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Overview

* Purpose of a label comprehension (LC)
study

e Mevacor™ OTC LC study design

e Summary of the study results
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Purpose of a Label Comprehension
Study

* To evaluate whether or not consumers can
comprehend important communication
objectives on the label

— Literate and low literate populations

— Diverse population: Representative of the U.S.
population
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Purpose of a Label Comprehension
Study (cont.)

 Generally performed prior to the behavioral
(actual use) study

 Low comprehension may be predictive of poor
results in the actual use setting

 High comprehension does not necessarily
guarantee success in the actual use setting
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Primary Objective Of the Mevacor
OTC LC study

To evaluate consumer comprehension of the
label used in the CUSTOM actual use study
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Secondary Objectives

 Determine how well respondents correctly
respond to questions designed to try to measure
self-selection

« Evaluate low literacy respondents

« Evaluate non-Caucasian respondents
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Key Communication Objectives

* Provided in your FDA background package
(Tab 6, page 1)

e Summary of Results
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21 CFR 330.10 (a)(4)(v)
OTC labels must:

.. .be likely to be read and understood by the
ordinary individual, including individuals of low
comprehension, under customary conditions of
purchase and use.
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Assessment of Comprehension

Clinical Significance

0% 100%
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FIDYQ

* For people with elevated
LDL "bad™ cholesterol
between 130-170mgdL

* To reduce LDL cholesterol to
129 or below and keep it down

Read back for
.qaﬂ_ﬂrn's more information
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Drug Facts

Active mgred:em {m each mb.‘er}

Lovastatin 20 mg...

Purpose
wCholestarol recucsr

Use To help lowar LOL “bad® cholastaral, which may pravent a first heart attack. This product is for people who meet the requiremesnts in the sections balaw.

Warnings

Do not use if

B | jver disease: Do MOT use if you have liver dissasza,

B Do NOT use if you have had any musda pain, weakness of tendamess from taking a cholesterol-lowaring medicine.

B Pregnant or breast-feeding: Do NOT use if you are pregnant or breast-feeding.

B Allergic to lovastatin: Do NOT use if you know you are allargic to lovastatin or the inactive ingredients in this meadizing, as listed below.

Ask your doctor or pharmacist before use if you are taking

B Any prescription medicine: If you are taking any prescription medicine, ask your doctor or pharmacist before taking MEVACOR™ OTC. Cartain drugs can interact with MEVACOR™ OTC
and can increase the possibility of side effects.

B Other cholestarol-lowaring medicing: Do NOT substitute MEVACOR™ OTC for your prascripiion or non-prescription cholastarok-lowering madizine without talking to your doctor.

B MNew prescriptions: Tell your doctor or pharmacist you are taking MEVACOR™ OTC before you begin taking any new prescription medicing,

Do NOT use unless directed by your doctor if you have

B vary high LDOL “bad" cholesterol 171- 400 ma/dL B healthy HDL *good” cholesters] §0- 200 mgidlL B over had heart disease (heart attack or angina)

B high riglycerides 200-900 mg/dL B had a stroke B diabates

Stop use and ask your doctor if you devealop any unaxplained musda pain, weaknass or endarness. Stop usa immeadiately. This can be a sign of a rare but sarious side effect.

Hyou are diagnosed with a new medical condition, tell your doctor you are taking MEVACOR™ OTC.

Keep out of reach of children. In case of ovardose, get medical help or contact a Poison Confrol Center right away.

How to decide if MEVACOR™ OTC is right for you

Before using you must have

B Tried a haalhy diet and exarcise © reduca your cholastarol.

B Had a fasting cholestercl test within the last year. If you do not know your numbers, call your doctor 1o get themn or get a new tast,

Who can use: You must have YES (blue) answers to all 4 of the following. Total cholestersl is important, but you must know your exact fasting LDL and HDL numbsars.

€ MEVACOR™ OTC is
enly for men 45 years
or alder AND womean
55 years or oldar

Yes, | am a man 45 or older
or a woman 55 or older
—continua

€) MEVACOR™OTC is only
for peopla with LOL *bad”
cholestorol betwaen
130170 mg/dL

Men 44 or younger or
wormen 54 or youngar
114 Do not use - ask your
ot doctor or pharmacist.

Betweaen 1-120 mg/fdL or
171- 400 maydl or don't know
([ Do not use - ask your

doctor or pharmacist.

