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Reference: FOI.ICB-2627/054 
 
Subject: Sodium Valproate 

I can confirm that the ICB does hold the information requested; please see responses below: 
 

QUESTION RESPONSE 

Please also apply this to any information held by your ICB following the ICB restructuring on April 1st 2026. 

1. Please provide a copy of the Action and Improvement 
Plan produced pursuant to Action 2 of the NatPSA by the 
31 January 2024 deadline, or the nearest equivalent 
document your organisation holds. 

BNSSG system wide action and improvement plan as per 30.1.24 – 
enclosed.  

2. Please provide any entry or entries on your corporate risk 
register relating to valproate-containing medicines 
(including those recorded as sodium valproate, valproic 
acid, valproate semisodium, Epilim, or Depakote), added 
or active at any point between 1 October 2023 and the 
date of this request. For each entry, please provide the 
risk title and description, date first added, inherent and 
residual risk scores, recorded controls and mitigating 
actions, and current status, if closed, the date of closure 
and reason recorded. If no such entry exists or has 
existed in this period, please confirm this in your 
response. 

Risk MO37 was added to BNSSG risk register in April 2023 but 
closed in July 2024. This was replaced with risk MO46 to include 
other teratogenic medications e.g. topiramate, in July 2024 and 
closed in February 2025. See extracts from risk register enclosed.  

3. Please provide copies of any papers, reports or minutes 
from your Medicines Optimisation Committee or 
equivalent, or any sub-group or working group 
established to co-ordinate valproate safety, concerning 

Minutes from the BNSSG Valproate Safety Working Group (which 
became the BNSSG CNS Teratogenic Medicines Safety Working 
Group) between October 2023 to March 2026 are enclosed (Docs 
01-11) 
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valproate prescribing or patient outcomes, to address 
cost concerns you can simplify by identifying documents 
by keyword searches for “valproate”, “VPA”, “Epilim” and 
“valproic acid” from October 2023 to March 2026.  

The BNSSG CNS Teratogenic medicines Safety Working Group 
reports into the BNSSG ICS Medicines Quality and Safety Group 
and so these minutes are shared with the Medicines Quality and 
Safety Group for information. 
 
There is reference to the Area Prescribing Medicines Optimisation 
Committee (APMOC) meeting within the risk register extract 
provided as part of question 2. Minutes from the meetings held in 
February, August and December 2024 are enclosed (Docs 12-14).  
 
NPSA alert was shared with the ICS Medicines Quality and Safety 
Group in January 2024 meeting (Doc 15) and update given in 
August 2024 (Doc 16). 
 
Please note that FOI requests and responses are publicly available 
and therefore personal information has been redacted. The ICB 
considers the names included in the enclosed document(s) to be 
personal information and therefore has applied a section 40 
(Personal Information) exemption to this information. 

 
The information provided in this response is accurate as of 1 June 2026 and has been approved for release by Dr 
Aananthakrishnan Raghuram, Chief Clinical Leadership and Delivery Officer (Medical) for NHS Bristol, North Somerset and 
South Gloucestershire ICB. 
 



NPSA Alert Action and Improvement plan
* Please note where the term valproate is used this refers to sodium valproate, valproic acid and valproate semi-sodium (valproate)

Overview
NPSA Actions 
https://assets.publishing.service.gov.uk/media/6565ddf162180b0012ce82fd/NatPSA-2023-013-
MHRA.pdf) 

Target Date Date Completed Current position - December 2023 Outstanding action Progress update

Designate a new or existing group to co-ordinate the implementation of the new regulatory 
measures in providers, with oversight from a senior quality group. This group should include 
(but is not restricted to):
a. An appointed chair with delegated responsibility for 
the actions in this alert.
b. Representation from clinical leads in all the
specialities named above and any other relevant 
departments.
c. A mechanism by which the group can involve and be 
informed by patients with lived experience.

31.1.2024 Complete - 
group in place

BNSSG ICS Valproate safety working group was established in June 2022. Roles and reponsibilities of the 
group members include: reviewing system pathways to ensure improvements as needed with clinical 
engagement from the group, better governance and better outcomes for valproate patients in BNSSG; 
action national valproate safety alerts and review any local issues or patient safety events (e.g., Datix) for 
shared learning. Meeting minutes feed into BNSSG ICS Medicines, Quality and Safety Group. Also 
reports/updates from the group are shared with groups including ICB Quality group, provider safety 
groups and ICB medicines optimisation programme board.

To review TOR with group to 
ensure still current.

30.1.24- Group 
meetings ongoing. 
TOR updated and 
reviewed at 
meeting, to be 
finalised in April 
24 meeting.

An appointed chair for this group with delegated responsibility for the actions in this alert 31.1.2024 Complete - chair 
in place

ICB Principal Medicines Optimsation Pharmacist to chair the meetings who will link with the Director of 
Pharmacy  and Medical Director who sit on the ICB Executive committee

N/A N/A

Appoint ICB Executive Lead 31.1.2024 Complete  ICB Medical Director, will be executive lead supported by Chief Pharmacist BNSSG ICB N/A N/A

Group to have representation from clinical leads in all the specialities named above and any 
other relevant departments

31.1.2024 In progress -key 
clinical leads 
part of group

As well as ICB representation, the group has representation from NBT (Neurology), AWP 
(Psychiatry/Learning disabilities/Autism), UHBW(Paediatrics), Sirona(community services), GP and 
Community Pharmacy Avon 

To review groups link with 
contraception and sexual health 
team at next meeting. To ensure 
a Sirona representative and GP 
are invited following staff 
changes

Unity sexual health 
emailed re group 
and awating 
feedback. GP and 
Sirona invited. 
30.1.24 - To 
investigate if a 
consultant/nurse 
in psychiatry is 
able to attend.

