. BERsE- ESRAICHT S FDA O RE
U USP OBEEIN

FUsHIZ
' 1. EB®AIZETS FDA BHOELNYE
2, ERNFIZEEL-E{ERPLIUETH

3. &M -EREERFOER
4. USP BIUEOMORFTEIM (2009 5 9 A L)

<#H#ED> A Model System by USP
<BEQD> KBIZHTHHEEERBEVATLA
(MedWatch, AERS, USP O EEBRIEEAT L)

. AWTHL. SRS IIH R TS - - SFIEh
ERRT R TERHTHIEM, EEHT RRUH I ELTRE.

iZL®HIC

Pharmaceutical compounding I3 ZEFIERDEEXBEO—EEL T, FIRERBLLAIHPERIC
BOT. [ZHMELYVERSh TETLD, FX, RERAETREZLOEEOR TIHRATER
WEEDNMRIZ, HANIHIREITITEVAE-BELE, BrXOBEDRE-_—XThh b
HIZERE - AR I 5L 0O THS (custom-made medications) , LMLEASHE -RAMTEIEIRY
EH3LOT, 2EX L, FARDIZHEAGEALEY, HESRICKYASEEMEZS0EDEL—T
L IS—HEIY5, EREAOZReE. HEHNME, RS -BIRITAICEEL T, FDAGER) 12X
ZEEIHL . MB LU OZERIETE F LM EBBEF OV TIIMIZBEENHY . FDA OB HI*
FTEHBVELT, ULV EROEREA TS,

1. ZEERAICET S FDABRHBIOEDME S

@ Food and Drug Act of 1906

FD&C 3%l FDA {TROBAZETHY, FDA ﬁiﬁl@lic‘:/m‘: NIOFRBIZERTNTEESNh S,
FD&C EDHETS (3, 1906 IO THEEFREZBMELTO b EIBRER S (Food and
Drug Act) THd. COERTIHERMEE. [FEXRTE S (Misbranded* products) &I RE &
(Adulterated™ products) JITKAIL. COLIGERBRERFELLBEREITHLTIIRET 5L
WIEREE AR LN, LALASS, COZEETEIEANRATICENISFyI$ oL IGER
LR HTLVEE A - T= (hitp://leda.law. harvard.edu/leda/data/646/Riley.html),

The 1906 Act prohibited the marketing of adulterated (meaning, contaminated) and
misbranded food and drugs. Under the Act, such products were subject to seizure by the
government. However, the Act did not require premarket inspections and approval.

( hitp://www.emedicinehealth.com/fda_overview/article em.htm)
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*Misbranded = violative promotion Z#& 54§ %{EHE
Ef5 (false) . HLIZRAEEHE(misleading) k3%, HHMIHFET
BERShTWSRERERS (RMBEFR)EEL . FERTEEKTD

**Adulterated = contaminated _ '
,’és?éénf—/,mé‘U%ﬁ\&aé FR.BR.SBEEOKFOSEL-ER,
AEVHZEUHG. ZOREICERTIRMLELZRHRTS

o Federal Food, Drug and Cosmetic Act (FD&C i%)of 1938

1937 £, EHFKFE IS REAT L ELTHRESh AN 7L PR (Elixir Sulfanilamide) %R
ALE=ANSH 100 ADFRTELNE . CORBERBLI-EEIRLEERBET>THELT . &
f=. ZOHEFZDOSRILHFEY TRAENT-EO D, BEFEOERBTILERLLRBOTEILN >, =
DE3FDHEFOEECIIRNUFENEVEELREOE R CRABORRELLESEENT
BICHEDES ISttt ERORBEBEL T LD EE-FERSEIYREIRMT
1938 4F, FD&C AR EN =, COEHE AR IL1-B S TEBEFT S TITEAThh T
A8, BB EFIEL Vb B LE (manufacturing)  &(2RIISEH IR ITHM 7=, 158, FDA X
1930 F(Z{{23E1L4 (US Dept. of Health and Human Services: HHS) D 18ffELTHIISh
1= (hitp://leda.law.harvard.edu/leda/data/646/Riley.htmi} .

COERBIIHTIEES:

o EEFELBRLSIZ. EERFNY., EfEE. LS. BRiFENDG. @%ﬁl’é;{nn%iﬁﬂ-
wRIZEM

HEORFEAICR MO E FDA ITIEFTS

FDA [ZBLERERDORAEETED

B EARSELEENEICHTIREHEEERTE

SRLFRERH ERURBIZHTHTRIEECMA., HHFOELGSEEN

® 1962 FEDF—TH—N—-NYAEZERNIEE

CRGICRAEREY R TIFORBIZKY. EU T%(@%ﬁiﬁ?ﬁ‘i?hétbbf?bb\$ EAVE
LA, ZCOEERITRETCERETINORETH >fz. COLIGENERAERRICHCHEIES
., 1962 £, FD&C HEDHEAHEN T (F—Tr—N— - NYRAEFERRIEE: Kefauver-Harris
Drug Amendments). CDEETIZEBRFIT L Chith. TERRRTOSEREOREEA
AIZO<AEOTHY. FRRKBOLSLHHERIIES DT, T HRISBTLEHE - Totts
T ALSHERRRBRIIFRTLRLIEL TV, COEF A Tr—ASEOESHEBITHB TS
EHBEEDEFOEE (Consumer Bill of Rights) bish . BRIGEBEEREICREHLTHRYERS
hTi=,

AREZENDEES:
1. BRERERBRIC aEaL\T%%'fJ\bd)*(./?d--—.L\F:Jﬁzh%%?ﬁ“zﬂ:
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DEIHEOBHBLIZHL. TOEERORLELHMEO A EMIIRE BRI
ERPREAEREBIIAT BIC MY MR XL FDA (CHBELHTESBS
BB IR IR R Doy MR T URTBIEZ S
BlERORETREEEHL
ERHFEERITHL. GMP OEFZEER

EEROUE- MI- B0 BECBVTETTAENEELT~IL

e

FD&C DL 2MDFRICEVNTERBAL ST T
1) ERBFIDEE (section 201(g))
2) FERTHLCHEROLH QBYILERICET 284
Misbranding and adequate directions for use requirements for drugs (section 502)
3) FERRGESYM B LU cGMP [T 5EH
Adulteration and current GMP (cGMP) requirements for drugs (section 501(a)(2)(B))
4) $EADBEER '

The new drug approval provisions (section 505)

EREFCIIRVEENHY . EENIHETERICE>TEEMFALGLIOTHHELELS
4. FD&C D EBEEAT S &, ERHF T T A TEBIZILERELGH>TLEIRETH /- =
D &S31Z, 1997 £D FDA B RALENRILTIETE, B IHERZICHTIESFERRAC
HUTHRECRELTWSh T TlEhad o1,

e FDA @ Compliance Policy Guide (1992)

FDA [ZFRETOH S0 FIzhHi-Y ., EREFIZDWTIEMZOREI A ETE, LHL, 1990
$EF ., T8LE (manufacturing) JIZH - X EDOHENEEOFEEE > ->THERICERTELD
A3 B4 TE7- (Baxter Healthcare Corporation 154 . 1992 4F . 2B() FDA 384 'S X5 B &)
BlE&H, ($FHEEIZRIT S FDA BEIZHHERL. [FDA ORBELLICEHF S5 FD&C EISH
[THFRBRBEITHETSIELT,

FDA MEXIZHL ., Baxter [£reconstitution (B EESY) [+ 3E /B RH<H L LAL 1&L T FDA 2125
L7=. FDA (& Baxter 43 FD&C %M “adulteration” B&U “misbranding”MEEIBIHERLTEY.
#Ff-, GMP IZESPLTUVVENER L T2, Baxter [ZELEHE R (LRI N TR T AR OERERIE T
HY. T, FDA OWLWSFHEORFBRICITALEELT-AY, #HIFRIE Baxter ICLHRiET FDA
OBRREESYHEORFHIERSNS L, Baxter AIAEERLT=,

