
October 3, 2017 

I lost my son on January 20, 2016, at the age of 33 years old. There are no words to describe the 
feelings of losing a child. 

My son was intelligent, kind, generous, courteous, compassionate, and hard working. When Eric 
set a goal for himself, he would work at it until he was satisfied with the results. Eric always loved the 
outdoors and being with his family. Atthe age of 23 he won a medal at the Carlsbad Marathon; running 
was always one of his greatest passions. Needless to say, Eric always enjoyed pushing himself and 
finding new things to keep him connected to the world. Whether it was snowboarding, skydiving, or 
traveling, he was always on the go. 

Growing up, Eric was always healthy and happy. He got good grades at school and got along 
with other children. I was always happy to go to teacher parent conferences because his teachers always 
had nice things to say about my son. Eric left for college at 18 years old, where he attended California 
Polytechnic State Pomona and graduated in June 2005 with a BS in Business Administration majoring in 
Finance. During his college years, he was Treasurer of the Finance Society Club, a Teacher's Assistant in 
Tort Law, and an exchange student in Seville, Spain where he lived for one year. On weekends and 
during school off time Eric traveled all over Europe on train. He spent most of his traveling staying in 
hostels meeting new people and constantly exploring. 

As you may be coming to realize, my son was very independent and spontaneous. So, after 
graduation, he and one of his friends from college took off to Iowa to start a business. His Dad and I 
were not in agreement, but he was determined. Eric was ready and eager for the corporate world. The 
business did not take off like they were hoping and the partnership soon broke up. However, he quickly 
found a job at the corporate offices of Wells Fargo as a Financial Analyst. Around this time Eric also met 
a girl that he would date for the next 3 years. I didn't know it at the time, but this would be the last girl 
he would ever seriously be with. In September 2007, my husband and I went to Iowa to visit our son. 
Eric introduced us to all his co-workers at Wells Fargo he had also introduced us to his co-workers at a 
part time waiter job he had on the weekends. As time went by, we would get together as often as 
possible. He would always make a point to come visit us and his siblings in California. We would even 
plan vacations so that we could all be together, whether it were going on a cruise to Mexico or even 
going to Florida. Eric would even bring his girlfriend along for the ride. They were very cute together and 
very much in love. He was happy and full of energy with the future always in sight. 

I was sad seeing that come to a sudden end. In October 2008, my husband received a very 
unexpected and concerning call. My son had called very distraught with obvious tears in every word, 
telling us how he has been in an unexplainable funk and is now having problems with his girlfriend. 
Eventually, he quit his jobs and came home. I started noticing he would be more secluded and less 
interactive with his friends and nature. Eric wasn't running as much as he used to and he wasn't 
planning hiking trips every weekend. As a mother I associated this with his recent break-up and financial 
struggles of 2008 (he was having trouble finding a job when he got back home). How was I supposed to 
know it was due to severe side effects caused by a drug he had taken months prior while he was living in 
Iowa? 

It wasn't just his active lifestyle that changed, it was much more. It was almost like a light switch 
had been turned on off and I was learning how to see in the dark. Then again, we had not lived in the 
same household for eight years. What's to say Eric wasn't just a different person all together? I 
remember the times I would ask him to do simple tasks and he would complain about not being able to 
do them because he would be too tired. It was also a lot easier to find his temper. I'm not sure if temper 
is the right word or if it should be passion. Eric became obsessive about things and always needed to 
get his point across and if you disagreed with him you would have to prepare yourself to learn why he 



believes what he does. Not that these things are bad, but it was completely out of his character. Eric 
became more secluded and emotionally detached as time progressed. Don't get me wrong, he was still 
himself in many ways too. His compassion and enjoyment for helping other people was there. His love 
for his family, and especially his sister, never flickered. He still was very conscious about being active, 
although it had also become an obsession instead of an enjoyment. These things, plus his constant 
reassurance that he was okay, lead me to believe that there wasn't anything seriously wrong. But still, 
there were no more girls, no more trips, no more spark, and countless hours spent in his room, 
researching. It wasn't until seven years later that we found out what those countless hours were spent 
searching for. 

Around 10 months before his passing, his father and I heard Eric crying in the shower at 4 am. It 
was an agonizing cry; so much pain. We were so scared and I knew then that my son was in real trouble. 
Eric finally told us what he had been going through quietly for years on his own. He was very adamant 
that we not tell anybody including his siblings. He said he had taken a prescribed medicine named 
Propecia, that was prescribed for hair loss and it had ruined his life. He said he had started to get 
symptoms within the first months of taking it. He described his symptoms as brain fog, lack of 
concentration, and anxiety, which he had never experienced before in his life. However, Eric kept taking 
the drug because at first he did not associate these symptoms with Propecia until the day his sperm 
came out yellow and with a jelly like substance. After 8 months on Propecia he stopped taking it. 
Unfortunately, he said his HELL started about two weeks after discontinuing Propecia. He described it 
to me as, his "humanity was taken away." Eric said he no longer had any sexual desires; he didn't get 
aroused with any of the things that used to arouse him. He was feeling emotionally numbed. He said this 
drug chemically castrated him and described the years that followed as "feeling like being in a constant 
state of pause; unable to enjoy life." Going to doctors did not help because they would not know what 
to do for him. Some would dismiss his severe symptoms and dismiss his claims that it was due to 
Propecia. At the start of his struggles, there was no PFS foundation and very little awareness. Eric was 
having not only psychological problems (anxiety, panic attacks and obsessive behavior) but also very real 
physical ailments (weight gain, pain and shrinkage of genitals, tissue damage on the penis head, chronic 
lower body temperature, severe dry skin, muscle twitching, and severe insomnia). 

Eric would find remedies and hope of finding betterment to his many symptoms not from 
doctors but from bloggers that were struggling with the same issues. What kept him going was the hope 
that he once again would be himself. He would often say that he felt the statistics of affected men from 
this drug was way off because he would talk to men like himself on the blogs that did not want anyone 
to know of their condition. Eric would say that once a cure or treatment was found he would speak out. 
Although he did not find this to be ideal and wanted to have his voice heard he only had enough energy 
and self awareness to handle the burdens that were dealt to him. 

This letter is a plea to remove Propecia from the market immediately. No family should go through 
another loss and no man should be exposed to the kind of havoc Finasteride can do to their bodies and 
minds for a purely cosmetic purpose. 

I don't want to see one more person suffer. Please remove this drug from the market. 
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October 16, 2017 

The purpose of this statement about my younger brother is to share my experience of how I 
believe Propecia impacted his health and wellbeing, and to implore the FDA to act responsibly 
to prevent others from suffering the same fate as my brother.  

As brothers we were close. He often confided in me regarding his health problems and 
difficulties functioning. I first became aware of the depth of his problems in 2007/08, several 
years after he started taking Propecia. He reported that he was having difficulty with what he 
thought was prostatitis. He visited several physicians who were unable to provide a diagnosis or 
any relief for his symptoms at that time. He reported that he felt pressure, difficulty urinating, 
and increasingly began to feel numb in the genitourinary area. For me, this was the beginning of 
witnessing my brother’s physical and mental decline from a person who was previously full of 
humor, very physically fit and active to an individual who was bedridden, racked with depression 
and anxiety and a shell of his former self.  

From 2007 to 2014, I listened to his attempts to get a diagnosis for his increasingly serious and 
scary symptoms. By 2014, he reported being completely numb in the genitourinary area, having 
lost sexual function, being unable to sleep, experiencing hand tremors, tingling in his hands and 
feet, cognitive confusion, dizziness, and severe depression and anxiety. I remember him 
distinctly saying to me that “when a man loses sexual function he loses everything.”  He felt 
tortured and rarely left his house. He felt that seeing beautiful women and knowing he never 
could experience sexual intimacy was beyond devastating. He felt robbed of the chance to have 
a relationship or family, saying that “nobody would want me in this condition.” 

My brother experienced a sense of rage and powerlessness, the intensity of which is difficult for 
me to put into words. Once he made the connection between his symptoms and his use of 
Propecia, he stopped taking the drug, but his symptoms never abated. In fact, they got worse 
over time. He felt like an alien outsider, going from doctor to doctor and at best not being able to 
obtain relief and at worst, experiencing judgment, rejection and being made to feel crazy for his 
concerns regarding what Propecia had done to his body.  

I lived with him in his home for the last two months of his life. During that time, I personally 
witnessed the tremors, the panic attacks, the fatigue/exhaustion, the depression, and his fear of 
losing his job as a result of being unable to function. I also witnessed his isolation. He would get 
out of bed maybe twice over the course of an entire weekend and did not leave the home. The 
things that used to bring him joy such as spending time with friends, playing guitar, working out, 
dating, were no longer possible for him. I remember him saying to me, “I wish I was in a 
wheelchair, at least then people would recognize my disability, now they think I’m crazy.”  

My brother felt trapped in that his body had betrayed him and desperate because he couldn’t 
convince others that he was ill. Every doctor’s appointment was a crushing blow for him 
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because the prognosis never got better. He had a vision of himself as slowly declining to a state 
of being an invalid and dependent on his family for taking care of him. The loss of his bodily 
functions was too much for him to bear emotionally. He told me how life had become a 
“nightmare” for him that he relived every day he got worse. I personally felt powerless, angry, 
and frightened in that every suggestion in terms of what might help ultimately didn’t help. I knew 
that was just a fraction of what he felt as he tried to cope. He decided to consult a local 
psychiatrist during the last four years of his life. 

My brother was so angry at himself for taking Propecia; he felt his vanity cost him his health and 
that he could never forgive himself for that. I think in the end, he felt that his only option was to 
take his own life to end the emotional torture he was experiencing daily. 

Every day, men continue to take this dangerous drug unaware of Propecia’s risks. I cannot 
understand how Merck can still sell this drug. I will not be at peace until the FDA takes Propecia 
off the market. 

Devastated and Heartbroken, 

The Brother of PFS Suicide #1 



September 28, 2017 
 
I am a 46-year-old female who has been a widow for 4.5 years now. I lost my loving husband 
tragically and unexpectedly in March of 2013 at his final resting age of 40. 
 
Our day had barely started the day he passed. I headed out to drop my children off at school, 
when he decided to walk one block from our recently built dream home in coastal California and 
take his life by stepping in front of an Amtrak train that we had enjoyed taking rides on as a 
family. 
 
I will never forget this day as it forever changed my life. Worst of all, nobody could explain why 
a dynamic, successful man, President of a high-tech, fast growing company, with a beautiful 
network of family and friends, would end his life. The only thing that remained clear is that my 
husband was struggling with some unexplainable symptoms in the last few years. These 
symptoms were further enhanced and new ones developed in the last year of his life. 
 
