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Dept of Psychiatry 
Hergest Unit  

Wales LL57 2PW 
 

January 31st 2020 

Professor Guido Rasi  
Executive Director 
European Medicines Agency 
Spark Building 
Orlyplein 24,  
1043 DP Amsterdam,  
 
Dear Professor Rasi 

Responding to a petition sent to you in June 2019 by a large group of clinicians and 
researchers, EMA indicated they would ask companies to mention enduring sexual 
dysfunction in the labels of antidepressants.  

Many of those affected with PSSD had hoped for more than the very minimal set of words 
that has resulted.  A young Dutch man (22 years old) committed suicide several weeks ago 
frustrated at the continuing lack of research and hope of a cure.  I can send you the details 
of the website his mother, a doctor, has set up in his honour. 

An Italian group of sufferers have been chasing AIFA asking if there is anything more AIFA 
can do to help. AIFA, as I understand it, have responded that more work is needed, 
interrogating databases etc to determine if there is a real problem. 

AIFA suggested: 

A). It is difficult to know whether PSSD is a treatment related condition, given that the 
nervous problems SSRIs are given for can cause sexual dysfunction 

B). The condition is relatively recently described.   

C). There are no studies that have investigated a causal link between treatment and PSSD. 

D). The relatively few reports of PSSD compared with the number of prescriptions make it 
difficult to decide if there is a signal or not. 

While this position might sound reasonable to an outsider, it is neither good for patients with 
PSSD, nor for perceptions of regulation. 

Regulation 
When responding to people with PSSD and the media, I stress that EMA and other 
regulators do not have a public health function other than checking whether there is support 
for the wording of claims made for drugs and devices by companies. Few patients 
understand this.  Few take note when regulators mention not wishing to interfere in the 
relationship between doctors and patients.  

On the other hand, regulators appear to stray into the health domain when they talk about 
licensing treatments on the basis of a risk-benefit analysis, a formulation that leaves many 
doctors figuring EMA are endorsing taking risks.  



2 
 

I asked Jordi Llinares at a recent meeting about EMA risk benefit analyses and he made it 
clear these are primarily made on the basis of RCTs.   

Clearly EMA license drugs on the basis of RCTs conducted to investigate a primary endpoint 
– which companies and EMA call “the benefit”.  This is 1 of the 100 things a drug does.  The 
extreme focus on one effect, which is the whole point of an RCT, means that the 99 other 
drug effects are poorly collected, or not noticed, or deliberately ignored.  
 
“The benefit” is what companies want to make money from.  In the case of the SSRI 
“benefit”, there is no evidence for saved lives or restoration of function. Instead rating scale 
changes allowed regulators let companies advertise “a benefit”, which was less of a “benefit” 
than the “benefit” provided by an older generation of antidepressants.  
 
This “benefit” is not the commonest thing SSRIs do.  Their commonest effect is that they 
numb genitals of over 90% of takers, within 30 minutes of taking a first pill. Company RCTs 
looking for a less common but commercially interesting “antidepressant” effect, completely 
missed this genital effect that should have been unmissable.  This almost inevitable effect is 
still not mentioned in drug labels, 30 years later, even though dapoxetine is licensed for 
Premature Ejaculation (P.E.) and other SSRIs are used for P.E. on the basis of this effect.   
 
Current labels claim sexual dysfunction was found in less than 5% of people in SSRI trials.  
Following the logic above, an estimate like this could arise simply as a result of the RCT 
focus on a primary endpoint which, as mentioned, can lead investigators to miss things that 
are more common than the primary endpoint.  The fact that this can happen upends the 
standard narrative that RCTs give us the best possible information about drugs, and we can 
supplement the information they offer with pharmacovigilance input to pick up the rare 
events or events that happen after lengthy exposure to treatments that RCTs miss.  
 
One consequence of this state of affairs is that while risk-benefit assessments may have a 
value for companies, they are clinically and scientifically meaningless if RCTs can 
completely miss the commonest effects of a drug and by implication can miss 90+% of a 
drug’s other effects – rather than just miss rare effects or effects with a delayed onset..  
 