FDA [2& 2% 0OHBRIE, B ERNHETERLLTOAERN - B3 2= F /=y
ZEE|ERITHER LGS, ERANKIEREA L 4000 FEEHIMSITHOR TV R EFIEOEFO—
BETHY. -, EREHZE FDRC EDBETIHFEILALT L. EREFORFNLERELE
e B, BEDEEICLEDERHFE DRI ETHLT FDA ORBEFIC LA LR TRET
HDIERRLT=.
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1992 £ 3 B, FDA {3 FDA O#1TH E4E (enforcement discretion) D EEMAIC D VTERE LT
Compliance Policy Guide (CPG): Manufacture, distribution and promotion of adulterated,
misbranded, or unapproved new drugs for human use by state-licensed pharmacies ZF1TL71-,
COHARILEBRRFSFEIZEHIBHMSRNATINS LI ELYA, [adulteration &V
misbranding I8N EBAER ABNIEHHT 2L D FDA DMITHBHOTHIZET H3M%
SELELOTHY . ERHFITHT S FDA OBRH OV TIEHFEYBEEIZSh TN, CPG
RATIZEY ., FDA OEMRGITH LARICE--EREERKL. RREH|IZ3TT S FDA DOHER
NEZETHHDHN, TORFBEPRIERETEISBECERB LR

@ FDA bk (1997 &) : FERHRAICEE T 51273 503A DEM

CDESEERIZHT, 1997 £ 11 B 21 B, FDAiE#1{ks% (Food and Drug Administration
Modernization Act: FDAMA)YR2YU b KEEEDERICKYRKIL, 7230 127 (2, EHEOS
ETOEBBEF OLLE ST (status) ZBAREIZT 5. FD&C EICIZAMoTzt9 3L 503A AErf=I2
BmEhtz, COtYiar 503A TIE. EHERLLJIIEMCE T, EFBEAO=—XIZEINT
HKohi=-8EL. FTROBELAEFE,ORBRINDEHEL. 1EBNO 1998 £ 11 A 21 BMD
EiTEhdl&icliotz, CH5LTERMAEIHEITIEAL MFHENCEFBINLTEI LR
NSRRI DZEMATHTHEESh

EREHITROEEISREIND:

(1) NDA % L<IZEBE R E5(aNDA) D &FRICEI I 52132 505 D "#HE D EKIH
(2) cGMP IZ§9 % adulteration GRA. BEtH) DO&RIE

(3) SAYLHIZBAF % misbranding (B - EXGEDTRELET - RIGHET)DEE

http:/fvww.fda. gov/Regulatoryinformation/Legislation/FederalFoodDrugandCosmeticActFDCAcl/SignificantAmendm
entstotheFDCAct/FDAMA/Ful TextofF DAMAlaw/default. htm

FDA SEft{bi:Cld, "Compounded drug”®E &%, *@{%%ﬁ(umtéd States Pharmacopoeia:
USP)%L<I% (National Formulary: NF) @ eh1=8%E/ 557 I= 250 -2 D EE (bulk
substances) IZfRY, S G (FES-. USP ®"Pharmacy Compounding” D EEI<HESL THAM - A& -8
FEhf=t O CRITRIEELENEL, S5I2. RERLLJIIFDEOBEMN S, g sBREh =
EEREHHLTIASENELE, |

COFEBETE>ELBROHERITLHEICETERETH > BERVIEIERERFI(TT
. BRI EDEEHFORE (advertising) L ILE {5 IRFE{RE (promotion) R 1L L, Z
O—FH T [EREAH—ERZLTNDIEWNITEBE IOEEIC DN TIXEFRILY:

(Congress passed a provision that prohibited the pharmacist from advertising or promoting
compbunding for any “drug, drug class, or drug type.” The statute did permit pharmacy
advertising of compounding services. hitp://leda.law.harvard.edu/leda/data/846/Riley.html) ,
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LHLEAD, COEES - BEOHBRE, ERETAEDLSHRMT DY —E AFRHTESMN DL
T. EFi v EEEEE (educate) 5D ITRELER LT, ERHFH—ERIZTOLVT—HREL
TET R, BFIZED L3084 T ORFNTELDIENDENTEST, TAHABELS
FIZHTIRAARLELES>TLES S, FEREICTERMRZLTWET L, L0 —FREHKEZ S
FBEH O EILE TR EE R LT,

e Thompson v. Western States Medical Center

1998 &£ 11 A. 7 2OERHN FDAMA £33 503A DI L& - B IO FIEIZDONT, ITBEENL
AE—F(wtd B, BERTELLEE]) (an impermissible regulation of commercial speech) &L T
FDA Z1E8R. &/ 34 M D US District Court (ZRERIOHIREFIELT, FDA (LIEREBHPTICLER
L7=A%, 2001 £ 2 A. #ErEFIFIEE3 503A TOEDT R THEDNTHAHEHEL:
(Western States Medical Centerv. Shalala. Section 503A to be invalid in its entirety) . 23
> 503A HFi%IZ commercial speech ZHIBLTWAEDEOMESIH, BFF(HHS £F Ty
V) FER SR OMAERIREL T, 5I-BE SR LERLT (Thompson v. Western
States Medical Center) (hitp.//supct.law.cornell.edu/supct/himl/01-344.Z0.html) ,

e FIFR L 2002 £ 4 A 29 B, FD&C ixD 433> 503A IE, commercial speech [C3x5 53
EERDFIRESATWSE-HENTHHEL T, EHFEHIFFOHREE E L= (The Supreme
Court affirmed the Ninth Circuit's decision that section 503A of the FD&C Act was invalid in its
entirety because it contained unconstitutional restrictions on commercial speech) , EERE I
l%. 933> 503A DR D:&:%% commercial speech (C4 2 XEE. RYOXEE S TH&MF

TEHNELT, 9432 503A FOEDOA B EHESNT
(hitp:/caselaw.lp.findlaw.com/cgi-binfgetcase.pl? court=US &navby=case&vol=000&invol=01-344),

e Compliance Policy Guide (May 2002)

EREANL, Lol ABBICTHR I AL E RSN, misbranding (FEERT) ©ERICETHE
YR TS DBGEEREFICEIZ L TRV EShEO D, FDA I, KD L54I MBI
FDA AT # =4E (enforcement discretion) Z1TET M TE5H A A ANBEEE X, 1992
FIZHFTLI-CPGIZEJ%, 200245 A. "Guidance for Industry — Pharmacy Compounding —

Compliance Policy Guide"&#17L1-
(http:/Avww.fda.gov/ICECI/ComplianceManuals/CompliancePolicyGuidanceManualfuem074398.htm) ,

HAEURIZIE, TFDA [ZEFIEFAEF QNS I ESE RERBEDO-HICSBEMEEDRAE
#l%— 8589 (extemporaneously) [T D> TEZ LIFEBHEL TV, COLSBGHMEREAE
BIEZOHA T AOFRTIEIHE MOBTETHS, LALENLS, HAKEEROELLUV
HENEEIEEOHBIZILEEDT, FDAC EOFHEICHT IR ELEDERTER.
adulteration (" B &) 4<% misbranding (FIEEFRT) EHITHBTHLSTIHE S, FDA [T
DIERITHEEBET D, TOEIAT I aAVEEZNEIMIONTE, ERATROVTALHD
TTAZLTWANESIMZEDL,
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1) Bon-LEDEHEERE. BERFOISGUNAZEEZZITEEL5EFHLT(n
anticipation) KREDHFELTLHM

2) XKEDEREAFMOMCEZELTHSMN (MBI TIRSIEhIEEMITEH ORR)

3) FDA WEBELEERROEA TRIAEV. ERERORK DAL IHE LMzt O M

4) REOEOYMS FDA BRERNSOY TS5/ v—SEEEANLLD THHLDTEICE
AR NHERIOBVREEZAT - FE -FERALTLALD)

- B) AV RUTAT (USPZKABREB LTS ENSRIEOLGWNEYEAFE -RE-HHL

O TULMEL

6) MERBEOHELLJIEREHBRFE->TLVELS

7) B2 DBEBIZHRFRITIEZEFEDLH. HLLUL. BROLHICHEFRDO LS54 H TEREFZFIR
HLTULEL,

8) RSN TWAEEREFALED. HLLIEFDAREELEABENICACESRaE—EERTIEE

© LY, FDA REBELEFADDLETREGS, CLOEDLOFEFEA G -AR I IDILE

YT AETHY. COIIGEBSIIBRECEENDELTIBRNERL-EHNOF R

9) EBEBEMFILTLIMRITELTVENEIH

=L LRROVARSRTATERFRELTODEWIOIF TG FHETr—A T ERTEE
FEH5IEAHEIMELNLLELT, The above list of factors is not intended to be exhaustive, as
other factors may be appropriate for consideration in a particular case.

