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be included in the Priority Section of the List. The fulfiliment of a prioritization criterion for
finasteride is discussed below. '

¢ Finasteride, 1 mg is an agent which is approved for the treatment of
androgenetic alopecia in males, an indication for which additional therapeutic
options for the pediatric population are needed.

A need for therapy for andragenetic alopecia in the male adelescent-Pediatric population
No therapy is curreatly approved for the treatment of androgenctic alopecia in adolescent males.

In penedcally predisposed individuals, an androgen-induced decline in scalp hair density
generally begins during adolescence and progresses with age. The estunared prevalence of
androgenetic alopecia in men increases with age, ranging from 12-26% in those 18-29 years of
age 10 43-50% in those 4049 years of age [1-3). There are very limited published data on the
prevalence of early onset androgenetic alopecia; i.e., androgenetic alopecia accurring in
adolescent men aged 15-17 years. In his series, Hamilton reported one case of androgenetic
alopecia (male pattern Type IV) among cighteen males 15-19 years old, but the age distribution
- af the sample and the age of the affected individual were not reported (1]. However, it is widely
acknowledged by practicing dermatologists that adalescents with this type of early onsel, or
. premature, andragenetic alopecia comprise a pan of their practice.

Androgerictic alopecia has been shown 10 have a significant impact on many men (4-€).
Adolescence is well known 1o be a time of upheaval; for the individual, it involves establishing a
sense of identity and a preoccupation with how he is viewed by others, Like acne. which. due to
is cosmetic impact, can contribute to decreased self image in adolescents [7). androgenetic
alopecia has also been shown in some men (o lead to decreased body image satisfaction,
increascd predccupation. and stress and disuess. leading to coping efforts to maintain body
image intagnity (8}, Scalp hair loss, which is less comman than acne in this sensitive population,
may thus be especially diswessing. For example. it has been demonstrated that some adalescents
with cancer who experience hair loss as a resull of chemotherapy restrict themselves in social
interactions with peers due to the alteration in their sell-image and not due to the primary
diagnosis of cancer (9]. Adolescents with significant androgeneiic alopecia who, by definition,
have early enset of the condition, may feel stigmatized as looking far older than their age and
thus suffer with 3 loss of self-image during this sensitive time when adult identity is being
formed. The potential impact on the adelescent has underscored the need for a treatment for
adolescents who suffer from androgenetic alopecia with early onset, and this need has been well-
documented in other pathologies involving scalp hair loss, such as alopecia arcata. by
practitioners caring for these patients {10.11],

Thus, a clear rationale, based on patient need. exists to offer therapy for adolescents seeking
treatment for early onset androgenctic alopecia. For adult men with androgenetic alopecia,
. finasteride {1 mg) has been demonstrated 1o be a safe and effective reaiment. The pediatric
population in nced of a therapy aption is comprised of males in late adolescenee, i.c.. males
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batween the ages of 15 and 17 who have documented sexual maturation and growth as
demonstrated by Tanner stage and bone age, Pediatric studies are proposed solely for this patient

population. based on the need for these individuals 1o have a therapeutic option and the safery
profile of finasieride demonstcated in adults,

Safety Issues Specific to the Study Population

No significant safety issues specific to the sexually mature male adolescent pediatric nooulatian
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The undersigned, on behalf of Mcrck & Co., Inc., submits this petition under section S05SA (c) of
the Federal Food, Drug. and Cosmetic Act (FFDCA) to request the Commissioner of Food and .
Drugs 1o add finasteride, 1 mg (Merck Research Laboratories'’ PROPECIA™) 1o the priority
section (Pediatric Priority List of Drugs Regulated by the Center for Drug Evaluation and.
Research) of the “List of Approved Drugs for Which Additional Pediatric Information May
Produce Health Benefits in the Pediatric Population” (“the List") (Docket 98N-0058, dated May

. 20, 1998),

A. Action Requested

This petition requests the Cormmissioner 10 add finasteride 1o the priority section of the “"List of
Approved Drugs for Which Additional Pediatric Information May Produce Health Benefits in the
Pediatric Population”.

B. Statement of Grounﬁs
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D. Economic Impact

This information will be submited anly when requested by the Commissioner following review
of the petition. See 2/ CFR § 10.30(b).

E. Certification

The undersigned certifies thal, to the best of her knowledge and belief, this petition includes all
information and views on which the petition relies, and that it includes representative data and
information known to the petitioner which are unfavorable to the petition.

We consider the information in¢luded in this submission to be a confidential marter, and request
that the Faod and Drug Administration not make its content, por any future communications in
regard to it, public without first obtaining the written permission of Merck & Co., Inc.

Sincerely yours,

b"@n\'ﬂa é . o
Tamra L. Goodrow, Ph.D. -
Associate Director
Regulatory Affairs
TLG/ped

Enclesures: References

Federal Express #1

Desk Copy:  Ms. Millic Wright, HFD-540, Room N243
Federal Express #2
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