In the case of the SSRIs and sex, the failure to notice sexual issues was aggravated by 
companies deliberately not collecting the data.  In SSRI healthy volunteer trials, conducted in 
the 1980s, trials that did not have an extreme focus on a primary endpoint, over 50% of 
volunteers reported significant sexual difficulties some of which endured after treatment 
stopped.  In later clinical trials, investigators like me were encouraged to think of sexual 
problems being linked to mood and in some cases were explicitly told not to ask questions 
about sex. I can give you details of both healthy volunteer and later clinical trials. 
 
Consistent with the healthy volunteer studies, there were reports to regulators by 1991, 
almost immediately after first marketing of the SSRIs, showing that in some case this sexual 
dysfunction could endure after treatment – Post SSRI Sexual Dysfunction (PSSD).   
 
The healthy volunteer studies undermine, AIFA. EMA and other regulatory responses that 
these conditions might stem from the illness rather than treatment.  Melancholia, which is 
very rare, can lead to lowered libido but the kind of depression for which SSRIs are given 
does not lower libido.  Indeed, just like people comfort eat when they have “nerves” so they 
often have more sex in an attempt to handle their “depression”.   
 
A second clinical feature that undermines EMA’s current position is that in the case of PSSD, 
patients can rub chilli paste into their genitals and not feel it. If you have any evidence that 
any psychiatric condition produces an effect like this, I would love to see it. 
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Between 10-15% of the populations of many European countries now take antidepressants, 
over 90% of whom are on treatment for over a year with a growing number on treatment for 
5 to 10 years or more, primarily because they cannot stop.  This difficulty in stopping was 
another problem noted in the healthy volunteer trials of these drugs in the 1980s – a problem 
companies have handled for 3 decades by a deceptive use of language and not publishing 
the data from healthy volunteer trials.  
 
Given that over 10% of the population are on drugs that compromise our ability to make love 
the way we might wish to, anything up to 20% of us may not in fact be having the sexual 
relations we might wish to have and would otherwise be able to have.  There were articles 
about this in the popular press featuring prominent people as far back as the last millennium 
– which again I can send if you wish.   
 
In some Welsh towns the figure for people unable to make love may be closer to 50%.  Of 
some note, perhaps, this is primarily a native European issue – a large presence of 
immigrant communities will lower the figures, as people from these communities are less 
likely to be on SSRIs.    
 
Some of those on treatment will live with the hope that once they stop their medicine all will 
be well when things may be much worse if they develop PSSD.  There is in fact no way of 
knowing how many people have PSSD if the vast majority of people who take these drugs 
chronically can’t get off them.   
 
This factor might allow EMA to claim that the apparent frequency of PSSD is quite low but 
making a claim like this would be “economical with the truth” – as the British put it.  Claims 
like this will likely also contribute to further suicides as they give the impression the problem 
is not important.  
 
Cause and effect 
Faced with convincing reports of an effect on treatment, companies are under a legal 
obligation to investigate.  They seek access to the patient or the patient’s medical records to 
see if there is another way to explain the proposed effect.  If, in individual cases, they find no 
other way to explain an effect, they include this effect in the label of the drug under “other 
reports”.  They do not undertake epidemiological or other large database studies before 
doing so.  They establish cause and effect in a way that I and most people can understand 
rather than turn to ways that both you and I know would support claims that effects have not 
been proven and further research is needed – ad infinitum. 
 
Many companies have asked me for access to information on the people with PSSD that 
RxISK has on file.  I have not been willing to comply so far as this is a group of people that 
treatment has rendered vulnerable and an insensitive handling of the matter by companies 
more interested to defend their drug than to defend patients could lead to further suicides.  
 
As part of the recent petition to EMA, the petitioners included named patient details and 
records with supportive letters from doctors indicating these patients had been taking an 
SSRI and the doctor could see no other way to explain the problem other than the effect of 
the drug.  Our hope was that EMA might handle this matter more sensitively. 
 
EMA were told that this material was being sent with patient consent in order to offer EMA a 
chance to follow up these patients and their doctors in the way companies do. But rather 
than do this, EMA removed the names of the patients and their contact details. 
 
When asked about this EMA mentioned patient confidentiality, which seems either a case of 
unthinking bureaucracy or else points to the fact that EMA and other regulators have a very 
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different model for establishing cause and effect to the one companies, doctors and most lay 
people have. 
 
