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Introduction * ROGAINE® Extra Strength for Men

Rationale for Approval

Strong Consumer Need

o 40 million men: androgenetic alopecia
_ 6-7 million motivated

« ROGAINE OTC experience
_ Users increased 5-fold

— Many satisfied ROGAINE 2% users

e Greater efficacy desired
_ 50% of users want more effective product

_ Non-users looking for greater efficacy



Introduction * ROGAINE® Extra Strength for Men

Rationale for Approval

FDA approvable letter for prescription drug:
December 21, 1996

e Established ROGAINE 5% effective for males

e Originally submitted as an Rx before 2% OTC
approval

e Filed (male) OTC NDA after Rx approvable letter
e Pursuing approval of ROGAINE 5% in females
Issues

o Safety in an OTC setting for males

e Consequences should women purchase



Introduction ® ROGAINE® Extra Strength for Men

Rationale for Approval
Meets All OTC Criteria

APPEARS THIS WAY
ON ORIGINAL

e Effective
— 46% more hair growth than ROGAINE 2%

— See results sooner

e Safe
— Comparable safety profile relative to
ROGAINE 2%
e Superior benefit/risk ratio
e Acceptable OTC labeling APPEARS THIS way

ON ORIGINAL



Introduction ® ROGAINE® Extra Strength for Men

Conclusion

» ROGAINE® 5% should be approved for OTC
availability

— Strong benefit to risk ratio for men

— Labeling appropriately advises men about
difference between ROGAINE 2% and
ROGAINE 5%

— Labeling appropriately deters women

* OTC status provides the opportunity for many

more men to treat their hair loss with the best
product available



Psychosocial Effects of Hair Loss
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Psychology of Physical Appearance

e Function and appearance of body are life-shaping

e “Outside view”: interpersonal effects of human

appearance
— Social prejudice and discrimination

o “Inside view”: subjective attitudes/feelings about
own looks
— “Body image”



Well-Controlled Scientifi‘c Studies

e Modestly visible hair loss (n=63)

— Significant impact on 60% of events

e More extensive hair loss (n=40)
— Significant impact on 79% of events

Cash. JAm Acad Dermatol. 1992.
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Adverse Effects of Hair Loss

Among Men
BEST POSSIBLE COPY

Percent of men reporting adverse effects due to hair loss
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Experiences Attributed to Hair Loss

Among NMen
Reported event Low hair loss High hair loss
Wish for more hair H2% 84%
Get teased by peers 45% 79%
Feel self-conscious 42% 18%
Worry about looks 49% 68%
Worry about more balding 44% 59%
Look older than age 40% 55%
Feel helpless about hair loss 37% 56%

Cash. JAm Acad Dermatol. 1992.
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Dissatisfaction with Hair
Among Men

Percent dissatisfied
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Men Most Adversely Affected by Hair Loss

e Believe balding to be socially noticeable
e Expect further hair loss
e Are younger

e Have earlier onset APPEARS THIS WAY

. . ONO
e Are single, not dating o
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Psychosocial Effects of Hair Loss

Among Men

Worry about future hair loss 93%
Feel frustrated/helpless 88%
Self-conscious about looks 78%
Feel less attractive 13%
Look older than age 70%
Get teased/kidded 60%
Feel depressed 38%

Cash, Price, Savin. J Am Acad Dermato/ 1993.
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Coping with Hair Loss
Among Men

Try to hide the hair loss 63%
Try to improve hairstyle 63%
Talk to hairstylist about it 58%
Talk to spouse/partner about it 57%
Seek reassurance about looks 57%
Try to improve overall looks 50%
Talk to friends about it 52%
Try to improve physique 52%

16



Conclusions

APPEARS THIS Way
G ORIGINAL

Hair loss has a significant
psychosocial impact on men

Safe and effective treatments of hair loss
are important to men’s quality of life

APPEARS THIS WAY
DN QRIRINAL
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Safety and Efficacy ® ROGAINE® Extra Strength for Men