The man that I met in California on April 12, 1996 was an intelligent, kind, active, humorous, 
courageous and amiable man. You would notice his genuine presence the minute he stepped into 
a room. He was humbly confident, and capable of accomplishing anything he wanted. He was 
authentic and relatable. You could almost see his blue eyes sparkle when he spoke. His 
generosity showed up in every part of his life. He was an involved family man who worked hard, 
and played hard too. Basically, my husband had a natural talent for creating a fulfilled life that 
inspired all around him. 
 
The purpose of this letter is to explain WHY the person I met and married on June 8th

, 2002 was 
not the same person in the final years of our life together. And, WHAT ACTION needs to be 
taken immediately to ensure this does not happen to another person and family. 
 
My husband started taking a drug called Propecia in May 2008 for hair loss. It did not take him 
long to experience some new hair growth. The drug seemed to be working and of course he was 
happy. However, it was not long after when he also started to experience bizarre symptoms such 
as increased anxiety, loss of libido and erectile dysfunction. We did not think too much about it 
and passed it off to having a new baby and the daily stresses of life. However, after a couple of 
years his symptoms were wreaking havoc on our marriage, so we decided to go off the 
medication to see if it helped him. My husband went off Propecia in February 2012 – about 3.5 
years after starting it. 
 
It was from this moment on that my husband’s existing symptoms heightened and new ones 
developed. In addition to suffering from the symptoms mentioned above, he began to have 
severe panic attacks and obsessive-compulsive behavior. A type of depression set in, a brain fog. 
He could not make decisions easily anymore. His children described daddy as being like a 
“zombie.” Part of this could have been that he was suffering from severe insomnia – no sleep for 
over 40 days. I would find him in a warm bath at 3 am in morning or outside in the hot tub trying 
to calm his brain. He was losing his mind. He started to suffer from severe dryness, especially 
around the lip area, where he constantly would put lip stuff on an open sore that had developed, 
only for the sore and dry lips to never heal. He was more irritable and angry. He was gaining 



weight despite weekly efforts to work out with a trainer. He walked differently. Head down. His 
eyes lost their sparkle. His brain lost its energy. And worst of all, he would have panic attacks 
which made his body rise in temperature. He would shake and two times said that he was having 
suicidal thoughts, but could not explain why. This all came to a head, when in January 2013 – 
almost one year after going off Propecia – my husband quit his job as President of his company 
without even warning me. For the next two months my husband went into a dark place that later 
ended on March 5th, 2013. 
 
A few months after my husband’s death, his mom and I decided to investigate the drug Propecia 
that he was taking for hair loss to see if there were any risks in taking this drug and we were 
shocked to learn that others were suffering from the same severe symptoms as my husband. We 
also learned that little, if no, warnings were listed on Propecia at the time he started taking it. 
There may have been some side effects added later, but to this day, I believe that Propecia still 
lacks the critical information needed on the label. There also needs to be heightened awareness in 
the medical community regarding the serious risks to patients taking this drug. 
 
We often ask ourselves if my husband had known what side effects could occur, would he be 
willing to still take the drug, for cosmetic reasons. I am pretty confident, he would have said 
HELL no! 
 
My purpose in writing this letter is to strongly encourage / recommend / insist that this drug be 
removed from the market immediately until further research is done on the side effects of 
Finasteride and especially, until a treatment / cure is formulated for those that are currently 
suffering from the Syndrome. 
 
What may seem like only a few out of thousands that are affected by this drug, our family and 
others are ONE – TOO many! A drug killed my husband and my children’s dad – and the world 
lost a valuable citizen. Yet shockingly, every night Merck executives sleep with visions of profit 
without any concern for what it’s been like at night for me. Merck executives would probably 
say, we are a small percentage of those affected. Well, jump into my small percentage and it 
feels bigger than life…and I’m sure those families suffering from the same thing, would agree 
wholeheartedly. 
 
I don’t want to see one more person suffer. Please remove this drug from the market. 
 
 
Sincerely & Passionately, 
 
 
The Wife of PFS Patient Suicide #6 



November 2017  

The loss of our son 

Our youngest son passed away in July 2013 aged 29 following an increasingly 
overwhelming period of anxiety and ultimately depression. This was a tragic waste of 
life and of a loving, much loved, intelligent, conscientious, physically exceptionally 
healthy, personable, good looking, talented and caring young man. His loss is inevitably 
felt deeply by us as his parents, by his brother, other family members and by his many 
friends and former colleagues many of whom keep in regular contact with us. We all 
remain deeply affected by this tragedy but clearly not as deeply as our son was; he paid 
with his life. He had achieved so much and still had considerable potential to achieve 
even more. 

Our son took his own life quietly in his flat either on the evening of Monday 15th or 
early on Tuesday 16th July 2013. Tuesday was not a work day although he did have an 
appointment scheduled with his psychotherapist. He did not keep that appointment and 
was subsequently discovered by the emergency services on the morning of Wednesday 
17th when he had not arrived at work. The notes our son left made it absolutely clear 
that he could no longer face the further challenge of depression and that in spite of 
the extensive family support to which he openly referred, he simply could not carry on. 
His morale and self-esteem were at an all-time low and he felt he could no longer deal 
with his inner torment and increasingly dark thoughts. 

We can do nothing to bring our son back but have spent large parts of the past 4 years 
working with other agencies to hopefully help prevent similar tragedies impacting upon 
other young men and their families. We have similarly drawn the attention of these 
agencies to the effects of Propecia, the drug he was taking in attempt to counter the 
effects of hair loss. He began taking the drug whilst at university in 2008. 

Our son was a much loved son, brother and grandson. He worked exceptionally hard and 
showed real determination to overcome dyslexia and qualify as a dentist at Bristol 
University. We were and still are, very proud of him. He was rarely self-congratulatory 
but he too was justifiably proud of his chosen career. His fellow university students 
and colleagues used to (and still do) praise his skills and abilities in his chosen field. 

Our son was also very skilled at a range of sports and was a qualified instructor in 
several. In 2012 he took an extended break from dentistry and successfully achieved 
qualifications in various water sports and mountain biking both in the UK and in Greece. 
He also had a range of other practical skills and a razor sharp wit. Before he fell into 
the full grip of depression people loved his quick witted humour and even towards the 
end, when his condition would allow, he could briefly be relaxed and so funny. We still 
regularly retell many of his jokes and use many of his catchphrases as do his friends. 
This is a tribute to him. 



In common with many young men our son was taking Propecia (Finasteride) to 
counteract hair loss. He sourced this from a reputable clinic in Victoria, London. Whilst 
he (and we) were completely unaware of the side effects of Finasteride whilst he was 
alive, we have subsequently become aware of a growing body of more recent 
international research and knowledge that this drug can be linked to many side effects 
including both depression and suicide. We have made UK politicians aware of our son’s 
case and the research into Post-Finasteride Syndrome (PFS) although this has had 
limited effect. However, our local MP at that time did instigate a cross party debate on 
men’s issues including the disproportionately high rates of suicide in young men. 

This is not a matter where we can speak of successes. That terminology would, we feel, 
be entirely inappropriate. However, in 2016 we took a considerable amount of PFS 
information to the MHRA (Medicines Health Regulatory Authority) in London including 
references to research and Propecia patient information leaflets from other countries. 
At that point, men in the UK who were Propecia users were even further disadvantage 
than their counterparts in other countries because in the UK the emotional and mental 
health side effects of the drug were not disclosed to patients. This disadvantage was 
further exacerbated for UK men when patient information leaflets were subsequently 
amended in some other countries to include references to depression. In 2017, after 
considerable liaison with their European counterparts, the MHRA changed the 
Department for Health website entry for Propecia in the UK, together with notes for 
prescribers and patient information leaflets, to include references to both depression 
and suicidal thoughts. This may now hopefully help some young men whereas we and our 
son were entirely unaware of such risks during the time he was taking this drug. 

Over the period of approximately 5 years during which our son was taking Propecia, we 
had witnessed a massive decline in his emotional well-being. His bubbly sense of humour 
became less and less apparent and dark (and darker) thoughts were correspondingly on 
the increase. His self-confidence went into a complete tailspin so that he regularly 
doubted his very obvious abilities as a dentist. He expressed this is in writing in the 
letter he left us and also the letter he left for his boss. This was patently not the case 
but he could no longer stop thinking this way. Similarly, he became highly critical of his 
very obvious sporting prowess and whilst all he knew him saw him differently, he could 
only think of himself negatively. 

Our son opted into talking therapies (but no medication for depression as he feared 
this would impair his professional judgement and blunt his thinking and practical skills). 
He read self-help books and used self-improvement websites to overcome the decline 
we were all witnessing. His daily ‘phone calls to us became longer and more downbeat. 
For our part we did much to promote his self-esteem via the ‘phone or the increasing 
number of short-notice “emergency” meet ups and visits but all to no avail. Our son did 
not give in, he was quite simply consumed by a mounting tide of depression. He followed 
all the advice on physical health, exercise and diet almost to extremes but all to no 



avail. We had known a bright, lively, witty and positive young man at 10, 15, 20 and 25 
but in spite of his and all our efforts we were unable to arrest his decline.  

The police conveyed the tragic news to our eldest son whilst he was at work on 
Wednesday 17th July 2013. He then had the daunting task of informing us. This was a 
tragic waste of an intelligent and physically fit young man with a highly promising 
career ahead of him. We cannot bring him back to fulfil his earlier ambitions and 
obvious potential and to enjoy family life with us all. What we can do is to help prevent 
this happening to other young men and their families by building upon the recent 
actions of the MHRA and the excellent work of the PFS Foundation to ensure that 
Propecia is removed from the market sooner rather than later. 

From two bereaved parents and two devastated sons, one of whom is no longer 
with us. Written on behalf of PFS Patient Suicide No 8. 

 



Beatriz Coca 
1234 East Altadena Drive 

Altadena, CA 91001 

October 4, 2017 

Dear Members of the FDA: 

I am writing this letter because I wanted to tell you about my nephew, 
Eric Rodriguez. Eric died a year-and-a-half ago at the age of 33 by 
suicide. He was the oldest of 5 children and the only of the siblings to go 
and to graduate from college. He had an adventurous spirit. During 
college, he chose to study in Spain for a year and took the opportunity to 
travel around Europe. After college, he chose to move with a friend 
from his home state of California to Iowa with to start a company. He 
enjoyed dating, dancing, working out and spending time with his 
friends. While in Iowa, he fell in love and began a serious relationship 
with a young woman. Also, while in Iowa, he noticed his hair receding 
and decided to use Propecia. 