® FDA [z k2EBNA OB FELBE

2001 £, FDA @ Prescription Drug Compliance &Fid, 14—+ uh ECHATES 12 DX
BHCOWTREMZRAELZREL . AEENITERAF ORE. #E. HIZET HFHIN

KTHY. ChoDHAE—MWHRESAFITOLOLALIETFRICE>TAFL . KRN, R,
SR ZHAR, HEFREGEQABRELLTORLEVHEA EDE . ATa4K, KRELSD
29 8.9, EEEHHF. KR, BOAABRL v, RAHL BOFO S5 >ORLGLEBEERIEO
HDTHoT=, ‘

FEHRTIIE 208 RO 3M4%IZHBNT,. WED L EDIFEERETANMNIFEE. 9WRITHET
wtATFA N (BiEEh 5 Sl 59~89%) THAEHE TH-T-,

FDA TIXEEIL—FIHiERES FDA OSRICTRELTHEY. 1996 £MLELHT= 3000 Bam
[ZDOWT, AET VA TR ERKIE 2% LT THoT-. D 2%~ 2001 FOERRATEIE
34%&ELNSHF(L, FDA AFBLTUV=RYBREM I, HU TG A XAUNSIoFC b1z 8%
B, TOFEEHBLT—RIETEDLDTIELGL. LML, §%. FDA, MOXREFIERE. E
EAE., ERET. SHICRHTAETHSILEHRL TS (Report: Limited FDA Survey of
Compounded Drug Product.

http://www.fda.gov/ Drugs/Gu idanceComplianceRequlatorylnformation/PharmacyCompounding/ucm156725. htm,
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2. ERHAICEEL-EEBEBLUEEH

2002 . KEICBEWTEHEEE O ORI ) I TAF IR OV HE 2T -8 E
NEDERER. BEOHGHL)BBEELEEZELTAR. CORBRERICUUEREZL. nE
MEREICK-THIENE S, BERET 5=0ICEELILCH, EHO—ETHS Exophiala
dermatitidis D EEH BN, BEIZTOEDEFEICI>THIHEETICARSI BRIZET L. C
DIEMZERCAFILTILRZY AV EREZT 50 4 FIARRICHEREIZWEE R OER
#2LTAR, iR ERLERENBOH DN . COAFILTLEZY OV ESHIETRTRCHHE
BICTHESh L0 T, COERICBLTH >IkBAB O AFILILEZY OV &I A7 ILH
¥, Exophiala dermatitidis B VR Eh 7=, South Carolina Board of Pharmacy (B§H05- M
EEZFZAR)FCOERISEFHORFEFLZGL. £HATEIRSE T,

EERERHLERISHIEHERLRELVEETARENEVED, BB LU TROLILE
K, HEMISERSNALSBERMNECTRLO TRET IETTHY. ThoDsr—RIEKILO—
AIBEERLEEZ 505 (Prepared Testimony of Sarah L. Sellers, PharmD, Executive Director,
Center for Pharmaceutical Safety, October 23, 2003, hitp:/iwww. pharmwatch, org/comp/sellers.shtml)

» An outbreak of bacterial meningitis in California was associated with compounded spinal injections—three _
patients died and eight were hospitalized.

¢ CDC warned physicians and health systems to consider substandard, compounded drug exposures in
cases of unexplained infections following intraspinal or intra-articutar injections after an outbreak of fungal
meningitis was associated with compounded drugs—CDC further cautioned that health systems may not be
aware that they are purchasing compounded drugs, thus actually requiring vigilance to prevent
compounded drugs from inadvertently entering supply chains.

* Compounded spinal injections were associated with neurologic complications including paralysis in an
epidemiologic cohort study of patients who received unapproved, pharmacy-compounded continuous
intrathecal infusions.

s Three cases of poisonings in children have been associated with unapproved drugs compounded for
Attention Deficit Hyperactivity Disorder.

o A 5S-year-old died as a direct result of receiving an unapproved compounded drug for bed-wetting.

s Two patients developed septicemia and were hospitalized after receiving compounded vitamin injections
contaminated with bacteria.

»  Three patients were hospitalized in critical condition after receiving compounded thyroid remedies.
s A cancer patient died after receiving a compounded injection of herbal tea.
e A patient became blind after using compounded eye-drops that were not sterile.

e A study comparing a compounded prostagtandin dosage form with a licensed product found.a higher
incidence of cesarean delivery associated with the compounded drug.

* An estimated 4,000 cancer patients received diluted, sub- therapeutic chemotherapeutic agents
compounded in Missouri.

The above mentioned cases are considered the “tip of the iceberg" by public health experts hecause
pharmacists, unlike licensed manufacturers, are not required to detect or report problems associated with
compounded drugs they make. These problems have come to the attention of the public only when the
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numbers of persons affected by a single incident or the severity of an incident have been significant
enough to gain the attention of the media—not through surveillance and vigilance.

o 2003 %, E2TO Galson K (HHS) (s AEEFS

Galson Blz&niE, EHANLZERAFICHT S FDA D REIX. [EEOAFIZLEN>THED

BEO—XIZEILIIEFIAARE R -RARULLDITHS. 2EAE BHEFIZTLILE—DH

BEESARAEEHANEHE D S RAIONT LB DRAAH N CELNBES

AMZEEBRE (DY . BBRBEODEERFRVNTH L7432 —2a30%2{HLD T, K¥

DERAUFNIEERERY—ERTHS, LOLEAD, hiZlZREELIHUH TEEDMBEC

YROZEHXFTEIORHS, EHIZ, ERHEADZOELZ. KEOHFFESELTHHHLRZT
- bhB (Testimony by Steve Galson, HHS http://www.hhs.gov/asl/testify/t031023.html) ,

CCOREIHL. [HEAZSELEVDRFZRBEEFELTODESLI LRGN, & Galson KOER
HFNDOERI-F T 2HET E# International Academy of Compounding Phammacists: IACP A3151%)

HS . THRERODIZFREOF-LEEZASL. AFBERIVBTLNDELTLEERELTISLOD
£3%. SHIT, FOA RER RO G, REMICRHIE N HI=OIZT TITHEO SRUIRL-EEE

SREHEHONTNBTENHD, D ESHITASMBRERN=— XSG NTIEAL, H%
BREAMELTING, 2AFEEOH 1 NHAERHAICL LD ED#ERLHD, FDA T TED

FOIGHRAEBTLEERBITH L THRETEL

o TivAz)L OURYT: BRtH<KREREBEORAEEE v F—EE-THA. &
LRSI 2ERM OB A R LT R HEZT_J:jﬁ-iEAIi{Eﬁ*&ﬁm_I&E&b{&
B, BHELA—FRTLTIOHEF R EIET-,

o mEAFLILE=VRAY: RO EREINBALEAFILILEZ O EHHF T, it 60
T=o .