Background

ROGAINE 5% relative to ROGAINE 2%

e Comparable safety

» Superior efficacy

Support the direct OTC approval of
ROGAINE Extra Strength for Men

19



Safety and Efficacy ® ROGAINE® Extra Strength for Men

Comparable Safety

» Pharmacokinetic studies support wide margin
of safety

e 2,000+ patients in well-controlled clinical trials

* REGAINE® 5% worldwide commercial
marketing experience as prescrlptlon and

IlOIlpI‘GSCI'lpthl’l

e ROGAINE 2% US experience as a
prescription vs OTC

APPEARS THIS WAY
ON ORIGINAL
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Safety and Efficacy ® ROGAINE® Extra Strength for Men

Superior Efficacy

APPEARS THIS WAY
ON ORIGINAL

e Clinical studies in over 700 males support

~ superior efficacy of ROGAINE 5% over
ROGAINE 2%

APPEARS THIS WAY
ON ORIGINAL
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Safety and Efficacy ® ROGAINE® Extra Strength for Men

Conclusion

APPEARS THIS WAY
ON ORIGINAL

Comparable safety and superior efficacy of
ROGAINE 5% support the direct OTC approval
of ROGAINE Extra Strength for Men

APPEARS THIS WAY
ON ORIGINAL
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Safety and Efficacy ® ROGAINE® Extra Strength for Men

Minoxidil History in U.S.

Major Events

Date

LONITEN® approved

ROGAINE 2% Rx approved/males
ROGAINE 2% Rx approved/females
FDA meeting/pre-NDA (5%)

NDA submitted — Rx (5%)

ROGAINE 2% OTC approved

Rx FDA approvable letter in males (5%)
NDA submission — direct OTC (5%)
NDAC meeting (5%)

November 1979
August 1988
August 1991
March 1995
December 1995
February 1996
December 1996
February 1997
July 1997
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Safety and Efficacy ® ROGAINE® Extra Strength for Men

Marketing Experience

APPTARS THIS WAY
DM GRIGINAL

e Regulatory/marketing status — ROGAINE 2%
— 90 countries approved
— 20 as nonprescription

APPEARS THIS WAY
ON DRIGINAL
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Safety and Efficacy ® ROGAINE® Extra Strength for Men

Marketing Experience

e Regulatory/marketing status — REGAINE 5%

19 countries approved (males and females)
14 marketed

2 as nonprescription
APPEARS THIS WAY
— Denmark ON ORIGINAL

— New Zealand

12 prescription approvals pending
2 direct OTC approvals pending
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Safety and Efficacy ® ROGAINE® Extra Strength for Men

Safety

APPEARS THIS way
OM ORiG 4L

e Comparable safety to ROGAINE 2%
o Established by

— Pharmacokinetic studies
— Clinical studies
— Commercial marketing experience

APPEARS THIS WAY
ON ORIGINAL
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Safety and Efficacy ® ROGAINE® Extra Strength for Men

Safety
APPEARS THIS WAY

Pharmacokinetic/Absorption ON ORIGINAL

e Low absorption (1.7% of topical dose)
e Multiple factors studied that affect absorption
e Minimal hemodynamic effect level: 20 ng/mL

e Serum minoxidil levels in long-term clinical trials
— ROGAINE 2%: 0.6 ng/mL
— ROGAINE 5%: 1.2 ng/mL

e Margin of safety more than an order of magnitude
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Safety and Efficacy ® ROGAINE® Extra Strength for Men

Scope of the Clinical Program: Safety

Males APPEARS THIS WAY
GH ORIGINAL
Protocol no. Treatment Total No. evaluable for safety
(population studied) duration enrollment
(weeks) ROGAINE 5% ROGAINE 2% PBO
0001 32 345 174 86 85
0285 48 393 157 158 78
0282 48 62 31 — 31
0275 96 27 9 8 10
Total 252 204

APPEARS THIS WAY

ON ORIGINAL
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Safety and Efficacy ® ROGAINE® Extra Strength for Men

