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What do people need to make
good decisions?

Facts Values

Good detisions




In the past, people were not the intended
audience for drug facts
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Federal Food, Drug, and Cosmetic Act, 3 Fed. Reg. 3168 (December 28, 1938)



Direct-to-Consumer Ads

Peaceful, restful sleep.

s i o o

Assertion of efficacy - no data

~— (eszopiclonee

1, 2 AND 3 MG TABLETS

Lunesta not only helps more

people fall asleep fast, it helps
you sleep all through the night.

If you've been hesitant to take a prescription
sleep aid, be sure to ask your doctor about Lunesta. See important patient information on the next page.

Leave the rest to Lunesta



Direct-to-consumer advertisements for prescription drugs:
are Americans being sold?

Steven Wamoshin, Lisa M Schwanz, Jennifer Tremmaei, H Gl

Summary Introduction

The frst direct-to-consumer advermisement for o
Background Pharmaceulical companies spent USE1-B prescription drug appeared in Meeder’s Digert in 1951
illisar ar direcl-Lo-ConSurmes adveriisements (=] in IS4 Owver the next few vyears, other such
praseriplion drogs m 1299, Cur gim was s establish whatl advertsements were published, and the U% Food and
meEssages are being communicated 1o the public by thege Dirugs Adminmstrotion FI34 became worried that
afwerlisements. little was known about the potential effect of swck

advertisements on the public. Conseguently, in 19
Methods We investigated the conlenl of adeertisamanls the FIA initiated am advertising moratorium while it
whach garines in the USA. We examinad stdied the issues and considered the regulavory
e published between July prinons Although they concluded that “direct mo
g pukbklic prescripuon sdverising was not i the
the FIFA lifted the morotoriom in

The rule - not the exception
Efficacy asserted with vague qualitative statement
- only 13% presented data

- when data was presented, typically in exaggerated format -
relative risk reductions without absolute risks




Brief Summary

Lunesta

summary of informa
i g LUNESTA.
instructio
15 be &

Safe Use Of Sleep Medicines

No data on efficacy
(or side effects)

ume. In

Note: This summary provides important information about
LUNESTA. If you would like more information, ask your
doctor or pharmacist to let you read the Prescribing
Information and then discuss it with him or her.

Rx only

f& ccobarmp




Medication Guide

MEDICATION GUIDE
LUNESTA® (li"-nes"-ta) Tahlets, Coated C-IV

{eszopiclone)

Esad the Medication Guzde that comes with LUNESTA before vou start takmg 1t and each time
yvou get a refil]

of talking to v

What is the u No data on efficacy

Afrer talang ] . nd do an
activity that 3 (Or S|de effeCtS) ember
that vou did s *tivities if
vou drnk alco orted

activities mely

driving a car ("sleep-drrving ™)
making and eating food
talking on the phone

having sex

sleep-walkmg

Call vour doctor right away if you find out that you have done any of the above actvities
after talang LTUNESTA.




Currently Approved Label

21476 FDA approved labeling text 1.24.08
Chronic Insomnia (Adults And Elderly)

The effectiveness of LUNESTA was established in five controlled studies in chronic insommnia.
Three controlled stUd e et e p e Sl S e e 10 elder]y
subjects with chronic

No data on efficacy

(lots of side effect data)
In the first study, adu double-blind.

parallel-group trial oi i ] ] mg with placebo.
Objective endpoints were measured for 4 weeks. Both 2 mg and 3 mg were superior to placebo
on LPS at 4 weeks. The 3 mg dose was superior to placebo on WASO.

Adults

In the second study, adults with chronic insomnia (n=788) were evaluated using subjective
measures in a double-blind, parallel-group trial comparing the safety and efficacy of LUNESTA
3 mg with placebo administered nightly for 6 months. LUNESTA was superior to placebo on
subjective measures of sleep latency, total sleep time, and WASO.