Risk-Benefit 
To return to the risk-benefit issue, companies saw a number of ways they could gain from 
introducing the idea of risk-benefit into our collective lexicon in the early 1990s.  One 
advantage to companies was letting them argue that if regulators approved a “benefit” based 
on an RCT, it might be more difficult for regulators to advocate for warnings on medicines – 
as in the case of the SSRIs and suicide.  Warn and regulators could be criticised for 
deterring people from seeking a benefit that might have saved their lives.  This argument 
seems to have hamstrung regulators, even though the clinical trials show an increase in 
suicidal events on treatment. 
 
In the case of PSSD, young people are now committing suicide and approaching assisted 
dying programs because they interpret the lack of a warning to mean that no-one is 
interested in this problem and no work is being done on finding a remedy.  They are correct, 
in my opinion, to read matters this way. They would likely think EMA/AIFA deeply cynical if 
they realised, as most insiders like you and I do, that decades of research could be put into 
databases without coming up with anything useful, least of all a remedy.  Some might ask if 
this delay is what EMA intended. 
 
I recognise that the issues of SSRI antidepressants and sex raise profound issues about 
what companies and regulators are doing. The matter of what might be done to help patients 
however is rather straightforward.  This is not a matter on which remaining quiet about a 
hazard will be to the benefit of any current or prospective patients, who might get the benefit 
without the hazard, in that everyone who takes these drugs will have sexual dysfunction of 
some sort. 

My primary purpose in writing is to support the many people with PSSD, whose hopes were 
raised by EMA in June, but who now feel their position is little better than it was before June.  
I would also appreciate hearing your views on the more general regulatory issues questions 
of Sex and SSRIs raise. 

Yours sincerely 

 

David Healy MD FRCPsych 

cc.  J Raine MHRA.  
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EUROPEAN MEDICINES AGENCY 
SCIENCE MEDICINES HEALTH 

 
 
Prof David Healy MD ERCPsych 
Professor of Psychiatry 
Hergest Unit 
Bangor Wales LL57 2PW 
United Kingdom 

26 February 2020 
 
EMA/104289/2020 
European Medicines Agency 
 
Dear Professor Healy, 

Subject: Your letter dated 31. January 2020 

Thank you for your letter of 31st January 2020 regarding SSRIs and PRACs latest 
recommendation on the risk of persistent sexual dysfunction after treatment with serotonin 
and noradrenaline reuptake inhibitors (SNRIs) and selective serotonin reuptake inhibitors 
(SSRIs). I am sorry to hear about the suffering of your patients and would like to reiterate 
EMA’s commitment to public health and that it does everything it can to ensure that 
medicines are as safe as possible. 
 
You are dissatisfied with the outcome of the assessment and state that patients with Post 
SSRI Sexual Dysfunction (PSSD) “had hoped for more than the very minimal set of words”. 
We are sorry that you feel this way. Please note that the wording of the product information 
reflects the outcome of the assessment. The issue will of course remain under review and 
the wording of the product information will be updated as necessary to accurately reflect any 
new knowledge of this risk. 
 
We would like to clarify that sexual dysfunction is a well-known side effect described in the 
product information of SSRIs. For example, for the antidepressant Cymbalta, sexual 
dysfunction was highlighted in the product information when it was first authorised in 2004 
and was extensively discussed in the initial assessment (report available here: 
https://www.ema.europa.eu/en/medicines/human/EPAR/cymbalta).  
 
Please also note that the guideline on clinical investigation of medicinal products in the 
treatment of depression 
(https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-clinical-investigation 
medicinal-products-treatment-depression en .pdf) specifically states that investigators should 
pay “special attention to the effect on sexual function and libido”. PSSD has not been 
recognised before and the reasons are described in your letter but are also linked to their 
late onset making detection in an RCT setting difficult. 
 
You challenge in your letter the way medicines are regulated. We would like to take this 
opportunity to clarify a few issues: 
 
In line with current legislative requirements, EMA’s role is to establish full benefit-risk 
analyses for medicines. In order to do this EMA looks at all the evidence submitted to 
establish the benefits as well as the risk profile of a given medicine. Only if the benefits 
outweigh the risks for a given medicine can EMA recommend a medicine for marketing. 
 