Medical Event Occurrence/Relative
Risk Assessment by Body System

Males and Females N
APPEATS THIS WAY
08 OIGTHAL

_ Relative risk
Medical events™
no. pts. (% occurrence) ROGAINE 5% ROGAINE 5%
vs ROGAINE 2% vs PBO
Body system
95% 95%
ROG__'A_‘lNE oo ROG@NE 2% EBO Estimate | confidence | Estimate | confidence
In=672) (n=525) (n=365) intervals intervals

Dermatologic 126 (18.8) 63 (12.0) | 39 (10.7) 1.57" | (1.18, 2.09) 1.91" | (1.37,2.67)

APPEARS THIS WAY
GN ORIGINAL

*Includes Protocols 0001, 0009, 0275, 0285, 0286, 0279, and 0282. Protocols 0279 and 0282 did not have a ROGAINE 2% treatment arm.
tRelative risk significantly greater than unity (1.0) [ie, lower bound of 95% confidence interval is >1.0].
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Safety and Efficacy ® ROGAINE® Extra Strength for Men

Dermatologic Event Occurrence/Relative
Risk Assessment by Body System

I\/Iales APFTARS THIS WAY
ON ORIGIHAL
. Relative risk
Medical events™®
no. pts. (% occurrence) ROGAINE 5% ROGAINE 5%
vs ROGAINE 2% vs PBO
Body system
95% 95%
HOGf‘lNE oo HOG/jINE 2% _P_BO Estimate | confidence | Estimate | confidence
(n=371) (n=252) (n=204) intervals intervals
Dermatologic 53 (14.3) 26 (10.3) | 20 (9.8) 1.47 (0.93,2.30)] 1.63 (0.98, 2.72)
APPEARS THIS WAY
ON ORIGINAL

*Includes Protocols 0001, 0285, 0275, and 0282. Protocol 0282 did not have a ROGAINE 2% treatment arm.
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Safety and Efficacy * ROGAINE® Extra Strength for Men

Treatment Discontinuations

Due to a Medical Event

Males and Females

APPIARS THIS WAY
UA ORIGINAL

Treatment group
Type of medical event ROGAINE 5% | ROGAINE 2% PBO
(h=672) (n=525) (h=365)
All medical events 51 (7.6%) 28 (5.3%) 9 (2.5%)
Dermatologic medical events 29 (4.3%) 10 (1.9%) 4 (1.1%)
All other medical events 272 (3.3%) 18 (3.4%) 5(1.4%)
i
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Safety and Efficacy ® ROGAINE® Extra Strength for Men
Treatment Discontinuations Due to
Dermatologic Medical Events

Treatment group
Dermatologic medical events | ROGAINE 5% ROGAINE 2% PBO
(eg, pruritus, etc.)
Male 9 (2.4%) 2 (0.7%) 0
(n=371) (n=252) (n=204)
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Safety and Efficacy ® ROGAINE® Extra Strength for Men

Treatment Discontinuations Due to
Specific Dermatologic Medical Events

Males and Females

Treatment group
Type of medical event ROGAINE 5% | ROGAINE 2% PBO
Pruritus:
Male and female 8(1.2) 1(0.2) 31{0.8)
(h=672) (n=>525) (n=2365)
Male 4(1.1) 1(0.4) 0
(h=371) (n=252) (n=204)
Hypertrichosis:
Male and female 7(1.0) 1(0.2) 0
(n=672) (n=525) (n=365)
Male 0 0 0
(n=371) (h=252) (n=204)
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Safety and Efficacy * ROGAINE® Extra Strength for Men

Hypertrichosis — Females

ROGAINE 5% | ROGAINE 2% PBO
(h=301) (n=273) (h=161)
Medical event 20 (7%) 1(<1%) 1(<1%)

Discontinued 7 (2%) 1 (<1%) 0




Safety and Efficacy ® ROGAINE® Extra Strength for Men

Local Tolerance

e Itching, erythema, dryness

e Incidence in males

— ROGAINE 5% =~ PBO > ROGAINE 2%

e Consistent with
— Dermatologic medical event reports
— Reaction to propylene glycol

e Conclusion

— Local intolerance addressed in labeling
“increased scalp irritation may occur”