FDA Review Documents

U.S. Food and Drug

CENTER FOR DRUG EVALUAT
FOuA Home Page | COER Home Page | COER Site Ind

*1 021476_Lunesta_medr-1.PDF (403 pages)

will offer @ brief review of the relevant data, and the recommendation of the

Drug

CDER Home Information

About CDER

CO

i povwered i =™
Search by GOUGLE

Regulatory
Guidance

placebo.

2) Study 046 was a parallel group study in which patients with chronic insomnia
were randomized fo receive 2 mg. 3 mg. or placebo for 44 days.

3) Study 049 was a parallel group study in which patients with chronic insomnia
were ra ed to receive eithor 3mg or placebo for 6 months.

4) Study 047 was a parallel group study in which elderty patients with chronic.
insomnia were randomized to receive 2 mg or placebo for 2 weeks.

5) Study 048 was a parallel group study in which eldery patients with cheonic

a7

98

99

e Approval Tetter(s) A

Printed Labeling -

Medical Review(s) &=

+« Pharmacology Review(s) &

« Statistical Review(s) A

s Microbiology Review(s) B

+« (Clinical Pharmacologv Biopharmaceutics Reviey

s Administrative Document(s) & Correspondence o8

Table VIC21. Efficacy Results on Subjective Sleep Latency from the 6- month Doub
Blind Phase of Study 190-049 (A subjective sleep study in non-elderly patients with
Chronic Insomnia).

ITT Population
Time Interval Statistic p . 3 O 6 Esopiclone 3 mg P-value
(n=593)
Month 4-6 Average Mean (SD) 64.7 (56.4) 46.7 (45.6) <0.0001
[primary endpoint] Median 4.8 3.7
Min, Max 4.1,330.0 2.1, 565.0
Month -1 Average Mean (SD) 6.1 (54.8) 45.3 (H0.0) <0.0001
Median 50.% 321
Min, Max 5.0.330.0 48,1733
Month 1 Mean (SD) T1.3(59.8) 44.3(36.5) <1000 1
_Median 525 33
Min, Max — O
Month 2 Mean (SD) 65.4(56.9) 45.1 (46.2) <0.0001
Median 500 130
Min, Max _— ]
Month 3 Mean (SD3 [ 63.2057.1) | 46.3 (53.9) <0.0001
Median I 45.0 l 30.0
Min, Max —
Month 4 Mean (SD) 64.3 (59.8) | 47.8 (0.5 <0.0001
Median 5.0 I 300
Min, Max
Month 5 Mean (SD). 66.6 (74.6) 45.3 (45.4) <0.0001
Median 438 L0
Min, Max — ]
Munth 6 Mean (5D 611 (5.9 | 970 50.60 20,000
Median 450 | 300 ]
Min. Max —

Nute: This table sununarizes data for Population A 1, see Frawres 971,20 and 1012 for the deseription of the populatioas,

Note: Fur each subjeet, "M 123 Averapye

Average” reprresents the

averayge oviey Moy

T represents the average o

ver Moniths 1-3 of the double-blind period, and “Month -6




Precederit: FioA nutiiton fzots hox
the facts to c«
i;ocon
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KRISPIES”
Nutrition Facts

Serving Size 1 Box (39g)

Amount/Serving
Calories 150

Calories from Fat 10
.  oF % DV*
cocon Total Fat 1g 2%
KRI PIES Saturated Fat 0.5g 3%
Trans Fat Og

S— Cholesterol 0mg 0%
Sodium 240mg 10%
Total Carb. 34g 11%
Dietary Fiber 1g 4%

Sugars 18g

Protein 2g

Vitamin A 10%eVitamin C 30%
Calcium 4%-=Iron 30%
Vitamin D 15%eThiamin  30%
Riboflavin 30%eNiacin 30%
Vitamin Bs 30%eFolic Acid 30% /
N \/itamin B1230%=Zinc 10%
Phosphorus 4%

“Percent Daily Values (DV) are “
based on a 2.000 ralorie diat




Prescription Drug Facts: AMCID (amoditine)

. 15 drug for? C eve
Whe might consider taking it? Men and wo cid reflux Descrlptlve |nf0rmat|0n

Who should NOT take it?
Recommended testing MNone

Other things to consider doing Eat frequent small me
which trigger your syn
=3 doseto hedtim

Simple tabular display
How well does the drug work? of quantitative info

What is the chance of the outcome _
Benefit data

If | take or do_not take the drug?