A mechanism by which the group can involve and be informed by patients with lived experience 31.1.2024 A mechanism is 
in place but to 
review going 
forward.

Group can invite members of or email Health Watch for patient experience representation/input. Also 
previous patient survey was undertaken via GP practice links plus patient links also via secondary care 
trusts patient contacts.

Although links in place, need to 
review how and when this is used 
going forward.

30.1.24 
Mechanism in 
place but to 
monitor as input 
needed.

The group should be tasked with, and document, progress towards:
a. Updating all local guidance and protocols relating to prescribing of valproate to reflect the new 
regulatory position, including definitions of the roles and responsibilities of clinicians and 
provider organisations, and the recording of compliance with the risk forms

Plan in relation 
to updating the 
guidelines in 
place by 
31.1.2024. 
Individual 
guidelines to be 
updated but 
sign off linked 
to relevant 
governance 
committee 
dates. See 
detailed plan.

Ongoing AWP and UHBW have Valproate Procedure in place and NBT plan to develop. ICS Aide Memoire was 
drafted prior to MHRA changes. Valproate safety information also available on the BNSSG Formulary 
website. Providers to update their local SOPs and group to update Aide Memoire once local processes 
confirmed following any changes. Formulary Valproate TLS status to be updated and Valproate Shared 
Care Protocols to be updated. 

All guidance to be updated in line 
with new MHRA  
recommendations

30.1.24 - All SOPs 
being updated by 
providers and Aide 
memoire being 
reviewed and 
updated. Updated 
shared care 
protocol drafted. 
Once updated sign 
off via relevant 
governance 
committees.

b. Commissioning work if necessary to understand the needs of the affected population, 
including those people most at risk of health inequalities.

To be scoped 
following 
provider 
feedback 
intially

Ongoing Have some prescribing data and information from previous valproate audits but need to review in 
relation to health inequalities

To review population data to 
understand local valproate 
population better. BI have been 
contacted for some data - await 
data. Requires practices to agree 
with the data sharing.

30.1.24 - Awaiting 
the primary care 
data sharing 
agreements to be 
signed.

c. Reviewing the results of local audit(s) of compliance with the existing PPP measures for girls 
and women of childbearing potential prescribed valproate.

Review of 
previous audit 
findings by 
31.1.2024

Previous audit 
work has been 
reviewed. To 
consider future 
ongoing audits.

Audits have previously been undertaken in primary care 2016- 2022, so we are aware of the local issues 
and compliance with the Pregnancy Prevention Programme (PPP). However, going forward it would be 
important to reflect on previous audits and to consider re-audit to assess compliance with existing PPP 
measures for women and girls prescribed valproate

To consider re-audit in 2024/25 30.1.24 Previous 
audit data and 
learnings has been 
shared

d. Commissioning/determining the local pathways of care for women of childbearing potential 
and girls in relation to the prescribing and review of valproate.

Providers to 
scope current 
pathways by 
31.1.2024 and 
feedback issues

Ongoing Current pathways known but providers reviewing pathways for inclusion of second specialist 
check/recommendations as per MHRA new guidance.

To be considered following local 
pathway review

30.1.24 Plan for 2 
clinician reviews in 
place with all 
providers, some 
practicalities being 
worked through.

e. Planning for and identification of clinical resource to meet the identified needs of the 
population and implement the new regulatory measures.

Providers to 
review current 
resource by 
31.1.2024

Ongoing Providers currently reviewing pathways in line with NPSA alert 15.1.24 NBT have put an MDT 
process in place for epilepsy 
patients, AWP and UHB reviewing 
pathways.

30.1.24 Plan for 2 
clinician reviews in 
place with all 
providers, some 
practicalities being 
worked through.



Detailed action plan
* Please note where the term valproate is used this refers to sodium valproate, valproic acid and valproate semi-sodium (valproate)

Action Needed Completed by Target Date Date Completed Comments

Share NPSA alert with secondary care provider safety leads 
and primary care. Secondary care to disseminate to relevant 
parties.                                                                               All 
providers to read and understand requirements of NPSA 
Nov 2023 alert. (Note - alert doesnt cover emergency 
situations where valproate is required)

All 01-Dec-23 28.11.23 Alert sent to ICB MOPs, Embedded practice pharmacists, PCN pharmacists and pharmacy technicians, 
MO team, Prescribing Leads. Alert sent directly to community pharmacies via NPSA alert cascade. Also 
sent to NBT Neurology Consultant, Neurology Pharmacist NBT and Clinical Lead Pharmacist Secure & 
CAMHS and Lead Pharmacist for Education and Training AWP on 28/11/2023

Share NPSA alert detail with BNSSG APMOC (Area 
Prescribing Committee)

ICB 07/12/2023 07/12/2023 Alert presented at APMOC on 07/12/2023

BNSSG ICS Valproate Safety Working Group to be set up ICB 31-Jan-24 Complete group in place since June 2022 Group meets 2 monthly

Consider membership of ICS Valproate Safety Working 
Group and consider additional representation as 
appropriate

ICS Valproate 
Safety 
Working 
Group

31-Jan-24 Group has included key speciality representatives since set up 
in June 2022

To review the group links with contraception and sexual health teams at next meeting in Jan 24. Unity 
have been contacted regarding group. To ensure a Sirona representative and GP are invited following 
staff changes. Investigating a consultant/nurse psychiatrist to attend the meeting.