: y AL
IR BN
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Safety and Efficacy ®* ROGAINE® Extra Strength for Men
Commercial Marketing Experience —
REGAINE 5%

Males and Females
e Estimated exposure U s
— Approximately 60,000 users |
— 14 countries — 2 as an OTC

e 37 users reported 69 medical events
— Most frequent dermatologic (61%)
— None serious

e 15 users reported 38 medical events — with 5%
extemporaneous topical minoxidil formulations

e Conclusions
— No new “signals” emerging
— Consistent with ROGAINE 2% experience
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Safety and Efficacy ® ROGAINE® Extra Strength for Men
Medical Event Profiles for Prescription
ROGAINE 2% vs Nonprescription ROGAINE 2%

Males and Females — United States Only

Number (%) of events

Body system ROGAINE 2% prescription* ROGAINE 2% nonprescription!
(total number of events = 24,310) (total number of events = 15,163)
Dermatologic 14,034 (57.8) 8,943 (59.0)
Miscellaneous 3.041 (12.5) 2,106 (13.9)
Neurologic 2,142 (8.8) 1,343 (8.9)
Cardiovascular 1,062 (4.4) 715 (4.7)

* Safety profile unchanged in OTC vs prescription product

*From September 1988 (Prescription launch) through 14 April 1996.
TFrom 15 April 1996 (OTC launch) through 31 May 1997.
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Safety and Efficacy ® ROGAINE® Extra Strength for Men

Safety — Conclusion

e Comparable safety to ROGAINE 2%
e Established by S

— Pharmacokinetic studies U RGN
— Clinical studies
— Commercial marketing experience

— REGAINE 5%
— ROGAINE 2% (prescription vs OTC)

APGEARS THIS WAY

s omoepig 18T AL
P OIGENAY
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Safety and Efficacy ® ROGAINE® Extra Strength for Men

Scope of Definitive Studies: Efficacy

Males
PEARS (1S WA
5 GRIGIHAL
Protocol no. Treatment Total No. evaluable for efficacy
(population studied) duration enroliment
(weeks) ROGAINE 5% | ROGAINE 2% | PBO
0001 32 321 163 79 79
0285 48 352 139 142 71
Total 673 302 221 150
LEAS THIS WAY
" O21GIHAL




Safety and Efficacy ® ROGAINE® Extra Strength for Men

Summary of Primary and Secondary Endpoints

Males — Protocol 0285

New method (questionnaire)
Endpoints ROGAINE 5% ROGAINE 5% ROGAINE 2%
vs PBO vs ROGAINE 2% vs PBO

Mean change from baseline

1° nonvellus hair count S S S
Patient questionnaire

1° benefit from treatment S S S

1° change in scalp coverage S S S
Investigator questionnaire

2° benefit from treatment NS ) S

2° change in scalp coverage S NS M

S Statistical significance (p <0.05).

M Marginal statistical significance (0.05<p <0.1).
NS Not statistically significant (p >0.1)
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Safety and Efficacy ® ROGAINE® Extra Strength for Men

Efficacy — Males

APREARS THIS viAY

a% Vi (a3 FaRBE: !
ON ODIGINAL

e Two definitive clinical studies (0285, 0001)
based on hair count results

— ROGAINE 5% > ROGAINE 2% > PBO

om e TR WIAY
APPEARS THIS S
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Safety and Efficacy ® ROGAINE® Extra Strength for Men

Efficacy — Males

Superior efficacy demonstrated by:
e Magnitude of effect

— 46% increase in hair counts over
ROGAINE 2% at week 48

e Time to effect

— Response at week 8 with ROGAINE 5%
equivalent to response at week 16 with
ROGAINE 2%

42



Safety and Efficacy ® ROGAINE® Extra Strength for Men

Conclusions — Safety and Efficacy

e ROGAINE® 5% relative to ROGAINE 2%
— Comparable safety
— Superior efficacy

e FDA approvable letter — ROGAINE 5% male
only prescription product

e Support the direct OTC approval of ROGAINE
Extra Strength For Men

43



Stuart Rose
Director Marketing Research
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Label Testing Review

APPEIARS THIS WAY
)

