AR <A>

Federal Preemption GEIBEDEG)
E&U
CBE (Changes Being Effected) Supplement

e <B>

E#: S0 DTC(Direct to Consumer) [G&5IZE4 3
FDA OBH OFELBIK
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BE A

Federal Preemption GERZ D &)
HXUV
CBE (Changes Being Effected) Supplement JL—JL

EIE vs Wk (k1T A, State Tort Law) : EHLMEEM?
FRILETRICE TS FDA ORFEESE loor"h “ceiling"m™ ?

H IR KSR, EHEOE EEERTIEAERR

Wyeth v. Levine FF1m o0

Supplemental “Changes Being Effected(CBE) Supplement” JL—JL &%
ARRREFERLEORTSNINOEEICET S Supplement Application: f&#&JIL—IL
S ERIEZIE FDA @) CBE supplement D& IIL—ILIZE R &

©® EFHE vs MiE(FEfTAHE,; State Tort Law) : EBE50REEMN?
Federal Preemption GEF:EZ O &) [& FDA O ERISEEF T, EZiEAEiN?

EERICEATLIEEEE (civil liability: EFEERLOETD) ITHT52REEMALEKSE —Ttbia‘
EIEDRE NS (federal preemption)* — BNEREBRSRICE>TEESNLIyr—ANELTEY.
EEGERICHEEAELLRBEICZ. SANBEREDCIENBRBAEALGEEETEZI TV,

EELYFDAIZ, EHEBETHAIFDANRBELESRAILORFEABIZONT., MOBEHFRA
MEEFERALTHIBMBORHKETIEICHELTER-ERNSHS, '

“EHEOHEL (Federal Preemption) (&, B ZOMEICHTHBEEEET.
FThbhL RXEORFIETCIIEFEZ(ERTERENRKELEICE L) &M AH
= A
LTWAMENHL2H ., EHOBRFEMNENFRELEVIERTIESHBE L. B
O BEZRICEY, BERENABANICEREINIILERGK TS,

State Tort Law (MO T ZTAR)CEITROLILGSETEREITAMN
EENhD:

v WME (LA ETTA (intentional torts)
- @5 EE (negligence) [E# B 2% medical malpractice (22

BEhd] ‘
- BERS (B ) EE[PL & -Z4E5 A (failure to warn) [(EZZITE&

Fhbl
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® S~NILERRICEET S FDA OFFZE & (T floor”d “ceiling”/ ?

FDADEFLTLARRINILDEEREONBT T REROBEEEH T
("floor”, 7& B " minimum standards”) R OSNTHBDIZTELZLD A, £5% 51,
EHEENKITIEHLAELOT, HEICHSOTHRREEDEIREZTHLIN, FDA BNER
LTWBIRLERIEEOERR OYRIERRILYID AT RERTNBRAM DB
— O30 ("ceiling”) ELTIRAONBZARELON., COEES ., EHZEMEZAEMRTI
H.EREOESICEET AT, LSS RERALUMKYGEESNTELR, 2O
WEEFIFF DI IcEhOh TER,

FDA Drug Labeling Requirements: Floor or Ceiling?
http:/fwww.martindale. com/health-care-law/article_DLA-Piper_530838.htm

In Fall 2007, Congress passed and the President signed into law the FDA Amendments Act of 2007 (FDAAA).
FDAAA did not contain express guidance that would make clear whether Congress intended FDA regulations
regarding drug labeling to preempt state law claims. The House Subcommittee on Health initially proposed
language that expressly would have precluded FDAAA from preempting state law claims, but in its final form
FDAAA omitted the proposed language. '

In the absence of express preemption, courts across the nation have wrestled with the issue of whether
and to what extent FDA regulations implicitly preempt state laws regarding drug labeling. Couris are
called upon to determine whether FDA regulations constitute minimum standards which the states are free to
enhance, or whether FDA should be held to be the best and only gevernmental entity equipped to balance risks
and benefits of proposed drug labeling.

Essentially, the courts must determine if federal labeling requirements constitute a floor or ceiling for
drug warnings. If the requirements are a floor-——a minimum standard—then additional state law requirements
would not inherently confiict with federal law. However, if the requirements are a ceiling—meaning the
requirements are the final word on the adequacy of drug labels—then any state law requiring additional
warnings would conflict with federal law and thus be preempted.

COWMEITOVT, HEEREOULIBLLUTKREZERR S (American Association of Justice;
AAD) IZ&-TERIL SN T="The People Over Profit” Hi{k(d., FDA OSANLRHIEHERERET
HHELTEIEOE SEH/IEHLI,
Regulatory standards must be a “floor, not a ceiling.” Preemption eliminates the ability of
state and local governments to0 maintain fiexibility to meet their constituents' needs while

allowing the federal government to establish a basic level of protection for all citizens.
hitp://www.kintera.org/htmicontent.asp?cid=71439

® FATAHE. EHAOEEERET SEMERE

Tl aBHEDEETILEI OB SATIENCHESh TERHS, 4/ T AHSEIL 2009 £ 5 A
- 20 BOAET. [BHOEETIIMEISHUCEREEBET LA TERM, LrL, ThiEDH
CETHHHENBRAES> TV SIBRICRONDILETEDE SEZRETIEAERL. £

131



f= BEFICBLVTAS 10 FRICERSh T RATORHEREL. £ LI E 54518 ] (Preemption
clauses) MEXICTEENTWAIBEIE. FOEYMAZERLAEY SFMINW-IBSIEFD
ZIEZEIRRT B L538RLE,

A May 20, 2009 memo from President Obama introduced the next chapter in the ongoing debate over
federal preemption by issuing a memorandum clarifying his administration's position. Federal agencies
can pre-empt state laws, he wrote - but only when there's a sufficient legal basis for such displacement.

The president ordered federal agencies to review all regulations created during the past 10 years to
determine whether the pre-emption clauses that appear in some preambles are justified. Where an
agency deems a pre-emption clause inappropriate, it will amend the rule to remove the passage,
potentially impacting product liability litigation for everything from mattress flammability to the safety of
food additives. .
(http:/fwww. venable.com/iinside-counseli-quotes-john-cooney-cn-cbamas-review-of-preemption-clauses-07-23-
2008/

ANTEIEOZD &S FHORRERT T, EREOESEFRMELTIULRFTOFEI=HT
HBENMDRFICKBL TE-EE L DRV ERY TS, HBHWIE, TTITHRAB TN
- T—ATEBOPYELEFRETZEIETr—ABE D LITHHT=,

ek, BEPLEICOEREZOELZTRIMBEENSDORLER T TELT—ABE 2 H oA
S EESOSNINOEERRICTRHERH LT EHRRIBENT, HESCENEHZOHES
ERIES DIEMNRYBELG>TEEZONS, LOLEDNS, BENSEERTONRTEERR
&1-F&, FDA IZ CBE B35 (Changes Being Effected supplement application) L. #hi<333
FDA OXGHEENEBIELTHERE . BEAGNINKRIEH I LT IONEEEHEFROERTHS
(http:lfwww.businessweek.c’om/bwdaiIvldnfiash/content/mavzo09/db20090520 039748.htm),

@® Wyethv. Levine ﬁiﬁlm\%@ﬁélll

2009 £ 3 A, B FASNTW-EHNSEROHRE., SNIRRICE T EBENDE LS4 6
WHIDEWRTEEL, B .LRE.EERHOTATITBLWTEECELRUMRIIHER
Eliotz. COEF L, Wyeth 1 DOFIHZE Phenergan®% V-push jEIkYBE SR, T
EESABOTHRISEALTLED, MHEEELEOERYNERELEI ., KiEEE
(Levine) &E/A—EV MM EEF DO EEFRHNAST 4 (failure-to-wam) THo1=T-HIZHEE
1L TREEZRREL-EOTHS, THEBRETHERICLIEREDERDOFL-DIZRR
LTLM=,

k., WELEN FDA BREEH LTI, HEIVIRBELISSAILOELEANBRELTET L
HESNTOSNEINIDNT, BREDORMARSHTV0, RE (BE)AIZETESE
O PLIRICEAT ERIIDEELH LS FDA KRB TH (HIVERRBLIGEL) RTRBRE
EETIEENHoI-IEERLTET,
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ChizxsL, Wyeth #HIZZOBRSAIIL FDA [ZEREBSK LD THY, WEORETEHLTE
ERTOBIEERMS&ETEHRNELT, EREOBMAMEERALTO -,

Wyeth #1120 EREMHBIRITREA DL EMLESITRENS ECHFREEIZOVTRD
WTWeAS, SFAIZT Y avhNEATEH, BIRES ST NI DOVTIXEMICEAETL
f=o MRS DEERICIE, SR~ OEMICEVNINELELT DIFEE S| FR T 5
AE#HIh T L0, BEHIEXICEELSURERESIERIT TREOH S IV-push &
kBB EHEFDIDERRETRETH LT R, —A. FDA [ZEIRTEIZ LD URI%E
RELTW2O0., TORERITEIDARTOMIURAIELEDELT, SRVORTRABE
EFLTL V=, Wyeth 414 FDA ORFa4<BEIC V-push JFHEERELTRTABEEEY
BIEETERNED, EHEDE SN BOLNEARETHAERFL TV LD THS.