What side effects does the drug cause?

What is the chance of different problems Side effect data

If | take or do not take the drug?

New drug warning



Drug Facts Box
Progress Report

Four studies testing the box
1. Boston Study (2003)

2. Vermont Study (2007)
3. National Randomized Trial: Symptom Drug Box Trial (2009)

4. National Randomized Trial: Prevention Drug Box Trial (2009)

Implementing the box at the FDA



A story: The box goes to Washington

FDA U.S. Food and Drug Administration <¢

CENTER FOR DRUG EVALUATION AND RESEARCH
g | COER Site Info | Contact COER | What's New (@ COER

CDER Home Pa

FOA Home Page |

Drug Regulatory CDER Specific CDER
COER Home About CDER Information Guidance Calendar Audiences Archives

Division of Drug Marketing,

-Invited to FDA & met with 20 officials who:

* Liked drug box idea donsibility for
advertising

CLE

DDMAC
Nin xS
o * Challenged us to show that consumers

R want, value, and understand benefit data =
—

Regulatory

- entorcement and education programcand by [Oserng berer
Information prog 3 g

communication of labeling and promotional information to both

Submission healthcare professionals ang€onsumers.”

Information Information Abo Yhat DDMACR&viewers Do

FAQs 3 e e L -
DDMAC revie 5§ have responsibility for reviewing prescription

Research drug advertising and promotional labeling to ensuare that the

information contained in these promotional materials is not false
Presentations or misleading. They engage in a variety of tasks to perform this
responsibility, including: providing written comments to
pharmaceutical sponsors on proposed promotional materials to
ensure clear and unambiguous communication of the laws and
regulations relating o prescription drug promotion; reviewing
Contact us complaints about alleged promotional violations: initiating
- enforcement actions on promotional materials that are false or
misleading; comparing the product labeling and promotional
materials of various closely related products to ensure that the

SN [ — — — ———ta Mo WD AL




1. Boston Study

Study Features (n=203)

~ -Test simple "benefit box"

PRIDCLO StuDY FINDINGS]
20,000ad ultswith heart or vascular diseas e were given -I nterV|ewer StUdy

PRIDCLO or aspirinfor 2 year s. Here'sw hat hap pened:

N @ orient participants o box
ask how they like it

Did PRIDCLO help?
Fewer people hada heat att ack (0 .6% fewer) 3.3% 2.7%
33in 1000 27in 1000

simple comprehension tasks

No dif fere ncein dying from ah eart attack About 1.4% in both groups
14 in100 0

No dif fere ncein dying from any thing About 5.5%i nbothgroups
55in 10 00




Would you prefer to see this ad with
or without the facts box?

No Preference

Prefer ad without box Prefer ad with box

Strongly Slightly Sliglhtly Sltrongly

0% 20% 40% 60% 80% 100%




Read related papers by Joel Weissman et al., Pat Kelly, David Riggs et al.,
James Jeffords, Henry Waxman, and Peter Pitts.

DatTaWAaTCH
|

The Value Of Benetit Data In
Direct-To-Consumer Drug Ads

Simple tables showing drugs’ expected outcomes are understood and

valued by consumers.

by Steven Woloshin, Lisa M. Schwartz, and H. Gilbert Welch

ABSTRACT: Direct-to-consumer (DTC) pharmaceutical ads typically describe drug benefits
in qualitative terms; they rarely provide data on how well the drug works. We describe an

“Most people we interviewed want benefit data In
drug ads, can understand these data, and are
Influenced by them.”




