflet and are practising the sleep 
hygiene methods as recommended by the specialist. 


 Will take/give the melatonin as agreed with the specialist or GP. 


 Will maintain a sleep diary and bring to appointments with the relevant healthcare professional. 


 Will attend booked appointments for review and monitoring of therapy. 
 


COMMUNICATION AND SUPPORT 


Contacts: 


Croydon Health Services 
Community Paediatrician:  
Dr Joy Okpala, Dr Ide Ojo  
Tel: (020) 8274 6378 
Secretary Tel: (020) 8274 6369 
 
Hospital Paediatricians: Dr T Fenton, Dr J Chang, Dr G Brock. 
Secretary Tel: (020) 8401 3397 
 
Pharmacy Department:  
Tel: 0208 401 3000 extension 4142 


Resources: 


i. BNF for Children (use most up to date) 
ii. NICE Evidence Summary; Unlicensed or Off label medicine- ESUOM2: Sleep disorders in children   
     and young people with attention deficit hyperactivity disorder: melatonin. Published 04/01/2013 
iii. Medicines for Children Website- melatonin information leaflet, accessed via 


http://www.medicinesforchildren.org.uk/search-for-a-leaflet/melatonin-for-sleep-disorders/ 
iv. Summary of Product Characteristics for Circadin® (accessible online via www.medicines.org.uk) 



http://www.medicinesforchildren.org.uk/search-for-a-leaflet/melatonin-for-sleep-disorders/

http://www.medicines.org.uk/
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CLINICAL INFORMATION 


Indication(s): 
Note: these are all 
unlicensed 
indications 


Melatonin is indicated for treating sleep disorders in children/adolescents with 
neurodevelopment disorders and conditions such as cerebral palsy, attention 
deficit hyperactivity disorder, learning disabilities and autism - predominantly 
patients with sleep initiation difficulties (if behavioural and sleep hygiene 
measures have not proved helpful) who are under a specialist (CAMHS, 
community/hospital paediatricians or learning disability mental health team).  


Place in Therapy: 


 


Before starting treatment with melatonin, traditional non-pharmacological 
sleep hygiene methods must have been tried and failed. 


Therapeutic 


summary: 


 


Melatonin is a naturally occurring hormone produced by the pineal gland in 
the brain. It is involved in coordinating the body's sleep-wake cycle and 
helping to regulate sleep.  


Dose & route of 


administration: 


Circadin® Prolonged Release Tablets 2mg: 
Initial dose: children >2 years of age 2mg 30-60 minutes before bedtime 


Dose Titration 


(by specialist) 


If insufficient benefit after 3-4 nights: increase dose to 4mg. If no benefit at 
new dose, increase dose in 2-4mg steps according to response after 1-2 
weeks, to a maximum of 10mg. Higher doses are not considered to be of 
greater efficacy and may increase side effects.  
Increases of doses should not be considered when any of the below are 
present: 


 There have been serious adverse effects or a significant  increase in 
seizure activity (where applicable) 


 Patient falls asleep within one hour of ‘lights off’ or ‘snuggling down to 
sleep’ at age appropriate times for the child in three nights out of five 


 Child having more than 6 hours of continuous sleep in three nights out 
of five. 


Duration of 


treatment: 


If no sleep benefit has been seen after 2 weeks on maximum tolerated dose, 
then the medicine should be stopped (no withdrawal period required). 
Where patients do derive benefit from treatment there should be follow up by 
the specialist clinician every 3-6 months to assess continued need (telephone 
review is acceptable where sleep diary should be available and discussed). 


Review Criteria 


(specialist to 


review every 3-6 


months and GP 


as necessary 


under specialist 


advice) 


Discuss and record the following: 
– Patient/carer should be asked to complete the sleep diary and bring to 


appointments. 
– Review sleep diary. 
– Ask patient/carer about side effects and general well-being 
– Ask patient/carer about improved sleeping pattern since taken. 
– Any problems with the medication 
– Problems the next day 
– Sleep hygiene – what is patient’s routine? 


 Is the room dark? 