<FROER>

In April 2000, Levine sought treatment for a migraine headache at her local clinic. As part of her
treatment, she received an intramuscular injection of Demerel for her headache and Phenergan,
manufactured by Wyeth, for her nausea. Id. She later returned to the clinic for another round
of both drugs. fd. This time, a physician assistant administered Phenergan through an
[V-push injection, whereby the drug is injected directly into avein. /d. Due to the physician
assistant's error, however, the drug entered Levine's artery, which ultimately led to gangrene and
the amputation of Levine's forearm.  Levine first sued the clinic and the clinician, who settled;
she then sued Wyeth.

Despite the warmning in Phenergan’s labeling about the “danger of gangrene and amputation
following inadvertent intra-arterial injection,” Levine alleged that the warning was inadequate.
She argued that the labeling failed to warn health care providers to use an IV-drip method to
administer the drug, instead of the IV-push method, because of the risk of intra-arterial injection.
At trial, Levine showed evidence that the risk of intra-arterial injection can be moétly eliminated
using the IV-drip method of administration.

Wyeth ft D ERITH L. MEBEHIFTIE. [Wyeth H R EOEERKOZLEHEM LD HIZ, LYWL
L FDA OB AEF ISR RNEITEMT 3081, FDA M"changes being effected” (CBE)
L—JLIZE>TEHI SN TS, ERR, FDA BRYRNWEFEEELEL N EITBERIT—ELL
Ly, F=. FDA R#lITIE, EXRRBEERDNTDHBDORRFINNVCOVTOIGERFLREE
BoTHY. FDA IXRBESZ B2 THAIEFERL-, SHIZ, FD&C EICHXEES A FICH
WTHGEZEERTIRTE QL MERCESEEREERNEEZRECOGENELEOH
EMD . REEEY. MES FDA DBRBEWBELCZEDELE FDA BB TETVBIL |
mEMNERESh . EREICHEMT DO TIEGEWNELE

(the FDA's own longstanding position that state law is a complementary form of drug regulation) .

COEHATETTIT—F., LRBTHEREAUMNEHRL. ERRBROFRDPRETLEEEED T
LV =, 2009 &£ 3 A, ERBREEEISALRRIZBHIEFEDESFEEL, /A—F MY
EREEMEEREICHLTE7T0OAFILORESOIIWERLLIHRFED . COT—
ACEHEODELABTESNI-RTITRLTEL EFEOEBLEEFEL TS, LHOLAED
B, 8% 50 EMICCOEESD IV-push i T Levine RFRICUIHICE o —XH 20 4E
BlEHo=DIZ. ThTLEESROBTEEEL T OEM R EDOTEEAE LMD
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n.SEOHRERIZTEF-ENNR LS
{http://www.pharmalot.com/2008/05/wveth-files-brief-for-levine-preemption-case/) .
http://www.fdalawbliog.net/files/wvl hpm analysis.gdf(i—ﬁﬂ)'

BREDST—RIT2&DHD, SEOHIRICE - THEREE-EZ FDA OXEHMTH-
TH W EFITRRETTHIHNELENEEICEEWMEWRETL, H-ICHLAIZHS

EREUICHLIEERBEZERREBE ONTVIITHALEZTRIE, MHICE LT
EITHBEDRDBIORNENIEAFERYICE,

FD&C #IZHEEERORRSAILICHE TS FDA DRFIAMELYLBEShDLERAR
STV, COLSIC, EMZOR SIS IRREXEIEOKRET, kB2 10
M BRI FR X FDA ISR TRRICBESNION, 23R EThIE—KEDBEBHON
 BEOH, COBBEEICHBLTERLENZD, LAL, BRICERAC L. BEOR ]
EFE—ICEZATEINAROMNE R THILEIBELTILIVEMBRELNSETH
%5,

@® Supplemental “Changes Being Effected (CBE) Supplement” JL—JL&lE

—REICITHMERET, — BERBSN-EEZOINILEBTARICOVNTEREZMA LSBT,
Z MDA supplemental new drug application (SNDAYZIZH L. FDA ORBEEBLEITNITES
O, IBELEBET L., SI%40%X FDA O&BES-7 &4 CBE supplement
application LS T, FifzICRRShZURIHNOELICERETFHDICINILABTEER
TESLH, I FDANRVE. B> TELR2VATHS (21 C.F.R. 314.70; 601.12; 814.39.) ,
CBE ‘'supplement 70+ X(%, FDA OEHIRFBERELT S BEOERNAEIZHT

3 *narrow exception” (RADIES I, MASLTREDHLN-HI5M) THB,

The CBE supplemeént procedure for making changes to labeling is intended to be a narrow exception

to the general rule that labeling changes must first be approved by FDA. This exception exists in order
to allow a manufacturer to quickly convey newly discovered safety information to the user.

2008 £ 1 A 16 H. Supplemental Applications Proposing Labeling Changes for Approved
Drugs, Biologics, and Medical Devices [Docket No. 2008N-0021]&R83 A1 EIIL—IL
(Proposed rule) A FDA KU FER SN =, COREIL—I X, FDARESE>TE-RIRDA
$ESYBEREIZL, EQSIIERITHEIE FDA OEENSANEBRABOESTHIRTS
BHEBRHRT - EEEHET LD THO |
(http:l/ww.epa.qovlfedrqstr/ EPA-IMPACT/2008/January/Day-16/i702.him) ,

REIL—IL T AR, BE. #ALOEER, SLARIERORITEM., HLEHEIET 51
&IZ CBE supplement #1293 HMFHI TRD2ODEHEZBELEL .

1) ”newly acquired information” 245" &
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Fibhb, DAlHESN TOURZEREATHRED, L UITHEELNRLSHT-01ER
“a risk that is different in type or severity than previously known risks" would qualify as newly
acquired safety information

2)EDEEMEOERBFRETTHAUHENRILAHHCE

"sufficient evidence of a causal association with the drug, biclogic, or medical device”

FROFHIESESTICEENEMTERLEE, TLTEL FDA REOEEEZE L THRL
CHIE LIS E, RREEMREIZRDOWSTEELNHDHETEHEOT, SRILERTRRED
ERERBRENESHDOHIEIL, FDA AVRIBHYZHER (ultimate authority) £#F->TL\BELT=,

The proposed rule would clarify these regulations to confirm that utilizing a CBE supplement is proper
to change approved labeling in two situations: (1) to reflect newly acquired information and (2) to
add or strengthen a contraindication, waming, precaution, or adverse reaction when there is
sufficient evidence of a causal association with the drug, biologic, or medical device. Even under
the proposed rule, FDA would maintain its autherity to accept, reject, or request modifications to the
proposed changes, as appropriate.

CBE Jl;—)b”é{’ﬁﬁﬁﬂ'éi@ﬁ'& FDA [FTCoRANE, REBENF=T5RILIC, BHICHEDTE
NG EROESENRESNDIISERTIHHO T, BUEMAZHITALSMBREED, LY
BELGEEEELETLEILIGIEEWHCIBDIZHDIEL TV,

This rule is intended to ensure that scientifically valid and appropriately worded warnings will be

provided in the approved labeling for medical products, and to prevent overwarning, which may deter
appropriate use of medical products, or overshadow more important warnings.