e MEBIATEXTIAEOHH: BEA—-AOAEORSHFE. MEBZTRFELTL:
HUTFN=TOEBICHL, FDA FEELFI—EHT, FDA BIURYTHIL=THERDE
wBhfThhi-, COERIZOLIZFRAE LI A ZE (compounded inhalation solutions) [Z#{4E
WELAH LT, BRERIRLE CRETIXERS O ME OIREIZRFEIShTISG),

e BERHEHRAIEO>LIRADHRBT—R

Tomeldon Co. v. Medco Class Action Lawsuit (2006 fE{25F. 2009 4£ 6 A 30 BE#E$13R)
P ER RSN EFOEENRETELELTART AR ER~O T WNIB LM >f 2
EIHREL. 5 OOHhERMNAFIEBFICECLIZIFRAF VL aViRkERIE, 2009 £ 6 A, ER{E
DEGHEBRICED -, COREHFBRITTER, LLIERHASEHAT 5 1LL53 K55I~
LETRERMNZTDLIGEOVEODEERLIZEVZ LS
(http://hrsclaimsadministration.com/casesitom/)

“ERERERAY OB RME REERAT I EE RBHEBRU T, TREAL D
P CH oAt 2003 FEITALIHEEYRIT L .
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3. &M - EFITEEREDEIM

o EZMOBF _

FDA S EE O£ 3y 503A HAEMERESN TLUE, EREAITHNBRT S0, K
RF &M ORI “PAREGR B (2 AREh TOEL O RIK THS, COKIBHT, SIX-UMESEL
UM D EEFEE 54 (Missouri State Board of Pharmacy) (3R EBNLT7 I 0—F£mY, HEIC
BLTER TN HH (RANAB L UCIERFRA) OB AT, Fi-, |BEHEF <DL
TIEEBMECOVTE, BEAMBRELHLILV ST LR EEHEL . E5ITFDHE, LY
MORBETI . EEME=AV VI VRATLEEATSH L, BLUBERBEZIHILEER
mLTMEESEL . ‘

AVTFN_FHELEEMBENLAEEITSHL., BEEHNREHAS AR IEHEM . HL
JCAHO (Joint Commission on Accreditation of Healthcare Organizations: EEMEZEESRE
B %) . Accreditation Commission on Health Care (ACHC: EE B EEERS), HLLIZ
Community Health Accreditation Program (3321 =F<BRBET 0T SL) NS5 A E TG

C LTWENBSIE. MOEEEESHOFIOHFTEMETLIEEL, AUTAN=ZFMNTIE

CDIENERRE PR NAENEOFIE. THABLUT I v (BRIEFRE) OFHELE
L TULVS (http:/leda.law.harvard.edu/leda/data/646/Riley.html) .

*HUTAH L7 OER T SIFRAE DT REE
https://iwww.dca.ca.goviphammacy/forms/sterile _comp_app pkt.pdf

o EHFREFICIIERHANCETEHAFF15%F
ERRANZMIZ LB, 83 (manufacturing) IEEFR (FDA) IZEREREWS A TRIFFERD
—BFEHTHY. FDA LT HEARYE MO BAECE S, REISCCTEEHTEALERETE
BHERLTD, SEXFLEHR MR ER K LB E B E A (good compounding
practices) IZHITT, BEMICHAESA 2 HITLRLY, REE-HitEHREzk., £7-. "Guide to
Contemporary Pharmacy Practice”, “The Art, Science, and Technology of Pharmaceutical
Compounding”, “Trissel's Stability of Compounded Formulations”, "The Science and '
Practice of Pharmacy’ =& OFEBHF-IRARAICRETHEE - TXRAMERERITSh AL,
FERAKOEODRALIZKE{THL .

NABP* (National Association of Boards of Pharmacy: EHEEEELES) IMOEEE
BOEOITETIL L—ILERITL. Db 15 MITk->TEASh

ASHP (American Society of Health-System Pharmacists: X EERZEFIEFS) HFRRSH
DI=HDHARSAEERRE

USP(U.S. Pharmacopeia: *EZERR) EFKEHFOFTFWETLAA, :ODE_I:J:%J‘I‘I'C?:FFH
ch, Ff=, FDA ®itD AR EHEICHLIIASN TS,

APhA (American Pharmacists Association: XEZEFIETS) (XER7E (accreditation) . #2&E
(certification) , REN D BT EFE LD -8 D ERIRZE (industry standards) 2 2L, ERH
O LEELEH (K51 (standardized national guidelines)ZEE 33O DEELERIT,
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*NABP i, 7AUA£ 1 50 & DC DIFMN. TT L, TLILM)a, N—=DUHEE,
Za—U—FUF AFF M, A—AFSUT AN OEEEBELOESHEHTHY.
ERIFSHB ORI MOMYELHETELTINVS
(hitp:/iwww.cpc-j.org/contents/c08/nabp.htmi) .

4. USP HEUZOOBFBIE (2009 £ 9 ALK
1) USP OIBREERERIOLHOET VAT AICET HEE1(2009 £ 9 A 23 B $AT)

FEFF 1R (USP Convention, Inc. http://iwww.usp.org) [(ZI T ZEEDO—ERAERES (OTC).
ZOMOANATTEERS (BMES . S7UAVMEED)OGBOHERBOA TR
(official public standards) ¥ BT SHEBET. 1200 FOREITHI-2BHELD,

RETUAENTINES TR TOEBRAEERP OTCEIE. . USP DO AREKEEFE-TLAEREK
THEIToNTEY, FDA FiEE0 A BBEHZ OFIE - HETEIT>T D, BTE USP (& National
Formulary CKEIERE &) &ML T, USP-NF LLTHIfFEN TS, ZOEMT, USP-NF (ZIR
BIh-EXROBRICEATIHETHER(ERACRELE) EHEHL USP-DI 2iHY. ChikB
FEHEAAE L 2—PREL WS BRERFEEMBERIITELLODEEZILNS
{hitp://www.usp.org/pdf/EN/members/qualityMedicines.pdf) ,

USP t#£(% 2009 &£ 9 A 23 H, " White Paper — A Model System to Promote Access to Good
Quality Compounded Medicines"&#E9 5 HEZHRITLU . K “at"&EA SN T -ZERRAL.
B, FalE, REHOEM. A3HAM (BUD: beyond-use date) DERELE, BRI NTT
HhTha, Zoa&E. REOEVEFHOLHD—D2OETINIAT LEEUZOES MEEHEIZ
PVTRLELDTHS (EXF YD FHILERBD<SED>)
(http:/iwww.usp.org/pdf/EN/members/qualityMedicines.pdf) .

A MODEL SYSTEM O#i%

A) PEOPLE, PROCESS AND PREPARATION STANDARDS: A. 70t &&UiEsEms|

- Ingredient and Preparation Standards (Product)
B E KUEREA (BR) . USPE/TSTHMMDTATITEET H0T. Shic#EMT 3

- Compounding Sites Standards (Practice and Process)

WA OEARR (EELTOHR): REESDELUTHERORSHERIT DT, NABPED
BETITEELRTELTID, T, USPH{ERLT="Practice standards™ XN D %I EiZHE|C
AHLNTIND,

*NABP: National Association of Boards of Pharmacy £XEEZE&EE

- Practitioner Training and Accreditation (People)

WEBLUZEE(N) . KFESRCREEH-HOBULEEF -THEO -DITHhYFaF LM
BENTEY. TOFMIINAPLEXMZ &> T, Fio. ERO O DR EEHIMOERES
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&2 ko THBENTING, BRSO &S IR RN v LT BIED IR i
HERIEELTLVS,

*NAPLEX: North American Pharmacist Licensure Examination. Jt 3R 6FE HEs
**BPS: Board of Pharmaceutical Specialties % SFIMES S