Review TOR for the group to ensure fit for purpose and 
reflects the NPSA alert

ICS Valproate 
safety working 
group

16-Apr-24 in progress TOR reviewed at meeting on 30.1.24, final comments then to be signed off at April meeting.

Ensure group knows can access patient views via Health 
Watch as well as via direct patient contacts.

ICS Valproate 
safety working 
group

31-Jan-24 Previous patient survey conducted to understand the barriers 
to patients signing and returning their ARAF form to specialist 
teams
8 responses, 62% had an annual review with a specialist, 
37.5% (3) received an ARAF . Of the 3 people who received the 
form – 1 received by post, 1 in person, 1 by email. All 3 
patients were able to understand the ARAF form and reported 
to have returned the form. Healthwatch can be used to seek 
patient views but need to review how well this works and 
when input needed.

Highlighted at meeting on 30.1.24. Although Health watch know about, need to consider how best this 
is used.

Primary care initial data collection and evaluation to be 
completed to ascertain current valproate patient numbers 
(male and female < 55 years) per practice and indications 
the drug is prescribed. 

ICB 31-Jan-24 Initial data collected 30.1.24 - Initial data collection undertaken. Identified large numbers of male patients on valproate 
(1050) and 295 females. Most common indication was epilpsy. Small numbers of children under 13 yrs 
prescribed valproate mainly for epilpsy. Await inequalities related data from ICB BI team once data 
sharing agreements signed off - see below.

In line with NPSA Alert all providers to consider local health 
inequalities in relation to valproate

Providers 31/02/2024 in progress ICS has contacted the PHM team to obtain system level data. Aggregate ICB level data from system wide 
data system requires practice opt-out. PHM team are currently working through a generic opt-out that 
would allow us to use language and LD generically. Await consent and then data. 30.1.24 - awaiting data 
sharing agreement sign off

All providers to map their current  valproate 
policies/pathways

Providers 31-Jan-24 Complete providers have have reviewed their current 
pathways (pre alert)

UHBW (Paediatrics) -Specialist Childrens Team manage their own valproate patients – clinicians are 
aware of national guidance however due to their age patients are not always eligible for Pregnancy 
Prevention Programme (PPP).          
NBT (Neurology) - Specialist teams (specialist nurse or consultant) book patients in for appointments 
and undertake reviews. Consultant secretaries support the initial follow up of non-attenders and return 
of ARAF forms. 
AWP(mental health and LD) -AWP have developed a new electronic editable ARAF form on RiO system 
at AWP (which mirrors the MHRA ARAF form wording). The editable ARAF form then pulls review due 
dates on to a ReportZone dashboard on the AWP intranet page. Teams are tasked with checking this 
dashboard to see when annual reviews are due. Relevant team reviews their patients. Patients not 
currently under AWP will need to be referred for review, those under AWP will be recalled for review.

All providers to review current pathways and changes 
needed to implement new NPSA guidance

Providers 31-Jan-24 in progress and now putting into action 30.1.24 - All have reviewed 2 prescriber  review process and shared updated risk forms.                                                                                                                    
AWP have set up a valproate working group to review alert and review processes. Valproate is moving 
to a “restricted category” of medications which means clinicians are required to complete an extra form 
on initiation. 
Approx 90% of female patients are now on the AWP dashboard showing when they're due for their 
review which is positive to monitor patients.
Second specialist signature has been agreed to be set at a consultant level and they can ask other 
consultants in the teams, or they can go to different teams or different localities to get this sign off.
AWP SOP being updated and then signed off and plan to adopt the BNSSG original pack risk assessment 
form. Also, AWP valproate webpage to be updated.                            
UHBW MSO is liaising with relevant clinicians who review paediatric valproate patients. This involves 
coordinating a meeting with UHBW prescribers to iron out our internal processes and also prescribers 
for off label indications. Paediatric formulary status being reviewed. Developing a spreadsheet which 
will be used as a valproate register so that the team have a list of all of the patients, whether the 
patients have had an annual risk at knowledgement form with one signature or two signatures. An 
internal SOP is also being drafted to highlight which forms need to be completed etc to staff
NBT have put an MDT approach in place to address the second signature recommendation. This will 
include consultants and specialist nurses. The MDT plan to meet every two weeks, and these cases will 
be discussed at the meeting. This will cover new patients and existing women of child bearing potential.

Providers to review staff capacity for implementing phase 1 
where 2 specialists are required to review any new 
valproate patients.                                                                     
Which staff will be second signatures?                                        
Will this be via an MDT review or other?

Providers 31-Jan-24 Plans in place as above and now putting into action As above

Following review of local processes, process for all patients 
under 55 years due to start valproate medicines will have 2 
specialists reviewing medication options

Providers 31-Jan-24 Plans in place for 2 specialists As above

Providers to update local SOPs Providers Plan in place by 
31/01/2024, then to be 
signed off via local 
governance processes once 
suitable input

in progress SOPs in processes of being updated .

Once new ARAF forms and educational materials have been 
issued nationally, ICB to share with all relevant prescribers 
for use in reviews. AWP to update their digital form with the 
new ARAFs once available.