LHL., 2837 1)w5. 250X %0 Consumers Union 78 O HEE M. HEBHEAT. B0
#Hi2. BL UL (House of Oversight Committee, Senate Committee on Health, Education,
Labor, and Pensions) GEMHIE. EMNTIIEWNMNILTLHIBENEER -OMEEELE
Zbh b &5EBIEAA A LT-184 (reasonable evidence of a causal association with a drug)
ISESHETT B0 (RS RIE FOIOHITITHT-ICERRRRET L ELENCRS
T, BEAAHIMD) ., Fi-. newly acquired information 22 THER L ORBIENEBIHE DD
AV B HEN, TCOIZEIL— LI, BEREA sufficient evidence to demonstrate
causality &#1-/2 114113 CBE supplement ZRHTELLELSTEIE, BHEOBMMEER
LT, BEEREZMOTFETEE (SRILFHEITHT S PL K. "failure to wam*) Mo IRET S
£M121ELT FDA Z3E8EL -,

o NIy F4X FDA D proposed CBE JL—ILIZR 7R
T -7 414X Consumers Union £ & DEE B FE KL FDA kUKREZE
MESNT25A%D 2008 53 A 17 B, COL—JLITHERENBBIZSNIL
:‘Ea‘@ﬁ’ﬂ“éwﬁu BT 2ELDTHY, FDA [ Vioxx®@©O#E FRFBEE Avandia®rz

NEBEZRRBL. BCEELEETROIZ, WERICERESTAILBITENEHEUY
a EJ‘]'CE RZIB A 1= (http./www.citizen.ora/publicationsirelease.cfm2ID=7571)
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—7 . KEHEH (PhRMA) X CORZENL—IVIIEROBEETFIERICEBICA =20
(there is a strong public health rationale for the proposed rule) &AL, FDA DZEIIL—
LI FD&C iHZEFBDENLOTHHELTEEERALE
(http://www.hunton.com/files/tbl_s47Details%5CFileUpload265%5C2272%5CContractPharma_Messpl
ay-Heisey May2008.pdf) ,

® RIBEEZFORRSNILOEREICEIT S Supplement Application: & #2JL—JL

2008 fF 8 A 22 H.FDA X T TICRBERTT-EESFORTININDQEBRCODWT. THLED
EELKEIVAVEORERRICAETLTAEREAHLHIES . F-ICAFLE-ARZER. B4,
ALOEE. BHERRISEML TRER, HLLIEM T 5iZik. CBE supplement application (CBE
BEE) % FDA ICIRHIL  FDARBE T A ERLTHEIVIETEREBL—ILEZERICIBEHL. B
£ 9 B 22 BIZHzhElaoi-,

21 CFR Parts 314, 601, and 814
[Docket No. FDA-2008-N-0032] (formerly Docket No. 2008N-0021) RIN 0910-2ZA32

Supplemental Applications Proposing Labelmg Changes for Approved Drugs, Blologlcs
and Medical De\nces

AGENCY: Food and Drug Administration, HHS.
ACTION: Final rule.

This final rule provides that a supplemental application submitted under certain FDA
regulations is appropriate to amend the labeling for an approved product to reflect newly
acquired information and to add or strengthen a contraindication, warning,
precaution, or adverse reaction if there is sufficient evidence of a causal

association with the drug, biologic, or device, as defined in other FDA regulations and
guidance documents.

+ hitp:#edocket.access.gpo.gov/2008/pdf/ES-19572.pdf

B#2)L—ILIE 2008 £ 1 B(zi2H &SNt proposed rule EEAMIZIZFERCTHY. [ZOUYRDE
EELEORRBFRETTSEMBII DLW TH-GHERAZONA-ISSIZRY., CBE
supplement #2H L. FDA REOARENTOABTESARINICRBRES B DT ENTESIEH
LTS,

IBEIL—)L PEOTEHEAIL, 1) newly acquired information D EEEH-LEERHRBRISER

TETF—4, FEBREOLR—b, LT T TITRESA TNV T —2 (R EAFTFFILR)D

-7 IZ Ry, LA FDA IZHRELTWV-E O LERGA A1 TELUTEVERE. HANIHEE

MREUVBNZENHBALI-ED 1&, KYBEICLIZRA. BELU, 2) THEEFFRORENMDOTFT—4)

. -2 GRRER. HERROBE. BLELUIRESN - T—20H - LB Hh 50 T—4)
ICEBELATHD. FDA IKRE/IL—/L $REIZFDA ITHE LM ST EHRIASMIDNT
L DRI —ILCRIERL LD REERLL,

Changes to the January 2008 Proposed Rule _
FDA has made the following changes to the January 2008 proposed rule:
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The definition of “newly acquired information" has been revised to clarify that data,
whether derived from new clinical studies, reports of adverse events, or new

_ analyses of previously submitted data {e.g., meta-analyses) needs to be of a
““different type or greater severity or frequency than previously included in
submissions to FDA':

The codified section of the January 2008 proposed rule suggested that this limitation
applied only to data derived from reports of adverse events. Instead, it applies to data
derived from new clinical studies, reports of adverse events, and new analyses of
previously submitted data.

http:/fedocket.access.gpo.gov/2008/pdf/E8-19572. pdf

@ KEHZE{ZIE FDA O CBE supplement Q& IL— LI RE&HA

FEMEG R ARREN B A CTCEAOBERAL TN, LRI E

Ken Johnston (&, S#&/L—/LERED 2008 £ 10 B 30 B, [ERAEEROERTSIAILIL. E

BRICRI AR R OB SRR, BBEETALD1CH S, EMLEELHET, V44N

FEORNERINILEEBELTEY. £, FDA 12&ANTU AN EERERELTIND &,
WHTIDO CBE L—NIERDBREETLIRVEE CTHDHELTFDAFYHR— 35557

L=, '

F1=, FDA B IE % (FDA Amendments Act 2007) Ti&k FDA 0 drug safety program Z3#{EH LU
LT -0 DMIRIEMDSEYAFN, REMICHTIRRINIODEEEZSHT- FDA DIE
PRi&{b& &I pre- BXU post-market safety assessment system DEEEHEMNTLDIZTS
CEHMRE LTV DIZ, House of Oversight Committee DA IL— L~ EZZ D &5 AL
THEY. BEETHD, it

“Federal law grants the FDA national oversight over drug safety and labeling. Congress delegated such
a complex task to this agency for a simple reason: FDA's expert staff is the most qualified to make such
highly scientific and technical judgments about pharmaceutical benefits, risks and appropriate
communication of those risks.

Qur preliminary review of the report by the House Committee on Oversight and Government Reform
indicates that it ignores last fall's passage of the FDA Amendments Act, which provided significant
additional funding to enhance and modernize the Agency’s drug safety program, including the
authority to require safety labeling changes, thus helping to ensure that the Agency’s pre- and
post-market safety assessment system remains the world’s best, PhRMA strongly supported
enactment of this legislation, and is surprised that this law is not referenced in the Waxman report."” '

http-fiwww.phrma.org/news_roomipress_releasesiphrma_supports_fda_oversight_of_drug_safety%2c_labeling/

137



#WE B,

E3X SO DTC (Direct to Cohsumer)FE%l:EE'd'é
FDA ORH&EE LB

[ZC&HIZ
HE. A EEORTERAEESRFEHEE~EELE(DTC LHE)THIEEHFALTHNAEE TR
D 2HEDHTHD,

KE (1997 £)
—a—U~—5K (1981 £F)

REIZBWTEREROESEEEIL. FDA @ CDER(CENTER FOR DRUG EVALUATION &
RESEARCH) MTELE % E (Office of Medical Policy) IOt DIEE R —5F125  [E&-0
2a=4H—a2 88 ). BEFF DDMAC (Division of Drug Marketing, Advertising and
Communication) A48 L T3,

® FDAC EICHRESh TWHSERBEEROILEHH
REICEIFTIEERODESITONTIZIL DO FETH-T- FTC (Federal Trade Commission :3&
FESIFB ) M5, 1962 &F(Z FD&C % (Federal Food, Drug, and Cosmetics Act) DEIRS (=
Ean' ., FD&C &M Labeling” (FR:R) DEIAD. "21 CFR 202 Prescription drug advertising”
LS EEDLEIEETIRAICEOON:-, ERAERSOLEZ—WEHEF I CEEMNGF
BRERLTITS DTC B2 Tldk, DDMAC IZEAFMICFRO LS IZRHIh TS,

"a true statement of . . . information in brief summary relating to side effects, contraindications, and
effectiveness” of the advertised product, The implementing regulations (Title 21, Code of Federal
Regulations [CFR] Section 202.1), originally issued in the 1960s, specify, among other things, that
prescription drug advertisements cannot be false or misleading, cannot omit material facts,
and must present a fair balance between effectiveness and risk information. Further, for
print advertisements, the regulations specify that every risk addressed in the product's
approved labeling must also be disclosed in the advertisements.