It was 2007 when Eric took Propecia. As he later told his parents, he 
took it for a few months, but stopped because the side effects scared 
him. He had read the warning label in 2007 that sexual side effects 
could occur while he was taking the medication, but he expected that 
they would disappear once he stopped. However, the symptoms did 
not disappear. Instead they became worse, and he experienced other 
symptoms that the label did not address. I did not know until after his 
death that Eric had struggled with severe and persistent symptoms of 
lack of libido, genital pain, sexual dysfunction, fatigue, insomnia, 
depression and slowing of cognitive processes. Eric struggled with his 
symptoms for 8 years, but never told his siblings, cousins, aunts or 
uncles what he was going through. He only told his parents about 10 
months before he died because he could no longer hide it from them. 
However, because he felt so much shame about his symptoms, he did 
not want them to tell anyone else. 



I am writing to you because it is important that the public be protected 
and that other people do not suffer as Eric did. I have seen my sister 
and brother-in-law try to cope with the enormous grief that has 
forever changed their lives and I do not want that to happen to anyone 
else. I respectfully request that you discontinue approval for 
Finasteride as a treatment for alopecia. Even if the incidence of 
persistent adverse side effects is low, the impact of the symptoms on a 
person's life is too great for a drug used for cosmetic purposes. 
Propecia may be especially enticing to young men who want a quick fix 
to their receding hairline and often do not consider the negative 
consequences of their choices. It makes no sense that a man who wants 
to take Propecia to look good to potential partners would feel okay 
about having loss of libido and sexual dysfunction as a result of taking 
the medication. Human beings often do not think that negative 
consequences apply to them and this is most likely with young men. 

My nephew Eric was one of those people for whom the adverse side 
effects of Propecia were permanent. The impact on his life was 
profound. In addition to the many physical symptoms that he endured, 
he also was affected psychologically. He became depressed, could not 
sleep and with time came to believe that he would never be able to have 
a normal life, to get married and to have children. Although he 
consulted doctors, tried to eat a healthy diet and tried to wait to see if 
his symptoms improved, he became increasingly hopeless. Eric, who 
had so much to offer our world, died of a self-inflicted gunshot wound. 

I am a clinical psychologist. I often work with persons who are 
experiencing depression and suicidal ideation. The shame that Eric felt 
about his symptoms made him hide his suffering. I know it is difficult 
for men to discuss sexual dysfunction. It is also especially difficult for 
men to seek out help when they are depressed. What happened to Eric 
should not happen to other men. It is far easier to learn to cope with 
baldness. Please, discontinue approval of Finasteride as a treatment for 
alopecia. 

Sincerely, 

Beatriz Coca, Ph.D. 
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Brooks Witzke, BS, JD (2019)  
Bwitzke@mail2.cu-portland.edu  
February 4, 2018 
RE: Citizen Petition to Withdraw Finasteride: FDA-2017-P-5787-0001 
 
 I write this document in support of the citizen petition requesting the FDA to withdraw 
marketing approval for Propecia® (Finasteride) from the United States; subsequently prohibiting 
the manufacture, prescribing of, sale, and distribution of Finasteride to patients located in the 
United States. Finasteride is a prescription medication approved for the treatment of benign 
prostatic hyperplasia (BPH), as well as hair loss in men, and is sometimes used off-label as part 
of hormone therapy for transgender women. Finasteride is currently one of the most dangerous 
pharmaceuticals on the United States prescription market, and even brief use of this drug can 
cause a debilitating condition known as Post-Finasteride Syndrome (PFS)—a permanent 
condition with no known treatments.  

 I’m currently a second-year law student at Concordia University School of Law in Boise 
Idaho, and I have a long-standing interest in pharmacology and drug safety. I’m writing this 
document as a graded assignment for my Administrative Law Class.  

HUMAN SEXUALITY  

 Sexuality is one of the most essential, instinctive, and basic functions of mammals. As 
humans, our sexuality influences the decisions we make, the way we think, the way we dress, 
and who we love; sexuality is the driving force of nature that propels the human race to continue 
its existence. Sex is something that every human thinks about daily, but rarely ever speaks about 
to others. A person’s sexuality is what allows us to stay with our spouse for life, or to have that 
feeling of love and excitement that comes with a first kiss. Nobody truly appreciates their ability 
to love and function until they lose it completely.  

 In 2015, I co-authored an article in the RxISK Journal of Medicine with Dr. David Healy 
MD, of Wales, United Kingdom. The article was focused on the persistent sexual side effects of 
Selective Serotonin Reuptake Inhibitors (SSRIs). Ever since, I have been flooded with inquiries 
from persons who are victim to, and continue to suffer, persistent side effects from both 
Finasteride and SSRIs, and I have personally witnessed the devastating effects that these poisons 
have on a person’s life. Whether the sufferer has been diagnosed with Post SSRI-Sexual 
Dysfunction (PSSD) or Post-Finasteride Syndrome (PFS), they all usually tell me the same thing; 
“these symptoms cannot be labeled as sexual dysfunction, but a complete and total loss of 
sexuality or any kind of intimacy.” Many patients tell me that life was once something that they 
used to participate in--but are now only a spectator. Unfortunately, many of these victims have 
chosen to take their own lives. (Roberts, 2016).  

 In the 1987 film “From the Hip,” America got a glimpse at how a loss of sexuality can 
cause destruction to even the most educated among us. In this film, a college professor brutally 
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murdered a prostitute in efforts to mask his secret—his impotence—so it will not be known to 
anyone else. The professor would rather commit murder, spend his entire life in prison, and trade 
his reputation as a prestigious-tenured professor for that of a murderer, then have anyone know 
he was impotent. A person’s sexuality is something so deep, personal, and fundamental that we 
as society feel inadequate, humiliated, and ashamed if it has been hindered; impotence has been 
alternatively defined in the Webster’s Dictionary as “lack of power, strength, or vigor: 
weakness.” When we as human’s fear something, we tend to keep silent about it, or we cloak our 
fear with a mask of distain or contempt. Since movies, jokes, popular culture, and society’s 
ignorance reinforce such negative perceptions, this does not come as a surprise.   

HOW FINASTERIDE EFFECTS THE HUMAN BODY 

 Dihydrotestosterone (DHT) is the body’s most potent natural androgen known for its 
essential effects on male reproductive function. (Yamana, 2010). Dihydrotestosterone (DHT) 
binds to a specific androgen receptor to form a complex that can regulate gene expression. The 
hormone testosterone is metabolized to DHT by the enzyme 5 alpha-reductase. The autosomal 
recessive genetic disorder of 5 alpha-reductase deficiency has clearly shown that the requirement 
for DHT formation is paramount for normal male function. In this syndrome, genetic males 
contain normal male internal structures including testes, but exhibit ambiguous or female 
external genitalia at birth; at puberty they usually undergo partial virilization which sometimes 
includes development of a male gender identity even if brought up as females. (Randall, 1994).   

 (DHT) is thought to be as important, or more than important, than testosterone with 
regards to male sexual health. In castrated animals, testosterone or 5α-dihydrotestosterone (DHT) 
administration was shown to be able to restore the erectile response and nitric oxide synthase 
expression in the penis. In other castrate animal studies, (DHT) and testosterone administered 
together restored sexual behavior to pre-castration levels more rapidly than did testosterone 
alone. In the same study, DHT was shown to be the one of the androgens with the highest 
potential to stimulate penile epithelium growth due to its higher peripheral androgenic potency. 
(Mazzola, 2012).   

 Finasteride’s primary mechanism of action is a 5α-reductase inhibitor, specifically the 
type II and III isoenzymes. By inhibiting 5α-reductase, Finasteride prohibits the conversion of 
testosterone to dihydrotestosterone (DHT) by the type II and III isoenzymes, which subsequently 
results in a decrease in serum (DHT) levels by approximately 65 to 70% and a decrease in 
prostate (DHT) levels by up to 85 to 90%. (Bartsch, 2000), (Yamana, 2010).  

POST-FINASTERIDE SYNDROME 

Post Finasteride Syndrome (PFS) is a debilitating condition which causes persistent sexual, 
neurological, and physical adverse reactions in patients who have taken Finasteride. Such 
symptoms include: decreased or complete loss of sex drive, erectile dysfunction, impotence, loss 
of morning and spontaneous erections, sexual anhedonia, loss of pleasurable orgasm, decreased 
semen volume and force, penile shrinkage and numbness, peyronie’s disease (severe curvature of 
the penis), scrotal shrinkage and numbness, female-like breast development and enlargement, 
chronic fatigue, listlessness, muscle atrophy, weakness, muscle twitching, decreased oil and 
sebum production, chronically dry and thinning of skin, melasma (brownish macules and patches 
that typically affect sun-exposed areas on the face), tinnitus (ringing in the ears) increased fat 
deposition, obesity and elevated body mass index, decrease in body temperature, reduced HDL 
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cholesterol, raised fasting glucose and triglycerides, severe memory/recall impairment, slowed 
thought processes, impaired problem solving, decreased comprehension, depression, anxiety, 
suicidal ideation, emotional numbness and anhedonia, and insomnia. (PFS Foundation, 2013); 
(Ganzer, Jacobs, 2015);(Irwig, Kolukula, 2011).    

Unfortunately, PFS is a condition with no known cure and few, if any, effective treatments. 
Medical and scientific communities are only beginning to realize the scope of the problem. 
Despite the overwhelming development of new cases each year, PFS is not currently listed as an 
official medical condition, and Finasteride is still commonly prescribed to unsuspecting patients 
without prior warning as to its toxic effects. (PFS Foundation, 2013). 

A. Finasteride and A Deceiving Product Label  

 Many patients are not adequately warned by their physicians regarding the potential for 
adverse side effects, the ones that are warned, are usually told that Finasteride causes “reduced 
libido that subsides upon discontinuation of the drug.” (Hon-Sum Ko, 1997). Patients are rarely, 
if ever, warned that Finasteride can cause an entirely separate condition of its own—Post-
Finasteride Syndrome—which manifests with severe permanent side effects which will ruin the 
rest of their lives, including disfigurement of the penis and severe neurological symptoms.  

The malevolent pharmaceutical companies which have been permitted to mask the toxic effects 
of this drug for almost two decades, are still regularly permitted to deceive the public with the 
wording of Finasteride’s “Black Box Warning.” Enclosed inside of the Prescribing Packet—in a 
middle portion separate from that of the adverse effects section—is a section labeled “Post 
Marketing Experience” that attempts to suffice as an adequate warning:  

“6.2 Postmarketing Experience The following adverse reactions have been identified 
during post approval use of PROPECIA. Because these reactions are reported voluntarily 
from a population of uncertain size, it is not always possible to reliably estimate their 
frequency or establish a causal relationship to drug exposure:  

Hypersensitivity Reaction: hypersensitivity reactions such as rash, pruritus, urticaria, and 
angioedema (including swelling of the lips, tongue, throat, and face);  
Reproductive System: sexual dysfunction that continued after discontinuation of 
treatment, including erectile dysfunction, libido disorders, ejaculation disorders, and 
orgasm disorders; male infertility and/or poor seminal quality (normalization or 
improvement of seminal quality has been reported after discontinuation of finasteride); 
testicular pain. [See Adverse Reactions (6.1).]  