 Are there any distractions in the room eg. toys, game, TV, consoles? 
– Do they want to continue with melatonin? 
– If treatment has been stopped (see above), has the sleep pattern altered 


and if so, how? 
– Consider the following since initiation: 


 Time dose given  


 Time in bed 


 Time patient falls asleep 
– Stop treatment if no benefit seen with the melatonin. GP may wish to 


discuss with specialist. 
– Specialist to confirm ongoing benefit in writing to GP on an annual basis. 
– The specialist will be responsible for follow up and discontinuing 


treatment. 
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Withdrawal In some cases patients may have a natural pause in medication e.g. at 
weekends/holidays which will help to determine if a benefit is still obtained 
from taking melatonin. The specialist should communicate to the GP if this is 
recommended. 
It is suggested that at least six months of an improved sleep pattern should 
elapse before withdrawal takes place.  


Summary of adverse effects 


 
Melatonin is generally well tolerated however the adverse effect profile is unclear because of the 
relatively small size of the trials supporting its use. Melatonin appeared well tolerated in the RCTs 
in the short and medium term with only mild and transient adverse effects (for example, headache 
or dizziness) reported. This included data from children treated for an average of 18 months (range 
of 1–57 months).  
 
The most common adverse events recognised in the trials to date were dizziness, sleep 
maintenance insomnia, headache, and hyperactivity, agitation or behaviour changes. Comparing 
the rate of patients with adverse reactions per 100 patient weeks, the rate was higher for placebo 
than Circadin®.  
 
Melatonin may have a pro-convulsive effect and should be used with caution in neurologically 
impaired children. Endogenous serum melatonin concentration is elevated in nocturnal asthmatic 
patients. Therefore any extra melatonin supplementation may worsen the attacks. Use with caution 
in this group of patients. 
 
All suspected adverse effects should be reported via the MHRA Yellow Card system. 


 


Uncommon ( >1/1000, <1/100): abdominal pain, dyspepsia, dry mouth, mouth ulceration, weight 
gain, hypertension, chest pain, malaise, dizziness, restlessness, nervousness, irritability, anxiety, 
migraine, proteinuria, glycosuria, pruritus, rash, dry skin;  


Rare: (>1/10,000, <1/1000): thirst, flatulence, halitosis, hypersalivation, vomiting, gastritis, 
hypertriglyceridaemia, palpitation, syncope, hot flushes, aggression, impaired memory, restless 
legs syndrome, paraesthesia, mood changes, priapism, increased libido, prostatitis, polyuria, 
haematuria, leucopenia, thrombocytopenia, electrolyte disturbances, muscle spasm, arthritis, 
lacrimation, visual disturbances, nail disorder 


 
See summary of product characteristics (SPC) for full list via www.medicines.org.uk 
 


Monitoring 


Requirements 


(by specialist): 


No specific monitoring is required for melatonin. 
However, annual growth and height should be measured, for adolescents 
enquire whether there are any concerns in pubertal development. 


Clinically 


relevant drug 


interactions: 


 


Melatonin is metabolised by CYP1A enzymes. Therefore interactions between 
melatonin and other active substances as a consequence of their effect of 
CYP1A enzymes are possible. 


Fluvoxamine 
 


plasma concentration of melatonin increased 
by fluvoxamine—avoid concomitant use 


Oestrogens 
 


plasma concentration of melatonin can be 
increased by oestrogens- use with caution 


Cimetidine 
 


plasma concentration of melatonin can be 
increased by cimetidine- use with caution 



http://www.medicinescomplete.com/mc/bnfc/current/interactions-of-fluvoxamine.htm

http://www.medicinescomplete.com/mc/bnfc/current/interactions-of-oestrogens.htm

http://www.medicinescomplete.com/mc/bnfc/current/interactions-of-cimetidine.htm
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Practical 


issues: 
 


Circadin® prolonged release 2mg tablets may be swallowed whole with a glass 
of water, milk or juice, with or without food.  
 
For patients with swallowing difficulties or who are unable to swallow the tablets, 
they can be crushed and mixed with water or food such as yoghurt. This will 
interfere with the prolonged release effect but this is not required for initiating 
sleep. 
 
GP should initially only issue a maximum of 4 weeks therapy at a time (to avoid 
wastage should the drug not be effective). A suggested maximum supply after 
this is 3 months. 


Other 


formulations: 


For patients already taking melatonin in a different formulation (which are 
unlicensed products) or if patient is not on an equivalent dose of melatonin, eg 
Biomelatonin 3mg tablets or 2.5mg generic capsules (imported), it is 
recommended that the specialist switches them to Circadin®, the first choice 
and only licensed preparation, in agreement with patients and carers. (See 
Appendix 1 for recommendation of transfer to Circadin® letter).  Ideally the dose 
should be changed to the next nearest lower dose eg. 2.5mg unlicensed 
melatonin changed to 2mg Circadin® PR tablets. 
 