Fi8 movinga
1 Q:i:‘;;fiﬁ;i
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Label Testing Review ¢ ROGAINE® Extra Strength for Men

Gender-Specific Areas of Focus

Mo PR
AEPLARS T
. s“"v’j;hhl fijid\y

VA ORIGINAL

Men

e Label comprehension

Women

e Intent to heed warnings

T ADT Y MARY
LUTPERRE THIS WY

RS DR R PR
17:Y sAsniomdnsdal
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Label Testing Review ® ROGAINE® Extra Strength for Men

NDAC Labeling Questions

sdaad

e Will men appropriately self-select?

e Will women appropriately avoid use?
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Label Testing Review * ROGAINE® Extra Strength for Men

Generalized Test Design

e Mall-intercept interviews

e 300 target audience consumers
— 200 non-users

— 100 users of ROGAINE/store brand
e 20-25 markets

* Broad demographic/socioeconomic representation
e December 1996 — June 1997

48



Label Testing Review * ROGAINE® Extra Strength for Men

Basic Flow of Interview

SRS ¥
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Label Testing Review * ROGAINE® Extra Strength for Men

Objective: Label Comprehension Among Men

""‘i“’ x ¢ el N
O GRIGINAL

XA Fa s

o Appropriate benefit/risk assessment between
ROGAINE Extra Strength and Regular Strength

— More hair growth
— Hair regrowth sooner
— Increased chance of minor scalp irritation

50



Label Testing Review ® ROGAINE® Extra Strength for Men

Interview Content and Flow

APPTARS THIS WAY

51



Label Testing Review * ROGAINE® Extra Strength for Men

Test Stimulus BEST POSSIBLE COPY
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Label Testing Review * ROGAINE® Extra Strength for Men

Results — Benefit Assessment

Percent Correct Response

Non-users ROGAINE users
weenstuswar — otore Complete | Store  Complete
ON ORIGHIAL read read read read
% % % %
Grows more hair 74 80" 77 83
Grows hair faster 72 837 76 83

fStatistically significant between store read and complete read.
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Label Testing Review * ROGAINE® Extra Strength for Men

Results — Risk Assessment

- Percent Correct Response

Non-users ROGAINE users
Store  Complete | Store  Complete
APPEARS THIS WAY
ON ORIGINAL read read read read
% % % %
More likely to 52 68T 53 JAN
cause scalp
irritation
Should switch to 63 67 69 /4
ROGAINE Regular

Strength If scalp
Irritation occurs

TStatistically significant between store read and complete read.

APPEARS THIS waY
O ORIGINAL
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Label Testing Review * ROGAINE® Extra Strength for Men

Conclusions

* Men understand the efficacy benefit
after the store read level

— Grows more hair/grows hair sooner

* Comprehension of risk assessment improves
following a complete read

— Increased chance of scalp irritation

— Switch to ROGAINE Regular Strength

if scalp irritation occurs

* Label further strengthened based on learning
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Label Testing Review ® ROGAINE® Extra Strength for Men

Label Further Strengthened
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Label Testing Review * ROGAINE® Extra Strength for Men

Intent to Heed Warning Among Women

APPEARS THIS WAY

ON ORIGINAL

e FDA raised question about number of women
who would use product given absence of
female offering

* Developed label to strongly discourage female use

e Commissioned Intent to Heed Study to
address issue

APPEARS THIS way
ON ORIGINAL
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Label Testing Review * ROGAINE® Extra Strength for Men

Test Stimulus — Front Panel

BEST POSSIBLE COPY

HAIR REGROWTH
TREATMENT APPER:
somcaL iort 0 0RIGINAL

MAXIAUM STRENGTH
FORMULA

| NOT FOR USE 8Y WOMEN |
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Label Testing Review ¢ ROGAINE® Extra Strength for Men

Test Stimulus — Back Panel gper possipLE copy




Label Testing Review ® ROGAINE® Extra Strength for Men

Objective: Intent to Heed Among Women

APPEARS THIS WAY

i ORIGINAL

e Provide reassurance that very few women would
in fact use ROGAINE Maximum Strength
for Men

e Estimate proportion of women who would
make incorrect choice

* May include women who choose to use despite
risk of unwanted cosmetic effect

APPERRS THIS WAY
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Label Testing Review * ROGAINE® Extra Strength for Men