Providers 31-Jan-24 New ARAF and RAF forms have been shared - complete. AWP 
digitial system - in progress - is being updated but have a plan 
to use paper forms in interim until digital system updated.

30.1.24 - New forms shared and will be used from 31.1.24. However AWP will need to use paper forms 
initially until their digitial form can be edited which may take time to be edited.

To update Valproate Aide memoire (which includes pathway 
overview) and appropriate governance route. Ensure the 
referral pathways are up to date.

ICS Valproate 
Safety 
working group

16-Apr-24 in progress 30.1.24 - Document being updated

Ensure patient information leaflets re valproate in easy read 
and mulitple languages are accessible

ICB/AWP 31-Jan-24 complete

Highlight readcodes and Ardens template to primary care to 
help ensure a consistent approach to coding and allow 
better review of data. Remind primary care to keep a local 
registry of patients.

ICB 16-Apr-24 in progress - linked to aide memoire document Will need to add to Aide Memoire and newsletter article

Investigate the Eclipse valproate module ICB 31-Jan-24 Complete 30.1.24 Some eclipse data already available, and may be useful to review perioidically. Practices can 
access to review their data

Phase 1 - the initial phase of implementation of the new regulatory position will apply to all patients under 55 years newly starting valproate and the prevalent female population (girls and women of childbearing potential).



To re-review valproate audit data and findings and ensure 
learning is taken forward

Valproate 
working group

31-Jan-24 Complete, previous audit results have been shared with the 
group

Audits done in 2020 and 2021. Findings have previously been shared with the group. To consider the 
potential for future audits

Ensure clear communications between sectors following 
review of these new patients

all 31-Mar-24 in progress

Update the BNSSG formulary to reflect the consistent 
Amber 3 month TLS status of valproate for all indications 
and the move for migraine indication to a non-formulary 
status. AWP to ensure their medicines formulary aligns and 
reflects the NPSA alert recommendations

formulary 
team/AWP

31/02/2024 in progress Status agreed at formulary meeting subject to shared care protocol being updated. BNSSG Shared care 
protocol agreed at February meeting. Minor tweaks and then will be uploaded to formulary website and 
TLS updated.

Update the BNSSG valproate shared care protocol formulary 
team

31/02/2024 in progress In progress, drafted and due specialist comments before sign off at formulary meeting on 6th February 
2024 - Shared care protocol agreed at February meeting. Minor tweaks and then will be uploaded to 
formulary website and TLS updated.

Need to consider referral pathway for people not curently 
under a trust clinician - out of area patients, patients from 
abroad eg refugees

Valproate 
working group

16-Apr-24 in progress to be discussed at valproate safety working group - eg women of child bearing age from abroad with no 
ARAF or clear notes may need to be reviewed as a new patient as it will be unclear what checks have 
been put in place. 

Develop an original pack valproate dispensing risk 
assessment form to support the new legislation

ICB To be signed off at 
next APMOC 1/2/24

in progress Risk assessment form drafted and agreed by AWP, NBT, UHBW and comments included from Sirona. 
Plan to take for sign off at next APMOC. It should be noted that community pharmacy may not use the 
form as may use their company form or record directly onto the patient's pharmacy record.

Consider patient communications - individual discussions re 
risks. Also whether anything needed wider?

Valproate 
working group

31/04/2024 to do

Consider any additional training needed for clinicians? Valproate 
working group

31/04/2024 to do

Monitor numbers of patients on valproate Valproate 
working group

ongoing being reviewed on a regular basis

Monitor any incident reported to evaluate how the changes 
are being implemented

Valproate 
working group

ongoing being reviewed on a regular basis

Edit current process and implement the 2 specialist check 
for women and girls currently on valproate at next review

Providers 31-Jan-24 Providers have a process in place for annual reviews 30.1.24 - Providers have plans in place and are editing SOPs to highlight the changes

Communicate review process to primary care once pathway 
confirmed

ICB 16-Apr-24 in progress 30.1.24 - Information shared re NPSA alert with primary care but once aide memoire agreed this is to be 
shared with primary care so all will be aware of roles and responsibilities.

Investigate current wait times for the local services so can 
give primary care/ patients an estimate of when annual 
ARAFs will be completed.

ICB/Providers 31-Jan-24 complete 30.1.24 - approx 6 weeks wait for epilepsy referral for new patients 

Re-audit compliance with the existing PPP measures for girls 
and women of childbearing potential prescribed valproate.

ICB/Primary carePlan for  project in 
PQS 24/25(April 24 -
March 25)

to do

To await national guidance regarding implementation Valproate 
working group

TBC to do

Need to consider men taking valproate not currently in the 
system: 1. how we identify them, 2. is there capacity to see 
them

Valproate 
working group

TBC to do

Need to use the new national resources to support patients 
regarding the risks vs benefits once available

Valproate 
working group

TBC to do

Phase 2  -for girls and women already taking valproate the two-specialist system should be implemented at their next routine review.

Phase 3 - for men currently taking valproate the requirement for the two-specialist review will begin in the subsequent phase of implementation, which will take into account advice from healthcare professionals and patients developed in light of experience
with the initial phase.



Risks and Issues 
log

Date Risk/Issue Commentary
Dec-23 Patients may not engage - may not attend review appointments or return ARAF 

forms
AWP - send an electronic copy of the ARAF form to primary care 
so they are aware of the review in case patients doesn’t return 
ARAF

Dec-23 No easy national digital solution (yet) for signing and returning of ARAF forms to all 
providers. Also, no local comprehensive system wide transfer of information

Dec-23 Decision and communication of whether a patient has a permanent absence of risk 
in relation to pregnancy. This would include situations where patient has a changing 
level of capacity. 