2. Vermont Study

Prescription DrugF act s: NOLVADEX (tamoxifen

|

W hat isthis drugfo r? ] [ nance of getting breast cancer

Study Features (n=274)

W ho might considertakingit? Womenat highri sk of getting breast cancer (1.7% or
higherrisko ver 5years). You can calcul at e your breast
cancer risk at http: //bcra.nci.nih.gov/btc.

W hoshould not take it? Womenwhoa repregnan t orbreastfeeding

Recommendedt esting Havea yearly checkupth a includ esag ynecological _More Complex bOX table

examinat ion and blood tests

Otherthings to consider doing No other medicinesare app roved to red uce breast Wlth 9 rOWS Of 2 COIumnS Of

cancer riskf orwo men wh o have not had breast cancer

data.

13,00 0 women at highrisk of getting breast cancerw ereg ivenNO LVADEX
orasu garpi ll for 6 years. Here'swhat happe ned:

W om en given W om en given - | I I I
et d e ren co did N OLVAD EX makes oSS No Instructions or training on
mg a day

how to use the box

Fewer women got invasive bre ast cancer 14%
Fewer women died from breast canc er 0.0 5%

Did NOLVAD EX have side eff ects ? -More demandlng taSkS

Life th reatening side effects

M orew omenha d a bloodcl otin theirleg orlungs
M orew ome nha d a stroke

M orew ome n gotinvasive uterine canc er

Symptom side effects
Morew ome nha d hotfl ash es
M orew ome nha d vagina dischar ge
M orew ome nha d catara cts needi ng surgery

Other thingstok now
Dying for anyr eason 1.1% 0.9%

Howlo ng hast he drug been in use?

Nolvadex was first app roved by the FDAIn1 982 - Studies show that mostse riousside effectsor
recallsof new drugshappen during their first5 years of app roval.




The Drug Facts Box: Providing Consumers with
Simple Tabular Data on Drug Benefit and Harm

Lisa M. Schwartz, MD, MS, Steven Woloshin, MD, MS, H. Gilbert Welch, MD, MPH

“Most participants — even those with lower
formal educational attainment — were able
to understand and use the tabular data.”

»

Dartmonth’s *Community Medical School”™ public lecture
series and Dartmouth Hitchcock's Center for Shared Deci
sion Making and 88 veterans and their families recruited
from waiting rooms in the Veterans Affairs outpatient
clinic, White River Junction, Vermont. Design. Cross
sectional survey. Participants were tested on their compre
hension of the study findings table about the drug tamoxifen

gqneer in the tamdxfen v. the placebo group.
s glso alfle fo vse the table to make

got breds
Most participants
comparisons. Conclusion™3
with lower formal educational attainment—were able to
understand and use the tabular dota. Kev words: risk com
munication; decision aids; pharmaceutical decision making,
(Med Decis Making 2007 ;:27:655-662)

§ participants—even those

irect-to-consumer pharmaceutical advertisements
have heen criticized for how they present data
on drug benefit and side effects.™* Dmg benefit
is rarely quantified, and when quantitative data are
provided, they are typically progided in a format

that tends to exaggerate perceptions of the effect
size—namely, a relative change with no base rate
(e.g., “lowers heart risk by 40% v. placebo,” without
stating the risk in the placebo group).” Although side
effect data often appear in ads, they are generally




"Gold standard" trials to generate the highest quality
evidence In the target audience: US consumers

70

(identified by random digit dialing)

l

Randomization
(second page of ad)

d N\

Drug Facts Box Brief Summary
Second Page Second Page

NCT 00450931, NCTO0753857



R
3. Symptom Drug Box Trial

~ Taste summer without getting burned.
Relax. Just - - and heartburn’s done.