B) CONFORMITY ASSESSMENTS : #& & 1E5E i
- Site Accreditation

HEEROEE: Mg)ﬁ%éé%ﬁiﬁﬂ]t%hl;ﬁ. PCAB*D XSG IEBFE A ZRERREEZLSHT
& -6%60

*PCAB: Pharmacy Compounding Accreditation Board E£R&KIZEEES

- Adverse Event Reporiing

FEFREE FEERREVRATALAICKIYERCHASN - EERICEBET I2EEERTINE-
T 5. 200557 R, Tua AHENEB AL TRIL . EEORESMHRERIC
[i+1-i% 4. Patient Safety and Quality Improvement Act of 2005 IZ5R&Eh
TWHEIIC, ERIAPERLE . EERE TR~ EEOREHICEET51%
BEARETHILET, EEBMOIERIZHEEL, HROZRPEHGEE DL
&3 T5,

(GE: COZRBEHIAILI-S, BAZIEHLETIELSTENS, BAn=a
A= autEoTFHRICDORITAICEZRDDIHF N THH LTS
i)

2009 £ 11 BTE. FDA [Z manufactured products & compounded preparations M5 5% BHE
[CHTBTEICERRLTEY . EREORISLLEMRAFISHLITEFEYIRETHZ . LML
DESITEFHENTEELGPITBNVT, USP (FEELEBE/LHEIT TS,

1) MEIC USP OB TRt bt ., MENAOES £ 797 £, BLUERERAOH
8% 795 ) AEARAEN B THMA DD

2) FDAC AT S THLERMKFIERER IOHBEITITN D, LizA>T, $L USP-NF IZEE#Ex
hTWAEABEFESIH S ERAShS ST ATO USP B/5S5TIZER LTRSS,

2) MBLUMOEEEES

ERHAZEH . ERMEBINELUMOEEZESORFTICHS. EMTIRBOEELH
#HZEL->TEREFZEEL. RHETERRT ERERORTENL—FUICTEBLTNS,
f=. MOEBZEFREFMOHFEBRENZIMEL . S/ RADRETET>TD BEICE
CTOL—LBH OB LIT. LOMDMTIL USP [T \E RS- FEREHH DA
BRERALTNS, ol MBI THLEEDO—RIEEHR DO NABP [FHELHOERRES
HAUZERTH-HOETILRAZEFRHALTLS (NABP Model Rules for Pharmacy interns,
Institutional Pharmacy, Pharmacist Care, Nuclear/Radiologic Pharmacy, and Sterile Pharmaceuticals.
hitp:/Awww.nabp.net/ftpfiles/INABP01/09ModelActFINAL doc).

3) IACP., I L—HaR T L—— LE~HE
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IACP (International Academy of Compounding Pharmacists) (% 2009 &£ 9 A, EEFIOKXFR
B{REHABTHHTIN—I0R - TIL—2—ILENTER CHFILERE AL experimental,
investigational and unproven” THY FD&ACEITHERT H1ELT. D §(’2{§%U ARG R
FTHEVSETRAR—FIL)ZREERLLEICHL, TL—2O0R T NL——IRICEBE:-5 R HE
FHHLT-. hitp: /fiacprx.convio.net/site/DocServer/IACPletter_BlueCrossBlueShield_082709.pdf?dociD=6622

<BED> A Model System by USP (A USHILET— k)

PEOPLE, PROCESS AND PREPARATION STANDARDS
- Ingredient and Preparation Standards (Product)

Optimally, a preparation monograph in USP exists for all compounded
preparations in the U.S.Compounding monographs are prioritized so that
standards for the most frequently compounded articles are developed first. The
Compounding Expert Committee, working witn compounding practitioners,
associations and others, develops a preparation monograph. The Committee
takes into account safety and other considerations, such as intended use in
target species. This input is obtained through a variety of sources, including FDA
(whose views are represented by FDA liaisons to the Commitiee), NABP, and
other practitioner and board associations. As noted above, conformance to such
monographs is required under the FDCA.

- Compounding Sites Standards (Practice and Process)

Optimally, practitioner associations and others, including associations
representing state practitioner boards such as NABP, develop standards
for all compounding sites (both in community and hospital locales where
compounding is practiced, as well as practitioner office practices). Practice
standards (<795>, <797>, and others) developed by USP for compounding
are recognized in state regulations and accreditation standards (similar to
the treatment of compounding provided by NABP in its Model Pharmacy
Act and Pharmacy Rules). ’

- Practitioner Training and Accreditation (People)

Adequate professional education and training curricula are adapted in schools
- of pharmacy to ensure that competencies in compounding are acquired and

are supported by assessment through NAPLEX and licensure requirements

through the state boards. An independent certifying body, such as BPS, builds

an accreditation to define specialty certification of compounding

practitioners. Optimally, all practitioners who compound complex or sterile

preparations beyond a certain frequency are certified.

hitp//www.usp.ora/pdf/EN/members/qualityMedicines.pdf
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<HEEQ> KEIIBIILFEEZREATA

® MedWatch: FDA Safety Information and Adverse Event Reporting Program
MedWatchiZiiR# Z3%& (Post Marketing Surveillance: PMS) 7045 LD —1 & L T.FDAAY1992

FICEALEEREERZBRELRATLT, EES. £EEFE. EEES. $EabaR 3JUA
M) %. FDAORFTIZHZERABROEEERICONT, on-label use, off-label use [Zf§H
59, Hi— LR TRIIFFD (=L, P9 F U ERICHT28FETE2EREST. ER0HEY
ATLEFERYTB) .

ERERCEREEE. —HES (BE. Rk #8L%) G Licidonlabel DA T4 < . off-label
THEALLY—RLEHTERMICEETHEISBRLTHEY. £, EXS EARSHUESE
FiZ(Xoff-label use THHOTHLHEZZHOT TS, FDAKCh L DEE SHh-ABOEER
HREMH -l LT, ERRESEO-RERISRRISENT S,

*Form FDA 3500 — Voluntary Reporting B RBREH
ERUEEE, HEE. BEFICLOHE

- Form FDA 3500A — Mandatory Reporting ZH#EIRE R
IND#REE . EER ERHMBRIEETE, T/AMNEA—4— BWADE.,
User facilities (EREFIEE SRR, Flito2—F) OELE

TS HERR (B ENEES)
MNAORER. KEME, ERBRZEICIIEETAERZERE T H(EXETLESR).

« . Form FDA 3500 - Voluntary Reporting
o For use by healthcare professionals, consumers, and patients. Submit the
completed form using supplied postage-paid mailer or fax to 1-800-332-0178.
(Send only page 1 plus any continuation pages - do not send instruction pages)

« Form FDA 3500A - Mandatory Reporting
o Foruse by IND reporters, manufacturers, distributors, importers, user facilities
personnel

Online Reporting Form (Voluntary Reporting)

Report serious adverse events online® for human medical products, including potential and
actual product use errors, product quality problems, and therapeutic inequivalence/failure.
The introductory page features additional information and instructions.

http://www.fda.pov/Safety/MedWatch/HowT oReport/DownloadForms/default.htm

MedWatchZE A LIHT{X. Adverse ReactionDREEEEFBNETHIE=R Y LT ATFLEY)
KA FEHZ2EBIC19624F IR L TV, ECERBEL SICL2B8HRMEE. EXLD
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R L AEHWBEHE. FoMzoarhTEY ., SEELIRAE>TW LD, BTHo .
8. MedWatchiTHE S hi-gIEMIEHIL. AERS (Adverse Event Reporting System) 24§k
=h3 (htips:/iwww.accessdata.fda.qov/scripts/medwatch/medwatch-online htm) .