Neoplasms: male breast cancer;  
Breast disorders: breast tenderness and enlargement;  
Nervous System/Psychiatric: depression.” (Merck Corporation, 2013 [Emphasis 
Supplied in Red]). 

Please see the actual label for a full understanding of the misguided illusion to which this label 
attempts to implement in efforts to make its reader overlook essential information needed to 
make an informed decision; perhaps one of the most important decisions of that reader’s life. In 
addition, the listed reference “[See Adverse Reactions (6.1).]” does not cite a section in the 
pamphlet that provides adequate warning of PFS or any possible persistent/permanent effects. To 
the Contrary, the Adverse Reactions section deceives the reader with a false statement that there 
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are no persistent side effects! “Resolution occurred in men who discontinued therapy with 
PROPECIA due to these side effects and in most of those who continued therapy.” (Merck 
Corporation, 2013).  

B. Post-Finasteride Syndrome-An Iceberg Concealed by Big Pharma  

 A brief search on the National Institute of Health “Pubmed” using the research terms 
“Post-Finasteride Men” results in thirty-three (33) different medical studies which document the 
persistent-toxic effects of Finasteride, and when using the research terms “Post-Finasteride 
Syndrome” there are twenty (20) separate studies which document PFS as a medical condition 
and outline its debilitating symptoms.  

 Despite the literature documenting this horrible condition, efforts to make the public 
aware of this condition are thwarted by the very perpetrators that caused it. PFS at one time had 
its own webpage on Wikipedia, which was linked to the page for Finasteride. This page was 
constructed by members of the Post Finasteride Syndrome Foundation to provide warnings to 
patients and prevent the occurrence of PFS in other victims. Members of the pharmaceutical 
industry each time had the Post Finasteride Syndrome page removed from Wikipedia. 
(Wikipedia Archives, 2017). The same thing happened with the Post SSRI Sexual Dysfunction 
(PSSD) page on Wikipedia, again its removal was at the hands of pharmaceutical companies. 
(Healy, 2014). Despite having multiple correspondences with Wikipedia staff, including a formal 
complaint, Wikipedia staff offered no explanation for how or why the page was permitted to be 
removed, or for that matter, what great and powerful force was able to influence its removal. The 
only explanation I received from Wikipedia was “try putting the page back up with different 
citations.” Since this time, the page was re-constructed (by medical doctors) and removed 
multiple times without explanation. (Wikipedia Archives, 2017). Wikipedia would later contact 
me and tell me that the one sentence line—at the very end of the adverse effects section—which 
states “[i]t has been reported that in a subset of men, these adverse sexual side effects may persist 
even after discontinuation of finasteride or dutasteride” is sufficient enough to provide an 
adequate warning for an entirely separate; debilitating disease caused by the drug.  

C. One Nation, Under Finasteride 

 Of serious concern, and a fact of perhaps chilling awareness, is that the toxic effects of 
this drug has been concealed so well that our current President of the United States, President 
Donald J. Trump, is prescribed and takes Finasteride daily! (Scutti, 2017). Finasteride has the 
potential to ruin the brain and neurological function of any person who consumes it, and its 
toxicity potential has been so well hidden to both physicians and patients, that the most important 
man in the US--who’s health, higher brain function, and welfare is of the utmost importance for 
the good of our nation--is provided this medication on a daily basis. Presumably, the physicians 
which serve as the primary caregivers for the most important and powerful man in the world, 
whose job it is to maintain the health are welfare of, would be the best informed and the most 
knowledgeable in their field.  

It is impossible to think that any responsible physician would know of the debilitating 
neurological and emotional effects of Post-Finasteride Syndrome, and would then, armed with 
that knowledge, willingly and knowingly prescribe that toxin to the man whose brain function 
and thought patterns have a direct impact not only on the future and welfare of our great Nation, 
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but the entire world. In theory, such action could be the basis of criminal charges, filed by the 
Attorney General, for attempting to assassinate our great President of the United States.  

THE FDA WILL BE VIOLATING THE UNITED STATES CONSTITUTION IF IT 
DOES NOT WITHDRAW MARKETING OF FINASTERIDE  

 As humans, our sexuality is so important and essential that it is actually considered a 
fundamental right under the United States Constitution. In Skinner v. Oklahoma ex. Rel. 
Williamson, 316 U.S. 535 (1942), the Supreme Court found that the right to procreate was a 
fundamental right and essentially used strict scrutiny under the Equal Protection Clause to 
analyze the government’s actions which involved sterilization of certain types of criminals. The 
Supreme Court went on to rule that sexuality is: “One of the basic civil rights of man. Marriage 
and procreation are fundamental to the very existence and survival of the race. The power to 
sterilize, if exercised, may have subtle, far-reaching and devastating effects.”  

Under the United States Entanglement Doctrine, the government can be held liable for the 
unconstitutional conduct of a private entity, if the government (such as the FDA) has authorized, 
encouraged, or facilitated the unconstitutional conduct. For the FDA to have knowledge of the 
toxic effects of Finasteride on the male reproductive system, as well as the knowledge of Post-
Finasteride Syndrome, and then to subsequently ratify and endorse the continued manufacturing 
and distribution of this harmful toxin, is the equivalent of the FDA depriving every future PFS 
sufferer of the basic civil rights of marriage and procreation; sterilizing males and depriving 
them of life liberty and property without the due process of law. (See Brentwood Academy v. 
Tennessee Secondary School Athletic Assn. 531 U.S. 288 (2001) where the Supreme Court 
declared an action taken by a regulatory association operated by government members was so 
entwined with a private association, whom it regulated, as to constitute government action 
requiring compliance with the Constitution.)  

 If the FDA renders a decision which allows Finasteride to stay on the United States 
market; allowing this dangerous drug to continue ruining the lives of the people whom the FDA 
was created to protect, then I pledge that, after successful completion of my education, I will 
represent clients in filing a civil rights action against the FDA under 42 U.S.C. §1983. Due to the 
contents of this document, which I will implement in the prosecution of your agency, I will be 
able to prove that the FDA had knowledge that: 

 (1) Finasteride is a dangerous drug which causes Post Finasteride Syndrome;  

 (2) Patients are not adequately warned about PFS or any persistent side effects;  

(3) The FDA colluding with the manufacturer of this drug, and then willingly permitting 
the continued distribution of such without requiring adequate warnings, renders the FDA 
liable under the Entanglement Doctrine.  

(4) The manufacturing and distribution of Finasteride will deprive patients of one of their 
basic Constitutional rights; the right to marry and procreate.  

(5) Such deprivation constitutes government action and is a deprivation of life, liberty or 
property without the due process of law.  

I assure you I will make good on this promise; I will pursue the agents of the FDA in both their 
personal and official capacities through the judicial system. It would be ethically unjust of me to 
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watch my clients go on living in eternal turmoil, and at the same time permit the heads of the 
FDA to sleep in their mansions at night with a false sense of clear conscience. This suit would be 
compounded by the fact that myself (and at least five medical doctors) have clearly and 
unambiguously defined the dangerous propensities of this horrific medication, in order to aid the 
FDA’s review of this petition. Any action short of removal of Finasteride from the market—or at 
the very least requiring adequate warnings—would be a clear act of maliciousness by the FDA, 
and I will make certain a jury knows this and sees this very document.  

HOW REMOVING FINASTERIDE IS CONSISTENT WITH FDA’s MISSION 

 The FDA proudly announces to the public that their mission (in part) is: “The Food and 
Drug Administration is responsible for protecting the public health by ensuring the safety, 
efficacy, and security of human and veterinary drugs, biological products . . . advancing the 
public health by . . . helping the public get the accurate, science-based information they need to 
use medical products . . . to maintain and improve their health.” 

Such mission would require that drugs which are later discovered to be toxic and outweighed by 
substantial risk, are removed from the United States market. Here, we have a drug that has been 
severely misrepresented by a pharmaceutical giant and has been responsible for ruining the lives 
of many people; many of which have chosen self-inflicted death over living with the debilitating 
symptoms. Therefore, it is well-within the FDA’s mission to prohibit, or severely restrict, the use 
of this medication in future patients; to not would be in direct contradiction to the very mission 
statement the FDA proudly holds to the public.  

A. Possible (less favorable) Alternative to Withdrawing Finasteride from the United States 

 If the FDA declines to fully remove Finasteride from the market, then at the very least, it 
would be within the FDA’s mission to make certain that patients are aware of this drug’s toxic 
and persistent effects post-discontinuation. The FDA recently approved Flibanserin for 
hypoactive female arousal disorder. Flibanserin has no known debilitating side effects, and none 
that are reported to continue after discontinuation. However—in addition to requiring both the 
prescribing physician and the pharmacist to be certified to prescribe/dispense Flibanserin—the 
FDA requires all patients to sign a paper which informs them of this drug’s interaction with 
alcohol, and that the patient agrees not to drink while on Flibanserin as it will cause a decrease in 
blood pressure. Surely and reasonably, if the FDA has such an interest in making certain patients, 
physicians, and pharmacists are fully aware of a drug’s potential to cause a temporary drop in 
blood pressure while taking the drug, the FDA would have even more of an interest in informing 
those parties of a drug’s potential to cause permanent sexual, neurological, physical, and 
psychological side effects, that for some, causes them to be so debilitated that they can no longer 
function in society.  

It is my recommendation that, as a less-favorable alternative to withdrawing the drug from the 
market, the FDA should impose the following requirements before a patient receives Finasteride: 

1. Require both the physician and the pharmacist be certified to prescribe and dispense 
Finasteride, such 10-15 minute online training would be an information session on the 
potential for persistent side effects of this drug after discontinuation. 
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2. Require that any pharmacist dispensing Finasteride be required to fully inform the patient 
of the potential of Finasteride to cause permanent sexual, neurological, physical, and 
psychological effects, and provide the patient with a paper which lists all the potential 
side effects; that paper clearly indicating in bold print that the side effects are known to 
persist even after discontinuation of the drug-and may be permanent.  
 

3. Require the document proposed in paragraph #2 be signed and returned to the pharmacy 
prior to the drug being dispensed.  