For broadcast advertisements, however, the regulations require ads to disclose the most
significant risks that appear in the labeling. The regulations further require that the
advertisement either contain a summary of "all necessary information related to side effects
and contraindications" or provide convenient access to the product's FDA-approved labeling
and the risk information it contains.

1)"Public Policy Issues in Direct-to-Consumer Advertising of Prescription Drugs” by John E. Calfee.
http:/faei-brookings.orgfadminfauthorpdfsiredirect-safely php finame=. /pdffilesirelated 02 07.pdf

-2) "Prescription Drug Promotion” by DDMAC, 2001, http:/iwww.fda.goviNewsEvents/Testimony/ucm115206.htm)
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s, L3 FD&C EICEIMAERDLEICHTIRFOEZERIITREOEEYTHS:

EHOLRELXRUSTRESHHTEELEN

YEICET 5FELHIBRL TITESREL

Bt L U RDICETHFRIEDETATVAORN-EH THEIE

ERIRICE D TIEEGSANICBE SO TOSERDIE. §ATOVRYIZDONTE
DIAERICHETDHZE

BELEICBLWTIESRIL T D55 REBRGURZIZONVTAERL, BMERBSIUE
BICET AT ATOLBEROYIY—EEL L

==, 20 FD&C ;& Tid FDA QO#EROFRICONTETROELIIZHRBLTL =,

The FD&C Act specifically prohibits FDA from requiring prior approval of prescription drug
advertisements, except under extraordinary circumstances. Also, the advertising provisions
of the FD&C Act do not address the issue of drug product cost.

o BALFHOHLBLERE, FOA FLBESEOFNBELERL TRELAEL

Uit To ) M. FDA (RS 4 240 S F R CE i RRERD THENEEEH LB S(Z0
HEEETBCEMTERENS, HEHBOERLAMS > TS oz, Fo. COBATE. .
FDA OEHIEE AR HEDE AR T IEREEE MR EHERR LTI,

DTC IE&EAIThNBL3 o T=mid, EIRITIE 1980 FERITAE->TH ST, 1981 &, Merck HYf
# I 9F > (Pneumovax®) DIEEFE)—F —X A A AMZBHLI-O I IEFEYTHS, 1983 F
[212:. Boots Pharmaceuticals 43005 ZH T#H 5 2 $HMZE ibuprofen (R3THE Rufen®) D TV
GEEEZ7OVAMITTER, TV E&EELTIIMARNTH 2. TORRB L. Wall Street
Jounal @ 1 A—T £ I Rufen®@DIEEEBH LA, ChICHERAXELEER TV, .

® 19_83"'-'1985 fF.FDA (X DTC [h 5% —BFRICHLE

B EHIEIRRG DTC REICBZFHT &, EMfOKREREAS (AMA) S| HICEE—E &
BICEZBRATAIHHEAOESOHEEEE, RABRAHENE LS4, FDA 320
Flicx LTl A s EREShEASEDIIGISEBL A TNz COLIEERMS. FDA £ DTC
LENHRICEZPEEFABTICEERE . HEBOEHAEERRTILEEIC, EHEA.
EEEERE, RECELIOMNELH DD, 198349 A 2 H, 1983~1985 £DH. TTH
DTC [RE4HESZEAE EMI-2 1t (voluntary moratorium on DTC ads) 32550, &8
BEEINEEBTL =,

1984 £F. '1"J/4’7(%354:07\9/771'—[*Eﬁnﬁiﬁ‘"‘l’]fz/'ﬁ/@A’éﬁﬁﬁ EUIRELREMS
HEFEICRT-BEELEIZOWNTHEL,

® 19854 FDA (& DTC REZFERLME. LALRMXEGHOHMEHERH"
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FDA [XHRD S5 SESTETLRAENCHAELTHRONIERLTMEL. 19859 9 A, BEI#RIC
“current regulations governing prescription drug advertising provide sufficient safeguards to
protect consumers" &L T, —BERYZ2 L FBRRLT=. '

COEHIE, b,

® HEBEIZDIC LEILDIERICE>THREADEELHALENTE,
® AEOTEERLEHERICOLTHY.,

0 FILURIVEHBLTEERETILNTES

e, BEICART v EDELT EYEESh -0 T, IE¥ED FDA ORHITHHTHY, BED
REeWICRHEEBKIFT LEELIEOFERITELE-OTHD,

1990 £ DHD, WELED DTC LEFHELTOTLE OBHEEERCELN T, £S5
DL, EEORATHRIEERIZIEE T2 DTC &RV 2HBEE (T )—7-5<T)—)
DFRTEBYALCLESNTHEY ., ChICE-TRESERT S DTC LEILCDHRBELEHT
LHAR—DICTHBEAEIGEENEL-DTH DL, £, TLEREDHEERAETIE., ChiViis
WHEDTENWEENELOD, YAVIZHT L EEBHRERYAFRIELSST . BELIZShFETO
BEOLEERTEEHLIT=-DTHS >,

In 1985, the FDA lifted its moratorium hut emphasized that DTC advertisements must meet
the same standards as those aimed at professionals. Print adveriisements were required to
include a detailed "brief summary" of risk and other information. Broadcast advertisements
required a much shorter but nonetheless lengthy "major statement” of risks, while also making
"adequate provision" for viewers to obtain full FDA-approved prescribing information.

COEOD DTCIAEE. LA >T TV IEELRE FRTTET, E5-HELE OMRIEEEDL S
LT, XELTTFROLIG2D2DEM TIOR3,

@ ‘“help-seeking advertisements” EXER7SUFRIZITERETIC, BEOERICOVLTHS
BIEMETO AREOFEZHSEDSLVSIEMERRIESE * | CCTOERMAvE—
LI "See your doctor’ THofz. PELTIETHBFO7YT O DB EEIRogaine® D

LEET. [EMICCHBES0IELNSED R H -2,
(* EBENBELTNDANBREIFEROZFETH OO TIIEL L ERICIEBMIZEN A NE
TIREWTETN ? LBEMTEIERSVEER) |

® “reminder- advertisements” JS5UREZLEDBONAEBOAHIZERL. EDLS5HES
[COWTHEBTIELDKITARERNICEIANENED T, TOEEROFEERBIECS
HHEMOTRA T —EE (TS FARRIEE) 1. PIELTIEYEFE LT Thot=, v
— )G TS ORER A4SV E I Clanintin®1 A% o1 ¥,
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SDEIEFETTHo=HOD, DTC ILEEDOHRE(E 1989 0D 1200 FRILM S 1991 45 5500
AR, 1993 F£0 1 {8 6400 75'['5)1/,_199'5 £ 384000 HKJL, 1996 £ 5 {8 7900 ARIL &R
{:f%jlﬂb'f:o ’
Because meeting the broadcast requirements was impractical, advertisers were forced to take
one of two approaches. "Help-seeking” advertisements could discuss that a treatment

existed for a condition, but they could neither mention a drug by name nor make suggestions
and representations about drug treatments.

"Reminder advertisements™ could emphasize drug brands but could not mention what
conditions the drugs could treat. '

Under these constraints, DTC advertising gradually increased from $12 million in 1889 to $55
million in 1991, $164 million in 1993, $340 million in 1925, and $579 million in 1996%,

3) hitp:/hwww.econ.canterbury ac nz/personal_pagesfjohn_fountain/Teaching/HealthEcon/DTC/Calfee JPPM himl
4) "A History and Perspective on Direct-to-Consumer Promotion” by W.L. Pines 1999
hitp:/fwww.idli.org/pubs/Journal%200nline/54_4/art1. pdf

® 1993 ff, }EEMEHRBELTE. AMA AF P TOESRFENL DTC AEE832

80 FIZDTC LEHEIT OV THICER—BEBRICEZ DB~ DBEIZERHFAL T KEIEER
£ (AMA) L, 1993 (B ETDREIVREEZ . ‘AMA HEBATAT IS EEREICETS. &
BERZEMNTEHERMITEEE2BRTHERHE COAHERDORICIE, AMA BZOHE, EEFFA T
DFLEBRAEBGELIRDTEY (COBFXT—TILrvb 7L EBEETLRRICHIENT
Z2f) . FORAR Y —ELTHERZZRRAATHWEIENEZ N -, B, COFRITERIC
Ehotht, DTC REDBREIL, FOFFRHINBLihiof Y,

In 1993, AMA changed its stance. The change can be attributed most directly to a
new commercial interest that the AMA had in consumer advertising of prescription
drugs. AMA started a series of programming aimed at physicians that appeared
on weekend cable network. While the programming was directed at physicians, it
could be accessed easily by consumers. In fact, some of the advertising by the
drug companies then did appear to be aimed at the consumer.