If the patient is in the community, the GP may consider the change to Circadin® 
(as above) after discussion with a specialist.  
  
For patients unable to swallow whole tablets, a second line choice will be to 
crush the tablets (see above). As a last line option, melatonin 5mg/5ml oral 
solution (to be prescribed generically) is available as an unlicensed special (as 
per drug tariff) for those who are unable to take the crushed tablets. 
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Appendix 1 


Letter for transferring from an unlicensed melatonin formulation to Circadin® PR 


 
 


 


                                                                                                         
 


 


                                                               Address……………………….               


 


 


 


For the attention of the GP 


 


Dear GP, 


 


 


The following patient …………………………………………….  


 


DOB……………………………………………………………. 


 


NHS number …………………………………………………… 


 


has been transferred from an unlicensed formulation of melatonin to Circadin® 2mg PR 


tablets at Croydon Health Services NHS Trust on ……………………………………………. 


 


The patient’s Circadin® dose is ……mg …………………………….. 


 


 


Circadin® is a licensed formulation recommended for prescribing in Primary and Secondary 


care by Croydon Prescribing Committee for the treatment of sleep disorders in children and 


adolescents (unlicensed indication). Please can you prescribe future supplies on an FP10 for 


your patient to obtain from their chosen chemist, in line with this shared care guideline. 


 


 


Kind regards, 


 


 


Dr ………………………… 


(Specialist Clinician) 


 


 


(Sign) 


 


Date: 
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Time Monday Tuesday Wednesday Thursday Friday Saturday Sunday 
Time of waking        


Mood on waking         


Times of naps 
during the day 


       


Time started 
preparing for bed 


       


What time did the 
child go to bed? 


       


What time did the 
child get to 
sleep? 


       


Time(s) of waking 
during the night 
(e.g. 2am, 
5.30am) 


       


What did you do 
to encourage 
them to fall back 
asleep?  


       


Length of time 
taken to fall 
asleep again 


  
 


 


     


Total number of 
hours sleep 


       


Appendix 2 







 
Appendix 3 


Sleep Hygiene 
 


What is Sleep Hygiene? 
Sleep hygiene is important for everyone, from childhood through adulthood. A 
good sleep hygiene routine promotes healthy sleep and daytime alertness. Good 
sleep hygiene practices can prevent the development of sleep problems and 
disorders. 
 


 
 
 


 
 


There are some simple things that parents and carers can try to help their child 
sleep better at night. 
 


During the daytime; 
 


 Make sure your child spends time outside and has regular exercise and 
activities 


 Young children can have a nap as appropriate. Discourage long naps or too 
many naps 


 


Before bedtime; 
 


 Avoid vigorous and stimulating activities 1-2 hours before bedtime. For young 
children, try calm activities such as reading a story or listening to soothing 
music as part of a pre-bedtime routine 


 Avoid food or drinks containing caffeine such as chocolate, coffee, tea, or cola 
in the late afternoon or evening 


 Make sure your child is not hungry before going to bed 


 Security objects at bedtime are often helpful for children who need a 
transition to feel safe and secure when their parent is not present. Try to 
include a doll, toy or blanket when you cuddle or comfort your child, which 
may help them adopt the object.  
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 Worry time should not be at bedtime. Children with this problem can try having 
a “worry time” scheduled earlier when they are encouraged to think about and 
discuss their worries with a parent. 


 


Bedtime and wake-up time; 
 


 Set a bedtime to be maintained every night that is age appropriate to the child 
and manageable for the family. 


 If your child is never drowsy at the planned bedtime, you can try a temporary 
delay of bedtime by 30 minute increments until the child appears sleepy, so that 
they experience falling asleep more quickly once they get into bed. The bedtime 
should then be gradually advanced earlier until the desired bed time is reached.  


 Bedtime and morning waking time should be about the same time, both during 
school term and holidays or weekends. There should be no more than one 
hour’s difference between a school night, weekend, or a holiday 


 


Bedroom; 
 


 Your child’s bedroom should be safe, quiet, dark and comfortable.  


 A low level light is appropriate for young children who may be afraid of the dark. 


