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PRESCRIBING AND MONITORING GUIDELINE
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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: 
Contact details: Address: 


  Tel no: 

	Diagnosis: 


	 FORMCHECKBOX 
 


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

	 FORMCHECKBOX 
 Azathioprine tablets 
 FORMCHECKBOX 
 Azathioprine tablets 
 FORMCHECKBOX 
 6-Mercaptopurine tablets 
 FORMCHECKBOX 
 6-Mercaptopurine tablets 
	 FORMCHECKBOX 
Mesalazine (specify brand) 
 FORMCHECKBOX 
 Methotrexate 2.5mg tablets 
 FORMCHECKBOX 
 Methotrexate subcutaneous injection

     [Specify brand] 
 FORMCHECKBOX 
 Sulfasalazine 

	Next hospital appointment: 

	Dear Dr.  FORMTEXT 

     ,
Your patient was reviewed on 

      FORMTEXT 

     
 (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  FORMTEXT 

      (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 
(* 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 
Please monitor 
Test

Baseline

Date

Current

Date

Electrolytes and creatinine/renal function

Sodium (Na)





Potassium (K)





Urea (U)





Creatinine (Cr)




 GFR eGFR           




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: 

 FORMCHECKBOX 
 The patient/carer has been trained and is competent in subcutaneous drug adminstration

 FORMCHECKBOX 
 Waste collection services have been arranged   
Specialist name and signature: 


	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: 


	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.
· If you are taking methotrexate you should also: 

· Read pre-treatment information leaflets and methotrexate “Patient held blood monitoring and dosage record booklet” (or equivalent) if applicable

· 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 



	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
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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
· 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:

· A clinical summary of the patient including information on prescribed medication, initial response and any adverse effects experienced

· A request that the GP continues prescribing and monitoring 

· A copy of these guidelines outlining required ongoing monitoring

· Date of next review by consultant/specialist team (may not apply to mesalazine)
· 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/
· 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) 


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



	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


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

· Poor response on stable dose

· Annually10
GP

· Blood tests as outlined
· See patient if disease flare or adverse effects (including infection) experienced between appointments




	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.


	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

· Poor response on stable dose

· Annually

GP:
· Blood tests as outlined

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

 


	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.


	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



	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


	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




	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 


	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


	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.

· 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 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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