B. Closing Statements  

Is it logical to believe that Finasteride would NOT have an adverse effect on this area of the 
human body where the drug is mainly dissolved, broken down, absorbed, and metabolized:  

 
but that, magically, it would completely skip over these parts and only have a selective effect on 
the small area between the scalp and the skull--where blood flow is most minimal--in order to 
have some beneficial effect on hair follicles? The diagram above shows numerous organs and 
structures whose development, structure, and function are dependent on conversion of 
testosterone to its ten-fold more active form, 5a-dihydrotestosterone.  

A pharmaceutical company cannot be relied upon to put the interests of men, women, or their 
children, before the lure of commercial profits.  

Given the risks to completely innocent parties, I trust that the FDA will find that Finasteride 
needs to be removed from the United States market.  

Sincerely,  

_  _____________ 
Brooks M. Witzke, BS, JD (2019)  
Concordia University School of Law  
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October 3, 2017 

I'm a father of five children ranging from the ages of 23 to 35. My oldest son, Eric started taking 
Propecia prescribed by a dermatologist at the age of 25. He took the pill for a period of eight months. 
During that time he started to experience side effects of the medication and, he stopped taking it. 
Everything was supposed to return back to normal but unfortunately that wasn' t the case. Eric 
continued to suffer from PFS, only to get increasingly worse over 8 years until he committed suicide 
on January 20, 2016, at the age of 33. 

Eric became increasingly depressed and unable to concentrate. He also was unable to sleep for days at 
a time with a constant fogginess and suicidal thoughts that were greatly present on his mind and 
among many other side effects. How can something like this happen to a once happy, healthy and 
smart young man? 

This is the hardest journey I have ever been on. I miss my son and hurt daily. 
My only comfort is that he now has the peace he was searching for and is now free from the horrible 
and deadly-irreversible side effects of PFS. The loss of a child is something no parent should 
experience; it is a loss so profound that it is difficult to put into words. It tears apart your inner being. 
As a parent my one wish is that all my children are happy, healthy, and able to make memories. We 
had many lengthy conversations about his daily struggles with PFS but Eric also mentioned the 
countless of other man on the internet experiencing the same struggles, all with one goal in mind, to 
desperately search for a cure. Even though my son visited with many doctors, he was just sent away 
due to the lack of knowledge or them simply not having a clue. I vividly remember when I 
accompanied my son to Kaiser Permanente Hospital in Panorama City, California seeking help. As we 
sat in the room with the endocrinologist, Eric spoke about all the side effects he has had to endure 
every single moment of his life. I was stunned when the doctor said she was clueless and had never 
heard of such a thing. The doctor was of no help just like so many before. My wife, who's also a 
member of Kaiser Permanente went to her doctor shortly after the passing of our son; she shared our 
heartbreaking story with her, just to learn she too was clueless. The doctor admitted to my wife of 
prescribing Propecia to one of her patients. How can this be possible? But my Eric had also talked 
about his hopes and dreams. He dreamed of someday being cured and returning to the life he once 
knew. He dreamed of having a wife, kids and a place he could call home. They robbed my son of a 
happy, healthy and normal life all because of a pill; a pill that promised to improve the quality of 
people's lives, but instead turning them into suicida l walking zombies living in a world of insanity! 

This letter is in the hopes that Propecia is completely removed from the market. How many more 
Innocent people should we witness fall victim to this nondiscriminatory and deadly medication that 
promises so much but instead continues to destroy lives and forever change the lives of all extended 
families. 

/ 
Carlos P. 
Devastated and heartbroken Parent of PFS Patient Suicide #4 



October	27th,	2017	

	

This	statement	is	meant	to	share	the	experience	of	how	Propecia	impacted	

my	cousin	Eric	Rodriguez’s	life	and	to	ask	the	FDA	take	this	dangerous	drug	off	the	

market	in	order	to	prevent	others	from	suffering	the	same	way	my	cousin	did.		No	

family	should	ever	have	to	endure	such	a	preventable	tragedy.	

	

I	had	no	idea	what	Eric	was	going	through.	He	never	told	me	the	distress	he	

was	under	nor	did	I	fully	understand	the	effect	that	a	seemingly	innocuous	drug	

could	have	on	someone.	It	was	only	after	he	took	his	own	life	that	I	began	to	

understand	the	effects	that	Propecia	had	on	him.	He	was	a	kind,	loving,	intelligent	

man	who	was	plagued	by	a	drug	that	stripped	him	of	his	will	to	live.	Before	he	began	

taking	this	drug,	he	was	a	man	who	loved	adventure,	wasn’t	afraid	of	taking	risks,	

and	cared	deeply	for	those	around	him.	Even	in	his	pain,	that	did	not	change.	He	was	

the	same	man	to	those	who	he	interacted	with.	Even	those	in	his	family	were	

completely	unaware	of	the	struggle	he	was	enduring,	a	struggle	that	others	had	

found	originated	in	a	drug	that	was	originally	prescribed	for	hair	loss.			

	

	 When	Eric	passed	away,	I	was	shocked	to	find	out	that	he	had	been	battling	

demons	that	came	from	a	drug	that	had	been	flagged	as	having	issues	by	others	for	

years.	Why	did	these	side	effects	not	go	away?	Why	would	a	drug	with	such	severe	

side	effects	still	be	prescribed	and	sold?		

	

This	is	not	a	drug	that	saves	lives,	its	one	that	unnecessarily	takes	them.	There	is	no	

need	for	such	a	drug	to	be	sold	in	the	United	States	and	I	urge	the	FDA	to	remove	

this	from	the	marketplace.		

	

Sincerely,	

Chris	Ellis	
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This letter is in support of the citizen petition Docket ID: FDA-2017-P-5787 
requiring the immediate removal of Propecia ® and all generic formulations of 
finasteride 1mg from the U.S. market. As a clinician I fully support the removal of 
this medication based on both my clinical and research expertise. It is in my 
professional opinion that this medication is not safe and has caused countless 
men to suffer untoward, serious medical consequences that have proven in many 
instances to be permanent. It is the role of the FDA to review the overall safety 
and efficacy of actively marketed and available medications and consider ‘new’ 
information both anecdotal and in peer reviewed research publications. 
 
Over the course of almost 10 years, I have engaged in the clinical care of over 
500+ men in a private neuroendocrine practice together with my colleague, Alan 
R. Jacobs, MD located in New York City. The initial male patient presented in 2008 
with complaints of suffering persistent debilitating cognitive and sexual side 
effects after having been prescribed finasteride 1mg by a dermatologist for male 
pattern hair loss. Subsequently our practice has cared for several hundred men 
that have experienced similar complaints. This influx of patients directly 
influenced our interest in exploring the scientific literature and eventually led to 
our own independent research to characterize and disseminate our findings of 
this clinical disorder to help clinicians better understand the serious and negative 
effects of finasteride in a cohort of men. Our findings report that finasteride 
impacts men in several domains including physical; low sexual libido, ejaculatory 
changes, changes in the penis and testis e.g. scrotal shrinkage and pain along with 
cognitive changes e.g. brain fog and psychological symptoms e.g. depression and 
anxiety(Ganzer, Jacobs, & Iqbal, 2014). Clinically, these ‘adverse effects’ have 
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persisted among our patients in some instances for years. Of particular 
importance is that on laboratory testing we have found that all men experienced 
significantly abnormal variations in their neurosteroid profiles namely 
bioavailable testosterone, ultrasensitive estradiol, luteinizing hormone (LH) and 
follicle stimulating hormone (FSH). These laboratory findings directly link the 
effect of Finasteride to its role in blocking the enzyme 5 D-dihydrotestosterone as 
one that alters the natural androgenic pathway. It should also be noted that these 
consequences occurred among men most who are in child bearing age and 
include ejaculatory dysfunction, low semen levels and abnormal sperm counts. 
In addition to the physical symptoms many of the men we treat experience 
debilitating depression and anxiety often so severe that it interferes with their 
ability to maintain employment and this indirectly impacts their personal 
relationships. To further explore the incidence of depression and anxiety among 
these men we carried out a second study. Our finding support the importance of 
taking a careful psychiatric history prior to prescribing this medication as low 
levels of gonadal hormones, a direct side effect of finasteride have been 
associated with depression, anxiety and a decreased quality of life and may 
contribute to risk of suicidality among these men (Aydogan et al., 2012; Ganzer & 
Jacobs, 2016). 
 
In closing, we urge the FDA to take a close and careful examination of the 
evidence presented both anecdotal and from published research and consider the 
detrimental effects that this ‘cosmetic’ medication has had on thousands of men 
in this country and globally. It is very clear that the benefits of this drug do not 
warrant its continued distribution and we strongly recommend that the FDA 
remove it from the market. 
 

Sincerely, 
 
Christine A. Ganzer, Ph.D. NPP. 
Assistant Professor, Hunter College 
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To: Members of the FDA 

From: Gladys Gonzalez 

Date: October 27, 2017 

Re: Post-Finasteride Syndrome Foundation's Citizen Petition 

Esteemed Members of the FDA: 

As you review and consider Post-Finasteride Syndrome Foundation's Citizen Petition requesting 
the FDA immediately withdraw marketing approval for Propecia (along with the medical records 
and letter of support attached to Petition), please keep in mind that each "PFS patient suicide" 
referenced was a living person, the husband, son, brother, nephew, friend of people who loved 
them and miss them very much. 

PFS patient suicide #4 was my nephew, Eric Rodriguez. My sister and brother-in-law's first 
born. A happy, loving, kind, ambitious, adventurous young man who from the time he was very 
young excelled in everything he did. A young man who took care of his body and mind, 
exercised regularly and never smoked or used illegal drugs. 

Eric was the oldest of five children who grew up in a loving, happy home. He was the typical 
boy who enjoyed playing sports, fishing, camping and family gatherings. Eric also enjoyed 
school and was a good student. I fondly recall when, as a second or third grader, Eric asked his 
Mom for a tutor to help him improve his reading skills. From a very young age, Eric challenged 
himself and worked hard at everything he did. Eric continued with his hard work ethics as a 
teenager maintaining good grades in high school, working part-time after school at In-N-Out 
Burgers and applying and getting accepted to college. He was the first in his family to attend 
college and graduated from Cal Poly Pomona with a Bachelor of Science in Business Admin. 

After graduating from college, Eric moved to Iowa to start a business. While in Iowa, he saw a 
dermatologist for his thinning hair and was prescribed Propecia. What happened to him 
physically, mentally and emotionally after taking Propecia he kept from his family and friends 
for many, many years. I suspect that Eric might have felt ashamed or responsible for what was 
happening to him as it had been for cosmetic reason that he had taken the prescribed medication. 
I strongly believe that Eric would have never taken Propecia for his hair loss had there been 
adequate warnings on the label and/or the doctor would have advised him of the risk of serious 
side effects associated with the medication. 