Study Features (n=231)

Real world challenge: Show people ads for 2

Amcid % drugs treating the same condition.
¥ (H2 blocker) =

The drugs have similar side effects but one is
substantially more effective.

Can people choose the objectively better drug?

\Y EV(e]}
(PPI)




Control: Ads + Brief Summaries

i 1 owaTa o A

It’s time for a

Maxtor summer.

You already know that the makers of prescription
Maxtor are the sxperts in acid reflux disease. And
that Maxtor can halp keep you heartbum free.

Get your Now you can telf your friends whe may suffer from

acid relief nowr fraquent and povsistant RIERMou? 1 2 % Eaks
388-636-9963
Remember to take your Ma x tOr as directed for 24
hours of complete heartburn reffel that’s possibie
with Maxtor.

Maxtor
(Moprasozole) MGOPUES

Taste summer without getting bur

Relax. Just and heartburn’s d Am C i d
(H2 blocker)

When heartburn keeps coming back...

=

© ey & oy Erokmuy ST i

Drug Box: Ads + Drug Boxes
Maxtor

It’s time for a

Maxtor summer.

You already know: that the makers of prescription
Maxtor are the axperts in acid reflux disease. And
that Maxtor can help keep you heartbum free.

Got your Now you can tell your fiands who may suffer from

acid relief nowr fraquent persistent heartburn about Mo x tor
1-888-636-9963
Remember to take your (& x EOF as directed for 24
hours of complete heariburn rellel that’s possibie
with Maxtor.

Maxtor
(Moprasozole) 204

Taste summer without getting burn

Relax. Just and heartburn’s dc Am C l d

tion Drug Facts: MAXTOR (moprasozole)

ard

* takimg in? —

Wha shauld NOT take it?

Recommended vesting

re pregnast or bre

Sther things te consider doing wmall mesks, avoi §

What differsnce did MAXTOR make?

Beopie given Peopie givan
» sugar pill MAXTOR

Did MAXTOR haip?
Eeswer psopbe Taking MAXTOR Ted Resrtiurm (Fo% fewer)

P60 iffernenon Detween AMCID and 8 suger pill

Symptam cide effects

Hew long has the drig been in use?
Aator was v 2 907~ Ruidbes
"

(H2 blocker)

When heartburn keeps coming back

sty & ol Erekmy SHIT e s e o

Whe shasld

Recommended tey

tlon Drug Facts: AMCID ¢amoditine)

ware given AMCID

ere’s what happened

F

oo dibarmeoy = diarban

in dféarmmen e dizsinsac




In your opinion, how does MAXTOR compare to AMCID in relieving heartburn?

a. MAXTOR is a lot more effective
b. MAXTOR is a little more effective
c. MAXTOR is about the same

d. MAXTOR is a little less effective

e. MAXTOR is a lot less effective

MAXTOR STUDY FINDINGS BOX

soo people with bothersome heartburn were given MAXTOR

or a suqar pill for 2 weeks. Here's what happened:

What difference did MAXTOR make?

Did MAXTOR help?
Fewer people taking MAXTOR had heartburn (70% fewer

People given
a sugar pill

81%
810 in 1000

People given
MAXTOR
(20 mg a day)

1%
110 in 1000

Taste summer without getting burned.

AMCID STUDY FINDINGS BOX

Relax. Just and heartburn’s done.

or a sugar pill for 2 weeks. Here's what happened:

what difference did AMCID make?

