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Supplement to Citizen Petition – Docket Number FDA-2017-P-5787 

 

Date: December 1, 2020 

 

On behalf of the Post-Finasteride Syndrome Foundation, a 501(c)(3) not-for-profit patient 

advocacy organization, the undersigned submit this supplement to its September 18, 2017 citizen 

petition that was assigned docket number FDA-2017-P-5787. The petition requested that FDA 

immediately remove Propecia (finasteride, 1 mg) from the market; or alternatively, revise the 

Propecia Product label to amend false and misleading information, and to warn of serious and 

severe risks, including the addition of Boxed Warnings for persistent sexual and mental health 

adverse reactions associated with Propecia use. 

 

In this citizen petition supplement, we specifically request FDA to delete or amend the 

claim in the prescribing information that states, “Resolution [of sexual adverse reactions] 

occurs in men who discontinued therapy with PROPECIA due to these side effects and in 

most who continued therapy.” Although we believe the evidence in the original petition is 

more than sufficient for FDA to amend or delete this claim, we now offer additional 

evidence that supports such action, as follows: 

 

A. Reuters Investigation 

 

On September 11, 2019, Reuters published the findings from its year-long investigation 

into Merck and Propecia in an article titled Court let Merck hide secrets about a popular 

drug’s risks1 that can be accessed at https://www.reuters.com/investigates/special-report/usa-

courts-secrecy-propecia/.  

 

In a lawsuit in federal court in Brooklyn that claimed Propecia causes persistent sexual 

dysfunction and depression, “the judge sealed evidence – uncovered by Reuters – 

suggesting [Merck] downplayed the side effects. … Confidential documents reviewed by 

Reuters accuse Merck of exaggerating the drug’s safety record.” 2 

 

In 2001, Merck submitted a supplemental NDA to FDA reporting the 5-year results of its 

phase 3 Propecia clinical trials and proposed labeling changes based on these results.  One 

change in the revised 2002 product label that still exists in current prescribing information 

was elimination of the word “all” from the original prescribing information that stated, 

“Resolution [of sexual adverse reactions] occurs in all men who discontinued therapy 

with PROPECIA.”3 

 

 
1 Levine, Court let Merck hide secrets about a popular drug’s risks , Reuters (September 11, 2019) 
2 Ibid. 
3 Propecia® Proposed Prescribing Information with Revision Marks (2000). 

http://www.pfsfoundation.org/
https://www.reuters.com/investigates/special-report/usa-courts-secrecy-propecia/
https://www.reuters.com/investigates/special-report/usa-courts-secrecy-propecia/
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A Merck analyst’s email says, “Of the 23 study subjects who experienced sexual side 

effects during the last three years of the study, seven continued to experience symptoms 

when they completed it. … Of the six men who dropped out of the study, … one still had 

symptoms at least 66 days after stopping treatment.”4 

 

Merck did not know if some of these men’s symptoms resolved, Keith Kaufman, clinical 

head of Propecia, said in a deposition. None of this data was included on the revised 2002 

label. Instead, Merck made a small but significant change to the label’s language: 

Symptoms stopped in “men” who went off the pills, the label now said, rather than “all 

men.”5 

 

B. Expansion of Reuters Investigation 

 

One day after publication of its first article, Reuters expanded its investigation into Merck 

and Propecia by filing a Motion to Intervene and Unseal secret internal Merck documents 

with the Brooklyn federal court.6 Merck opposes the unsealing of the confidential 

documents sought by Reuters and would like to keep specific documents secret. While the 

unsealing of these documents remains subject to a future decision by the court, Merck 

voluntarily agreed to unseal some of the documents sought by Reuters, as follows: 

 

In Sweden’s Lakemedelsverket Medical Products Agency Final Assessment Report of 

Propecia Periodic Safety Update Reports from November 7, 2005 to November 6, 2006,7 

the clinical assessor comments, “Differently from the [Company Core Data Sheet] the 

[Summary of Product Characteristics] does not contain the statement ‘Resolution of 

[sexual] side effects occurred in men who discontinued therapy …’ which may be 

misleading.” 