G MEVACOR™ QTG is only for peapla with one or mora
of these conditions that increase heart risk:
(fyasto any, you may nesd MEVACOR™ OTC.)

I3 You are a smoker may need MEVACOR™ OTC) OR

I3 HOL *good” chalestaral 1-39 mgidL (oo low) O R

3 Heart attack or angina in father or brother before 55;

mother or sistar befora 85 OR
I3 High blood pressura

Yes, | have ona or more of the above — continue

I have nona of the abowve or I'm not sura/don't know
1Ly Do not use - ask your doctor or pharmacist.

)

) MEVACOR™OTC is only
for people who am free of
ALL conditions in the
Wamings saection above

| hiave a condition listed in
Warnings section or don't know

1]/ Do not use - ask your

doctor or pharmacist.

below.
| have & 0y answer
| cannot usa,

Directions
&) Take one tablet daily:

B [fyou stop taking MEVACDR™ OTC, your ]

cholasteral will go back up.

B For best rasults, take it with the evening meal.
(Your body makes more cholasteral at night) | m

B Continue to eat a haathy diet and exarcisa,
Do not take maore than one tablet per day. u

€) Test ai & weeks: See if your LDL test result is 1-128 mgidL: “YES" or “NO"? | €D Tnlk to your doctor if there is a change in your health:

MO - If at & weaks your LDL "bad” cholestarol is highar than 129 mgidl,

{0 stoptaking MEVACOR™ OTC. Talk to your dockr. MEVACOR™0TC

may not be encugh for you.

YES - Fat 6 weeks your LDL “bad” cholesterol is 1-122 mgidL, its working, keap taking
it daily and test your cholesteral onea a year, fyou stop, your cholesterol wil go back up,

Far information on cholesterl tasting, tak to your pharmacist or doctor,

ew prescriptions: Tel your doctor you are taking MEVACOR™ OTC
bafcre you bagin taking any new prescription mecici na.
New medical cordition: If diagnossd with a new medical condtion,
tell your doctor you are taking MEVACOR™ OTC.
Unesplained muscle pain: Stop use immeadiately and talk to your
docior if you davelop any unexplal ned muscle pain, weaknass or
tendarness. This can be a sign of a rare but seious side effect.

Drug Facts (continued)

Inactive ingredients Buiylated hydroxyanisols (BHA), cellulose, FO&C blua No. 2 aluminum lake, laciose, magnesium stearate, and starch.

Other information See inside package for additonal information or call toll free 1-800-XXX-330C or visit us on the web at www Xooooo.com




Study Design
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Recruitment

Subjects were selected if they were found to be
“cholesterol-concerned respondents”

Introducing New Non- Prescription Mevacor™ OTC

Paid $20-25 for
participating

The Simple Way to Lower Your Cholesterol!
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25 sites (shopping malls) across the country
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Study Cohorts

* 696 Total representative sample

— 203 Total low-literacy sample

( < 8th grade reading level)

— 493 Non low-literate sample

— 207 Non-Caucasian sample

— 489 Caucasian sample

DA
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DA

Gender

e 44% male
— 51% > age 45

e 56% female
— 35% > age 55
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Questionnaire

» Tested one label

e Structured interviews

o Refer to the label throughout the study
* Primarily multiple choice

e Scenarios were used to:
— test key communication objectives

— test decision making ability based on information
found on the label
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Scenario for
Unexplained Muscle Pain

Diane has been taking MEVACOR™QOTC for
several weeks. She didn’t do any unusual
physical activity and isn’t feeling sick but she has
started to feel pain in her leg muscles
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Drug Facts

Active mgred':e nt {m each Iab.‘eu
Lovastatin 20 mg...

Purpose
w.Cholastarol recucsr

Use To halp lowar LDL “bad® cholastarol, which may pravent a first heart attack. This product is for people who meet the requirements in the sections balow.

Warnings

Do not use if

B Liver dissase: Do NOT use if you have liver dissasza,

B Do NOT use if you have had any musda pain, weakness o tendameass from taking a cholesterol-lowaring medicine.

B Pregnant or breastfeeding: Do NOT use if you are pregnant or breast-feeding.

B Allergic to lovastatin: Do NOT use if you know you are allargic to lovastatin or the inactive ingredients in this meadicing, as listed below.