® Adverse Event Reporting System (AERS):
FDA OEESBICEDHFICPATETRERLERETOISLE YR 5=HD
KABEERASTSERT —3—X

FDA (% 1969 &Y, EEREEICHLEBEN-EER(EPHAEET) OREFRFERD
H|EEZB/EOIT. |REE Adverse Drug Reactions (ADR) VAT LICEHEL T, TO&,
1993 ££IZ Adverse Event Reporting System (AERS) B A Zh ==&, ADR T—4~—2%
Oz E ST, Li=A>T, ME®D AERS (Z[F 1969 FLIBEOT—42WRBEShTINS,
AERS DEIfEMEHRIE MedWatch OBEHKRICk->TRBENTHEY, v a—4eEhi:
BRLIERT —IA—ACHEYLIZEHL, 288Sh TS, Center for Drug Evaluation
and Research (CDER) && U Center for Biologics Evaluation and Research (CBER) D X%
WAL, REHITHINERE, E=4—L BEIELTELLLEERAELITD,

AERS is supported by the FDA’s Center for Drug Evaluation and Research (CDER) and Center for

Biclogics Evaluation and Research (CBER). Staff members evaluate reporis made by drug
manufacturers, physicians, and consumers to detect safety signals and monitor drug safety

(http:/Awvww.nap.edufopenbook.php?record id=118978page=13).,

AERS T—AR—RZEEThLFESRIESR:

- EEURMHE (healthcare providers) B8& U B EALHEES (consumers and others)
5D FDA EiE~ O BRI E (MedWatch form FDA 3500 #{F)

- EELKTEET 3500A (FlL CIOMS) X THREFEHL @ >2OHTIY-)

- 15 BLIR#RE (15-day reports) (BE. RHDOFHERBE L LUV 740—
TYITREOES)
serious and previously unknown adverse events within 15 days of their

occurrence and conduct a follow-up investigation.

- ERCHESROTHRE

- FREM(FPA KEILIFLAOHEHR) [CONWTORERLR
FEFROEHHE

- ERRCEN SETRHII->THEILILO (LROATI—EBHELY

(EHR e e, 2008, www.nihs.go.jp/dig/sireportiweeklys/15080724.pdf)

.t LS E PN ERRLEE BB, REEFEDTI+— A TFDACH S thalfh
S7EL (hitp:/iwww.fda goviSafety/MedWatch/HowToReport/ucm085692 htm)

AERS (3 1969 A LIMEETHOT—HEIRBELTNIA, BLOHBETETRENATWADREH,. 12
OREFI=H L TEROEBHRABTERE M LSh T Y, A—BFOEMNEEYAREL-EEH
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EITEBERBENETN TS (EERLTLERE,
www.nihs.go.jp/dia/sireportiweekly6/15080724 .pdi) .

AERS (Zdo TSN HE L, ERINULEECERUEEE~OBNSBELLONESH
SWEND LGB YRAZIOWTERAL., VRIZEITH=HDRRNEBRICRF-RRINIL

EHEDERIL CDER 0 Office of Drug Safety(EER R £H) SERRKERLIBHTITS (TR
X &M, CDER OBEIEAHRSE),

This information, as Anne Trontell, deputy director of the FDA's Office of Drug Safety, noted, allows the
FDA, in collaboration with the manufacturer, to ensure that there is effective product labeling to aleri

health-care practitioners and patients to possible safety risks and areas of risk prevention.
http:l/www.nap.ed u/openbook.php?record id=118978&page=13),

18, EMOBHRTAREMNRI2EEIFTHE5H. FDALRMT A HEBEELTELT.
ERFIZH L TRIEAREESHE D TLVEL, 2005 £ 58 20 HAEMICREEFEHELL T
AL BTLEREL TRV —RAAHDEEN S, T BHELTWELM TR, |REEE2IC
FET. EEUEEENIOIVATLAICEMTEINEIMON>THEY, BlIERBELEMT 51
DITRETH—LF 1 R~DEHRETIHEDIXDPRESNATOS(TREXSHE),

The FDA does not impose on physicians any legal requirements for reporting adverse events because
it lacks authority to regulate the practice of medicine, a responsibility of individuat state govemments.
Currently, 20 states have mandatory reporting systems, but according to Mr. Troy his experience has
been that there are known cases of adverse reactions that are not reported. In states without mandatory .
reporting systems, report submission is completely voluntary and therefore dependent on the '

participation of health-care professionals.
(hitp/Awww .nap.edu/openbook.php?record id=11897&page=13)

FDA IZChoDHEDDME, EELTEGOBEELELTTOML(FET. ABRELJIEIF
Bk 3L JIEERNICEAGEEXBCEDICEENARELRLD)ERE T, MEIZISLTE
FREMRICKDESLLHH - iz 2T ERREECO—F/ w75,

htip://Awww . fda.gov/Drugs/GuidanceComplianceRegulatoryinformation/Surveillance/AdverseDrug Effect
s/default.htm, hitp:/Awvww.nap.edu/catalog.php?record_id=11887

The FDA searches these reports for serious or life-threatening ouicomes that result in death, lead to
hospitalization or disability, or require interventions to prevent clinically significant impairment.

o USP ODEFABREERSIATLA
NATIONAL VOLUNTARY REPORTING PROGRAM

2000 £(TH# Bk > TIRE SN 1="The Medication Error Prevention Act of 2000°M 7045 5.4%
USP ABE S B L5 EDKEE ST, USP TIRERBIRICET A BEEL AT LEHHEL:, =
DVATAITZBNERENTHEXBMEL. BMEEBTHRETESLITH->TLS. USP (E 1 R/
[CHRESNET—3%5LLIZ, ERLR—FERET D, COLR—MIEFRBRRBRLO-HOIZER
AL TULVA (The USP Role in the Prevention of Medication Errors. '
http./iwww.usp.org/pdf/fEN/members/mederBackground.pdf) .
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IV. Off-label use DIRIRIEEERES 2 CMS*

(*Centers for Medicare and Medicaid Services)

1. R AT EE R MedCAC

2. CMS p &8 % RE T HIRYEA D Medical Literature
1) AR T) L(ERRLFHEEH)
2) EFSy—FIL (KARE)

3. REAVARUTAT ~OHH

<FRBEICEATLSEAH>

1. ubpyiE T MedCAC

EXROREUELUFMEEZIMET SDOIELFDA TH-TH, EOEERDPAT I T OMAEIC
BUNDHEHREZEZ THINESIIEHRTADILCMS (ATAT 7 AT AR -H—EF R4
_) 'C‘“&‘)':?Do

KEBFFIE CMS IZKYIELMEREEZ THY. fz& A FDA AERBL TULVELBRGE (off-label) T,
HLLERBOHHIA R T47 (BERAF ) OEEEW-Dy—FNICHE AL TEHESh T
nIE (s "medically accepted indication” Té#hiulE), CMS IXMEBERETES,

Under Section 1961 (f) (2) (B) (ii) of the Social Security Act, the term “medically accepted
indication” with respect to the use of a drug, includes any use which has been approved by the
FDA for the drug, and includes another use of the drug if — the drug has been approved by the
FDA and such use is supported by one or more of the drug compendia. A Medicare
contractor may also determine that such uses are medicaily accepted based on supportive
clinical evidence in peer reviewed medical literature appearing in publications which have
been identified by the Secretary in a posted list of accepted cancer journals.

hitp:/www.cms.hhs.govimed/nepe view _document.asp?id=9

. AFAT T THIN—S B &M EEE T D1 (Medicare national coverage process)
FDA 2k o CRASWBEIAE 0T :
CMS A¥reasonable and necessary” (SIErIMNDWE) LML T off-label use

- BEEIN1DBEDQAURU T LIZEEESN TS off-label use

- EEEhi- “peerreviewed” Uv—FLICEREENTLVS off-label use

NCD (National coverage determinations) development process: EIAMEERTHMES
HhERETEHIOERX

hitp:fhanerw .cms.hhs.goleetéminationProcessl
hitp:/Awww.cms.hhs.gov/DeterminationProcess/Downloads/8a.pdf
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5

@ Ofi-label use M55 75% X {EIR. 0% AR FTAT7EHERB

LLATAT 7 EERTAE. O RERBRL OISV THERETHLNEZ LN, TORELSH

CETHELDRRTSUITES, ChAMERT AN ESHDOMEE—BERICL TV AERTHS,
BB ATATARTERBICEMOBEECHERONTHADT, —BIELTRARSIEEETE

?%LL\O : '

A7VRKZHAMBIZITo1-FE The Tufts Cénter for the Study of Drug Development (2009)(Z
FhE REORRRH S ELLT, off-label use D3L NDH 75%FEEL TS EEH D, LHL.,
HESNTWDARBEDOK 1/2 LLEIT, XS, BRERICT L0, EMEENBELN. ED
FIBE, SETFREHIFITSNATID(NCD Tl H/3—3F 5/ FHDETHN—FE/H8
—LAL, DIEAT2HE) . T=, BRTENESIHOREITONTIL, [FIF 0%A LA Fr
TESHELTIND T EH$IBALT- (hitp:/csdd.tufts edu/NewsEvents/NewsArticle.asp?newsid=149) .

