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(B) In subparagraph (A), the term “medically accepted indication”, with respect to the
use of a drug, includes any use which has been approved by the Food and Drug
Administration for the drug, and includes another use of the drug if—
(i) the drug has been approved by the Food and Drug Administration; and
(ii)(1) such use is supported by one or more citations which are included (or approved
for inclusion) in one or more of the following compendia: the American Hospital
Formulary Service-Drug Information, the American Medical Association Drug
Evaluations, the United States Pharmacopoeia-Drug Information, and other authoritative
compendia as identified by the Secretary, unless the Secretary has determined that the
use is not medically appropriate or the use is identified as not indicated in one or more
such compendia, or
(IT) the carrier involved determines, based upon guidance provided by the Secretary to
carriers for determining accepted uses of drugs, that such use is medically accepted

based on supportive clinical evidence in peer reviewed medical literature appearing in



publications which have been identified for purposes of this subclause by the Secretary.

BT DI, PN AKI O IEHERIREEIZH = > T, American Hospital Formulary Service
Drug Information  (M&%k AHFS DI. B4 HHTSH D). American Medical Association Drug
Fvaluation (fh) . HKEFEEH Drug Information  (MEFKE USPDI. fHEFEHIRH V) &0
WhH P B 3 FHEEDIERT S “Compendia (M., KE)” 2%, {Hi& O al&HIHH I EH B
BEEHE>TNDOIRTH D, NEZ LD & PIATHIAHRITIE FDA DRGENA &L D AHFS
DI DFIMANBEDHPIRENSDTH D Z ENERITOND (BAEFIIDWTHE, FEERER
HEDK2EZZWT DI L),

AT, LE Social Security Act DF D (D) DFEIBITHEBETRNETH D, Medicare
&N D DIRIR DO SHANAUDS, AREWH L EFTML T, RREEOWE 2T 52X
FLATHBIETHDH, ZOT 0T XDFMIE Medicare (REREE O FNEF (Carriers Manual
Part 3 Part II coverage and Limitations) (hitp://www.cms.hhs.gov/manuals/14 car/3b2049.asp -
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) TILD 506 BIZRENA SNz, T OPHEORER. vesnarinone B TIEE 5 7= < il
HEns 2 &ida<azn, BRI THEIERHE FTOMHICER>NL Z & & T,

BH3 WEEIRWI AT ERRT 4y bONT AL > TRES

T RAEU Ol &Rl ORBB LORMERORIETHHRE LA S NEHE
KTHHN, HMEEBRTHIEBELMENT WS, Antiplatelet Trialists’
Collaboration A% 1988 FFICHID T 26 ADMRRIER BIEREN 3 TN DAY HHielT
o= AERL M O R BB KO ORI TR & E E OB RAHRR T Nz
(Antiplatelet Trialists’ Collaboration. Secondary prevention of vascular disease
by protonged antiplatelel {herapy. BMJ 1988: 296: 320-332.), 2002 #2177~ 3 |nl
HDO A% 4381 (Antithrombolitic Trialists’ Collaboration (WZ&fr) TIZEE DB/
WA E Wz 287 AOERRIBAE R Z DT L TWDA, T & EHash OFRaR 5 #Avn
Z 60N, MEZEDORDNEN 305 THHDIK LT, M OEInhRIE 22%5TH- 7z
(Antithrombotic Trialists’ Collaboration. Collaborate Meta-analysis of randomized
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Year of Approval | No. of Withdrawal / No. of Approved (%)
1979-1983 3/95 (3.2)
1984-1988 5/113 (4.4
1989-1993 3/121 (2.4)
1994-199§ 4/1172 (2.3)
1999-2000 1/60 (1.7

A FDA R AR (http://www. fda. gov/cder/present/roundtable/s1d004. htm)

2.2 WRERICE CMERICL S Market Withdrawal
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1) Lee WM. Drug-induced hepatotoxicity. N Engl J Med 2003:349:474-85.
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Lovastalin Pravastatin Simvastatin | Fluvastatin | Atorvastatin | Cerivastatin &t
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(Staffa JA, Green L. Cerivastatin and reports of fatal rhabdomyolysis.
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J Med 2002;346:539-540. |
F4 3. Fenfluramine and Dexfenfluramin (HUMEW3E >KER R4 Pondinin (fen). Redux
(dexfen), EINARAKZD)

1959 4£, FDA I phentermine CRE R H44 Adipex,

Fastin,

N Engl ] Med

Lonamin) ZHill3E & U TK
BL Tz, T & & OREE M BORME) OB 5 Td > 72, 19734, FDA fenlluramine

2 (BOEM) oML OMET, FllMEE U TRE L. S5, 1996 i

dexfenfluramine 2P R 3K & U TARRR I N7z, AR O HES BB &. 7203,
FoERICET At INTWIRWnWEINE, 0%,

& phentermine (fen—phen) O EHHHIEESENEAL -7 (D W D HSIME R OIREE)
1997 4 7 H. Mavo Clinic & Mayo Foundation OWrgEE M

M4 ZOOEFIBEE 2RELE, TNEE A7 FDA 1.
L, SEMH
7=, OB 113 oMLk D.

FHE

ERE 3N

JiE T O EEAEER 9 - A,

Wi Lz &
DT — X ING & P JE T W D 25 58 D3 32

FI4E 9 A

TIINE FEIR
WOBENHEN T, Fiz,
N 1),

1144 Ho

27 B (24%) INFRE

fen-phen” fFHEEEFR DL
mH. 2EF 10 77 AOEAIC
SOV MR B O i (1) £
08%ANECME, fEmR Il 44 7K. T9%2Y fen-phen PEHIR G,
U ESZT,. 9B 34
HEFEIR D BREF T B B0 I
F4 9 A 15 H.

TIMERFE I N

fenfluramine &

1 ﬁzu
KERN T fenfluramine

dexfenfluramine @ market withdrawal 2T 37z, 7238, Fen-Phen VJE S 4% M3 1 E
EEFEREITIEBEMEINTNS,
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Relative Risk of Valvulopathy from Echo-Based
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1) FDA announces withdrawal fenfluramine and dexfenfluramine (Fen-Phen).

(http://www. fda. gov/cder/news/phen/fenphen@r81597. him)

2) Cardiac valvulopathy associated with exposure to fenfluramine or
dex{enfluramine: U.S. Department of Health and Human Services interim public
healih recommendations, November 1997. CDC Morbidiiy and Mortality Weekly
Report 1997;46:1061-1066.

3) Connollby M, Crary JL, McGoon MD, Hensrud DD, Edwards BS, Edwards WD, Schaff
HY. Valvular heart disease associated with [enfluramine-phentermin. N Engl
J Med 1997;337:581-588.

4) Abenhaim L, Moride Y, Breno{ F, Rich S, Benichou J, Kurz X, Higenbottam T,
Qakley C, Wouters E, Aubier M, Simonneau G, Begaud B. Appetile-suppressant

drugs and the risk of primary pulmonary hypertension. N Engl ] Med
1996:335:609-616.