Like all medicines regulators worldwide, and in line with the principles of evidence-based 
medicine, EMA considers RCTs to be the gold standard for measuring medicine effects in 

https://www.ema.europa.eu/en/medicines/human/EPAR/cymbalta
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most cases and provides guidance on their use to support licensing applications. For further 
information you may wish to consult the above-mentioned guideline which describes how 
this applies to antidepressants. It is not the case, as you claim, that a randomised controlled 
trial deliberately only looks at a particular benefit and ignores any side effects. RCTs are 
explicitly set up to investigate safety as well as efficacy and EMA assessment reports 
include extensive information on the safety profile of each medicine — indeed, it 
would scarcely be possible to provide a benefit-risk assessment if we did not require 
evidence on the risks to be collected. In this context the guidelines on clinical investigation 
also identify the specific side effects that should be monitored in clinical trials. 
 
As for any clinical trial there is a legal obligation for companies to report all suspected side 
effects. For further information on the safety monitoring during clinical trials please refer to 
the following link: 
https://ec.europa.eu/health/documents/eudralex/vol-10 en and in particular 
htts://ec.europa.eu/health/sites/health/files/files/eudralex/vol 
10/2011 c172 01/2011 c172 01 en.pdf 
 
Once authorised, the benefit risk balance of medicines is always monitored and confirmed 
through regular benefit risk analyses (so-called PSURs - 
https://www.ema.europa.eu/en/human— 
renulatory/nost-authorisation/pharmacovigilance/periodic-safety-undate-reports-psurs). 
 
It is not only during clinical trials that side effects are closely monitored. Companies must 
always report any side effects that occur with a medicine worldwide, which are then 
analysed by regulators as part of their regular safety monitoring of medicines as mandated 
by legislation (Art 23 (2) of DIR200 1/83/EC). 
 
We therefore strongly encourage you and affected patients to notify side effects to the 
relevant national competent authorities so that the reports can be taken into account for the 
safety monitoring of these medicines. 
 
Please note that EMA, in collaboration with EU Member States, will continue to monitor 
sexual disorders as it does for all safety issues in general. EMA will take necessary action in 
case a new safety issue is identified. This may include a further update of the product 
information or other regulatory action. You can find more information about 
pharmacovigilance in the medicine lifecycle on EMA’s website:  
https ://www.ema .europa.eu/en/human-regulatory/overview/pharmacovigilance 
overview#pharmacovigilance-in-the-product-lifecycle-section 
 
Finally, regarding your point on the redaction of personal data, please note that this is done 
to protect patients’ privacy, in line with current EU law which we are obliged to follow just like 
any private company or public institution. We would like to clarify that deleting personal 
patient data does by no means impact the causality assessment. 
 
I assure you of EMA’s unwavering commitment to safeguard public health, and to do all it 
can to ensure that medicines are as safe as possible and that side effects are identified and 
assessed continuously, before and after marketing authonsation. In this context EMA 
acknowledges that despite many approved antidepressants (most of them approved many 
years before EMA came into being) and a reappraisal of the role of medicines vis-à-vis other 
treatments such as psychotherapy, there is still a need for new medicines with better efficacy 
and improved safety profile in patients with depression. 
 
Yours sincerely, 
Guido Rasi 
Executive Director 
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February 29th 2020 

Professor Guido Rasi  
Executive Director 
European Medicines Agency 
Spark Building 
Orlyplein 24,  
1043 DP Amsterdam,  
 

Dear Professor Rasi 

Your February 26th letter elegantly slips by the points raised. Let me reframe them.  

1. Can EMA name a single medical or behavioural condition that leaves those affected 
able to rub chilli paste into their genitals or rub a hard-bristled brush up and down 
their genitals and not feel it?  And for this condition to remain permanent? 

2. Your mention of the importance EMA attaches to sexual issues on antidepressants 
feels rather like closing the stable door after the horse has bolted.  Genital numbness 
is still not mentioned the labels, even though SSSRIs can cause genital numbness 
within 30 minutes of a first tablet and EMA, when licensing dapoxetine, have had 
RCTs demonstrating essentially this.   

a. As described in the petition, two 1990s trials showed SSRIs reduce genital 
sensation. 

b. As described, all of the medical literature on PSSD identifies genital numbing 
as a side effect of these drugs, including a BMJ editorial this week. 

c. The named reports we provided from PSSD sufferers all identify genital 
numbing as a side effects of the drugs. 

