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Main text  

The Hughes Report outlines options for redress for people harmed by valproate and pelvic 
mesh in England,[1] building on the findings and recommendations of the Independent 
Medicines and Medical Devices Safety Review chaired by Baroness Cumberlege.[2] Both 
reports make for harrowing reading. The Hughes Report estimates that 14,000 children have 
been harmed from exposure to valproate while in their mother’s womb since 1973, and that at 
least 10,000 women have been harmed due to insertion of pelvic mesh for the treatment of 
stress urinary incontinence or prolapse since 1998. And these figures are just for England. 

Beside the numbers, the two reports include quotes from women with epilepsy or bipolar 
disorder who now have disabled children, often describing guilt from unknowingly taken a 
teratogenic drug during their pregnancy, and women left in debilitating pain from pelvic mesh, 
who were unable to work, have a sex life or enjoy everyday activities.  The report makes ten 
recommendations relating to appropriate redress for those harmed. We highlight two cross-
cutting issues and how practice needs to change.  

Inequalities in healthcare quality and safety  

Socioeconomic, racial and ethnic inequalities in healthcare are receiving increased 
attention.[3] The Hughes Report brings another area of inequality to the forefront: sex. Those 
who received unsafe care were biologically female. There is lack of research into suitable 
treatments, adverse effects and responses to patient safety among women. Pregnant and 
lactating women continue to be excluded from clinical trials, even post-marketing, and it is not 
compulsory for research findings to be reported by sex or gender.[4] The issues around 
valproate and vaginal mesh could have been mitigated, or even avoided, by giving female health 
research greater priority.  Hughes’ call for more research in this area risks getting lost in the 
recommendations on redress unless researchers and funders take note.  

Besides sex, there are additional intersectional inequalities. For example, a French 
investigation found valproate to be more commonly prescribed to women receiving social 
security, suggesting those from more deprived backgrounds may be disproportionately 
affected.[5]  A US study identified a decrease in mesh use among white and African American 
women but not among Hispanic women following a 2011 safety alert.[6]  Even among 571 
respondents to the Hughes’ survey of people harmed,[1] 96% described themselves as white in 
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a country in which 81% report white ethnicity.[7] It’s unlikely that mesh and valproate were 
used less in people of other ethnicities, which suggests some people may have had less 
opportunity to contribute or felt less likely to be heard even in a supportive context.  Hughes’ 
tenth recommendation points out that the redress scheme needs to be widely communicated 
and clinicians need to play a role in recruiting the most vulnerable.   

Listening and hearing all patients 

Underpinning the entire Hughes Report is the stark reality that women were simply not heard.   
Hughes suggests epistemic injustice as a key factor. Epistemic injustice describes how a 
person’s knowledge is denied, undervalued or undermined as a result of power structures that 
value some people’s experiences more than others.[8] In the case of valproate and pelvic 
mesh, women’s knowledge was undervalued and ignored. First, women were not heard when 
making treatment choices, often including lack of meaningful informed consent.  Second, they 
were dismissed or overruled when reporting serious adverse effects to their healthcare 
providers. Finally, when trying to raise the issues more widely, harm was compounded by 
adversarial and burdensome complaints processes.[9] In contrast, restorative approaches to 
redress, as well as being co-designed with those affected, are relational in nature. Features 
include active participation, respectful dialogue, truthfulness, empowerment, and 
storytelling.[9] For those, who wish to tell their stories, this may need to be orally rather than in 
writing. While the quotes in the Hughes Report tell part of the experiences of those affected, “a 
story read is nothing like a story told and heard.”[10] A story told orally includes the storyteller’s 
voice, face and body language, and facilitates sensing their emotions. From the storyteller’s 
point of view, seeing their listeners give them respect and time also tells them their lived 
experience matters.[10] 

A call to action 

While the Hughes Report’s call for redress is primarily aimed at the English government, the 
actions needed are much wider - both for those already harmed and to make sure history is not 
repeated with other drugs or procedures.   

Before treatments become mainstream, there needs to be clear research on their safety for 
females. Healthcare professionals need to listen and truly hear their patients’ preferences and 
experiences. At treatment initiation, this includes establishing “what matters to you”,[11] using 
evidence-based decision aids for shared decision making,[12] and ensuring patients are able to 
give genuine informed consent. When patients report adverse effects, they should be heard 
with compassion, and given credibility while reflecting on the dangers of epistemic injustice.[4] 
Following medical harm, any solutions must be co-designed with individuals affected, from all 
backgrounds.  Without hearing our patients, there won’t be a solution. 

Competing interests: The BMJ has judged that there are no disqualifying ties to commercial 
companies. The authors declare the following other interests:  Bryony Dean Franklin is co-
Editor-in-Chief of BMJ Quality and Safety.  Rosie Bartel works on Technical Expect Panels and 
reviews measures for the Center for Medicare and Medicaid in the US as a patient with lived 
experience, and is working with the BMJ on an Impact Assessment Pilot for the IHI/BMJ 
International Forum. 