My nephew returned to California, moving back home with his parents and siblings. He kept 
busy with work, exercising and eating healthy. Although he was the same loving young man he 
had always been, I began to notice changes in him. My nephew was no longer as happy, 
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sociable or ambitious as he had always been. He was more reserved and his smile was no longer 
as bright or genuine. 

My nephew had loving, caring parents, siblings and many aunts, uncles and cousins he knew he 
count on. Unfortunately, the physical and emotional damage Propecia caused him was too hard 
to overcome. My nephew fought a very hard battle against the side effects caused by Propecia 
but like so many others like him, he succumbed to the drug's ugliness and committed suicide on 
January 20, 2016. 

I am so sorry Eric had to go through so much pain and eventually get to a place where he no 
longer had control his life, a place where he was so tired of searching to find a treatment, a cure, 
a place where he saw no hope. I am also so sorry that Eric, who had reached out to the medical 
community throughout the years he battled the horrible side effects of Propecia, never received 
the affmnation he so much sought from the medical community that his ailments were due to 
Propecia. None of the doctors he saw understood what was going on with him nor were they 
able to help him in his search for answers. My hope is for Propecia and generic formulations of 
finasteride for alopecia be taken off the market so that no one else suffers as Eric did. 

My family and I did not only lose our wonderful, beautiful Eric to Propecia, we also lost the 
happy, loving person my sister and brother-in-law were prior to their witnessing their son's 
physical and emotional ailments the last year of his life and his subsequent suicide. I cannot 
image the pain and frustration they felt when reaching out to the medical community for help 
and realizing that the medical community had no understanding of what was going on with their 
child or any way to help him. Propecia has forever changed the lives of Eric's parents, his 
brothers, sister and his entire family. 

I respectfully request that the FDA immediately withdraw marketing approval for Propecia and 
generic formulations of finasteride for alopecia because the risk of serious injuries from the drug 
outweighs its limited benefits. These drugs are often prescribed to young men who believe 
themselves invincible making mere warning labels inadequate. I believe there are many men 
who are currently battling or have battled with the side effects of Propecia in silence and, as a 
result, many suicides resulting from the use of Propecia or finasteride have gone undocumented. 

Thank you for your attention to this very important matter. 

' 



October 25, 2017 
 

Almost two years ago my life changed forever – it was the day my younger brother took his own life. 
 

My brother was the most fun-loving, outgoing, happy, healthy and joyful person. He was incredibly 
active and loved nothing more than being with his friends and family. 

He had previously travelled the world to watch sporting events and, after completing his degree, 
lived in Australia for over a year before returning home. People often say that certain people are 
“the life and soul of the party” … and he genuinely was. He lived with his fiancé and they were so 
excited for planning their wedding and couldn’t wait to spend their lives together. 

 
However, that all changed … and I have no doubt that it was solely due to one thing – Propecia. 

 
My brother wasn’t a vain person, he didn’t care about nice clothes or expensive watches, but the 
one thing he did not like was his hair (and how it started thinning at a young age). As such, he sought 
out ways to stop his hair loss and came across Propecia, which he started taking in 2009. He was 
prescribed it from a private clinic (all it took for him to receive it was an over-the-phone consultation 
– it couldn’t have been any easier). He stopped taking it in 2011 but started again in 2014. He again 
stopped taking the drug in 2015, as he stated that he did not want to be bound by a drug for the rest 
of his life. 

 
That is when things started to change. 

 
Given that I didn’t live with my brother, I didn’t realise that shortly before he had stopped taking the 
drug he had started suffering in such a horrendous way. My parents commented that he hadn’t 
been himself for some time. He had stopped wanting to play football with me (something that we 
had recently started doing again) and no longer wanted to meet up to go for drinks or attend 
sporting events. He gave excuses for not wanting to do this, which at the time I believed … but now 
I know it was because he was suffering inside. 

It wasn’t until the Wednesday before his death that I found out that something was seriously wrong. 
I received a phone call from my parents saying that my brother had been in a car crash (he had 
crashed into a tree after “going out for a drive”). I quickly rushed to the hospital to find my brother 
in floods of tears. It was heart-breaking. The fire service said at the time that it appeared he wasn’t 
wearing a seat belt. That’s when the alarm bells really started to ring and in the following days I sat 
with him to support him. He said at the time that the way he was feeling was all down due to “this 
drug” but that he was determined to fight it and that he would overcome it. He denied crashing the 
car on purpose when I asked him, and I remember saying to him “please don’t do anything stupid” 
… he promised me he wouldn’t, and we hugged. 

My parents attended a doctor’s appointment with him the following day and were determined to 
get him the help he needed. They were in the process of arranging private counselling, but sadly, he 
never got the chance to go. 

On that Monday (5 days after the crash), my brother was due to attend the hospital as a result of the 
broken arm he had sustained in the crash. My mother went to his house to collect him, but received 
a call from his fiancé whilst she was driving there to say that he had left the house and gone missing. 



We located him by tracking his phone and my father and I found him with a cord round his neck 
hanging from a tree – an image that will be etched on my brain forever more. 

In the days and weeks following my brother’s death I tried to comprehend how this could have 
happened. I sought answers and explanations from anywhere I could. 

I was contacted by someone from a support forum where my brother had been trying to seek help. 
Reading these forum’s and my brother’s posts, and hearing about the pain he had been going through 
for months, was absolutely heart-breaking. He had been trying to deal with things all by himself as 
he didn’t want to worry his family and friends. If only we had known, we could have given him the 
support he so desperately needed. 

Throughout the posts, he regularly complained about suffering from insomnia, brain fog, testicular 
pain, erectile dysfunction, increased breast tissue and low libido, all of which had materialised shortly 
before coming off the drug. He stated on the forum that he was planning to take his own life. 

I also sought out medical records and spoke to his doctor. He had visited his doctor eleven times to 
try and get help, but the doctor seemingly knew nothing about this condition or the drug 
responsible. A number of tests were carried out that were “outside the normal range”, but the 
doctor simply said that things would hopefully get better over time. Needless to say, they didn’t. 

After the car accident, my parents attended a doctor’s appointment with him. They were asked to 
leave the room, so the doctor could have a private discussion with my brother. The doctor asked if he 
had crashed the car on purpose. He replied that he hadn’t, but if he had died then he “wouldn’t have 
cared”. I know this only from reading the doctor’s report. 

As you can imagine, this has caused an unbelievable amount of pain and heartache for all of us, 
including my brother’s family and friends. He has left behind a devastated mother, father, fiancé, 
friends and other family members, including myself. 

I am convinced that my brother did not realise the devastating effects that this drug could cause, 
and that if he had, he would never have taken it. I know from reading the numerous documents and 
forum posts that I have read that taking the drug was his biggest regret, and one which ultimately 
cost him his life. 

I urge you to remove Propecia from the market so that what happened to my brother and the 
impact it has had on our family does not happen to anyone else. I cannot put into words the hurt 
and pain it has caused and continues to cause. Our lives will never be the same again because of it. 

 
Regards, 

 
PJD (Brother of PFS Patient Suicide #5) 







Pictures of Daniel Stewart 

 

 
 

 



 1 

Steven Belknap, MD, FACP, FCP 
sbelknap@northwestern.edu  
 
2017 October 25 
 
I write in support of the citizen petition requesting the FDA to withdraw marketing approval for 
Propecia® (finasteride 1 mg), which carries an FDA–approved indication as a cosmetic treatment for 
androgenic alopecia. I support this citizen petition because the published results of my research and that 
of other investigators provide compelling evidence that finasteride 1 mg is not safe. It falls to the experts in 
the FDA Office of Surveillance and Epidemiology (formerly FDA Office of Drug Safety) to remedy this, 
and protect the public health. 
FDA’s mission is (in part) to protect the public health by ensuring that medical drugs are both safe and 
effective. This mission necessarily requires that experts at the FDA weigh a drug’s potential harms against 
potential benefits. The time has come for the FDA to weigh finasteride’s harmful effects on male 
reproductive health against its benefits as a modestly–effective cosmetic pill for baldness in men.  
I expect that the agency’s experts will determine that continued sale of finasteride 1 mg for androgenic 
alopecia is contrary to the public health interest, and will withdraw approval of marketing of finasteride 
for this indication, as such action is compelled by the available data and the mission of the FDA. 
I am an academic Internist and Clinical Pharmacologist with a long–standing interest in drug safety. My 
research on adverse drug events and drug safety is supported by grants from the NIH and the NSF. Ten 
years ago, a colleague asked whether oral finasteride 1 mg was safe for cosmesis of androgenic alopecia. I 
didn’t know the answer, so I began a systematic inquiry. I discovered the following: 

• The innovator company that developed finasteride either failed to perform or failed to report 
research about whether finasteride would permanently injure a man’s reproductive system. 

• Both before and after marketing, the FDA failed to require adequate testing of finasteride’s effects 
on the structure and function of the male reproductive system. 

• Medical researchers and pharmacovigilance professionals in academia, industry, and regulatory 
agencies failed to conduct timely post–marketing monitoring of finasteride’s sexual adverse effects. 