What else would it take to get genital numbing added to the label? 
3. As you can see from data sent to you over a year ago, full-blown PSSD can happen 

within days of a first dose so your point about it not happening in the timeframe of the 
usual RCT is irrelevant.  Neither you nor I know if such cases have happened in 
RCTs without an RCT with this as a primary endpoint, especially when companies 
tell investigators not to ask any questions about sex. Are you waiting for one to be set 
up? 

4. I have indicated that there may be cases of PSSD in healthy volunteer studies of only 
2 weeks duration carried out in the 1980s; has EMA reviewed any of these? 

5. You have not contested the point that between 50 and 100 million people across 
Europe are not able to make love the way they might wish. Given your reference to 
EMA concerns about public health, does EMA have any intentions of intervening in 
this public health matter of some political significance? 

6. Some people in contact with me have been affected for over a quarter of a century.  
Regulators in Britain seem to think British doctors can cure PSSD, but they have so 
far failed to name any doctors or treatments that might be used.  Does EMA know of 
any doctors or treatments able to cure or even significantly alleviate PSSD?  

Department of Family Medicine 
Research  

 

David Braley Health 
Sciences Centre 
100 Main Street West,         
5th Floor 
Hamilton, ON 
Canada, L8P 1H6 
 

Phone 905.525.9140 ext. 28509 
Fax 905.527.4440 
www.fammedmcmaster.ca/research 
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7. Why do EMA and other regulators not take the same approach to establishing cause 
and effect in the case of adverse events as pharmaceutical companies?   

8. Given the necessity of interrogating patients in order to establish cause and effect in 
the case of adverse events, have EMA taken any steps to reconcile this need with 
issues of patient confidentiality? 

9. Would you accept that regulators and guideline makers essentially never discover 
treatment related adverse effects? 

Risk-Benefit 

Your letter doesn’t take up the risk-benefit challenge posed to you.  I’d appreciate any input 
on the origins and meaning of this term that EMA can offer.  As mentioned, Dr. Jordi Linares 
placed great, almost sole, weight on RCT data when making a risk benefit assessment, but 
the effects of SSRIs on sex and the ability of RCTs to make effects like these to disappear 
almost entirely seem to blow a hole in that strategy. 

I was involved in several industry cost-benefit analyses in the early 1990s. It was wonderful 
to be able to “prove” drugs like the SSRIs that cost 50 times more than imipramine, or 
risperidone which was 100 times more expensive than chlorpromazine, were actually saving 
money. It all depends on the data and assumptions you feed into the system.  None of the 
SSRI modelling fed in figures of 5-10% of the population being hooked on them of the 
contribution this might make to declining birth rates in certain ethnic groups.  

I’m sure that at some level you must see that it’s not realistic to view risk-benefit analyses as 
involving anything other than a baptizing of a new drug with a sprinkling of fairy dust.  

On a wider front, it was clear in the RCTs used for licensing SSRIs there were more suicidal 
acts and both suicides and deaths on active treatment than on placebo in the subset of trials 
shown to regulators. I think it was right to license SSRIs, but I am flummoxed by your 
suggestion that the data allowed you to license them on the basis of a risk benefit analysis.  
Perhaps you can explain? 

Licensing, with an acknowledgment of hazards that ensured clinical discretion would be 
brought to bear on when to use these drugs and how to respond in the event of an apparent 
hazard, would have been appropriate.  But one of the first uses of risk-benefit terminology by 
regulators was in 1991 when FDA, faced with concerns about Prozac and suicide, opted not 
to warn stating this might put people off seeking a benefit.   

This approach puts doctors in the firing line if they exercise clinical discretion or stick to their 
guns that SSRIs can and do make patients suicidal.  People with PSSD can also tell you 
what it’s like to be ridiculed and referred for counselling or treated as lepers by doctors who, 
understandably, in the absence of a warning figure regulators like EMA endorse their 
denying that PSSD can be triggered by treatment.  