Copyright statement: The Corresponding Author has the right to grant on behalf of all authors 
and does grant on behalf of all authors, a worldwide licence to the Publishers and its licensees 
in perpetuity, in all forms, formats and media (whether known now or created in the future), to i) 



3 
 

publish, reproduce, distribute, display and store the Contribution, ii) translate the Contribution 
into other languages, create adaptations, reprints, include within collections and create 
summaries, extracts and/or, abstracts of the Contribution, iii) create any other derivative 
work(s) based on the Contribution, iv) to exploit all subsidiary rights in the Contribution, v) the 
inclusion of electronic links from the Contribution to third party material where-ever it may be 
located; and, vi) licence any third party to do any or all of the above. 

References  

1. The Hughes Report: Options for redress for those harmed by valproate and pelvic mesh. 
Patient Safety Commissioner, February 2024 
https://www.patientsafetycommissioner.org.uk/our-reports/the-hughes-report/ 
[accessed 21 February 2024] 

2. First Do No Harm – the Report of the Independent Medicines and Medical Devices 
Safety Review (2020).  

3. Fiscella K, Franks P, Gold MR, Clancy CM. Inequality in Quality: Addressing 
Socioeconomic, Racial, and Ethnic Disparities in Health Care. JAMA. 
2000;283(19):2579–2584. doi:10.1001/jama.283.19.2579 

4. Ravindran TS, Teerawattananon Y, Tannenbaum C, Vijayasingham L. Making 
pharmaceutical research and regulation work for women BMJ 2020; 371 :m3808 
doi:10.1136/bmj.m3808 

5. Exposition in utero à l’acide valproïque et aux autres traitements de l’épilepsie et des 
troubles bipolaires et risque de malformations congénitales majeures (MCM) en France 
[In utero exposure to valproic acid and other treatments for epilepsy and bipolar 
disorder and the risk of major congenital malformations (MCM) in France]. 2017. 
Available at 
https://archive.ansm.sante.fr/var/ansm_site/storage/original/application/fb3faa8c4a5
c5c5dedfc1423213c219d.pdf [accessed 21 February 2024] 

6. Mao J, Chughtai B, Ibrahim S, Sedrakyan A. Food and Drug Administration Safety 
Communication on the Use of Transvaginal Mesh in Pelvic Organ Prolapse Repair 
Surgery: The Impact of Social Determinants of Health. Female Pelvic Med Reconstr 
Surg. 2021 Jan 1;27(1):e133-e138. doi: 10.1097/SPV.0000000000000863. PMID: 
32453208; PMCID: PMC7679269.  

7. UK Census 2013. https://diversityuk.org/census-2021-data-reveals-ethnic-make-up-of-
uk-
population/#:~:text=According%20to%20the%202021%20Census,increase%20from%
2013.8%25%20in%202011 . [accessed 24 February 2024] 

8. Bhakuni H, Abimbola S. Epistemic injustice in academic global health. Lancet Glob 
Health 2021;9:e1465–70. doi:10.1016/S2214-109X(21)00301-6 

9. Wailling J, Kooijman A, Hughes J, O'Hara JK. Humanizing harm: Using a restorative 
approach to heal and learn from adverse events. Health Expect. 2022 Aug;25(4):1192-
1199. doi: 10.1111/hex.13478.  

10. Iedema R. The problem with … using stories as a source of evidence and learning. BMJ 
Quality & Safety 2022;31:234-237. 

11. Healthcare Improvement Scotland. What does “What matters to you?” mean? 
https://www.whatmatterstoyou.scot/ [accessed 24 February 2024] 

12. An introduction to patient decision aids BMJ 2013; 347 :f4147 doi:10.1136/bmj.f4147 

 

https://www.patientsafetycommissioner.org.uk/our-reports/the-hughes-report/
https://archive.ansm.sante.fr/var/ansm_site/storage/original/application/fb3faa8c4a5c5c5dedfc1423213c219d.pdf
https://archive.ansm.sante.fr/var/ansm_site/storage/original/application/fb3faa8c4a5c5c5dedfc1423213c219d.pdf
https://diversityuk.org/census-2021-data-reveals-ethnic-make-up-of-uk-population/#:~:text=According%20to%20the%202021%20Census,increase%20from%2013.8%25%20in%202011
https://diversityuk.org/census-2021-data-reveals-ethnic-make-up-of-uk-population/#:~:text=According%20to%20the%202021%20Census,increase%20from%2013.8%25%20in%202011
https://diversityuk.org/census-2021-data-reveals-ethnic-make-up-of-uk-population/#:~:text=According%20to%20the%202021%20Census,increase%20from%2013.8%25%20in%202011
https://diversityuk.org/census-2021-data-reveals-ethnic-make-up-of-uk-population/#:~:text=According%20to%20the%202021%20Census,increase%20from%2013.8%25%20in%202011
https://www.whatmatterstoyou.scot/