Thus, in 1993 AMA altered its policy to say that “AMA consumer media” would
accept disease-specific, health education consumer advertisements, including
those that mentioned specific prescription drugs, so long as the advertisements
met eleven criteria — all of which easily could be met by drug company
advertisements. American Medical Television turned out to be a fiscal failure for
the AMA, but its policy of tolerating DTC advertising survived”,

- 19954 8 B, FDA O &YBBAAHERODEEENLOELELTE18, FDA [ZREED
FAMEABAR. 1996 £ 5 AIZiXSSiEEAAEHITL Iz, COWE FDA IHI#EHBHAD7HER
K 1EBARTIIE BEICITRSTHEBENT) =292 — |2 FFHTHEVDTIRELMEE
ZAEH TV, '
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@ 1997 5 DTC EEEEMEMITFTH-HOHAF VR () 517, RHIEEM

1997 4 8 B, FDA X DTC O TV [EEZHRMIITIODH A F L RZE “Guidance for Industry:
Consumer-Directed Broadcast Advertisements” %17, COh T, BI{ER. 2R, 5E. B4,
HELEOFEZICODVTEELRLEIT)—7 5% —"brief summary’[Zh G OB ELL P,
“BUIEOVAZICETAERESL &, BEU. AVFIMERO T H A M EDERAF X
(FRO4DDIFR FHERTIIE, ZOEERICHFTLECTELNET IEMG RREREL
1=

® HESNHMBRICBRICTIERATESES. TR4EFHTT AL
Y- F A NERES -7V A(FOFPRLR
- B RIT ORI R EMICET AR

FHRELE 21—, JAVMABZR TR, COHIFT U RETAFT—BEETTRE{ESN, 1999
£ 8 ALVIETTSNT =, COBRFRMICL - TRELEL, REOREBLETY—7- 9T U—%
ANACTHEGY, T EXRETOEBE - AREEELRTHEAHFTSh . FEXL . DTC A
EPRFESNI-0THD, T, 1997 &£ 11 A, FDA FTROBELEMETS FDA ERILEAR
iIlf-,
5) "The Effects of Direct-to-Consumer Advertising in the Prescription Drug Market” by T. lizuka &
G.Z. Jin, 2003. hitp:/Avww.cramton. umd. edufworkshop/papers/jin-direct-drug-advertising. pdf

FDA @ DTC [A&5fEIckY, DTC & ETLE - #HiME R DISERICITHR B LSIZHY, DTC

IREB L 1997 0 2 8 2000 FR LMD, 2002 ([ 28 B L. 2004 4E(= 40 {ERILITEAL
fro TR IE, 1999 £, x5 - TSr5(F Clarintin®® DTC [E&12 1 18 2400 AR ILER ALY
ZEBBLLNTINS, COWE EU IZHBLVTH HIV/AIDS, ER%. BEABOEESZO DTC LE
(23t d 2B %IEEML Y,

6) [Pharma 2010: 4/’<—DED®EE§JIBM

BH.DTCIEEOEEXEL LTINS FDA @ DDMAC MR Ay 7#1E 1997 &£tF 28~30 2 TH
>F=. DDMAC AT TL\AEFOFEHI- LW Tt d 5,

® 1999 ££~2002 £F, FDA (3B EB LUVEMD DTC GEIH T 2EHATLEER" Y
DDMAC (FDAYIZ DTC AL EITH T HRFOREE 2 BiThT->THEL (1999 &, 2002
), BRIZERRIZ O WLTHEAEL= (2002 ££),

BEBEDHETIL,

- BAORECEALTVIEERICHLIYSOERERT L3It (fo 82— k)
EESORECOVDTUNEYDLZLDEREEMNDAF (B0%HEE) . BLUERIEMN S
AF (51%HEE)TH L5147 .

R EVYLEHEBICH T HIERELYARD L3Itiof=
ZNECEFICRIH A -=E S OBRAN L OREBICONTERICEC &S ot
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{

BE, £fMIC DTC RENBEOBLESHIDITRICIISTLSERIRShED .
[DTC EEEREVWERS |EEELIBEL 1998 F£0 52%H 5, 2002 F£0 32%IHELT=.

T ERERRELEAETIE. DTC EEORZEITOVWTTREOLSTEZFN SN,

. BE_EMBOIZ2=r—1avtBDTEMVBRIERALLTEY . BERERLYEIRED
%75 (thoughtful) | BRI%E$ B L3l LELT
EFITAEESHAIOELAGNELSTRERICR O E T
BENBSOBEREICKYIEENICHRYMABS &350 _

B DTC AEF T TEMEA O TR DL TIERZLTLV - (40%D EMAEE)
BENBFEISUFOEERDUNAERLEL-EE, EEID 8%ARED, 20%MA1EYNDTS
Ly e—g Bl KEQEMTEHBE A
75%NBETASDBALTWAEERIII R Y FE- LT IEBSLSIThY, EMfIEE
EHN DTC A& TREERERETDETIRTIL vy v—EREL:
EBEAFELERERETTERTRLIITH 1

AECETHBEDREEIBE. RETHDIZERRELS NI

BETE. EFAEOMAISHENT, IDTC GER, LEMIASN S EEICESIS
W BEREED. EfML LY RNRENTELLSIHD, ETREEERZTOLOENAE
Lided, EMAEYSHEL-EERTEERSCREBEEAAN ALY, (BEEEETD)
EVS ATRUTRSTAIBREENE N1 D, BESEDERRILEMBICIFE>EHm<UE
FEEBVORAATLESEY, BIERISOVTECERTETLVEL., HAVIZFOEEITEST
FOEESAEY TN >SS ICBBERBLEFLERS T REIBEAALID, &
OEEALIERENE, £ BELEMICHLTEEOEERONSEKEL-1ES. 75%
IZBWTIREEBY DRGSR, 20 STHRBEICES>TYITXMEII-TSURETH-

75
=8,

7)"Regulating Prescription Drug Promotion” by Janet Woodcock, M.D., Director of CDER, 2003.
hitp:/iwww. fda. goviNewsEvents/Testimony/uem115080. htm
8)Final Report on "Attitudes and Behaviors Associated with Direct-to-Consumer {DTC) Promotion of
Prescription Drugs” by Kathryn J. Aikin, PhD et al, DDMAC/CDER/FDA. Nov. 2004

_ http:/iwww. fda, goviAboutFDA/CentersOffices/CDER/uem109593. htm

DTC IREICEPLEEIZLAIL CRLNMBUDERMNESH SN, DTC REMEHGEELE
%O: &75“71_131’1'1':0

2002 EQESITBVLTAMA I, T DOEESICHETIEETEE BEOERICHTLIES
BRCEREBLLOT, BEOERESEMETHINEIMIDVNTORRBGEMEOI Y
WT—2aU k> TEEN S ED AL AV E—UFHL TNV DTCIAEERHBHIEOAMADR
BREFRLEY,
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Physician Reactions When Asked about an Advertised Drug (DDMAC 2001)

Queston 26; Whih 1y, | SUSSHEn 2% CHIEh Fany ofbese
gif{:hi&;?_ gngcizl:[r?ar\?:ﬁiﬁgs doctor would have if you asked about a
y prescription drug you had seen
you asked about the advertised?" (May say "Yes" to more
[advertised] drug?" than one )‘
Welcomed
question 81% 69%
| Discussed drug | 79% P 82%
Reacted as if the
question were
ordinary part of 1% 6%
visit
| Gotangry or upset | 4% } 3%
| None of the above | 2% | 1%
| Don't know/refused | ‘ 1% | 2%
| Sample size [ 220 ' | 607

Adapted from: Food and Drug Administration, Center for Drug Evaluation and Research, Division of Drug Marketing. Advertisina.
and Communications. Aftifudes and behaviors associafed with direct-to-consumer (DTC) promotion of prescription drigs: main
suivey results. Available at: www.fda,gov/cder/ddmac/dicindex.htm. Accessed May 1, 2001.