Dec-23 Capacity to undertake the 2 specialist independent review process in male and 
females under 55yrs who are prescribed valproate

Dec-23 Identification of exisiting male patients may prove complex, as many will not be 
under specialist care currently

Jan-24 NBT have been experiencing recruitment issues to their epilespy specialist nurse 
post



Workforce



Extract from risk register re valproate risks
Risk register enteries

Risk ICB/ 
System or  
Both

C
M

O
 / C

N
O

Ref C
RR

 Risk Description
If (cause)

 then (risk event)
 resulting in (effect/impact)

Principle O
bjective ref

D
ate entered on register

Risk Lead (exec) 

Risk O
w

ner

U
nm

itigated likelihood

U
nm

itigated im
pact

U
nm

itigated risk score 
risk rating

SYSTEM

C
M

O

M
O

37

There is a risk associated with 
the MHRA Safety Alert for 
Sodium Valproate, which 
continues if it is not fully 
implemented despite ongoing 
work. Valproate is highly 
teratogenic and evidence 
supports that use in 
pregnancy can leads to 
physical birth defects and 
neurodevelopmental 
disorders.

Apr-23

C
M

O

C
hief Pharm

acist

3 4 12

Both

C
M

O

M
O

46

Due to the additional work 
required, there is a risk in 
relation to the BNSSG ICS's 
ability to implement and 
respond to national 
pregnancy prevention safety 
alerts . Valproate and 
topiramate NPSA have been 
issued but more may follow. 
As these medications are 
teratogenic if safety 
recommendationsare not 
followed this could 
potentially put patients at 
risk.

23.07.24

C
M

O

C
hief Pharm

acist

4 4 16



Management actions already in place to mitigate risk (current controls) 

C
urrent likelihood

C
urrent im

pact

C
urrent risk rating

Target risk score 

M
ovem

ent of current risk 
score 

O
versight C

om
m

ittee 

● Valproate working group in place
●Overall numbers of patients prescribed valproate has reduced since the initial alert was 
published
●GP Practices review patients on a regular basis to check for ARAF/PPP in place                                                                                                                         
●AWP have developed a new electronic patient database to ensure clear records of patients on 
valproate                                                                
●In May 2023, national decision support tools in relation to valproates use in epilepsy and 
bipolar disease were issued by NHS England. 
●AWP's new valproate database in place and staƯ introducing to clinical teams. Need to 
monitor benefits and consider other providers in relation to a system wide database to support 
call and recall patients for their annual specialist reviews.  virtual valproate reviews more 
streamlined.                                                                                          
●NHSE Valproate Decision Support Tools shared and being trialled by providers
●Sept 2023: MHRA published Full pack dispensing of valproate-containing medicines. This is 
guidance for dispensing of valproate-containing medicines in the manufacturer’s original full 
pack, following amendments to the Human Medicines Regulations (HMRs).This will help ensure 
all patients receive the patient information leaflet as part of the Pregnancy Prevention 
Programme to help address concerns. 
●NBT /UHBW/AWP have a valproate policy for staƯ in place.                                                                     
●Multilingual leaflets in place                                                                                                                                                                
●Action and improvement plan drafted and updated following Jan Valproate Group meeting with 
detail of what providers are doing to meet the new requirements for valproate. To continue to be 
updated.
ICS valproate risk assessment form signed off at APMOC and available for use/adapting by 
providers but need to develop a process to share information across the system. 
TOR updated. 
TLS status and SCP for valproate updated to Amber 3 months
System valproate pathway due to be presented at August APMOC and safety reminder included 
in the BNSSG Safety Dashboard.
Data reconciliation exercise undertaken so NBT and the Bristol Children's hosptial can review 
their patient lists.

2 4 8

1x4=4 1

M
edicines quality and Safety G

roup

ICS sytem safety group in place for valproate which now include topiramate going 
forward.
Safety recommendations from alerts have been shared
National resources and guidance has been issued from the MHRA
BNSSG Valproate  and topiramate resources approved at APMOC  and added to the 
BNSSG Remedy page. These resources have been highlighted in the MO newsletter. 
The TLS of topiramate has been reviewed by the joint formulary and for adults with 
epilepsy this is now an amber initiated status.

2 4 8

2x4=8 $

M
edicines quality and Safety G

roup



Actions to be 
taken(as these are 

completed they 
should be moved to 

actions in place)

Comment on progress 

w
ill IC

B action alone 
m

itigate risk

Risk appetite

Risk open/closed

target date for 
com

pletion

last review
ed

Other 
Directora
tes 
Involved 

Suggestion to close 
risk and generate a 
new risk on the log 
relating to 
implementing wider 
pregnancy prevention 
programmes    
following the new 
topiramate safety 
recommendations 
and discussions 
within the Medicines 
Optimisation team.                                          
●ICB  to consider 
developing pregnancy 
prevention posters 
and contraception 
advice for patients 
prescribed 
teratogenic 
medicines. 
                        

