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be in&&d in the Priority Section of the List. The fuifil1ment of a prioriCiZitiOn criterion for 
finasreridc is discussed below. 

l Finasutide, I mg is an agem which is approved for the treatment of 
andmgrnetic alopecia ih males, an ibdication for which additioml therapeutie 
options for Ihe pcdiitrk population are needede 

A needfar therapy for qdtogtnttic abpccicr in thrr male adalesced=Pedi popULxrisn 

No therapy is currently approved for the treatment of androgcnttic alopecia in adolescent mates. 

Zn generically predisposed jzAvidua.ls, an androgen-induced decline in scalp kit density 
generally begins during adolescence and progresses with egec ‘Qc esrimared prevalence of 
androgenctic JBpccia in men increases vith age, t’anging from I&26% in those 18-29 years of 
age to 4340% in those 4649 years of age [ t-3). There are very limited published data on the 
prevalence of e&y onset androgeneric alopecia; i.e., androgenetic alopecia occurring in 
adolescent men aged 15-117 years. In his stties, Man-&an reported one case of andropenetic 
alopecia (male pattern Type IV) among eighteen ma.les 15-19 years old. bur the age distribution - 
of the sample and rhc age of the affected individual were not report4 (I J- However, ic is widely 
acknowledged by pmcriciag dermatologists that ad&scents with this type of early onset. or 
prcmacure. androgencric alopecia comprise a pan of their praclicc. 

Androg&edc alopecia has been shown to have a significanr impact on many men (4-6). 
Adolescence is veil known to be a time of upheaval; for the individual, it involves establishing a 
sense of identity and a preoccupation with ho* he is vicvcd by others, Like acne. which. due to 
its cosmetic impacs, can contribute to decreased self image in adolescents [7]. androgenetic 
nlopecia bar also betn shown in some men to lead ta.dccreased body image satisfaction, 
incmscd predccuparion. and stress and distress. leading co coping effons to maintain body 
image integrity IS]. Scdp hair lo$s, Which is less common than acne in this sensitive poputation, 
may thuS k: eSpccially disuessing. for example. it has been demonsrrarcd that some adolescents 
with cancer who experietice hair loss as a result of chemohe\apy rescticr thetnselvqs in social 
intccasrions 4th peers due to the alteration in their self-image and no1 due to the primary 
di;IgnoGs of cancer (91. Adolescents with significant androgcnctic alopecia who, by definition. 
have etily onset of the condition, may feel stigmatized as looking far older than their age md 
thus Suffer with a loss of self-image during this sensitive time when adult identity is being 
formed. The potential impact on the adolescent has underscored the heed for a crcarmcnt for 
Pdolescenis who suffer from androgenctic alopecia with early onset, and this need has been well- 
documented in odor pathologies involving scalp hair loss. such ss alopecia mata. by 
practitioners cuing for lhasc pacienrs [ 10. I I], 

Thus. a clear rationale. based on patient need. exists t? offer therapy for adolescents seeking 
weatment for early onset aedrogeneric alopeci;r For adult men wirh mdrogenetic alopecia: 
fins&de ( I mg) has been demonstrated to be a safe and effective ueatmont, me pediatric 
PaPulation in eecd of a therapy option is comprised of males in Iare a&lcsccncc, i.e.. males 
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between the ages of IS and 17 who have documeercd sexual maturation and grow& as 
demonstrated by Tanner slage and bone age, Pediatric st~3ies are proposed salcty for this Paricrtt 
population. based ofi the riced for rhese individuals IO have a tltcrapculic option and rhc safery 
profile of f&s&de dcmonsuarsd in adults. 

Safety ksues Spcci& Co (he SIudy PopukniDn 
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Dmlcets Management Branch WA-30% 
Food and Drug Adminiswation 
Dcpanment of Hdth and Human Services 
Room I-46 Park Building 
12420 Pa&lam Drive 
Rockville, MD 20857 

0 
MERCK 

NVA 20-788: PROPECIAN 
Citizen PeGrion: Pediatric Prior@ Kit 

The undersigned, on b&alfofMcrck & Co., Inc., submits this petition under sedoh SOSA (c) of 
the Federal Food, Drug, and Cosmccic Act (FhXA) to request the Commissioner of Food and. 
Lh-uys 10 add finasteride. 1 mg (Merck Research Laboratories’ PROPECIATu) to the .prioriv 
section (Pediatric Prioricy Lkr of Drugs Regulated by the Center for Drug Evaluatron and+ ’ 
Research) of the ‘List of Approved Drugs for Which Additional bdiatric informarion May 
Pmducc Wealth’Benefics in the P+diavic Population” (“the List”) (Docka 98N-0056. dated May 
20, 1998). 

A. A&ion Rtqutsttd 

This p&Con requests the Commissioner to add finasttide to the priority se&n of the “List of 
.4pprovcd Dnryi; for Which Additional Pediatric information May Produce Health Benefits in the 
Pcdiarric Population”. 
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IL Eronomic Ilmpact 

This information ~611 be submitted only when request& by the Commirrsioner Mowing rwihy 
of he pdtion~ See 21 CFR 8 30.3O(bk. 

E. Ceftifiration 

The undersigned cczlifics that, to the &st of her knowledge and &licf, MS petition includes all 
infomzarion iurd views on which the pcridon r&x. and that ir includes represenrative dais and 
inform&on known to the perilioner which are unfavorable to the petition. 

We eofiskkr Lhc infcmmion Wudcd in t.his submission co be a coafidcnrial xna~ccx, and request 
that the Food and Drug Adminisvsltion not make its eownt. nor any Mure communicarions in 
rcgwd co ir, public withour first obtaining the witten pnnission of Merck & Co., Inc. 

Sincerely yours, 

. 
0 

8 

Enclasures: Rcftrenccs 

$-a L .(5&&f- 
Tamra L. Goodrow, Ph.D. 
Associafc Director 
Regulatory Afftirs 

Official Submission; WA-305, Room 146 
Federal E~prcss #I 

Desk Copy: Ms. Millie Wright, HFD-540. Room N243 
Fcdctal EZxprcu Jr2 

i 
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