Did AMCID help?
Fewer people taking AMCID had heartburn (17% fewer)

People given
a sugar pill

T CHICKEN
ﬁs o
0DA

oo people with bothersome heartburn were given AMCID

People given
AMCID

(20 mg a day)




Maxtor [PPI] is “a lot more” effective

Control

Drug Box

0% 20% 40% 60% 80% 100%

% with correct answer



In your opinion, how do the side effects of MAXTOR compare to AMCID?

a. MAXTOR side effects are more serious
b. AMCID side effects are more serious
c. The side effects are about equal

== ‘ Did MAXTOR have side effects?
ife threatening side effects
% difference between AMCID and a sugar pill None observed

ptom side effects

dfference in abdominal pain About 5% in both groups
50 in 1000

fifference in diarrhea About 4% in both groups
40 in 1000

o difference in headache About 3% in both groug
30 in1000

i
Taste summer without getting burned.
Did AMCID have side effects?
Life threatening side effects
No difference between AMCID and a sugar pill None observed

Relax. Just and heartburn’s done.

Symptom side effects

MNo difference in headache About 5% in both groups
50 in 1000

No difference in diarrhea About 2% in both groups
2o in1oco0

No difference in dizziness About 1% in both groups

10 in1000
When heartburn keeps coming back...




Maxtor [PPI] is “a lot more” effective

@e]plifo]
Drug Box

PPl and H-2 blocker side effects are “about equal”

Control
Drug Box

Imagine you had bothersome heartburn.
If you could take either Maxtor or Amcid for free, which drug would
you rather take? % choosing Maxtor

Control
Drug Box

0% 20% 40% 60% 80% 100%

% with correct answer



4. Prevention Drug Box Trial

Study Features (n=219)

Two drugs used to reduce the risk for future
* events that are important but relatively rare.

Concor

(statin)

Current ads for statin and clopidogrel for

preventing second heart attacks.

Does the box result in more accurate perceptions
of drug benefits and side effects?

Pridclo
(clopidogrel)




Control: Ads + Brief Summaries

ACTS @‘ colr:.-arﬁr e — ]

Concor
(statin)

| [ POSSIBLE SIDE EFFECTS
OFCONCOR

(WHO 1S CONCOR FOR?
"

Pridclo
(clopidogrel)

F =

Drug Box:

Ads + Drug Boxes

Concor
(statin)

n Drug Facts: CONCOR (convastating

Pridclo

(clopidogrel)

wug Facts: PRIDCLO (pricogrel)

PRIDELD STupy FinoiNGs Box




Benefit

1009%;

80%

60% 1

40%

20% -

0% -

0-0.7%

Perceived absolute risk reduction(calculated)

In heart attacks with Concor [statin]

0.8%

Lo

M Control
B Drug Box

0.9-5% 6-10% 11-20%

21-30% 31-40% 41-70%

No
answer



Side Effects

"How would you describe the side effects of Concor [statin]
for people with heart or vascular disease?"

70% ]

60% ]

50% B Control
B Drug Box

40% 1
30%
20% 1

10% -

0% |
None or Small Moderate Large or
very small very large



"Are the benefits of Concor [statin] worth the possible side
effects for people with heart or vascular disease?"

®e]plife] Drug Box

% Yes 86% 12%




Cautions

While comprehension was high, the information in the box
was not accessible to everyone.

The trials tested drug boxes in only 4 direct-to-consumer
ads. If other ads communicated outcome data better,
the effect of the drug box would be reduced.




Annals of Internal Medicine

Summary: Effectiveness of the Drug Facts Box

ARTICLE

Communicating Drug Benefits and Harms With a Drug Facts Box: Two

Randomized Trials

Lisa M. Schwartz, MD, MS; Steven Woloshin, MD, MS; and H. Gilbert Welch, MD, MPH

Background: Direct-to-consumer prescription drug ads typically do
not provide data on how well the drug works. Consumers require
this fundamental information to make informed decisions.

Results: In the symptom drug box trial, 70% of the drug box
group and 8% of the control group correctly identified the PPI as

being “a lot more effective” than the histamine-2 blocker (P <
[ANATARN amel QN0 ams D007 mevvrncthis  vacommisoad Hhat Hhe cida

"A drug fact box improved US consumers' knowledge

of prescription drug benefits and side effects. It
resulted in better choices between drugs for current
symptoms and corrected the overestimation of
benefit in the setting of prevention."