July 2024 - Suggest closing this risk. Steps have been put into place to 
implement safe practices in relation to valproate prescribing. June 
2024 - System valproate pathway drafted and planned to go to next 
APMOC. Continue to wait for national information on exisiting males. 
Data reconciliation exercise ongoing. May 2024 - Valproate group 
Terms of reference have been updated. National ICB Roles & 
Responsibilities template shared and compared to BNSSG draft Action 
and Improvement Plan. No new info nationally in relation to existing 
valproate male patients this is due soon. AWP valproate SOP has been 
updated, AWP currently still using the old version of ARAF form while 
they await IT upgrade in May 24. UHBW and NBT have also updated 
their valproate SOPs/pathways. SCP being updated. Datix continue to 
be reported to the ICB involving valproate mainly where GP practice 
have not received the ARAF form or patients have not yet been 
reviewed annually. 
April 2024 - Local providers have updated internal protocols. AWP now 
have around 95% of women on their valproate dashboard. 
Development of an ICS pathway with supportive information 
continues. Meeting planned to discuss original pack dispensing. 
Currently undertaking an exercise to reconcile the NBT patient 
valproate register with primary care records to ensure patients are 
called in for review. Still await national information regarding existing 
male patients on valproate.                                                                                                                                            
March 2024 - BNSSG system wide Valproate group continues to move 
plans forward. Concerns raised at MQS group that as a system we 
need to come up with an agreement on how we share the risk 
assessment of dispensing of valproate in non-original packs across 
the system.  
Working with Childrens hospital and practices to identify patients 
where no clear indication, or shared care is required.
February 2024 - ICS Valproate Risk Assessment form signed off at 

no

closed

Apr-24

Jul-24

Work to raise public 
and patient 
awareness 
Work to support 
clinicians in relation 
to contraception and 
the Pregancy 
prevention 
programme.                                                                                            
NHS England have 
developed a national 
easy read patient 
information in 
relation to valproate 
(for females). They 
plan to develop a 
leaflet for Males 
next.It is anticipated 
we will adopt the 
leaflet, following 
local governance sign 
off.

24/02/2025 As the target risk score has been met and organisational 
plans are in place to support the safety of the national safety alerts for 
valproate and topiramate, with a plan to adopt the national easy read 
valproate resources, we recommend a closure of this risk with ongoing 
monitoring through the system wide teratogenic medicines working 
group and Datix reports. If issues present then a new risk will be 
added. 14/02/2025 - Ongoing system meetings with providers to 
ensure processes in place and learning from Datix are shared. 
Discussions relating to patients who dont engage with the annual 
review process and steps to support clinicians and patients ongoing. 
RISK RECOMMEND TO CLOSE 
23/1/25 Local guidance in place to support the safety 
recommendations for valproate and topiramate and this had been 
shared with providers.Systems in place in trusts and GP pactices to 
support patients. The national MHRA registry highlights that nationally 
there have been a reduction of pregnancies whilst on valproate in a 6-
month period . Locally Datix reports are monitored.
  19/12/24 Safety pack for male patients has been approved at APMOC 
and added to Remedy
18/11/24 A safety pack for male patients taking valproate has been 
developed and due to go to the December APMOC meeting. A 
topiramate resource to implement the new safety recommendations 
has been approved by APMOC and is now available on Remedy and 
has been highlighted to clinicians in newsletter. 22/10/24  - mitigated 
score revised as work is progressing to put safety plans in place 
16/09/24: Information for primary care in relation to topiramate is 
being finalised. Patient numbers shared with practices. Discussions 
on going in relation to valproate and males and information pack to 
support clinicians to be drafted. Of those on valproate, approx 20% 
were classified as having a learning disability and so easy read 
documents are being re-reviewing by LD team. 

no

close

2025

24/02/2025



Notes
(If there is 
more than 
one 
Directorate 
involved 
please state 
here)
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BNSSG ICS Medicines Quality and Safety Group 
Subgroup: CNS Teratogenic Medicines Safety Working 
Group  
Minutes of the meeting held on Tuesday 24th February 
2026 at 10am-11am, MS Teams 
 

Minutes 
Present 

 
(Chair) 

Principal Medicines Optimisation Pharmacist, Medicines Optimisation 
team, BNSSG ICB   

 

 Senior Medicines Optimisation Pharmacist  

 Advanced Clinical Practitioner (Epilepsy Surgery), Epilepsy Nursing 
Lead, NBT 

 

 Medication Safety Officer, AWP  

 Senior Medicines Optimisation Pharmacist, BNSSG ICB  

 Prescribing Lead GP, BNSSG ICB  

Apologies 
 

 
Associate Specialist, Co-SAS Tutor for UHBW, General Training 
Programme Director for DCSRH and CoRSH LOC, BNSSG area and  

Yuno Sexual Health and BNSSG Pregnancy Advisory Service 

 

  Neurology Pharmacist, NBT  

 Patient Safety Specialist & Clinical Improvement Lead, NHS England   

 
 Item 

 
Action 

01 Apologies, Declarations of interest 

 No declarations of interest were 
declared. 

 
 

02 Minutes of last meeting and Action Log 

No comments from the group on previous minutes and they were deemed to be 
an accurate reflection of the meeting.  

 went through the action log:  

• Action 38 Invite  back to the group at the end of the year 
To consider inviting  for the next meeting. 
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 Item 
 

Action 

• Action 47 to discuss the electronic ARAF form and new patients 
with  at UHBW 

        not at the meeting,  to email  for an update. 
• Action 48 Updated version of the TOR to be shared with the meeting 

notes for approval from rest of the group 
This is on the agenda today and TOR was shared with group. Close item. 