Whenever there is a dispute about issues, an operational approach – like your supposed 
risk-benefit analysis – can look appealing.  But, unless agreed to by all sides of a dispute, 
operational approaches are amoral. They do not take right and wrong or human suffering 
into account.  Were any PSSD sufferers contemplating suicide to take a comparable risk-
benefit approach, they might well consider it would be of greater benefit to other PSSD 
sufferers to take a suicide bomb into the offices of a major regulator than to kill themselves in 
a manner that disturbed as few others as possible.  This would be immoral, however, and 
few people ever take an approach life this without the shield of a bureaucratic apparatus.  
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I hope you hear a call on your humanity here rather than a call to beef up the security of your 
building.  I am confident that those with PSSD will act with humanity but less confident that 
regulators will.  

Nicola Blackwood 

I attach a letter from Nicola Blackwood, then in Britain’s Dept of Health to Wera Hobhouse 
MP, in response to a letter occasioned by one Ms Hobhouse’s constituents who has PSSD.  
This offers a galling example of politicians regurgitating stuff fed them by regulators that 
leads to patients and doctors being dismissed by people who know nothing. 

Faced with an issue like PSSD, politicians say they are critically dependent on advice from 
regulators (MHRA now in Britain) and the framers of guidelines (like NICE).  NICE and 
MHRA have made it clear in correspondence with me that it’s not their job to sort out issues 
of access to clinical trial data or police the ghostwriting of the medical literature.  In a good 
example of the Deep State that fuels populist rage, both MHRA and NICE on one side and 
politicians on the other hide behind risk benefit mumbo-jumbo, which, deployed in sonorous 
tones like the Wizard of Oz once used, they hope will stop awkward questions.   

It also leaves doctors, who in 1962 were thought to be a critical part of the regulatory 
apparatus, behind. Regulatory bureaucrats were supposed to listen to people like me but, 
when it comes to matters like this, doctors are like salt that has lost its saltiness – good for 
very little.  They act like politicians who wait on bureaucrats to tell them what’s what. 

I hope you do not find the tone of this letter too hostile. I blame my profession more than I 
blame you.  I worry that our failure to recognize our role means that pretty soon we will 
survive in name only, effectively practicing as middle managers ensuring that nurses and 
others keep to guidelines and the labels of drugs regulators have approved – I initially said 
authorised.  

I hope you appreciate the date of this proposal.  

Yours sincerely 

 

Professor David Healy MD FRCPsych 

cc. J Raine, A Dillon, C Nagpaul (BMA), Dept of Health (England).        
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20-02-2020 

Wera Hobhouse 
Liberal Democrat MP for Bath 
office@werahobhouse.co.uk 

Re Cross-Party Collaboration on PSSD 

Dear Wera Hobhouse 

Your constituent sent me your 18th February email below with its attached letter from Nicola 
Blackwood.  While he was grateful for your effort, he was disappointed in the departmental 
letter, which he saw as something of a sham.  I’d imagine others suffering from PSSD will 
view any similar letter in much the same way if they receive one. I expect you too might have 
viewed the Blackwood letter in a rather less favourable light, if you’d received the more 
nuanced letter constituents are now sending their MPs.  

I am also copying this letter to you to the Department of Health, MHRA and others in the 
hope that their input might make any future letter to constituents somewhat more 
constructive. 

On a matter like this, part of the problem is that Ministers of Health and their Departments, 
not fully understanding the issues, say they go by advice they get from EMA (or more likely 
MHRA now) and the NICE guideline apparatus.  

The difficulty for you and your constituent is that regulators like MHRA and EMA do not have 
full access to trial data, do not assess adverse events on treatment in a manner designed to 
determine causality, and both they and those who draw up NICE guidelines operate in a 
situation where the bulk of the academic literature in even the very best journals is 
ghostwritten and is by design for the most part effectively fraudulent.  I realise these are 
rather large charges to make but I can forward you responses from several Departments of 
Health, NICE and MHRA, which concede these points.   

It is not the role of NICE or MHRA to police the medical literature or ensure access to trial 
data.  This is a matter for either politicians in Westminster or professional politicians in BMA 
perhaps.  I expect both the Liberal and Labour parties are hamstrung in this respect, until 
you have leadership elections, but I suspect not even Dominic Cummings, for all his talk 
about shaking things up, would want to wade in here.  

The result is that we end up with NICE and MHRA dependent on politicians to act and the 
politicians waiting on NICE and MHRA. 