How could any astute person expect that finasteride would shrink the prostate and reverse baldness, but 
not adversely affect the structure and function of the penis, testicles, accessory sexual organs, or brain? 
Finasteride blocks synthesis of the most important endogenous androgen, 5α-dihydrotestosterone—a 
hormone with an intrinsic potency ten-fold higher than that of testosterone. The potential for severe 
injury to male reproductive organs was an obvious and expected potential toxic effect of the mechanism 
by which finasteride exerts its cosmetic effect, and not an unexpected, off–target toxic effect; yet this 
potential toxicity was either not adequately tested or the results of such testing were kept hidden. Failure 
to adequately assess and report on the toxic effects of finasteride on sexual health was a profound and 
surprising failure of pharmacovigilance. 
Regardless of laws and regulations, patient safety ultimately depends on the competence and good-faith of 
researchers, regulators, and industry executives. Clinical trials provide an essential opportunity for 
identifying common, severe adverse drug effects; this opportunity was squandered with finasteride. 
My research group’s analysis of existing safety information has identified large gaps in the safety portfolio 
of finasteride. We found that finasteride clinical trials for androgenic alopecia were designed and 
conducted in a manner that hindered detection of the adverse effects of finasteride on male sexual 
function. Assertions that the available evidence shows that finasteride does not have common severe 
sexual adverse effects are simply false, because the available reports on clinical trials do not present 
meaningful testing of the sexual safety of finasteride. Absence of evidence is not evidence of absence. 
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A Meta-analysis of Adverse Event Reporting in Clinical Trials of Finasteride for Androgenic Alopecia 
In 2015, the research team that I lead at Northwestern University published a meta-analysis of adverse 
event reporting in clinical trials of finasteride for androgenic alopecia. We identified 34 published clinical 
trial reports of the use of finasteride treatment in men with androgenic alopecia. For each trial, we 
assessed quality of adverse event reporting, extracted the number and type of adverse events in treatment 
and control groups, and assessed duration of safety evaluation and adequacy of blinding. Two observers 
independently extracted the data; differences were resolved by consensus. Using the adverse event 
reporting quality scale of Ioannidis and Lau, we scored drug safety reporting as adequate, partially 
adequate, inadequate, or no events reported. We used funnel plots of the hazard ratio to assess bias. 
None of these 34 clinical trials had adequate 
safety reporting, 19 were partially adequate, 
12 were inadequate, and 3 reported no 
adverse events. No reports assessed adequacy 
of blinding, 18 (53%) disclosed conflicts of 
interest, and 19 (56%) received funding from 
industry. Duration of drug safety evaluation 
was ≤1 year for 26 of 34 trials (76%). The 
figure to the right shows funnel plots of the 
odds ratio (horizontal axis) vs sample size 
(vertical axis) for those trials that provided 
sufficient information to calculate the odds 
ratio. As can be seen, these plots were 
asymmetric with a bias toward lower odds 
ratios for sexual adverse effects, indicating 
systematic under-detection of sexual adverse 
drug events in these clinical trial reports. 
We also analyzed medical record data for 
5,704 men who were treated for androgenic 
alopecia with finasteride in routine clinical 
practice; we found that 69% of these men 
would not have qualified to be in the clinical 
trials used to obtain approval of finasteride 1 
mg for androgenic alopecia. Also, 33% of 
these men took finasteride for >1 year, which 
is longer than three-quarters of the reported 
clinical trials. Thus, the relevance of these trials 
to routine practice is suspect. 
Clinical trials provide the best opportunity for determining the frequency and severity of common adverse 
effects from a drug in a controlled setting. This opportunity to assess finasteride’s safety was lost because 
investigators did not use validated, effective methods for detecting and evaluating finasteride-associated 
adverse events. One might reasonably expect that 34 studies and 2 meta-analyses would be sufficient to 
establish the rate of finasteride adverse effects in androgenic alopecia, yet this was not the case. 
The available toxicity information from clinical trials of finasteride in men with androgenic alopecia is 
very limited, is of poor quality, and is systematically biased. Published reports of clinical trials provide 
insufficient information to establish the safety profile for finasteride in the treatment of androgenic 
alopecia. Given the lack of relevant information from clinical trial reports about the safety of finasteride, 
we must rely on observational cohort studies to assess finasteride’s safety.  
When my research group conducted such an observational study, we found strong evidence that 
finasteride causes permanent injury to the male reproductive system. 
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Persistent Erectile Dysfunction in Men Exposed to Finasteride 
In 2017, our research team at Northwestern University published the results of our study of persistent 
erectile dysfunction in men exposed to finasteride. Our study was the first to study the relationship 
between debilitating sexual dysfunction and duration of exposure to finasteride. How could this be? 
Androgenic alopecia is a chronic, non-life-threatening condition. In 1994, the International Conference 
on Harmonization (ICH) provided a guideline for assessment of the safety of drugs being developed to 
treat chronic, non-life-threatening conditions. This guideline recommends that a cohort of 300–600 
subjects be exposed to the new drug for six months, and that 100 subjects be exposed for 1 year. This ICH 
guideline does not directly address evaluation of resolution or persistence of an adverse drug event. 
Although severe sexual dysfunction was a foreseeable consequence of 5α-reductase inhibition, it is not 
clear if the pivotal clinical trials for finasteride and dutasteride included assessment for persistent sexual 
dysfunction or other severe sexual adverse effects. If there was assessment of persistent sexual dysfunction 
in humans during the clinical development of the 5α-reductase inhibitors, this has not been reported in 
the medical literature, the full prescribing information, or other publicly accessible sources. 
Our study objective was to assess whether longer duration of finasteride exposure increased the risk of 
persistent erectile dysfunction, independent of age and other known risk factors. We used a single-group 
study design and classification tree analysis to model persistent erectile dysfunction among men 16–42 
years old and exposed to finasteride ≤1.25 mg/day. (Tablet splitting of the 5-mg finasteride oral solid 
dosage form was commonly used to lower costs when prescribed for androgenic alopecia.) Covariates 
included subject attributes, diseases, and drug exposures associated with sexual dysfunction.  
Among men 16–42 years old and exposed to 
finasteride ≤1.25 mg/day, 34 of 4,284 (0.8%) 
developed persistent erectile dysfunction 
(persistence median 1,534 days, inter-quartile 
range 651–2,351 days). As seen in the figure to 
the right, the optimal multivariable model 
predicting persistent erectile dysfunction had 
only one variable: duration of finasteride 
exposure. Of 103 young men with new erectile 
dysfunction, 34 (33%) had�new persistent 
erectile dysfunction. Young men with > 205 
days of finasteride exposure had a 4.9-fold 
higher risk of persistent erectile dysfunction (NNH 108.2, p < 0.004) than men with shorter exposure. 
We showed that, in a large cohort of young men exposed to finasteride, duration of finasteride exposure 
was a more accurate predictor of persistent erectile dysfunction than all other assessed risk factors, 
including age, hypertension, diabetes mellitus, cigarette smoking, ethanol abuse, obesity, and depression. 
For each 108 young men exposed for >205 days to the finasteride dose typically used for androgenic 
alopecia (≤1.25 mg/day), one additional young man had persistent erectile dysfunction compared to men 
with shorter exposure. The median duration of persistent erectile dysfunction in young men was 1,534 
days. These findings demonstrated that longer exposure to finasteride is associated with an increased risk 
of persistent (likely permanent) sexual dysfunction in young men. 
Our study provides compelling evidence that risk of debilitating sexual dysfunction increases with longer 
exposure to finasteride. We expect that a clinical trial using randomization, placebo-control, and universal 
evaluation of sexual function would find a much higher attributable risk for persistent erectile dysfunction. 
There isn’t much longitudinal data available using a validated measure of sexual dysfunction in men 
taking finasteride for cosmesis of androgenic alopecia. 
However, there is some high–quality information available for men treated with finasteride 5 mg for 
prostatic hyperplasia. 
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Finasteride Increases Severity of Erectile Dysfunction and Decreases Testosterone Levels in Men 
Traish and colleagues at Boston University used clinical registry data to do an observational controlled 
study of erectile function in 700 men with prostatic hyperplasia, comparing finasteride to tamsulosin. In 
this 45-month long study, 470 men, aged 47—68 years, took finasteride 5 mg daily and 230 men aged 
52—72 years, took tamsulosin 0.4 mg daily. Serial assessments of the international index of erectile 
function (IIEF-EF) and plasma testosterone were obtained every 3 months. 
The figure to the right shows that men exposed to 
finasteride had worsening erectile function, with an 
eventual > 8 point drop in IIEF-EF score. (Decrease 
of ≥ 4 in IIEF-EF score is clinically significant.) Men 
in the tamsulosin group had no drop in erectile 
function. The full prescribing information for 
finasteride 5 mg states that in years 2-4 of the PLESS 
pivotal trial, finasteride and placebo groups had the 
same incidence of impotence, but PLESS relied on 
spontaneous reporting of adverse events and key 
sexual dysfunction variables were not reported. 
The figures to the right show that men in the finasteride 
group had a 20% drop in total circulating testosterone. 
Men in the tamsulosin group had no drop in total 
circulating testosterone. These findings that finasteride 
exposure is associated with worsening erectile function 
and declining testosterone raise a red flag about the 
sexual toxicity of long term exposure to finasteride. 
Despite assertions to the contrary, there is scant available 
clinical trial data bearing on persistence of sexual 
dysfunction after finasteride exposure. The oft-cited 
report on the Prostate Cancer Prevention Trial, never 
analyzed key sexual dysfunction variables and adverse 
effect outcomes were not reported for those subjects who 
temporarily or permanently discontinued study drug, 
even though sexual dysfunction was the most common 
reason for early termination of subjects. 
If the controlled trials prior to marketing had shown 
adverse effects on erectile function and total testosterone 
consistent with those found by Traish et al, it seems 
unlikely that the FDA would have granted marketing 
approval for finasteride 5 mg for prostatic hyperplasia or 
for finasteride 1 mg for androgenic alopecia. 
Here is what we now know: 

• Published reports of clinical trials provide insufficient information to establish the safety profile for 
finasteride in the treatment of androgenic alopecia. 

• Among young men with finasteride exposure, duration of finasteride exposure was a better 
predictor of persistent (likely permanent) erectile dysfunction than all other assessed risk factors.  

• Compared with exposure to tamsulosin, long-term exposure to finasteride 5 mg in men with 
prostatic hyperplasia is associated with progressively worsening erectile function and steadily—
declining testosterone concentration. 

  

Traish et!al.: Finasteride, not tamsulosin, increases severity of erectile dysfunction"#$$$"5

Characteristic ! Overall (n!=!"##) ! Finasteride (n!=!$"#) ! Tamsulosin (n!=!%&#) ! p-Value

Diastolic BP, mm Hg
"Mean±SD % &'.(±').*+% &'.&&±'+.+% &'.'(±').',% ).&-&,
"Median and range % (* (.)–+.))% (* (.)–+.))% (/ (.)–+,-)%

Pulse
"Mean±SD % *(.*.±+/./&% *(.'&±+/.-&% *&.//±').&(% ).'*(/,(
"Median and range % *. (-.–+.,)% *. (-.–+.,)% *- (--–+.+)%

Diabetes
"Non-diabetic % -+& (&,./%)% ,-) (&..-%)% +(& (&'.(%)% ).-/*//,
"Diabetic % +*, ('(.+%)% +') ('-.-%)% (, ('&..%)%

PDE-- inhibitors
"Nonusers % (/( (//..%)% .&) (+))%)% ''( (/*.,%)% ).)).+.+
"Users % . ().(%)% ) ().)%)% . (+.&%)%

IPSS, International Prostate Symptom Score; AMS scale, Aging Male Symptom Scale; IIEF-EF, International Index of Erectile Function-Erectile 
Function Domain; AST, Aspartate aminotransferase; ALT, Alanine Aminotransferase; CRP, C-Reactive Protein; PSA, Prostate Specific Antigen; 
BP, Blood Pressure; PDE-5, Phosphodiesterase type 5.
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Figure 1:$ Effects of long-term treatment with finasteride or tamsu-
losin on erectile function as assessed by the International Index of 
Erectile Function (IIEF-EF) domain.
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Figure 2:$ Effects of long-term therapy with finasteride or tamsulo-
sin on total circulating testosterone levels (A, upper panel). Percent 
reduction in the total testosterone levels in response to long-term 
therapy with finasteride or tamsulosin treatment (B, lower panel).