Participants: Adults age 35 to 70 years who completed a mailed
survey; the final samples comprised 231 participants with com-
pleted surveys in the symptom drug box trial (49% response rate)
and 219 in the prevention drug box trial (46% response rate).

Intervention: In both trials, the control group received 2 actual
drug ads (including both the front page and brief summary). The
drug box group received the same ads, except that the brief sum-
mary was replaced by a drug facts box.

Measurements: Choice between drugs (primary outcome of the
symptom drug box trial) and accurate perceptions of drug benefits
and side effects (primary outcome of the prevention drug box trial).

QuLCOme Adld DeLLer, e erect 01 e arug pox would pe reauced.

Conclusion: A drug facts box improved U.S. consumers’ knowl-
edge of prescription drug benefits and side effects. It resulted in
better choices between drugs for current symptoms and corrected
the overestimation of benefit in the prevention setting.

Funding: National Cancer Institute and Attorney General Consumer
and Prescriber Education Program.

Ann Infern Med. 2009;150:* * * FILL THIS IN * * *,
For author affiliations, see end of text.
ClinicalTrials.gov registration numbers: NCT00450931, NCTO0753857.
This article was published at www.annals.org on 17 February 2009,

www.annals.org




Drug Facts Box
Progress Report

Four studies testing the box
1. Boston Study (2003)

2. Vermont Study (2007)
3. National Randomized Trial: Symptom Drug Box Trial (2009)

4. National Randomized Trial: Prevention Drug Box Trial (2009)

Implementing the box in the FDA



FDA "LABEL"

FDA "Review Documents"

® Drug facts box

Doctors & Patients

Drug facts box

Drug facts box

FDA official suggested an earlier
role for the box.

- Reviewers are independent
clinician experts who know the
drugs better than anyone else.

- They have access to totality of
published and unpublished data.



FDA "Review Documents"

The drug facts box could
promote structure in both the
review documents and the label.

Drug facts box

FDA "LABEL"

* Highlights what is missing

* Highlights what is known

* Creates a hierarchy for dealing
with multiple side effects

Drug facts box

Doctors & Patients




DruUG Box HANDBOOK FOR REVIEWERS

Overview

The goal of the drug box is provide an efficient summary of drug benefit and
side effects. This synthesis will convey efficacy and safety data in a single
table ideally on a single page. The box will allow reviewers to represent their

synthesis of drug information to a consumer with no special technical
background.

Because of space constraints, reviewers cannot include every aspect of drug
performance; a big challenge for reviewers will be in selecting the most
important information to convey.

Disclaimer: This handbook is a draft - it is not meant to
address every drug box issue, it does not solve every drug box
challenge, and it will evolve based on feedback from
reviewers as they gain experience building boxes.

The rest of this document is organized around the schematic drug box found on
the next page. Here is how to use the schematic:

Small black squares are used
to number required
elements.

DRUG STUDY FINDINGS]

People given  People given
[sagar pill or DRUG

comparatar] o oy man e g

[@caitional treatments given (i 4 [ S5mall violet squares are used
What difference did DRUG make? to indicate elements to
[l 0id DRUG help? 7] include only if applicable
(these elements are labeled
with letters).

Does DRUG have side effects?
Life threatening side effects

KRl symptom side effects

1fusion reactions

n::.l‘t:! — - — _

EFN How long has the drug been in use?

13 Use caution when comparing boxes. 14 Date of drug facts box




Our recommendations

FDA should start producing drug facts boxes as part of the review
process for new drugs now - either in a stand-alone form or as
part of other CMI efforts.

Consumers want and understand data on drug efficacy and
side-effects as presented in drug facts boxes.

No one is better positioned than FDA reviewers to write boxes.

Drug facts boxes are an effective way for FDA to ensure that it
communicates what it knows about drugs to the public.