Atthe AMA 2002 Interim Meeting, the Association adopted a policy on DTC advertising that calls for an
emphasis on patient education about select diseases rather than a single drug, and for a clear message
that any decision about whether fo take a particular drug be made in consultation with a physician. But in
addition to changes in the rules, many doctors are particularly keen to see improvements in enforcement,
as promised by Dr. McClellan. A report from the General Accounting Office found that regulatory [etters
meant to inform companies that an ad was in violation of FDA rules were sometimes sent out long after
the ad campaign was over.

9)” FDA chief pledges changes to direct-to-consumer advertising guidelines” AMNews 2003 Apr 28
* http:/fhealthyscepticism.org/global/library/item/1083/

©® 20044 28 FDAXNHEBEETLUFI—1BEREHRTIHIT R (BERST

DTC G&FICELAREFTY—T-H7)—OXFK, FEIZNSK L, ERFMAELLITT.C
NoEEFOIEI—Y—THEISHRECESTRIERITHAVIKNEDLEDTHRET AL, &
DHAFVR () ERT. “OENE. EELURIICETIHEE. YbAYLT I EREER
WBZEISESTHEENEADFEERETHETHY, FDA [FZ DD BFNEIERER
#L="9,

10)"Evaluation of Consumer-Friendly Formats for Brief Summary in Direct-to-Consumer (DTC) Print Advertisements

for Prescription Drugs: Study 1.
http:/Awww. fda. goviohrms/dockets/98fr/05n-0016-ss00001. pdf

2005 4 4 B, 75a7#t1E Lunesta®® DTC [E&1Z 2 18 1500 BRI A
BE. /74 FALT4AILZ Ambien® O DTC 5518800 FFILEIR A,

@ 2004~2005 £ XBEEEDHERKI-LY. DTC LEISHT AL
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 DTC R&SEHBRT 5. Celebrex®(celecoxib) IZ#< 2 B B M Cox-2 [AEHLL T, KE
FEORENEHEDRIFT 199945 BIZFDAICL>TRBEEh - rofecoxib (BRFE4 Vioxx®.
REALIR)DREICKY, OEEE, OEERFELUEDLZEDDOESAIOBEAAEEK
BB S TSN, THEST 2004 49 A 30 B, KEAL TR EREOTENSOE
FEMRERERLEN COBSTY TIZ 8000 AAZBRDEFICUASHTLVEDOHEALD
Y, Fl=7=<552H 7000 HORRIAIH R U (BB HHE3E 29,000 £, 25 17,000
HOWRERL \ ' '
(http://hosted.ap.org/specials/interactives/ documentsivioxx_settlement description.pdf) o

2O, T74F—4t4 FDA DEHIZEYREE RS TR0 valdecoxib (FF4 Bextra®) O
BOLDEIRERE. SHIC. BHO Cox-2 [HFETHD celecoxib (BRFEH Celebrex®) 1if
AXEOIEERIITBEBRETEE 5/ EVERICHR L. COE,. GSKH ORI DE
paroxetine (BR5%4 Paxil®) &2 EERUR DA, 0 5RHE rosiglitazone (R4
Avandia®) [T LB D HEEREODNERIRAIBRGELBESh. REHOHETESTH
FEREHFBSNHI=,

Vioxx®I 22K, SO &IHBREICEZETIT—HOEMH S REICEHTIEENER

BFEELATWITEALDST ., FDA Y Vioxx @D R EMEFRANCIRB TSR >EEE
LV £F 2 ELDHAETHTH Lancet, New England Journal of Medicine, JAMA Z(ZR 4 &
EERshi-, [ERORELZLEFURLSESIET O FDA TR LA OGENVKEEDE
FEEHH. BEEDEBE—RITEEL-,

HIZEL - ERZEET R FDA(EEORENRIT LRY—/07+—FK) (£, 2004 £ 11
A.mHRENREMETOSTLORIEICAT =PI arT 075 L%k, 2005 £2 A FDA
REICEGSNSLARIC, HRENTEUEZERL| EMISAYSHERERHTIEMNT,
FDA QNSRBI LIEXRTEMERRI R IOHRERRLA HRCEERE
DHHFEIEPCHEEFENS DTC EE~OHFINER L,

® 20054 8 A. XEHFHHIDTC IL&IZBET 28 THFEHERE

2005 £ 8 B . KEHEE % (Pharmaceutical Research and Manufacturers of America: PhRMA)
B E84 DTC L& DO #TéHS"Guiding Principles on Direct to Consumers Advertisements
About Prescription Medicines’ (B FAEZ SO DTC 2B 2H A F512) EH1TLT=, 2006 £
1 BEYRBITENI=EAARFSAO DXL RIETTRD 4 A TH-oI=
(http://Amww.phrma-jp.org/archives/newsroom/release/nr2005/050823-1713.php).

1. BESFEETUELREORKBRETNCZ, 37_TO DTC IR&% FDA [CIRELATA A5,

2. EXREEWLMCTHTLED DIC L& TR, EXSIHRETIREL, LOEER
[SEESEFLEZ oI RADERRLUGITRIEESEL,
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3. TULERHIRYMICES DTC A&k, RENREGINFZEOMREIRIENTLRAILIR
ZAEFnEhELiEn, AN, TLED DTC BEICBLWTURIORSHICETSIEHRE.
HRGSDYPTVAETHAL, BREPHENRELTELCENES . F-BELERKES
ENEEHIHABETEDLILBTNITALELY,

4. BERMCEIIFRDODTC EEFvoR—V2RETHHIC, +AERMESTHER I
FHLLGARER 2 DWW TERESEEICHALL TSRS, T+ 27 1 238 4 3R,
HEPEEFREDIRIELIVAJMDTOI7A N OEHE, BRICHTIERRSEEONHE

CEBEICHDEACENDEEREFERICAKTTNIZELSE, BDEITHODBIEETEEH
M OFEICETAENMIERNBNESN I F L, ERESHICUERFTREEILIBNERTL
FRIEEBE,

Ffe, TURM A v~ B EMCHESTIBICH THS 1 ERIZEF~OEHRLARE
LTEEHBEEZSEOBTRFZFITEHL. 77/ P —1t L RERIZEERON S ZIZER D
BURZMABELILGEELEIBOTRAAE TS AHEITbHL-CRESEROE
F##liZ Voluntary Code of Conduct’&FEIXNTLIND),

@ 20054 11 A FDA A% (Public Hearing) ZBif. DTC [R&& 1L &9

2005 11 A 1 BH&U2 B, ERBAEEROAFTHEL, PUF 8|, mikfH, BMAESE
MmED DTC IREICRTIEE. —IHEE. NEE. ERUESE (R0, Rl EAT. 5.
ERER, EHEE) A LDBERELCRDDI0, AESERELE, LERBOTORTEIC
DWTIRASHADHENBELWSERTIE—HLEZLO0, TEICKSE© DTC J""':"‘*_Ll:
IZESETIZ [i&bf;b\ot(’%%ﬁ@'*ﬂ]l:t‘l‘*ﬂd)“}:?’ﬂ«fh)

{Public Hearing on Dlrect-to-Consumer Promotion of Medical Products November 1 and 2, 2005.
http://iwww.fda.gov/AboutFDA/CentersOffices/CDER/ucm092137.htm) ,

CORRERGTT KEAOERAEXERD OTC LEXFLRERYEL., HERE(ZLD 2006
FOLEHO DTC EEBEITXIFTELL T 9%IEMOD 24 8 6 F758)L (2005 £ £ 4D DTC
IEEEIT 22 {8 6 FARIL) &L= (TNS Media Intelligence 2008,

http://mmm-online.gcnpublishing.com/content/index. php?id=28&tx ttnews%5Btt_news%50=10643
&ix_ttnews%5BbackPid%5D=18&cHash=ec8b6cb1e3)),