Your constituent and others are stranded in the middle. This is not just a matter of injuries to 
constituents; the same factors have turned an NHS, which was economic, into a set of 
health services that risk bankrupting the UK economy, while contributing to a fall in life 
expectancies rather than better or longer lives. 

The difficulties with a ghostwritten literature and lack of access to trial data applies to the 
suicidality and other problems on SSRIs, the Blackwood letter mentions.  PSSD however 
brings out another aspect of the problem that Nicola Blackwood stumbles over – the idea of 

Department of Family Medicine 
Research  
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risk-benefit.  Regulators and others are at present hoist on the petard of risk-benefit 
calculations, not apparently realizing that these cannot be done by regulators nor that the 
very idea is a ruse put in place by the pharmaceutical industry thirty years ago to ensnare 
them.  

The details of this point about risk-benefits are laid out in an accompanying letter to G Rasi 
of EMA and J Raine of MHRA but in brief the so-called benefit of SSRIs is an effect 
companies make money out of but it is not the most common effect of these drugs – their 
sexual effects are much more common.  Companies depend on regulators and clinicians to 
swallow a line – that the good thing a drug like an SSRI does is more common that the rare 
side effects that show up in clinical trials.  But it is part of the nature of clinical trials that they 
can make very obvious and almost universal effects of drugs vanish – which invalidates the 
idea that regulators can make risk-benefit assessments. 

You are welcome to show this letter and all associated correspondence to any medical 
person of your acquaintance to check out the claims.  The bigger picture, namely that the 
current operations of the regulatory system are inimical to clinical practice and need reform, I 
accept are not matters that anyone is going to resolve soon. 

But there is no excuse for not immediately doing something for your constituent.  In contrast 
to what Nicola Blackwood suggests, there is no nervous condition that leaves patients able 
to rub chilli paste into their genitals and not feel it.  It is impossible to argue that drugs from 
this group are not uniquely liable to cause this problem in that some have been licensed on 
the basis that they produce just this effect - and nothing else she mentions does.  Finally, 
both regulators and companies have had data pointing to just this kind of problem for three 
decades.  If not now, with well documented suicides of young people linked to this problem 
posted on the internet, when?    

It’s time for the problem not just to be acknowledged but to have research for a remedy 
instituted because in contrast to what Nicola Blackwood offers, no doctor in the UK has a 
clue how to treat this condition, most ridicule patients who present with the problem, and the 
young people now committing suicide do so because of an all too accurate perception that 
none of those who could make a difference are bothered to do so.    

Yours sincerely 

 

Professor David Healy MD FRCPsych 

cc. G Rasi (EMA), J Raine (MHRA), M Hancock/L Smale, E Thornberry, S McCabe, A Dillon 
(NICE), S Nagpaul (BMA), Constituent.    

Attached: 2020-01-31 Healy to Rasi; Healy, J Roy Soc Med 2020. 2020-02-04; Blackwood to 
Hobhouse Redacted.  
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From: Wera Hobhouse <office@werahobhouse.co.uk> 
To:  

Tuesday, 18 February 2020,  

Subject: Re: Cross party collaboration and Post SSRI Sexual Dysfunction; (Case Ref: 
WH16329) 

Dear  
 
Further to my previous email, I have received a response from the Baroness Blackwood, 
then Parliamentary Under Secretary of State for Innovation at the Department of Health and 
Social Care. I have attached this for your information.  
 
As you can see, the Minister does explain that the available data on the risk of sexual 
disorders with SSRIs was evaluated by the EMA's Pharmacovigilance Risk Assessment 
Committee, with the aim of establishing whether the existing evidence is reflected in the 
information for patients and prescribers. The former Minister does note that, given the 
complexity of sexual dysfunction, evaluation of long-lasting effects following discontinuation 
of antidepressants is difficult. 
 
I hope that it is of some assurance that the decision was taken to incorporate the phrase 
'there have been reports of long-lasting sexual dysfunction where the symptoms have 
continued despite discontinuation of SSRIs/SNRI' into product information will be of some 
assurance, although I appreciate that it may be disappointing that there is some delay 
between this decision being made and the information being included in new packs 
dispensed to patients. 
 
I hope that the former Minister's response will be informative. If I can be of any further 
information, then please do not hesitate to get in touch. 
  
With best wishes, 
 
Wera Hobhouse 

 

 

 

mailto:office@werahobhouse.co.uk