Ask your doctor or pharmacist before use if you are taking

W Any prescription medicine: If you are taking any prescriptiion medicing, ask your dector or pharmacist before taking MEVACOR™ OTC. Certain drugs can ineract with MEVACOR™ OTC
and can increase the possibility of side effects.

B Other cholestarol-lowaring meadicine: Do NOT substitute MEVACOR™ OTC for your prascription or non-prascrption cholastarcl-lowaring madizine without talking to your doctor.

B New prescriptions: Tell your doctor or pharmacist you are taking MEVACOR™ OTC before you begin taking any new prescription medicing,

Stop use and ask your doctor if you develop any unexplained muscle pain. weakness or tenderness.

How to decide if MEVACOR™ OTC is right for you
Before using you must have
B Tried a haalthy diet and exarcise o reduca your cholastarol,
B Had a fasting cholestercl test within the last year. If you do not know your numbers, call your doctor 1o get themn or get a naw tast,
Who can use: You must have YES (blue) answers to all 4 of the following. Total cholesterol is important, but you must know your exact fasting LDL and HDL numbsars.
€ MEVACOR™ OTC is €) MEVACOR™OTC is only €) MEVACOR™OTC is only for people with one or more € MEVACOR™OTC is only
enly for men 45 years far peapla with LOL *bad” of these conditions that increase heart risk: for people who am free of
or oldar AND waman cholestarol batween (tyasio any, you may need MEVACOR™ OTC.) ALL conditions in the
G5 years or aldar 130 =170 meg/dL 13 You are a smoker (may need MEVACOR™ OTC) OR Wamings saction above
I3 HOL *good” cholestaral 1-39 mgidL (oo low) O R
3 Heart attack or angina in father or brother before 55;
mother or sister befora 65 OR
I3 High blood pressura

Yes, | am a man 45 or older
or a woman 55 or older
~ continus

| hava a conditicon listed in

Man 44 ar younger ar
women 54 or younger
171 Do not use - ask your
ductornrpharmn:lﬂ

Betwaen 1-120 mg/fdL or
171- 400 maydl or don't know
(:[1J Do not use - ask your

doctor or pharmacist.

Yes, | have ona or more of the above — continue

I have nona of the abowve or I'm not sura/don't know
t.',':i Do not use - ask your doctor er pharmacist.

Warnings saction or don't know

{174 Do net use - ask your
dector or pharmacist,

Directions
&) Take one tablet daily:

I you stop taking MEVACOR™ OTC, your

cholasteral will go back up.

MNO- Ifat & mgksytnur LDL "bad" choles
iy Stoptaking MEVACOR™ OTC. TaJhc
may not be ancugh for you.

Forbest raults,tak it it the avening el Unexplained muscle Dain: Stop use immediatelv and talk to your
(*four body makes more cholasterol at nightyy | @ YES— K at 6 weeaks your LDL *bad” cholas . . .
Coninus o cat a heathy dit and exerciss, | Ity and et your chokestero oncea 3l IOCTOF if yYoU dlevelop any unexplained muscle pain, weakness or

Domettake mors hanons tatletperchy. [ Forinomaton encholsserotte<ing, wH8 tanderness. This can be a sign of a rare but serious side effect.

Drug Facts (continued)

Inactive ingredients Buylated hydroxyanisola (BHA), cellulose, FD&C blua No. 2 aluminum laks, lactose, magnesium stearate, and starch.

Other information See inzide package for additonal information or call toll free 1-800-XXX-X3 X or visit us on the web at www . Xoo0oo.com




Answer Definitions

e Correct:
If a respondent’s answer adhered to the label

« Acceptable:

If a respondent’s answer did not
specifically adhere to the label

“but would not pose a safety risk”
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Answer Options for the
Unexplained Muscle Pain Scenario

e Stop using Mevacor OTC. Must talk to a doctor (C)

e Continue to use Mevacor OTC but must talk to a
o [o]ei (o] VAY

o Stop using Mevacor OTC. Does not need to talk to
doctor (A)

 Continue to use Mevacor OTC and does not need to
talk to a doctor (1)

 Don’t know ()
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Results of the Unexplained Muscle
Pain Scenario:

Cohorts Correct Correct plus
Acceptable
Total 79% 98%
Caucasian 81% 98%
Non-Caucasian 74% 99%
Non-Low Literacy 79% 99%
Low Literacy 719% 97%
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Scenario for Liver Disease

Barbara has liver disease:
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Drug Facts

Active mgred:em {m each mb.‘er}

Lovastatin 20 mg...