Test Stimulus

BEST POSSIBLE COPY

HAIR REGROWTH
TREATMENT

HMAXIAUM SIRENGTH
FORZ AULA

l NOT FOR USE DY WOMEN

BN} XL NY

APPEARS THIS WAY
ON ORIGINAL

APPEARS THIS WAY
ON ORIGINAL
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Label Testing Review * ROGAINE® Extra Strength for Men

Interview Content and FI.ow

APPEARS TH|S u
S Way
ON ORIGINAL

APPEARS THIS WAY
ON DRISINAL
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Label Testing Review ¢ ROGAINE® Extra Strength for Men

Results — Product Selection BEST Possipf ¢opy

Percent of respondents

— Correct Incorrect
100 .
90 Non-users
80 | | Users
/0
60
50 |
40 |
30
20
) 1%
10 - 2% 2% 3% °
ROGAINE ROGAINE ROGAINE Store brand Don’t know/
for Women Maximum for Men for men refused
and store brand Strength
for women for Men
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Label Testing Review  ROGAINE® Extra Strength for Men

Results — Not Appropriate for Use

Percent of respondents

BEST POSSIBLE COPY
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Label Testing Review  ROGAINE® Extra Strength for Men

Conclusions

APPIARS THIS WAY
Ui ORIGINAL

* Number of women who would select ROGAINE
Maximum Strength for Men js very small

* Test label adequately discourages female use

APPEARS THIS WAY
ON ORIGINAL
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Label Testing Review  ROGAINE® Extra Strength for Men

Outcome and Action Steps

APPIRARE TS Wy

B M e R ARY I
ON Oty

e Stronger labeling
e Name change
e Re-test

66



Label Testing Review * ROGAINE® Extra Strength for Men

Label Further Strengthened BEST POSSIBLE COF .

Original Revised
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Label Testing Review * ROGAINE® Extra Strength for Men

Label Further Strengthened
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Label Testing Review * ROGAINE® Extra Strength for Men

Interview Content and Flow

APPEARS THIS WAY
ON ORIGINAL

AFFLARS THIS WAY
ON ORIGINAL
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Label Testing Review * ROGAINE® Extra Strength for Men

Results: Purchase Interest

Percent of respondents
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Label Testing Review * ROGAINE® Extra Strength for Men

Results: Comprehension After Complete Read

Percent of respondents

100
90
80
/0
60
50
40
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20
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BEST POSSIBLE COFY

Men only

Non-users
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0% 0%
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Label Testing Review * ROGAINE® Extra Strength for Men

Comparison of Results

APPEARS THIS WAY

ON ORIGINAL
Choice No Choice
ROGAINE Maximum ROGAINE Extra
Strength for Men Strength for Men
“Would select” “Would buy”
Initial design Second design
Non-users 0.5% 34%
Users 3% 37%

APPEARS THIS WAY
ON CRIGINAL
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Label Testing Review * ROGAINE® Extra Strength for Men

Outcome Due to Test Design Differences

APPEARS THIS WAY

4 ORIGINAL

e Absence of choice

— Real world tells consumers what the
choices are

* Yea-saying tendency

APPEARS THIS WAY
ON ORIGINAL
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Label Testing Review ¢ ROGAINE® Extra Strength for Men

Magnitude of Outcome Is Grossly Overstated

BEST POSSIBLE COPY

250,000" Women currently using
ROGAINE for Women"/store brand

8,000,000 Calculated number of women who
would use ROGAINE Extra
Strength for Men as indicated by
second Intent to Heed Study

e 32-fold increase in the number of users

ponmaan e
PO IS by
RO

*Source: A.C. Nielsen Household Panel. 74



Label Testing Review  ROGAINE® Extra Strength for Men

Supplemental Control Arm

APPEARS THIS way
GN ORIGINAL

* Control arm helps put both studies in perspective

* Test design identical to second Intent to Heed
Study except for stimulus

— ROGAINE® for Men (2% MTS)

e [solate and eliminate context bias inherent to
second test design

APPEARS THIS wAY
ON ORIGINAL
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Label Testing Review * ROGAINE® Extra Strength for Men

