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INSERT PRACTICE NAME
STANDARD OPERATING PROCEDURE: Review of valproate prescribing in women and girls 
OBJECTIVES

· Ensure prescribers are familiar with the recent recommendations made regarding the prescribing of valproate in women and girls due to developmental problems observed in infants born to mothers taking valproate during pregnancy. 
· Review prescribing of valproate preparations in all girls and women less than 50 years old.  
· With the agreement of a named GP, make any change in prescribed medication successfully, without exposing the patient to unnecessary risk

· Ensure the patient and practice staff, are informed of any changes

RESPONSIBILITIES

All CCGs
· GPs within the practice retain clinical responsibility for their patients.

· Pharmacist/PMM to brief prescribers on the role of, and the rationale behind the review of valproate prescribing in women and girls preferably at a practice meeting
· Supporting information is found in the Appendices
Newcastle, Northumberland and North Tyneside Practices where Scriptswitch is not available:
· The Pharmacist/Technician/PMM is responsible for supporting the practice with identification of patients, implementing any changes, follow up and informing everyone involved in the process of the resulting changes
North Tyneside practices using Scriptswitch for prescribing changes

· The pharmacist is responsible for highlighting the scriptswitch messages and explaining how to obtain the supporting patient information/letter usually stored on the practice network, for prescribers to use.

ALL
· The Pharmacist or Technician has a personal responsibility to protect and maintain the confidentiality of patient information. This obligation will continue after the termination of their employment unless, and until, such information comes into the public domain other than through any breach caused by the individual
THE PROCESS STAGES

	1
	Work identified
· Prescribing should be identified by a prescribing practice report from ePACT or review of the practice clinical system

	2
	Report and review
· Individuals should be excluded as per criteria listed in section 3

· A report should be prepared for presentation to a named GP in the form of an excel spread sheet containing:

· Patient’s - identification number/ name/ NHS number/ DOB 

· Drug details – name/ form/ strength/ dose/ date initiated/ frequency of supply

· GP details and if applicable initiating consultant details

· Data supporting the medicine-based intervention including indication and concurrent therapy where applicable

· Any relevant notes from the patient medical record
· The report may be broken down for distribution to more than one GP where appropriate

· The report will not be removed from the practice where it is generated

	3
	Inclusion criteria
· Females of child bearing age at risk of pregnancy  

	4
	Decision making
· Ensure appropriate contraception prescribed in those at risk of pregnancy 

· Consider referral to specialist for those taking valproate at risk of pregnancy or planning a pregnancy. 
· Urgent advice/referral needed for those taking valproate if a pregnancy is confirmed. 
· The allocated GPs should review the report provided, consider any exclusions necessary and feedback comments to the Pharmacist or Technician within an agreed time frame to inform decision making around individual pieces of work

	5
	Informing the Patient

· How to contact the practice to discuss concerns

· The route of communication to the patient should be agreed with the practice 

· A record should be made on the patient’s medical record to indicate how the change was communicated and a copy of the letter if applicable

	6
	Keeping a record

· The excel spreadsheet produced in section 2 will be updated to show those patients that have been changed and also those patients who could not be changed with a linked reason

· This will be filed: <INSERT FILEPATH>

· Any documentation containing identifiable patient information will not be removed from the practice
· Report activity on the appropriate reporting form.


AUDIT

· Practice based re-audits, if agreed, will be carried out within the practice at agreed time intervals
SIGNATURES

Authorising GP name (on behalf of practice):
Authorising GP signature (on behalf of practice):




Date:
Pharmacist/ Technician name:

Pharmacist/ Technician signature:





Date:
Appendix 1: Information on the recommendations from the European Medicines Agency 
Following an evaluation of the data on the risks of valproate use during pregnancy, the recommendations for the use of valproate in women and girls have been updated:

· For treatment of epilepsy and bipolar disorder in female patients who can have children 

· Only prescribe valproate medicines for epilepsy and bipolar disorder if other treatments are ineffective or not tolerated.

· Advise patients taking valproate medicines about effective contraception during their treatment.

· Ensure that the treatment of epilepsy or bipolar disorder is supervised by a doctor experienced in treating these conditions.

· Consider alternative treatments if a female patient becomes or plans to become pregnant during valproate treatment. Regularly review the need for treatment and re-assess the balance of the benefits and risks for female patients taking valproate and for girls reaching puberty.

· Inform patients of the risks of taking valproate during pregnancy.

· For migraine prevention(in countries where this use is authorised) 

· Do not prescribe valproate for female patients who can have children if they are not using effective methods of contraception or if they are already pregnant – such use is now contraindicated.

· Exclude pregnancy before starting a female patient on valproate treatment for migraine.

· Stop valproate treatment in the event of pregnancy or if pregnancy is planned.

· Ensure that female patients who can become pregnant are aware that they must keep to their contraception throughout treatment.

· Inform patients of the risks of taking valproate during pregnancy.

Healthcare professionals in the EU will be sent a dear healthcare professional letter plus additional educational material concerning these recommendations.
Further information is available: http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/referrals/Valproate_and_related_substances/human_referral_prac_000032.jsp&mid=WC0b01ac05805c516f
Appendix 2: Information for Patients 

· Do not stop taking your valproate medicine without consulting your doctor as doing so could cause harm to you or an unborn child.
· Valproate medicines can cause malformations and problems with early development of children if they are exposed to these medicines in the womb.

· If you can become pregnant, you should use an effective method of contraception. Speak to your doctor if you have any questions about which contraceptive method is appropriate for you.

· Tell your doctor at once if you become pregnant, think you might be pregnant or are planning to become pregnant. Your doctor will urgently review your treatment.

· If you have any questions about your treatment or contraception, speak to your doctor or pharmacist.
Appendix 3: Suggested template letter to patients at risk of pregnancy 
[Date]





NHS No: [NHS Number]

[Title] [Name]

[Address]

[Address]

[Address]

[Address]

[Address]

Dear [Title] [Name]

One of the organisations responsible for regulation of medicines in Europe has issued warnings on the use of valproate medicines in women and girls following recent studies which show developmental problems in babies who are exposed to valproate in the womb.

It is important that you tell your doctor at once if you become pregnant, think you might be pregnant or are planning to become pregnant. Your doctor will urgently review your treatment.

Do not stop taking your valproate medicine without consulting your doctor as doing so could cause harm to you or an unborn child.

If you can become pregnant, you should use an effective method of contraception. Speak to your doctor if you have any questions about which contraceptive method is appropriate for you.

If you have any questions about your treatment or contraception, speak to your doctor or pharmacist.

Yours sincerely

Practice Pharmacist/PMM on behalf of the GPs 
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