showed progressive worsening of erectile dysfunction. The 
data presented in Figure 1 contradicts previously reported 
studies [16, 24, 54–58] suggesting that the adverse effects 
of 5!-RIs therapy on erectile function resolve with con-
tinued treatment. The finasteride-induced adverse side 
effects on erectile function did not resolve with continued 
therapy, as was suggested previously [16, 24, 55–58]. Thus, 
our findings are inconsistent with previous claims that 
the adverse effects resolve within the 1st year of treatment 
[16, 24, 55–58]. Our findings are also inconsistent with 
that of Debruyne et!al. [56], who suggested that long-term 
use of dutasteride showed no safety issues over 4!years of 
treatment and therefore this therapy is deemed safe and 
effective. Debruyne et!al. [56] concluded that the onset of 
drug-related adverse events were reported most frequently 
at the start of therapy and declined over time in patients 

receiving dutasteride. Roehrborn et! al. [16] suggested 
that the majority of the adverse events reported were not 
drug related in the judgment of the investigators. The 
authors further stated that the drug-related events were of 
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"Non-diabetic % -+& (&,./%)% ,-) (&..-%)% +(& (&'.(%)% ).-/*//,
"Diabetic % +*, ('(.+%)% +') ('-.-%)% (, ('&..%)%

PDE-- inhibitors
"Nonusers % (/( (//..%)% .&) (+))%)% ''( (/*.,%)% ).)).+.+
"Users % . ().(%)% ) ().)%)% . (+.&%)%

IPSS, International Prostate Symptom Score; AMS scale, Aging Male Symptom Scale; IIEF-EF, International Index of Erectile Function-Erectile 
Function Domain; AST, Aspartate aminotransferase; ALT, Alanine Aminotransferase; CRP, C-Reactive Protein; PSA, Prostate Specific Antigen; 
BP, Blood Pressure; PDE-5, Phosphodiesterase type 5.

Table 1$(continued)
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Figure 1:$ Effects of long-term treatment with finasteride or tamsu-
losin on erectile function as assessed by the International Index of 
Erectile Function (IIEF-EF) domain.
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Figure 2:$ Effects of long-term therapy with finasteride or tamsulo-
sin on total circulating testosterone levels (A, upper panel). Percent 
reduction in the total testosterone levels in response to long-term 
therapy with finasteride or tamsulosin treatment (B, lower panel).

showed progressive worsening of erectile dysfunction. The 
data presented in Figure 1 contradicts previously reported 
studies [16, 24, 54–58] suggesting that the adverse effects 
of 5!-RIs therapy on erectile function resolve with con-
tinued treatment. The finasteride-induced adverse side 
effects on erectile function did not resolve with continued 
therapy, as was suggested previously [16, 24, 55–58]. Thus, 
our findings are inconsistent with previous claims that 
the adverse effects resolve within the 1st year of treatment 
[16, 24, 55–58]. Our findings are also inconsistent with 
that of Debruyne et!al. [56], who suggested that long-term 
use of dutasteride showed no safety issues over 4!years of 
treatment and therefore this therapy is deemed safe and 
effective. Debruyne et!al. [56] concluded that the onset of 
drug-related adverse events were reported most frequently 
at the start of therapy and declined over time in patients 

receiving dutasteride. Roehrborn et! al. [16] suggested 
that the majority of the adverse events reported were not 
drug related in the judgment of the investigators. The 
authors further stated that the drug-related events were of 
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Our challenge is to reconcile conflicting evidence about finasteride causing male sexual dysfunction. The 
clinical trial reports and regulatory process find that finasteride’s effects on sexual function are uncommon 
and are reversible with stopping the drug and even with continuing the drug. Unfortunately, these clinical 
trials have obvious flaws that would impede detection of any toxic effects of finasteride on sexual function. 
Observational studies suggest that finasteride exposure can lead to debilitating sexual dysfunction, and 
that severe adverse effects on sexual function may affect most men exposed to the drug. Despite these 
conflicting findings, there is a fundamental insight that can be gained through consideration of the 
anatomy and physiology of the male reproductive system and the pharmacology of finasteride. 
 

 
 
The figure above shows several organs and structures whose structure and function depends on local 
conversion of testosterone to its ten–fold more active form, 5α-dihydrotestosterone. The conceptual basis 
for the clinical use of finasteride is that finasteride will provide benefit by acting as an anti–androgen in 
the scalp and in the prostate, but that finasteride will not cause harm by acting as an anti-androgen on the 
seminal vesicle, ejaculatory duct, Cowper’s gland, vas deferens, epididymis, testes, penis, and corpus 
cavernosum as well as the brain. This is magical thinking. 
When taken orally, finasteride molecules are absorbed into the systemic circulation, diffuse throughout the 
body, and inhibit local synthesis of 5α-dihydrotestosterone wherever these molecules go. The expected 
consequence of finasteride exposure is that it would have undesirable effects on the anatomy and physiology 
of the male reproductive system, including interference with erectile function, libido, and male fertility. 
How can one reasonably argue that the prostate will shrink but that the penis and testes will not shrink? 
The therapeutic rationale for finasteride use for androgenic alopecia was (and remains) flawed. 
The task before the FDA is to weigh the toxic effects of finasteride on male sexual function against the 
beneficial effects of finasteride as a cosmetic for baldness. I expect the FDA will determine that the risk of 
harm is not justified by the possible benefit, and that marketing approval for finasteride will be withdrawn. 
Sincerely, 

 
Steven M Belknap, MD, FACP, FCP 
Northwestern University Feinberg School of Medicine 



 
 
 

 

October 11 , 2017 

My name is Sylviane Mathieu, mother of two wonderful children, one of whom, Romain, took his own life 
on June 7, 2016 after a long, courageous battle against the long-term side effects of Propecia. That date, 
and the phone call informing me that my son had gone to a world without suffering, will be engraved in my 
memory until the day I die. 

You cannot imagine the grief this tragedy has brought upon me and my family. You cannot imagine the 
endless pool of tears that flow through our hearts every moment of every day. 

It is impossible to think that a young man like Romain, so full of life, sporty, enterprising, curious and 
altruistic-who had struggled so hard to build himself a future-saw all his efforts annihilated by a 
cosmetic drug. 

And yet, that is precisely what happened. 

After earning his baccalaureat, my son enrolled in preparatory classes for the Grandes Ecoles de 
Commerce exams. He studied and lived in Paris, and worked enormously hard, but also enjoyed typical 
student evenings, and sweet moments with his girlfriend . 

In 2010, Romain told me he wanted to make an appointment with a dermatologist he knew to discuss his 
hair loss. The doctor immediately told my son about a revolutionary treatment she had been prescribing 
to young people: Propecia. We asked this doctor about any possible dangers, and she assured us that 
there were none. So Romain started taking Propecia. 

As time passed, Romain complained of episodes of intense fatigue, and discomfort in his lower abdomen 
that lasted several weeks and then returned to normal for a while-until starting again with the same 
pattern. He discussed these episodes with doctors, including the prescribing dermatologist, all of whom 
told him they were due to stress brought on by his studies. 

In 2011 , Romain's side effects grew worse, but he still managed to complete his exams, and was 
accepted into the ESCP (Ecole Superieure de Commerce de Paris). Focusing on his studies, however, 
became increasingly difficult, as did his relationship with his girlfriend. 

We continued seeing doctors, asking if there could be a connection to Propecia. Each one consulted the 
pharmaceutical reference book Dictionnaire Vidal , and assured us that we should not worry; Romain's 
health would return to normal. 

By 2013, Romain knew that his condition was not normal. His medical tests revealed unacceptable 
hormonal disturbances for his age and he suffered from enlarged breasts. So he undertook research and 
discovered that he was not alone. He gradually stopped his Propecia treatments, and was convinced that 
would cure him. He thought the entire episode had been a series of adverse reactions to the drug, and 
going forwards he would stay as far away as possible from it. 

For several weeks after tapering off Propecia, he felt stable, and of course relieved. But then he was hit 
by a myriad of new side effects that ranged from multiple allergies to muscular weakness to intestinal 
distress to massive headaches. 

Still, Romain continued to fight. "Mom, I'm stronger than these evils," he told me. "I'll do everything to earn 
my diploma, get a good job and build a family." For a while, he persisted in achieving those goals. But 
eventually he grew too infirmed even to attend his classes. So he arranged to have his friends sign the 
attendance sheets. He only got out of bed to take his exams. 



 
 

 

Meanwhile, he consulted more specialists, took vitamin supplements, ate the best possible food and 
attended meticulously to his hygiene. But none of that helped. 

Do you have any idea what it's like to watch your own child-a previously happy, healthy, intelligent 
young man with all the potential in the world-slowly yet steadily lose his physical and mental health until 
he looks like a castaway on a desert island? If not, I would never wish such a thing for you. 

By 2016, Romain could no longer think or leam properly. His memory was failing fast. His face was 
swollen. He was wracked with pain. And depression overtook him. 

Many, many mornings I found him curled up on the floor after he had been unable to sleep all night. 
Many, many days, I heard him cry out in pain. Many, many evenings, I listened to his fears of becoming 
completely impotent. Many times, we talked about his sexual symptoms. This illness forced him to break 
up with his fiancee as he couldn't have intimate relations. He then tried Viagra, and even intra-penile 
injections, but it didn't work and he didn't feel like a man anymore. 

And you know what? The most incredible thing was that, during Romain's constant suffering, he was 
doing his best to succeed. He drew upon the last bit of strength he had to take his final exams, hoping to 
fulfill his dream of working in the financial industry in London. Until the end, he helped those he loved, 
often at a distance because moving out of our house was impossible for him. 

So YES I am angry and NO I cannot accept that the information about Propecia could not have been 
more explicit and complete in 2010. Had that been the case, Romain would never have taken the drug. 
He would be alive and well today. 

In view of all the medical records, personal diaries and suicide notes you now have from numerous 
families whose sons have taken their own lives due to adverse effects from Propecia, please allow me to 
ask, "Would you give this drug to your children, your grandchildren, your boyfriends, your husbands?" 

I have been robbed of the joy of watching my son fulfill his professional potential, of watching him build a 
family, and of watching his children-the grandchildren I will never have-grow up. 

The FDA has the power to change things, so make the right decision in conscience. I dream of the day 
when I can write to thank you for taking Propecia off the market. 

Sincerely, 

Sylviane Mathieu 
Mother of Romain Mathieu (PFS suicide patient #3) 


