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DITC an Evergreen Issue

Viay: 8, 2008 Hearing

a [House Energy: & Commerce Subcommittee on
Oversight and linvestigatiens

a [festimeny. fremi researchers, AMA, GAO;
Merck/Sehernng-Pleugh; OrtherBiotech;, Plhizer

x \Welhrcast andl preparead testimoeny: at:
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Regulatory: Oversignt

Oversight ofi drtig premotion Is split

» 1962 Kefauver-Harrs, amendments tor Eederal
Eeod, Drug, andi Cosmetic Act (EE[DC Act)

x agreement withr Federal Tirade Commission

ENC has primany jursdiction ever O1C drug
adVertising

EDA has prinmany jurisdictien ever Rx drug
jaeling and advertising;: alse over O1C
drug lalkeling




Background EFacts - 1

Untill EDAAA;, the FEDC Act did not
distinguishr between: advertising to: health
care professionalsiand advertising te
pPatients; err CeRSUMErs

Currently, Implementing regulations (21
CER 202.1) do not distinguishr between
advertising ter nealth care prefessionals
and advertising te patients or CORSUMENS

IALTS, S UIENIIa IG5 NIISIONCAAIave
PEENE SallieNEqala/ess Ol dlalece




Background Eacts - 2

Promotion directed toward consuimers Was
REVEr prohikited — practice changed

EEDC Act generally prelinits any: require-
MENL oK preclearance: of advertising
= except In “extraerdinary circumstances™
EEDC Act requires advertisements to

Include InRiermatien in bAel summan/*
albouit product risks and benefits




Classes of Promotional
Materials - 1

Diiferent classes ofi premotional materals

ta

peling (of the promotienal vamnety)

Prochures, mailing pieces, literature, detail

alds, price lists;, calendars; and “similar pieces
off plinted, audio, e visual matter descriptive
off a drug,” anad references (e.q., PDR)




Classes of Promotional
Materials - 2

AdVvertisements

= [N jeurnals; magazines, Newspapers, other
PEriedicals or thireug breadcast media (Y,
radio), telephone communications systems)

Different types; off advertisements have
different regulatory/ Implications




Help-Seeking Advertisements

“See yeur dector,” disease oriented
Neit drig ads
I done preperly, EDA does net regulate

s regulated by Federal Tirade Commission




IF HEP G WAS ATTACKING
YOUR Fﬂﬁ:ﬁ-lﬂSﬂEﬁD OF
D DO

READY TO FIGH

\"OU LL NEVER BE STRONGER THAN YOU ARE TODAY TO STOP THE‘BIH&GE HEP [ |s DOING ‘I'U voun LNER.
tion treatment. Patients in clinical studies overall had a better than 50% chance

Talk to your doctor now about prescrip!
of reducing the Hep C virus 10 undetectable levels. Response 1o treatment mayvary based on individual factors.

So oy on or call, then talk tc your doctor to find out if treatment is right for you. And help put Hep C behind you.

HepCSource.com 866-HepCSource 3 866-437-2768




YOU'LL NEVER BE STRONGER THAN YOU ARE TODAY

| [ SEARCH

waeton =@l R 7N| TREATED

WHY YOU SHOULD
GET TESTED

THE IMPORTANCE
OF TREATMENT

RECOMMENDED
RESOURCES

IF HEP.GANAS ATTACKING
YOURFAGE INSTEAD OF
youl YOUrD DO
S0 BARDUT IT.

Uze our network of
resources to find a
zpecialist in vour area,

READY TO FIGHT BACK?

This site is brought to you by Roche Laboratories Inc., committed to
hepatitis C research and treatment.

Roche THIS 5ITE INTEMDED FOR LS, AUDIEMCES OMLY

Copyright & 2005-2006 Hoffrnann-La Roche Inc. All rights reserved,
Use and access of this site is subject to the terms and conditions as
sef out in our Legal Statement and PRIVACY Staterment.




Reminder Advertisements

Regulations specifically exempt frem
disclosure reguirements
EGCUSI 6 name(s) ofi preduct

= designed ter reminal knewledgeanle persens
off existence: off preduct

N representations: beyend desage form
and packaging, price nformation

Not permitted for drugs withibexed
Warnings




NORVASC

[omlodipine besylate]

For more information, please visit our
Wieh site ar WWW.NOFVAsc. com




Product Claim Advertisements

Communicate benefits andi rsks
Reguie
= name(s) and ameunt off preduct IR eachr unit

el
m0

s

pproved use (indication)
ptienally, ethelr stlstanitiated claims

< disclosure

s [leguirements vVany fieirprnt Vs broadcast




Part of a
pPreduct
claim ad=>

= “prief summainy:
not shoewn

The real Ambien® story:
It shouldn’t keep you up at night.