@ 2006 £ 6 A . FEEMSEHED DTC L& FE—FHBELTEE5ER
REEES (AMA) £, DTC 54126875 FDA HARS A~ OBRILEZBER LI, —ORBIZIE,
FDA ¥ DTC IG&EMNBEEMISEELTRETHIL, T HiERTRO—EMMIE DTC A
HEERUETIILLGEDERNEEN . DTC LEEZ—EMRR LTS LICLY, ERLESE
[ZALATRRNIZFONFEREEZFERT IR T NN R DWTH B T BN TE, Ff-,
FONHFEELFOEFISELTWANESINKYBRCGRETHENATES, LE5RLT,

@ 2006 £ 9 A, KERETHTE—EFHRF (IOM) . FDA RE~DRFERE
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2006 £, 83z 100 FEEMZ 1= FDA [&. RO L3 IR T IEFTRETCIFDA FERO%
LEFHEVSREERELITNGA 2 1EBbNTUVE, 20 TEIEEEA% (HHS) &t
12, kEHSTHT—ELTHRHFIOM CEEXSREU VAT LEFHTZEESFBIL,
YRHTHE, REMUER. EERRLERAOA LICAF-ESET5 LS5 KELE,

® 2007 ££1 A.FDA (XTDTC TV 2—H—2—FTO5S L |OFHBREEH

FDA (EERFAEZER®D DTC EEBEELYIEICTA DL, F£HE 620 HRILEREREM
XHS-HO - —-D—TFOJ S LOFHBEBRITERE LI, CNIZ DTC LHERBICONT
RBREELDLOTHLHE FOA MLEFREShADERBEESF OO TRLL £REDOFIAL—
 SBITHBRT BEIS FDA 12 £ L TRELBEASRET 510 DO, FDA NBELENDE
EQOEFEZH T, SROLLEEEERRICFIIRTOMBESTRL TV EOERMNST
Bt BESEATIEIA L)L EERBRNT—r T VB LHATHY ., £/ 620 AF
LHNIE, FDA IXCDEERFYD 27 BEHLICERTLENTRETHSIEL, CORIZ. B
{70 PDUFA TEETAIABLEANOBRNVE, DTC LEBSEERAOPEITLRELLE
{http://www.ashp.org/import/news/HealthSystemPharmacyNews/newsarticle.aspx?id=2411) .

f=12L.2008 &£ 1 A 25 BFETICLEEOEAREIREE (625 BFIL) IEE FHE (operating
reserves) FMA T, BEF 1125 AFILISELAZWMEEE. FT0V LD RZELNSE
DL B, 21—~ —FAFS5LOER LRI User Fee Program for Advisory
Review of DTC Television Advertisements for Prescription Drug and Biological Products”,

—7. IOM [&IFDA 75*%0)Eﬁt?%iiﬁl:ﬁ%téﬂ%ﬁ#i]ﬁ%iﬂl:iﬁJ:ﬁmﬁiﬁl:&o'tlit.::lati
W, Ffz, FOBBRTICHEESNIBRERECEM D1 — Tr—ISBEIURES
BZElE, FDA OEHEMEIERIEEBHIZEFOMNRNERTIHEE5Z25 LT . [EESR
D347 AN EBLLREM - FHEICET 2EERE OO, BAFE FDA ICHLU TR
BLUAMEREXIEICEMTRET, BEEhERESTSL518E 1=

=i, BIRYBMEEDOHEBERAFTHDI/ T Yvs-L74A 4 TFDA OBRIZEMOT HE
hB_ETHY, FDA [i%ﬁ?ﬁﬁ%ﬂ%ﬁ@ﬂiiitt:%)ﬁt%iLL TOEEROZ2MEIZDON
TERBTDEIEENRHHTIFELHEN EQAV M- (FRRED .

DTC IREEE D=6 FDA BRIk F 5 IOM MRS (2006 £ 9 A)

The Institute of Medicine {IOM) noted that appropriations from Congress for FDA have
remained roughly flat since PDUFA was enacted in 1992, |OM's Committee on the
Assessment of the U.S, Drug Safety Systemn called on Congress to substantially increase
funding for FDA and recommended that the agency's drug safety activities be supported
by appropriations from general revenues rather than PDUFA user fees.

DTC HEBED-HO FDA BHEIZH T 2/3TUwd LT X Maisk
(2007 &1 R

“The FDA's crucial drug regulatory functions are too important to be tainted and
compromised by direct funding from the very companies whose drugs the agency
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reviews for safety. (FPBE) The agency should request these additional funds
through the same process that funded the agency from 1906 through 1992 — that is,
the money should come from the Federal Treasury, not the pharmaceutical
industry" said Sidney M. Wolfe, director of health research for Public Citizen, a
Washington, D.C., watchdog organization.
http:/iwww.citizen.org/pressroom/release.cfm?ID=2353

@ 2007 ££ 9 A. IOM DErEHEICEDOEIFDA ¥ % (FDAAA) ISR AL

2006 4 9 BIzi2EEN - IOM OHEETIZ, 2007 £ 9 A. FDA Amendment Act: FDAAA
[FDA 2% 1 (£ L<ILTFDA B 4% FDA Revitalization Act: FDARA &£ME([Eh5) AT v
AKFEEDERIZE D THIL . FETIE. Vioo@EEL LI ERLTW=HED
DTCIE&EIZDWLVT, IOMAMRE L CLV=NERSER—E M O DTC ik (HRICOWLWTIEEA D
EERITE-T FDA A4 [IHRIRESh A -T=4, DTC K& ONBEREICF Ty T5iE
BB% FDA [Z5ERf=CLIFERICET S,

® 'DTC EE&EBEDEHOA—F—T4—FEAFS 4]

FDA Bt % (FDAAA) M Section 104 (<, #7721 736A "Fees Relating fo Advisory Review of
Prescription-Drug Television Advertising” OIEE MR IFToNT, Thid 5 EFONAERI—Y
—74—i% (PDUFA) A iR RS h . &FHEE 2008~2012 FFETERShI-0 &EHIZ, FH=IC
BN A TCHRITONLOT, TMAEED DTC TLELEO TR/ )— LE1—|DERE
FDA IZEZ ., FOEEICEIBREENEST=6 FDA RN SI—HF— - Jr—DHEEFRT L
FRDLDTHD, FTBTTL~AOSMIEHTHY. FRELIZDTC EEDHBFIZFDAD TR
IAF)— LEa—FROZINEI ML AR P —OE B TRE TES (Federal Register, Oct. 25,
2007, hitp://iwww.fda.gov/OHRMS/DOCKETS/98fr/07-5282. pdf) ,

® FDA. I DTC TV 2—H—-04—-TOIFLI~DOSMBNE VTR

FDA [ 2007 £ 10 A 25 B BE#HIZT. HEREH 2008 FEDOARTOTZLIZBMT SHE(E
30 BLLA(11 A 26 BET) 1<, 2008 F£E (2007 €10 A 1 H~2008 £ 9 A 30 H)®D DTC TV
[GEFREAMELSIZ, DDMAC [TXEICTEANTHESVITANEL, 2008 £ED 1 #HT-Y
DTFRRLFY—-LEa—Tq—&, EEISRESh I EERRESHIS - THEREhBLLE,
BE.TVIEEEFELTL D1 %¥(E, DDMAC Oz 7I2iE#FH I TS "Submission of
Proposed DTC TV ads” #&&ICLTERL. BETS

(htto:/fwww fda gov/AboutFDA/CentersCffices/CDER/ucm090158.htrm) o

AFOFSLONEETHS 2008 EEDL—F— T(—DEIESHEEIL625 L THBIM,
=X L. EMF EILEHHA 150 HThoTIHE L. CO B1285% 150 TE-1-%. Thbhb,
14571zl 41,667 FIL LW &ITHD, L XA B ETICX B bhhiEh>5&F, AL
T4 50%AINE I, 62,085 KILIZHS, -, EMBEHNEHRETISRHELM-EEEFEC
RFENLT450%SMEIN D, HLENGEELIHIESIHELEFTERT D 4H. BIREARE
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£, TDEQAVIVESEEBELTERSh. REEIZONTIE6 B 1 BETCICSMEEERT
L.8 81 BETCITHEFLELRTET D, £, FOEIZFELTW =TV EEHHEHAERICIE
P HSTEEE. TTICHK AT VWRLIFAL, REEICE E I LD LT,

® “DTC TV User Fee Program”|ZH &3

#£/. Z0 DTC Television User Fee Program [, + 924G &N EESLEMN o=, 2008 &£ &
TOFS LI Eh(2EA12008 £ 1 A 16 BT ERICHERSI

(http://www .fda.gov/AboutF DA/CentersOffices/CDER/ucm124867.htm) ,

LALAHS, EEI(E 31 HASMEBHMLTEY, & 151 FD DTC TV ESKIHMEShTLY
F=1=8, A=t —Tr—IL 1 #H71=Y 41,390 L THEERTESh, MELZELPHL TV =0T
HD. "OAHELES, FDA [FREESY ., AREEONBETIEETE>TBHN, FDA

BARTEAEE DTC TV EEABEMERD 45 B3I FDA IR L TEEE RO LEMEE
ENTHY, FDABIUEDDMAC [, COL—H—-Tr—DPRALBLIZED ESITLTIRITHET
EZLOMRATHLIEDENRHNH>TD /. COBREIX. B EBYIZBEEENEESLM

SR EIEF v 2L EWS FDA BEEITRESN (& F &% (Appropriation Acts) 1IZRE
BN, TV AMENELLT. FDA BLURELESABELTE. HOZBEARM Lo .
TFA9 A TTERDIRTHD.