Tld,. CMS BED KL THEB OOV R U TATBLUERSy—FILERET 500, HITHA
SEEIC O TIIREREERIBERE S ASCO (American Society of Clinical Oncology) ASd{y#i>
TCMS [THELTWSIEN, BELA A 2—0 FDA OBMRICK > TIFIELHBEIALERT
LB, COESENBEMRICLDEEDEMNI, CMS ERBRKEDOHBTAEIZEEIHOM
H-FEETLD. TETOADRIEZEEL,.CMS (2815957260, CMS oI L-EMES
2. MedCAC (Medicare Evidence Development & Coverage Advisory Committee) &3 L TLY
%, MedCAC [ZEMMEZETHHEINERETSH NCD ToAUZENTHhLNAREEFOBEE

H6PH Cdp B (hitp:iwww.cms. hhs.qov/FACA/02_MEDCAC asp.
http://www.cms.hhs.govimed/nepe view document.asp?id=10),

2. CMS AMRBIEZRTEY H1EH LTSS Medical Literature

1) AR T4oL(EERDAIESH)
CMS O Medicare Benefit Policy Manual*! (213 IREF & (2009 ££ 9 A E#$7) T, as authoritative
sources for use in the determination of a "medically-accepted indication” of drugs and

biologicals used off-label in an anti-cancer chemotherapeutic regimen &L T. Fig4 20,
FAILDOWTRD, BLFT DU EISREHSMTOINSEHEORRELTIND

" hitp/iwww. cmis. hhs.govmanuals/Downloads/bp102c1 5. pdf

{p61~Chapter 15, section 50.4.5 “Off-Lable Use of Drugs and Biclegicals in an Anti-Cancer
Chemotherpeutic Regimen IZ{8 8. £ 262 R—)

2 hitp:/fwww. cims. hhs.gov/ContractorLearningResources/downloads/JA6191.pdf

*

@ AHFS-DI (REHEREI4+—3215)—H—EROEERFTHRET, RENLATTVRAT L
FEHIET £ AV 1T, American Hospital Formulary Service Drug Information 1993 ££~

@ National Comprehensive Cancer Nefwork (NCCN) Drugs and Biologics
Compendium (NCCN EER - EMMAO A TrL) 2008 £6 A 5 HEYES
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@ DRUGDEX(Ef#&iEHRizatiE Thomson Micromedex ASFE4T)
2008 f£ 6 A 10 A LY%D

'@ Clinical Pharmacology (REFRZEIRE, ILBETRT)
2008 £ 7 A 2 RKYHEM

® OURUTAILEREDER
1993 £, off-label TIEH > THIRRIEBERH B RERAALRHE - EMEH OREREIOLT,
BEFATAH5TFIRISALCEBRELTW B 2OIVARAYTT7EB BT HL5ER U,

BEOREEIVRTAT:

@ American Medical Association Drug Evaluations (AMA-DE)

@ United States Pharmacopoeia Drug Information for the Health Professional
(USP-DI)

@ American Hospital Formulary Service Drug Information (AHFS-DI )

LMLAEAS, 20 AMA-DE, BET USP-DI (& 2007 ELIEH-GHRIROREITEHILETEE
ARELI--0, ERTELREIAAYTAI LD AHFS-DI D& EEH>TLEL., SIS DELS
b0 T, AT T 7O SLITBMT REQAVRU T4 LERINEITESh, £2T, 2007
£, CMS [ZEFMARITKEL., FF-av RO T LERE T 50O ERLEEET At REREL.,
2008 F(ZiZ 5 DDAV RUFAILDBERIVIIAMESR T, TOHIETROIDEREEYAMIEM
L=,

¢ National Comprehensnve Cancer Network (NCCN) Drugs and Biologics
Compendium

® DRUGDEX

® Clinical Pharmacology

@® ASCO MZEFHL7= DrugPoints [I@BESh{

—7%.ASCO & "‘DrugPoints” (Thomson Micromedex 3t #1T) DEEEREH L FORM (VR T
1V LDOEE. FE EERAMNL, ALECERN, BHAENE. IETUOROATI—0EE. B
BEAARElO TOER ., FIHBREAROBHEEE)ZE, 10 R—JIThi3L8—ITUi5HT
CMS (TR LAY BRMICEESLT. £z, AMA-DE (XEEEVIMMSHIBRENT=,
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" <ASCO O DrugPoints EEEFL F—D—ERikEE>
February 11, 2008

Re: Request that CMS Recognize the DrugPoints Compendium as
an Authoritative Compendium for Medicare Coverage Purposes

" The American Society of Clinical Oncology (ASCO) requests that CMS add the
DrugPoints compendium to the list of compendia specified in Section 1861 (t)(2)(B)(i)(D
of the Social Security Act. ASCO is the national organization representing physicians
who specialize in the treatment of cancer, and Medicare coverage of new drug uses,
which that section addresses, is extremely important to ensure the proper care of |
cancer patients. As discussed below, DrugPoints meets CMS's definition of a
compendium and largely satisfies the desirable characteristics for compendia identified
by CMS in the Federal Register on November 27, 2007.

Definition of compendium

DrugPoints meets CMS’s definition of a compendiumi, which is “a comprehensive listing of
FDA-approved drugs and biologicals or a comprehensive listing of a specific subset of drugs and
biologicals in a specialty compendium.”

A compendium must {1} include “a summary of the pharmacologic characteristics of each drug or
biclogical and may include information on dosage” and recommended uses in specific diseases; and
(2} be indexed by drug or biological.

DrugPoints is a comprehensive listing of over 1,400 drugs and biologicals that is indexed by drug and
biclogical. Each drug listing contains information about pharmacokinetics, dosing, route of
administration, indications, drug interactions, and toxicology. In addition, DrugPoints assigns
rankings to each indication to help users determine whether the use of a drug for a particular
indication is recommended. Therefore, DrugPoints meets the CMS definition.

<ti#> Medicare Program; Revisions to Payment Policies Under the Physician Fee Schedule, and Other
Part B Payment Policies for CY 2008, 72 Fed. Reg. 66222, 66304 (Nov. 27, 2007).

PLED X575 EHB T, 1E?’£0)4-30):|>&*_/%fr7Abﬂ‘fﬁiﬁt:?ﬁﬁénu\éo

2) BERSy—FIL (BABE)
AR TADLDIEH . RIREEDEBLELS peer-reviewed medical literature &L T, HAHE
HICHNTHE 26 BHARESK TS (TR). ‘

- 1993 fFFITEKFShi= 15 F(HARE)
- 1993 F{Z ASCO [Z&>TEESHh, BRESN =T v—FILIERD 15 TH>1-
(http://www.cms.hhs.gov/imecd/ncpe view document.asp?id=9),
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- 2003 £ LT 2006 FE, ASCO LUBEMYHIIT AN 145 -

LHL. ZO#LIESYRMAEETSh M o1=1=6, 2003 F£H KT 2008 FIZASCO i 14 5k
@ﬁnu’&#ﬁ“’rbt&u\tmUb::xbﬁ\fa.ém_ (ASCOQO May 23, 2003 Letter and May 4, 2006
Letter) .