Recent news reports have focused on rare occurrences of sleepwalking
and sleep-related eating in patients who may also be taking AMBIEN.
But, it's important to know the facts.

AMBIEN prescribing information has always included these events,
known collectively as somnambulism, as possible rare side effects.
And, patients who experience certain sleep disorders already have an
inereased propensity to sleepwalk.

But the fact is that throughout the 14 billion nights of therapy
worldwide provided by zolpidem, the active ingredient of AMBIEN,
patient safety always has been and will continue to be of paramount
importance to the makers of AMBIEN. So we want to remind you of
these key safety tips:

» Take the exact dose of AMBIEN prescribed by your healthcare provider.

* Do not take AMBIEN for extended periods or with any other medicines
without first talking to your healthcare provider.

e Always take AMBIEN immediately before you go to bed.

» Take AMBIEN only when you can get a full night’s sleep before you
need to be active again.

* Never take AMBIEN with alcohol.

Sleep well.

About AMBIEN® (zolpidem tartrate) CIV

AMBIEN is indicated for the short-term treatment of insomnia. There is a low
occurrence of side effects associated with the short-term use of AMBIEN.
The most commonly observed side effects in controlled clinical trials were
drowsiness, dizziness and diarrhea. When you first start taking AMBIEN,

use caution in the moming when engaging in activities requiring complete
alertness until you know how you will react to this medication. In most
instances, memary problems can be avoided if you take AMBIEN only when
you are able to get a full night's sleep (7 to 8 hours) before you need to be
active again. As with any sleep medication, do not use alcohol while you are
taking AMBIEN. Prescription sleep aids are often taken for 7 to 10 days —or
longer as advised by your doctor. All people taking sleep medicines have some
risk of becoming dependent on the medicine.

For more information, talk to your doctor or visit
www.FactsAboutAmbien.com

e ——
AMBIEN m
[ZOIPDEM TARTRATEIG sanofi aventis

Please see brief summary on the adjacent page.
©2006 sanofi-aventis US, LLC  USAACRD6.03 98 March 2006




Ad Content Reguirements

Can't be false er misieading

= claimed uses must he consistent with
druglaneliing

m claims must 9e: supstantiated

MUSE present  fiallr balance” between
PEREfits and nskiinfermation

Can't omit “materal™ facts

Plalfyanguage meanings Aas st
communicate an accurate ana. balancead.

DIcture or the! proauct




Risk Disclosure Depends on
Wihether Ad or Lakeling

Regulatery distinctions have implications

Advertisements vs. Labeling

s el summany” vs. fullfpackage Insert

PRt Vs: Breacdcast ads
s generally, prnt adsireguie all product: rsks

s but, 2004" drafit guidance: offers: alternatives




Risk Disclosure Draft Guidance

EnRceurages using

s dpproved patient ‘package: INSerts: or
Medicatien Guides (oth lakeling Wrtten for
PAtIENTS) or

x translatien eff new: “highlights” section: of:
physician; laneling mte censumer-triendly.
language




Example: Use
off Medication
Guide=

*ype: of approved
patient lalkeling

IMPORTANT INFORMATION
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What About Broadcast Ads?

Defined as ads inftelevision; radio, and: oVer
telephone communication: systems

Changing kreoadecast envirenment changed
IRterpretation e “adeguate prevision:
requirement

= {0 gIVe acceess 1o approved package Insert
1999 guidance previded Interpretation




Broadcast Risk Disclosure

Reguired risk disclesure s
s all the risks OR

= the majer nsks: (“majer; statement™) plus
ACCESS e approved labeling (fadeguate
provision’)

Need to reach diverse audience

a [eference to health cane provider

s pPrint ads/hrechures

s telephone contact numIEer

= Internet site




Enforcement Options

Letters noting Vielatiens
= 10 regulatenry “cleut”
= gl level off veluntary compliance

Walning Letters
a ieguiatony clout
s prelude te) more serieus action
= generally reguest: cornrective action
Selzure, Injunctien, prosecution
= threat may result in veluntary' consent decree




