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Thank you for your letter dated 27 July on behalf of the Health, Care and Sport Committee, to Angela
Constance MSP, Cabinet Secretary for Health and Care, regarding the Scottish Government’s plans
to review concerns that have been raised by women affected by the long-term use of Depo-

Provera®. | am responding as the Minister with portfolio responsibilities for medicine safety.

As you note the Medicines and Healthcare products Regulatory Agency (MHRA) has responsibility
for the quality, safety, and efficacy of medicines through its licensing and pharmacovigilance

functions, which are reserved matters.

The MHRA uses a range of sources to monitor medicines safety including adverse drug reaction
(ADR) reports, clinical and epidemiological studies, published research, international regulatory
data, and morbidity and mortality databases. Together these sources are used to confirm,

characterise and assess the frequency of reported ADRs.

Findings can lead to changes in the marketing authorisation (licence) of the medicine concerned as
well as the introduction of restrictions in use, changes to specified dose, and the introduction of
specific warnings of side-effects in both healthcare professional and patient information about the
medicine. In exceedingly rare circumstances, if the risks are found to outweigh the benefits, the

medicine may be removed from the market.
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Notably, the MHRA continues to closely monitor the safety of Depo-Provera®, as it does with all
licensed medicines. My officials have been assured that the risk of meningioma is under active
review which includes examining recent data and seeking advice from experts on the need for any
further action, such as product information updates and communications to healthcare
professionals. Any new advice or recommendations identified through this review will be
communicated to healthcare professionals and patients as appropriate. | am confident that the
MHRA will take any necessary regulatory action should any further evidence indicate this is required.

Information will be shared by the MHRA with officials as soon as it becomes available.

Following a round-table discussion in the Scottish Parliament on 29 June, | met with some of the
women affected by Depo-Provera® to listen directly to their experiences and concerns. | was grateful
for the opportunity to hear their accounts and to better understand the challenges they have faced.
At that meeting, | agreed that the Chief Pharmaceutical Officer would issue a letter directly to
healthcare professionals in Scotland to ensure that they (1) are aware of the risks associated with
the long-term use of Depo-Provera®, (2) describe these risks clearly to women, (3) review
prescribing of Depo-Provera® every two years, in line with the Faculty of Sexual & Reproductive
Healthcare guidance, and (4) are aware of any actions they should take in the event that a

meningioma is suspected.

This letter will be issued after the MHRA has considered any advice from the Commission on Human
Medicines as part of the current active review and shared its conclusions with the Scottish

Government.

The letter will also emphasise the importance of the MHRA'’s Yellow Card reporting scheme which
collects data on suspected ADRs and the MHRA monitors as part of its pharmacovigilance
responsibility. Healthcare professionals and/or any member of the public who suffer a suspected
ADR should complete and send a Yellow Card report which will be used to identify and monitor
medicine safety.

The Yellow Card Scheme’s contribution to detecting any new concerns is immensely valuable. All
Yellow Card reports received either on paper or electronically are promptly entered onto the MHRA'’s
ADR database so that they are available for signal detection analysis. This continual analysis and
review of ADR reports are used to identify previously unrecognised concerns or changes in the
pattern or frequency of ADRs already associated with a medicine and which may warrant further
action. If a new side effect is identified, information is carefully considered in the context of the
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overall side effect profile for the medicine, and how it compares with other medicines used to treat
the same condition and can lead to a decision on how best to act to protect public health.

During the meeting with the women affected, | also agreed that | would write to my UK counterpart
to understand whether there is any opportunity to review reserved law on the time limit of ten years
for raising court proceedings because of a latent pharmaceutical injury, which | have done. | have
also committed to ensuring that the women | met with receive an update on these actions in due

course.

| hope this information is helpful and provides reassurance that the concerns raised by women

affected by Depo-Provera® are being taken seriously.
Kind regards,

Loued O d

MAREE TODD
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