Purpose
wCholestarol recucsr

Use To help lowar LOL “bad® cholastaral, which may pravent a first heart attack. This product is for people who meet the requiremesnts in the sections balaw.

] Allarglt: m In'.rasr.atln Dc NOT uss rf yuu knu::w Ycu ﬁre ﬁllarglc m bva,smun or the inactive ingredients in this madizing, as listed below.
Ask your doctor or pharmacist before use if you are taking

B Any prescription medicine: If you are taking any prescription medicine, ask your doctor or pharmacist before taking MEVACOR™ OTC. Cartain drugs can interact with MEVACOR™ OTC
and can increase the possibiity of side effects

B Other cholestarol-lowaring medicine: Do NOT substitute MEVACOR™ OTC for your prescripion or non-prascription cholastarol-lowering madicing without talking to your doctor.

B MNew prescriptions: Tell your doctor or pharmacist you are taking MEVACOR™ OTC before you begin taking any new prescription medicing,

Do NOT use unless directed by your doctor if you have

B vary high LDOL “bad" cholesterol 171- 400 ma/dL B healthy HDL *good” cholesters] §0- 200 mgidlL B over had heart disease (heart attack or angina)
B high riglycerides 200-900 mg/dL B had a stroke B diabates

Stop use and ask your doctor if you devealop any unaxplained musda pain, weaknass or endarness. Stop usa immeadiately. This can be a sign of a rare but sarious side effect.
Iyou are diagnossd with a new medical condition, tell your doctor you are taking MEVACGOR™ OTC.

Keep out of reach of children. In case of ovardose, get medical help or contact a Poison Confrol Center right away.

How to decide if MEVACOR™ OTC is right for you

Before using you must have

B Tried a haalhy diet and exarcise © reduca your cholastarol.

B Had a fasting cholestercl test within the last year. If you do not know your numbers, call your doctor 1o get themn or get a new tast,

Who can use: You must have YES (blue) answers to all 4 of the following. Total cholestersl is important, but you must know your exact fasting LDL and HDL numbsars.

€ MEVACOR™ OTC is
enly for men 45 years
or alder AND womean
55 years or oldar

Yes, | am a man 45 or older
or a woman 55 or older
—continua

€) MEVACOR™OTC is only
for peopla with LOL *bad”
cholestorol betwaen
130170 mg/dL

Men 44 or younger or
wormen 54 or youngar
114 Do not use - ask your
ot doctor or pharmacist.

Betweaen 1-120 mg/fdL or
171- 400 maydl or don't know
([ Do not use - ask your

doctor or pharmacist.

G MEVACOR™ QTG is only for peapla with one or mora
of these conditions that increase heart risk:
(fyasto any, you may nesd MEVACOR™ OTC.)

I3 You are a smoker may need MEVACOR™ OTC) OR

I3 HOL *good” chalestaral 1-39 mgidL (oo low) O R

3 Heart attack or angina in father or brother before 55;
mother or sistar befora 85 OR

I3 High blood pressura

Yes, | have ona or more of the above — continue

I have nona of the abowve or I'm not sura/don't know
1Ly Do not use - ask your doctor or pharmacist.

) MEVACOR™OTC is only
for people who am free of
ALL conditions in the
Wamings saection above

| hiave a condition listed in
Warnings section or don't know
1]/ Do not use - ask your

| have & 0y answer
| cannot usa,

doctor or pharmacist.

Directions
&) Take one tablet daily:

B [fyou stop taking MEVACDR™ OTC, your ]

cholasteral will go back up.

B For best rasults, take it with the evening meal.
(Your body makes more cholasteral at night) | m

B Continue to eat a haathy diet and exarcisa,
Do not take maore than one tablet per day. u

€) Test ai & weeks: See if your LDL test result is 1-128 mgidL: “YES" or “NO"? | €D Tnlk to your doctor if there is a change in your health:

NO - If at & waaks your LDL "bad” cholkestardd is highar than 129 mgadL, L

{0 stoptaking MEVACOR™ OTC. Talk to your dockr. MEVACOR™0TC

may not be encugh for you. L]

YES - Fat 6 weeks your LDL “bad” cholesterol is 1-122 mgidL, its working, keap taking
it daily and test your cholesteral onea a year, fyou stop, your cholesterol wil go back up,

Far information on cholesterl tasting, tak to your pharmacist or doctor,

ew prescriptions: Tel your doctor you are taking MEVACOR™ OTC
bafcre you bagin taking any new prescription mecici na.
New medical cordition: If diagnossd with a new medical condtion,
tell your doctor you are taking MEVACOR™ OTC.
Unesplained muscle pain: Stop use immeadiately and talk to your
docior if you davelop any unexplal ned muscle pain, weaknass or
tendarness. This can be a sign of a rare but seious side effect.