Control Arm Results

APPEADS THIS way
ON ORIGINAL

Choice No choice
ROGAINE® Maximum ROGAINE Extra ROGAINE
Strength for Men Strength for Men for Men
“Would select” “Would buy”
Initial design Second design Control arm — 2%
Non-users 0.5% 34% 46%
Users 3% 37% 60%

APPEARS THIS WAY
ON ORIGINAL



Label Testing Review  ROGAINE® Extra Strength for Men

Conclusions

APPEARS THIS viaY
CH URIGINAL

e Men will appropriately self-select between
ROGAINE Extra and Regular Strength

 Women will appropriately avoid use of

ROGAINE Extra Strength for Men

* Supports OTC approval of a male-only
ROGAINE Extra Strength product

APPEARS THIS WAY
ON ORIGINAL
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Label Testing Review  ROGAINE® Extra Strength for Men

New Proposed Label

RO 1 ne‘ EXTRA STRENGTH
FOR MEN

INGREDIENY: Minoxidil 5% w/v

PURPOSE:  Hoir regrowmh troatment for men,

UsE:

* &tk Nime b rograw hai:

. With Rogaine Era Steivgth For Man,
visibls rowbs moy be soan as eacly of 2 cwaths with daily
wsngge. For 10me run # oy tcka Dt leect £ mants for casults 0 bo weea,
* Ths ameunt of hiair regrowih i ditferest for ecch persan.
Roga!ntw«'ﬂmwmbrmyme
ﬂ'h; h:useii ,io# ngﬂ‘ ymel’m@ym
or hair s wi et ogain. # yous o aok ses hoir regrowds %,
mpusir-qmdsueyw‘?um dworm e ]

DIRECTIONS: FOR USE BY MEN ONLY. FOR EXTERINAL USE ONRY, Aophs ane 1l with

dr
N
Yoy

WARNMGS: Do not vae it
hove o §

. ) =T '
. H d
mmr , inflored, fected,

inritated ot puinful

°ywdom¢mcwbommhf
o . 18 yoan of

» - 4 '\
g:nt:l’ ug ot habres ond mm

* you vae topicast prescriplion produds on fo soolp

Shga::cmdmadwilyw

Do not use if:

o
*-chust poin, rogid heartbeat, foinness, o dizziness.
-wd%vﬁﬁlwdgfsgdn‘

or

increosed ritotion with Ro: Eatro §

e i o e gt st
Sivengih. # scalp wreitckon worsens, $10p vse and soe o doctor.

Aw;aww;mumamam,mma?.
& groounts of cool tap weter. Keop this ond off drugs out of the reech of children.

S dn o 5o
"""""" sicncd anianes o oo o af;f; C::md Csﬁ:?c:n&fml,{
Badore uea, reord olf fube! information.
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Risk/Benefit & Conclusions
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Risk/Benefit * ROGAINE® Extra Strength for Men

APFELARS THIS Way
U URIGIRAL

“The question we have to ask is not,
‘Can it be labeled so that
nobody uses it wrong?’
but “What happens when people
do use it wrong?’”

Dr. Randy Juhl
Former NDAC Chair

November 17, 1995
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Risk/Benefit « ROGAINE® Extra Strength for Men

Risk/Benefit in Males

APPEARS THIS WAY
ON ORIGINAL

e Comparable safety

e Superior efficacy
— Magnitude of response
— Time to response

e Psychosocial considerations
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Risk/Benefit ® ROGAINE® Extra Strength for Men

Conclusions

e Labeling studies have shown RS s

— Women will avoid ROGAINE
Extra Strength for Men

— Men can choose between ROGAINE 5%
and ROGAINE 2%

o Safety and efficacy have been established

— Clinical trials

— Commercial marketing experience
e ROGAINE Extra Strength for Men is an
appropriate product for direct OTC approval
83