 

This contrasts with the prescribing information in the U.S. which contains the same 

statement as Merck’s internal company Data Sheet. The prescribing information in 

European countries regulated by the EMA does not contain this misrepresentation.8 

 

Merck’s Periodic Safety Update Report from May 7 to November 6, 20069 reports the     

5-year results of the Propecia phase 3 clinical trials. Of the 48 men who reported drug-

related sexual adverse experiences, 16 men did not have resolution of their symptoms by 

the end of the trial.10 We know from Dr. Kaufman’s deposition testimony11 that Merck did 

not follow up with these 16 men to determine how long, if ever, it took for their persistent 

sexual dysfunction to resolve. Of the 23 men who discontinued the phase 3 clinical trials 

because of drug-related sexual adverse experiences for whom follow-up information is 

 
4 Levine op. cit. 
5 Levine op. cit. 
6 Levine, Reuters asks judge to release secret Propecia documents , Reuters (September 12, 2019).  

Available from: https://www.reuters.com/article/us-usa-courts-secrecy-unseal/reuters-asks-judge-to-release-secret-

propecia-documents-idUSKCN1VX2IZ. 
7 Gulbinovic, Final Assessment Report of PSUR, Lakemedelsverket MPA (2007). 
8 Propecia® Summary of Product Characteristics, Agence Nationale de Sécurité du Médicament (Dec. 13, 2019).  
9 Periodic Safety Update Report #19, Merck Research Laboratories (November 30, 2006). 
10 Ibid. 
11 Levine op. cit. 

https://www.reuters.com/article/us-usa-courts-secrecy-unseal/reuters-asks-judge-to-release-secret-propecia-documents-idUSKCN1VX2IZ
https://www.reuters.com/article/us-usa-courts-secrecy-unseal/reuters-asks-judge-to-release-secret-propecia-documents-idUSKCN1VX2IZ
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available, 1 man (4.3%) did not experience resolution of his sexual symptoms for more 

than 6 months after drug discontinuation.12 

 

C. Conclusion 

 

Merck’s claim in the prescribing information that sexual adverse experiences resolved in 

men who discontinued Propecia is based on the experience of only 11 men with sexual 

adverse experiences who discontinued Propecia during the first year of the phase 3 clinical 

trial.13 In contrast, during the entire 5-year clinical trial, 4.3% of men who discontinued 

the trial due to a sexual adverse event did not have resolution of their sexual symptoms for 

more than 6 months after discontinuation. An additional 16 men had persistent drug-

related sexual adverse events at the end of the clinical trial, but it is unknown how long 

their sexual symptoms persisted after drug discontinuation because Merck never followed 

up with these patients.  

 

Based on this data, the representation in the Propecia product label that “resolution [of 

sexual adverse reactions] occurs in men who discontinued therapy with PROPECIA due 

to these side effects” is deceptively misleading. This language should be deleted from the 

product label or amended in a manner consistent with our proposed language in the 

original citizen petition. 

 

Propecia is a cosmetic drug that can cause life-altering, sexual adverse drug reactions 

leading to permanent disability. Weighing the potential risks of Propecia against its 

limited benefits should mandate its immediate removal from the market.  

 

We appreciate your consideration of this additional evidence and look forward to your 

response. 

 

Sincerely, 

 

  
John Santmann, M.D. Philip Recchia 

Chief Executive Officer President 

Post-Finasteride Syndrome Foundation Post-Finasteride Syndrome Foundation 

jsantmann@pfsfoundation.org precchia@pfsfoundation.org 

 
Rosemary E. McGeady, M.D., J.D. 

General Counsel 

Post-Finasteride Syndrome Foundation 

Mcgeady@njlawyers.com  

 
12 Periodic Safety Update Report #19, op. cit. 
13 Kaufman K et al, Finasteride in the treatment of men with androgenetic alopecia, J Amer Acad Derm (1998), Vol. 

39, pp. 578-589. 
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