A~ —-DQr—[CHBIFTZEEEEIL. COBNRICEST FDA #1712 27 DR 2y 7%1FAL.
45 AL, BHEEN - DTC IEE O 1t 50% D BB LT NS A TH -1 FDAB K
CEHESIE. FAEEERVICLEFEFILEIDTIEAL EBAEEBRERIIODLWTHRETARET

#%5 (DTC Insights, 2008 ££ 1 § 17 H. _
hitp://www.dicperspectives.com/article/DTC-Insights+em+-Aleri+dots+FDA-Cancels-Pre~Réview-Prog
ram/43.html),

® 20084 5 A 8 A.DTC 7YY ICGRAARIEEOEBEABTERES DTC (CIEH

Taryy &Uar iRl i | Rz & ESh T Procrit® (FRMIKIETER F) ZMEH TR (&
RAENMSTHTND)ET S DTC [REEKML, FDA OEBLLHEERRICHEHLT. 7 FI=
Bt THBRLEEIT =, LAL., J&J REIEZCDEERNBIEHE FDA BARELZBRABTLFEL
THLY . EREALDTHLEERHF L

® 20084 5 8 9 B, AMA A DTC RERMOBELEER

200845 A 8 AMD DTC 7V J %% (1T, KEEMS (AMA) (XY EEX DTC IAERHEIRE
L7z DTC [REDHERSH H1IZ FDA ASRERT HK5. FDA DIERFEL T AELLI-(FDA
should be given more authority to pre-approve DTC ads), '

HELEITLSIDTC EHEIIEREHLOTHLIEQOERITHL. AMA [ETSHBEN TS
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" TFDA 75*‘):,-—11,55&L'Ct\érﬂ%%ﬁlu’ﬁﬁ%r:%&w—-(Warning letten %74 2DIZ6 ¥ALL
LEMMHOTINVS, FDA IS DTC [GERFHIIHTLESIRMTIIA L Eatvk,

EFULT DFRT, RKEANIH S Vx—) 0T T Tt OEEE M A ezetimibe &
simvastatin D&#| (RFESR Vytorin®) 0. J&J £ 0 epoetin alfa (FRFSA Procrit®) (4l 8#2% 17
{EDOT B TLEBERTIIBNIEARBEN TS 1EOAV MG EhT, ZhizH Ui,
IChoOABRIIMRETHRSNTINSEOTHS (supported by research) | (A0 rz—1)2
GTF577)  [ERT, EETEIIOTHY. HBEMRIZI>TRIESI TLVS (true, responsible,
and substantiated by scientific studies) | (J&J) & RERLT=.

® DTC 4L 2008 FFIZHBTEL 9% . 2009 FEiZlE 11%OF AT R

TNS Media Intelligence % 2008 £ 11 A . EEREZREMO DTC [REE(X 2006 F£0 54 BRIV
#E—2LLT. FDHBBDICECTWAEREL(TE® 2009 £OIELFR).
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Source: PharmaMarketing News and TNS Media Intelligence

"Advertising Investment Trend Report: Direct-to-Consumer Pharmaceutical Industry”
http:/iwww.tns-mi.com/downloads/DTCPharmaReport.pdf

@ 2008 £ 12 B. X EHE; (PhRMA)DTC A& BT3B T/MH RS 585E
CDLIITHFDNEFT LR TRED DTC ILERFDITHITHE R CFEBATH S, 2008 4 12
B 10 B, XESERIL 2006 FICKEL-BROA RS OREEITLHESR. 2009 4F 3 Al
BB Etiot,

® JYEEYL DTC LERHl~OBEREED
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T7AHF—1t D atorvastatin (BR5E 4 Lipitor®) . /31 TIL#t D drosperinone & ethinyl estradiot
D EFI(BRFER Yaz®), Bk DALY/ 2x—1) 0 - TS50 Vytori®i & 12t LB A L& TRE
RETHY., DTC EEEIHTALEDOBANBETLEIh TN, EEDOERIE FDA OO
DDMAC AMBHL T DAY, BIEIE. REFA TIE, £¥D FDA OFFBEEMICRITDHLEINA
Tid#4<, FDA DBIEERHINEINEREMOBREVSHTHS,

Although some academic studies suggest that DTC advertising can help people who need to start
taking drugs and others to remain compliant with existing treatment regimeris, the lack of fair balance
in many DTC ads that promote drug benefits and downplay risks is what is driving legislation to
curb its use. The recent brouhahas over Pfizet’s Lipitor commercials, Bayer Pharmaceuticals’ ad
that deceptively promoted its popular birth control drug Yaz and Merck and Schering Plough’s
Vytorin ads that overstated the health benefits of the cholestero) Iowermg drug have convinced
legislators that DTC must be fixed.

The US Food and Drug Administration (FDA) Division of Drug Advertising Marketing and
Communications (DDMAC) oversees and has full responsibility for DTC advertising. However, it is
important to note, that under current regulations, companies aren’t required to get approval from
the agency before they appear. Sharing DTC ads with FDA is completely voluntary. However, if
FDA receives enough complaints about particular ads, DDMAC will review them and notify the
company if regulators believe that they contain information that is misleading, unbalanced or
unsubstantiated. Companies that violate DDMAC policies and guidelines are typically required to
show run all future DTC ads by FDA regulators before they can show to the public.

“Several US Legislators Begin to Seriously Scrutinize Direct-to-Consumer Advertising”
hitp:/Avww. biojobblog.com/2009/07/articles/bicbusiness/several-us-leqislators-begin-to-seriously-scrutini
Ze-directioconsumer-advertising/

@ 2009 £ 9 A 21 HFE$RICT FDA. ﬁﬁ“@ﬁﬁfﬁ’&:ﬁ%ﬂ

FDA [&"Promotion of Food and Drug Administration-Regulated Medical Products Using the

Internet and Social Media Tools"&RES 44 )L T, A% 2009 £ 11 A 12213 BIZBE.

THEEEM. CORMEITEIS. Pharma Marketing News 23{Toi-BEHR B LAV NE

6. FDA OBEMFBEICHTIEABLIUVIANERHETHEINT IV IRFEL . A ME
ZOHIEY 2010 £ 2 AE TR, CORICHAERRIARFRINDITE

{http://iwww.news.pharma-mkting.com/) .

® 2009 5 9 A 25 H. ACP (American College of Physicians) ' FDA IZig &

W12 PRAO—BAHREEDORELHT S KET2 EBICKEVEMAFTHS ACP
{American College of Physicians) A%, "Improving FDA Regulation of Prescription Drugs” &£8
TEBERIZEEERAL-. COREL. FDA OMTRIEMN (BT, BLUREOI—Y—T1). 18
PR3k, Eﬂ‘l’ﬁﬁﬁﬁ%“/zv‘hc})&%EE@?E”%_&&-‘EI:, RBSNEIENYDOHFHEICE, Thib
MAETINILEDITIT. ZOEEMD DTC [LEE 2 FMEIL I HERE FDA ISR S TAE, &UVD
M T#H 5 (“Improving FDA Regulation of Prescription Drugs”
http://www.acponline.org/advocacy/where we stand/policy/fda.pdf) .
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