Drug Facts (continued)

Inactive ingredients Buiylated hydroxyanisols (BHA), cellulose, FO&C blua No. 2 aluminum lake, laciose, magnesium stearate, and starch.

Other information See inside package for additonal information or call toll free 1-800-XXX-330C or visit us on the web at www Xooooo.com




Answer Options for the Liver
Disease Scenario

This person should not use at all (C)

Before using, this person needs to talk to a
doctor (A)

This person could start using right away (I)

Don’t know (1)
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Results of the Liver Disease
Scenario:

Cohorts Correct Correct plus
Acceptable
Total 69 % 99 %
Caucasian 68 % 99 %
Non-Caucasian 71 % 99 %
Non-Low Literacy 70 % 99 %
Low Literacy 65 % 100 %
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Study Results

Based on % of Correct Answers from the Total
Representative Sample

(answers adhered to the label)
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% Correct Answers: Dosing, Other Info:

* 99% What the product is used for

* 99% Dosage and dosing information

* 959% Need to consult with health care professional prior
to use If on a Rx drug

e 92% Active ingredient

 87% Time frame for cholesterol testing

« 86% Prerequisite of diet and exercise before taking the
medication

« 82% Evening best time of day for dosing

e 78% Need to fast for cholesterol testing

* 59% Cholesterol will go up if Mevacor™ OTC is stopped
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% Correct Answers for Scenarios that
Indicate the Need to Stop Mevacor™ OTC.:

e 47%-90%

e /9% Unexplained muscle pain
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0% Correct Answers: Self-selection
Scenarios

e 37-81%
— 54%: average correct answers

— 72%: allergy to lovastatin

— 42%: prior Hx of muscle pain on a cholesterol-lowering

medicine
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% Correct Answers: Listed Under the
“Do Not Use If”

— (4% pregnant
—77% breast feeding

—69% liver disease
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0 Correct Answers: False Positives

Correct Correct plus Acceptable
Developed a Cold 66%0 98%
Tums for Indigestion 2% 96%
Poison lvy 64% 94%
Gas from Food 69% 95%
Constipation 64% 95%
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Self-Selection

Respondents were asked if they could start
Mevacor™ OTC today. This answer was
compared to the self-reported medical history
guestions and demographic data in order to
validate if the response was correct
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Self-selection

* 696 Total Representative Sample

— 461 respondents reported they “could not start
Mevacor OTC today”

— 209 respondents reported they “could start Mevacor
OTC today”

— 26 respondents reported they “Did not know”
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Self-selection Results

e 461 (100%) out of the 461 Respondents who
reported they “could not start Mevacor OTC
today” self-selected correctly according to label
criteria

e 3 (1%) out of the 209 Respondents who
reported they “could start Mevacor OTC today”
self-selected correctly according to label criteria

o 464 (67%) out of the 696 total Respondents
self—selected correctly according to label criteria
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Summary: Study Design

 Well designed study
— Diverse population

— Non-Caucasian and low-literate

— Non-leading well constructed Questions

— Study was able to distinguish varied levels of
comprehension
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Summary: Clinically Significant
Communication Objectives

Clinical Significance

0% 20% 40% 60% 80% 100%
explained muscle pain (47%) unexplained

muscle pain (79%)

iver disease (69%) breast feeding (77%)

allergy to lovastatin (72%) — pregnant (74%)
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Summary: Self-Selection

e Total number who self-selected correctly
according to the label

—464 out of 696 (67%)

e “Could start Mevacor ™ OTC today”
—3 out of 209 (1%)
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Summary: Correct vs. Acceptable
o “acceptable” answers increased most scores >90%

e« Some “acceptable responses” could be correct:
— Do Not Use-Ask a doctor or pharmacist or
— Do Not Use unless directed by your doctor

 The “acceptable” answers often contained “ask a
doctor” even when not indicated to do so on the
label

 Respondents often had a > 50% (3 out of 5)
chance of selecting either a correct or “acceptable”
answer
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