• Action 49  to check if primary care colleagues receive information 
from the acute trust/specialist team if a patient DNAs 

 informed the group that it has been confirmed that locally the specialist 
teams usually send communication to the GP practice if a patient DNAs 
their appointment. It was agreed to close. 
 

 Matters arising  
  
Terms of reference – for final approval 
 
The amended terms of reference for the group had been shared with the papers 
and  highlighted the changes which had been made following the previous 
meeting including the change in meeting frequency to every three months. 

 explained that the group continues to report to the BNSSG Medicines Quality 
and Safety group, with minutes also shared with the Area Prescribing Medicines 
Optimisation Committee and other relevant meetings, and encouraged members 
to suggest updates to the group's aims as its focus evolves. It was mentioned that 
the frequency may need to be re-reviewed in the future. 
 
The group accepted the updated terms of reference. 
 
Electronic ARAF forms 
 

 mentioned that NBT and UHBW had been reviewing the NHS England 
valproate digital platform tool’s functionality and costs in comparison to an 
internally developed version. Pharmacy representatives from UHBW/NBT were 
not present at the meeting so  to check with  if any update. 

Action:  to email  for an update (links to action 47) 

 

03 National and local updates 
  
Local Updates 
 
AWP 

 provided an update from AWP, reporting a significant reduction in women on 
valproate with only about 18 patients remaining, attributing this to ongoing 
monitoring and review processes. AWP continue to monitor the percentage of 
patients with an in-date ARAF but mentioned some challenges with the dashboard 
data where patients remain listed after prescribing is transferred to GPs, however, 
it is easier to monitor and review patients now the numbers have reduced. 
 

 commented that a recent re-audit of the quality of ARAF completion had been 
undertaken, following an informal student audit, which noted gaps such as missing 
reasons for not requiring contraception and incomplete specialist information. The 
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 Item 
 

Action 

results of the more official re-audit (completed by ) will be shared 
with the group at a later date. 
 

 highlighted the importance of high-quality ARAFs for GP acceptance, noting 
that incomplete forms can lead to issues during handover, and that the smaller 
patient cohort now allows for more manageable quality checks. 
 

 also mentioned an audit that had been undertaken of packing down valproate 
with data collection being reviewed. 
 
Action 50:  to share valproate audit results with the group when available 
 
NBT 

 mentioned that  now has a new role and so won’t be able to attend this 
group going forward.  will be the new Neurology Pharmacist, 
although may not be able to attend these meetings, however  
continues to cover both trusts in her role as Medicines Safety Officer. 
 

 shared NBT's approach to valproate monitoring, including the implementation 
of new weekly alerts which started in January for inpatients prescribed valproate 
so an ARAF can be completed prior to discharge, which is working well. 
  
Patient non-attendance is also a challenge but follow up processes are in place 
and follow up can be tailored to the patient. Follow up letters are often sent for any 
missed appointments to highlight the importance of the missed appointment to the 
patient. 
 

 commented that the database is working reasonably well in relation to the 
annual ARAF reviews. 
 
Primary care 

, representing primary care and the ICB, confirmed he was not aware of any 
complaints or negative feedback regarding valproate processes. 
 

05 Data Review 

See data in slides: 

Teratogenic Meds 
Safety Group Feb 26.p 
  presented local prescribing data for valproate prescribing from epact2, which 
showed that valproate prescribing rates for females aged 0 -12 yrs and 13-54 yrs 
remain below the national average, with a general downward trend in new 
initiations and overall use since the safety work started, which is in line with 
national guidance and suggests that patient risk assessments and discussions are 
being undertaken . No new initiations were shown in the last 3 months for those 
aged 0-12yrs. 

 

 also mentioned that locally there is a BNSSG safety dashboard which asks 
practices to review several medication related safety areas and one area included 
highlighting the risk in relation to pregnancy for topiramate and pregabalin 
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 Item 
 

Action 

patients. Although some slight variation in the data month on month, it has 
remained relatively consistent in relation to pregabalin patient numbers but the 
numbers of patients on topiramate (females aged 10-55yrs) has shown a 
decrease slightly from April 2025 (653) to February 2026 (621).  Some of this may 
relate to patients who were having for migraine and since reviewed and changed 
to alternative medication options. 

06 Datix / Ulysses 

 described a Datix incident reported from a GP practice where a 36yr patient 
was started on topiramate for migraine prophylaxis without appropriate 
counselling or documentation on pregnancy risks or contraception, which was 
identified and addressed by the GP practice and flagged for learning at UHBW. 

 emphasised the importance of documenting counselling on teratogenic risks 
in discharge and clinic letters to ensure primary care are aware of discussions and 
can provide appropriate follow-up. 

 summarised two cases (  and ) which had 
similar themes where lack of timely access to antiepileptic medicines contributed 
to patient deaths, prompting NHS England to issue guidance to community 
pharmacies on the importance of time-critical medicines. 

The group reviewed the NHS England alert which has gone to community 
pharmacies, which included the MISSED mnemonic for time-critical medicines 
and recommendations for pharmacies to manage supply issues, communicate 
with prescribers, and support patients. 

Operation note re 
CM Case 20260203 Fi   
 It was discussed that there have been a number of medication supply issues over 
recent months. It was hoped that this alert will raise the importance of time critical 
medicines and help patients. 

 reported that patients continue to face challenges obtaining epilepsy 
medicines, with the team supporting them in sourcing alternatives. Tools like the 
Charlie cards (cards which support patients request a minimum emergency supply 
from pharmacies, to cover them until they receive their regular prescription) are 
also  being seen and used to facilitate patients access to their medicines provided 
conditions are met.  