 There should be no TV, internet, or computer games in the child’s bedroom. A 
child can easily develop the habit of needing the TV to sleep. A child cannot 
relax and sleep easily if he or she is excited after playing computer games before 
bedtime. 


 Avoid using your child’s bedroom for ‘time out’ or punishment. 


 When checking on a child at night, checks should be “brief and boring.” The 
purpose is to reassure the child you are present and that they are okay. 


 
 
 
 
 
 
 
References: Sleep problems in children and young people – Help get a better night’s sleep by 
Dr C Yemula (Consultant Community Paediatrician, Bedford) 


Even if your child is taking medication to help them sleep, it is important to 
ensure good sleep hygiene is followed. 
 


 


Keep a sleep diary to keep track of naps, sleep times and activities to find 
patterns and target problem areas when things are not working. 
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Melatonin 


What is Melatonin?  
Melatonin is a hormone found naturally in the body. It helps regulate sleep-wake cycles. 
Your child has been prescribed melatonin to help them fall asleep at night.  
 
Melatonin is used for treating sleep disorders in children/adolescents with 
neurodevelopment disorders and conditions such as cerebral palsy, attention deficit 
hyperactivity disorder and autism. 
 
Poor sleep can affect your child’s physical health, mood, behaviour and development. 
Melatonin may help your child to get into a regular sleep pattern. 


 


What form of melatonin is available at Croydon Health Service NHS Trust? 
In Croydon, it has been agreed that the first choice preparation that will be prescribed is 
Circadin® MR 2mg tablets (melatonin 2mg modified release tablets). 
 
Melatonin only has a licence for use in adults over 55 years old. Your specialist doctor will 
have explained that melatonin is not licensed specifically for sleep disorder in children, 
but it is used nationally “off-label” by child specialist doctors for children because it has 
been found to be effective and safe. 
 
If your child is on another preparation of Melatonin, your doctor will prescribe an 
appropriate dose of Circadin® MR tablets for your child.  
 


Who will initiate Melatonin for my child? 
For those under 18 years, Melatonin will be initiated by a specialist. You may be required 
to keep a sleep diary before and after treatment is started to establish efficacy. Your 
child will be given a supply by a specialist, who will review the effect after 4 weeks.  
 
The dose may be changed or melatonin stopped if there has been no benefit.  
 


When should I give melatonin?        
Melatonin is best given between half an hour and one hour before your child’s agreed 
bedtime. If the medicine is helpful, your child should start to feel sleepy about half an 
hour after taking a dose.   Give the medicine at about the same time each day, so that 
this becomes part of your child’s daily routine, which will help you to remember. 
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How much should I give?                                                                                  
Your doctor will work out the amount of melatonin (the dose) that is right for your 
child. The dose may be changed according to your child’s response. 


 


How should I give melatonin?                                                                            
Tablets should be swallowed with a glass of water, milk or juice.  You may be advised to 
crush the tablet and give it with water, juice or with some food, such as yoghurt, to 
help your child take the medication more easily. 
                                                                                             


What if my child is sick (vomits)?          
 If your child is sick less than 30 minutes after having a dose of melatonin, give 


them the same dose again.  
 If your child is sick more than 30 minutes after having a dose of melatonin, you 


do not need to give them another dose that night.  


 


What if I forget to give it?                                                                                      
If you miss a dose, wait until the next normal dose. Do not give the missed dose. 
 


What if I give too much?                                                                                        
If you think you may have given your child too much melatonin, contact your doctor or 
NHS Direct (0845 4647) in England and Wales; 08454 24 24 24 in Scotland. Have the 
medicine packet with you if you telephone for advice. 
 


Can other medicines be given at the same time as melatonin?  
Check with your doctor or pharmacist before giving any other medicines to your child. 
This includes herbal or complementary medicines. You can give your child medicines 
that contain paracetamol or ibuprofen, unless your doctor has told you not to.  


 
Where should I keep this medicine? 
Keep the medicine in a cupboard, away from heat and direct sunlight. It does not need 
to be kept in the fridge. Make sure that children cannot see or reach the medicine.  
Keep the medicine in the container it came in. 
 


What if I have any questions or concerns? 


 Contact your local pharmacist or GP. Alternatively the Children’s Medical Services 
(community): 020 8274 6300 or Paediatricians (hospital): 020 8401 3397 / 3626 
 
Reference:  http://www.medicinesforchildren.org.uk/ Melatonin 
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