 

07 AOB 

Medication Shortages: 

 flagged current supply shortages of sodium valproate and phenobarbital, 
outlining available alternatives and the need for careful management, especially 
for patients on category one antiepileptics like phenobarbital. 

• MSN for Phenobarbital 30mg and 60mg tablets:  

 

https://sudep.org/charlie-card/
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 Item 
 

Action 

MSN_2026_010 
Phenobarbital 30mg a    
Currently 100 patients prescribed this medication in BNSSG. 

• MSN for Sodium valproate (Epilim Chronosphere®) 100mg modified-
release granules sachets sugar free: 

MSN_2026_012 
Sodium valproate (Epi       
Currently only 9 patients prescribed this medication in BNSSG. 

 

Valproate warning labels 

 had received some feedback from a community pharmacy that they had 
been having issues obtaining the valproate dispensing warning labels. The 
group discussed the continued use and availability of warning stickers on 
valproate packaging in pharmacies, with  confirming their ongoing use at 
AWP and agreeing to check if they had noticed any supply issues within the 
wider pharmacy team.  mentioned that she would raise the topic at a national 
VIQI meeting. 

Post meeting note:  confirmed that AWP have plenty of labels so have 
not tried to order recently so not be aware of any current issues. 

Action 51:  to raise at the next VIQI meeting 

 

MHRA, Drug Safety Update, Isotretinoin – changes to prescribing guidance and 
additional risk minimisation measures, January 2026 

 highlighted the drug safety update and that following a recent review by the 
CHM of the impact of these risk minimisation measures, the MHRA have now 
advised that the second prescriber requirement for under 18 year olds is no 
longer required and has been replaced with alternative risk minimisation 
measures. The Acknowledgement of Risk Form for all patients prescribed 
isotretinoin has also been updated as part of this process and a patient 
information video has been produced by the British Association of 
Dermatologists with oversight from the MHRA and CHM, to explain the risks 
associated with isotretinoin treatment in an accessible format. 

The update also suggests there will be a clinical audit planned for 2026. 

UKMEC update 

UK Medical Eligibility Criteria for Contraceptive Use (UKMEC) | CoSRH, updated 
December 2025 

 mentioned that the UKMEC guidance had been updated in December and so 
might be useful for clinicians to be aware of when considering contraception 
methods. 

The update includes information about new conditions such as multiple sclerosis 
as some evidence exists that individuals with multiple sclerosis (MS) are at 

https://www.gov.uk/drug-safety-update/isotretinoin-changes-to-prescribing-guidance-and-additional-risk-minimisation-measures
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fgovernment%2Fpublications%2Freview-of-the-impact-of-recommendations-for-the-prescribing-of-isotretinoin&data=05%7C02%7Clisarees1%40nhs.net%7Ce04c58eeb83d4c8ecfd308de7526d053%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C639077006740919534%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=hiLclCya9QmONbeCzzIqtl37%2BtUr6WH3pGTyA9rIQxE%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fassets.publishing.service.gov.uk%2Fmedia%2F6983692920fe1bb69ac24413%2FOral_isotretinoin_Ack-risk-form-2026-01_eform2.pdf&data=05%7C02%7Clisarees1%40nhs.net%7Ce04c58eeb83d4c8ecfd308de7526d053%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C639077006740943440%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=BpIpYNYiUI3dIQYxFFFWbjY8KZ2Hmu%2FxJeU83Kgv1J4%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.skinhealthinfo.org.uk%2Fcondition%2Fisotretinoin-patient-video%2F&data=05%7C02%7Clisarees1%40nhs.net%7Ce04c58eeb83d4c8ecfd308de7526d053%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C639077006740956816%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=maO%2FYObF0HcKE9PZzzS0XCOSbWL1BDKJ%2FK5n06SYVT8%3D&reserved=0
https://gbr01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.skinhealthinfo.org.uk%2Fcondition%2Fisotretinoin-patient-video%2F&data=05%7C02%7Clisarees1%40nhs.net%7Ce04c58eeb83d4c8ecfd308de7526d053%7C37c354b285b047f5b22207b48d774ee3%7C0%7C0%7C639077006740956816%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=maO%2FYObF0HcKE9PZzzS0XCOSbWL1BDKJ%2FK5n06SYVT8%3D&reserved=0
https://www.cosrh.org/Public/Public/Standards-and-Guidance/uk-medical-eligibility-criteria-for-contraceptive-use-ukmec.aspx
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 Item 
 

Action 

higher risk of venous thromboembolism (VTE) than those without MS. This is 
likely due mostly to immobility. There is therefore the need to differentiate 
individuals with MS with prolonged immobility from those without. 

Also, observational studies found evidence of a small increased risk of VTE with 
DMPA use compared to no hormonal contraception. The overall risk remains low 
and is likely to be lower than the risk of VTE with combined hormonal 
contraception. Conditions and characteristics that also increase a person’s risk 
of VTE have been reviewed throughout the UKMEC and categories have been 
upgraded. ‘Multiple risk factors for VTE’ has also been added. 

Also updates in relation to stroke and anxiety/depression as well as changes 
such as inclusion of E-cigarettes, NICE classification of blood pressure and 
language used. 

 Date of next meeting: 19th May 2026  

 
 

Principal Medicines Optimisation Pharmacist 
February 2026 
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Team Administrator 

BNSSG ICB 

August 2024 
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