EFETv—FILA 1993 | 2003 | 2006 2009
1 American Journal of Medicine o @)
2 | Annals of Internal Medicine 0 ©
3 | Annals of Oncology ©
4 | Annals of Surgical Oncology ©
5 Biology of Blood and Marrow Transplantation o o ©
6 | Blood o ®
7| Bone Marrow Transplantation o ©
8 | British Journal of Cancer o ©
9 | British Journal of Hematology o ©
10 | British Medical Journal ' o ®
11| cancer ‘o ©
12 Clinical Cancer Research : o ©
13 Drugs o ©
14 European Joumal of Cancer o B.
15 Gynecologic Oncology o o ©
18 | |nternational Joumnal of Radiation Oncology, ’ o @)

Biology, Physics
17| Jou mal of the American Medical Association o ©
18 | Joumal of Clinical Oncology o ©
19 | Joumal of the National Cancer Institute o ©
20 | joumal of the National Comprehensive Cancer o ©

Network (NCCN)
21 | Joumal of Urology ©
22 Lancet o @
23 Lancet Oncology o @)
24 | | eukemia o @
25 | New Enéland Journal of Medicine o @
26 | Radiation Oncotogy ©
PATRIEERE LY HIER

Cancer Investigation . o

International Journal of Cancer o

Lung Cancer o

The Cancer Journal o

Joumal of Thoracic Oncology o

Breast Cancer Research and Treatment T o
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FEEDASCOICEBHEE S y—FILIZONT, EFRDER. BLU. /AT wsatv MR -4
B NCI X ASCO #ES+—F L D35, FRO7HEYIMNEMT 3E5CMSIZBRL., Tf-.
ASOC R TITAL 4 DR MERERLT-, $5(2, FDA BPIRICKY 3 EDRME 2 HOHIBKRO
RALIENT=,

The NCI experts suggested that CMS add seven ASCO-recommended journals;
Annals of Oncology |

Biology of Blood and Marrow Transplantation

Bone Marrow Transplantation

Gynecologic Oncology

Clinical Cancer Research

International Journal of Radiation, Oncology, Biology, and Physics
Journal of the NCCN

NCI also recommended the addition of four journals not on the ASCO lists:
NCIIZASCOMB LSO T 4 FHEMIER

® Radiation Oncology -

® Annals of Surgical Oncology '

® Journal of Urology

® Pediatric Oncology and Hematology

The FDA experts selected three journals from the ASCO lists:
FDABRMRIZASCOME U v—F LS TR 3 BERER

® Gynecologic Oncology

® (Clinical Cancer Research

® Lancet Oncology

The FDA experts also suggested that two journals (American Journal of Medicine, and Drugs)
be deleted from the CMS list. FDA EFARIIE. BED CMS URMML TR 2 iEOHIBREIETR
® American Journal of Medicine
® Drugs

BIER(Z 2000 £RE. LR 26 SEHBEINDIZEHT-,

3. BEaARITAT~DHtH

aAVRUTAT, BLU, BEFELv—FILE medically accepted indication OR#I AL T47 /1R
MO v—+ JLIZEET S5 HEL T, 2008 Medicare Improvements for Patients and

- Providers Act TIETEEZEBIEEL TL % (Social Security Act (42 U.S.C. 1395x()(2)(B)D
Conflicts of Interest-Section 1861(1)(2)(B)) (http:/iwww.govtrack us/congress/billtext. xpd ?bill=h 110-6331) .
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1) BEAROERIL
BEU
2) AXEFLEORIRREFELLTRER QMR ORT

*Conflicts of Interest-Section 1861(t}(2)(B) of the Social Security Act (42 U.S.C, 1395x(t)(2)(B)) is
amended by adding at the end of the following new sentence: “On and after January 1, 2010, no
compendia may be included on the list of compendia under this subparagraph unless the
compendia has a publicly transparent process for evaluating therapies and for identifying potential
conflicts of interests”. .

LALahis, F0RIAV AR Ty LIEEHCHFEHROBENERHESh TS, DRUGDEX
(&, BELEMN DOEHROFEHN MO EASBBERSNIA, AHFS-DI 2B TH EBM Bt %%
FTANBOALLT, WEHRITES oftlabel use1 DIZH Y S AN L OBEERAZ B HFLEEHL
HEIRL TS SHARREE S =, ST, RETE SR ATOS EL TRy T 50 IZikNVA, FHED &
LY Pharmalots [&, NCCN Qa2 AT LIRFFEREZARICLTLVEVDOTEEI ARV T4
J LOBEFEMSINTIND LIEREL .
In May 2008, an article titled “Cancer Drug Compendium Viclates CMS Guidelines” was
issued on "Phammalot” website, one of the 50 Best Business Blogs, which criticizes that
The National Comprehensive Cancer Network’s Drugs and Biologics
Compendium should not be regarded as an official compendia because 1 fails to

disclose the conflict of interest
. (http:/iwww. pharmalot.com/2008/05/cancer-drug-compendium-violates-cms-guidelines/) .

FO®%. RENVRTTORT LERIBSE. AHFS-DI RIS ABEERECEMDBIRLT
WADIE, FDA AfEEMEI—F— T0ZHIRLTWSDEEILTHY, CMS Mo BEERET =T

FIZ off-label use ITRIL CTIRBEN-EHZEHBICEE TSI ZREELNETHY ., FEL
1z off-label use M35, 28%LMNREERHTLVELDIE, TNETEEALBEL TSI L1

1510 &R ERL TLVA (Pink sheet, 2008) , BLED £31<, off-label use |3 33 EIRERIZIZHR

LTRREA LD TIEGC, 9% CMS IZ& B YLV BELNBETHAS,

<@FRIREZEICETLIEERTH>
© CMS MRBEEVI TR MERHE® . REETOTOER
http:/Awww.cms.hhs.govwDeterminationProcess/
© HATATTTHRA—ENTOSERM (FY . NERTV KT BBEANSGD, TLI7AURTRIAENA
—SNTVWEERLIRTEND)

hitp:/fformularviinder.medicare.goviformularyfinder/selectstate .asp?javascripton=true

- DOTRPGEENTHS, BEEZRTREREN M EShEETOTOER
Medicare Coverage Determination Process
http:/fwww.cms.hhs.gov/DeterminationProcess

Medicare National Coverage Process .
http:/iwvww.cms.hhs.goviDeterminationProcess/Downloads/8a.pdf
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« 2009 £ Formulary (list of covered drugs) by Kaiser Permanente
2009 FE AT 4477 A\—h D THh/A—Eh T3 Kaiser Permanente OEFERKUAMTREIzTO
Comprehensive formulary £88)

hitps:/iprospectivemembers kaiserpemmanente.org/kpweb/detailPage.do?cfe=422&htmi=/himlapp/ie
ature/422formularycontent/nw 2009 PartD formulary promem.htmi&rop=KNW

= 2010 Comprehensive Formulary: Prescription Drug Plan list of covered drugs—Pennsilvania/West
Virginia/Chio hitp:/iwww.upmchealthplan.com/pdi/2010_MC_Comprehsive_Formulary.pdf
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V. REOBHHEERRRGE

1. kEOFHH
2. kB O ERKRFIE
1) EROERRR
2) BRXEBOAMERRE
3) REIOBERKRIS0OESE
3. kEOERFRKRFIEEEDE R
AT TIRTSLBAOEBRE~REECOHRE
5. AT PiERIE EFAT4TTiER)

b

1. REOHH .
FEOERBREELER TS LT, XEORSICETALRNEEFARTHS. kEOEE]
(SRR ALATE GEIR) . M, 3075 BSAK (BT O 3 DI HATHY. EMERThIRED
BECBSIER TS, 5, BAQTEERFRIAREDIM I, BARDH-BT-57 1ARED
[ERCh™yL T 1) T (75 B A1) ICH 2T 5 (BREE R AP EFERES. 2000),

KREORFOFRELT, ERLALOEER DG AR (N, BLU. FOMMERT S8
BETCOR - HIZLDER) THHIEN DM BESIZ, RETIEHETH M (State) 1A T B
DEFRT, ZLBVERER--THEY. TOESHFLITER) (BR) THHEDERITIL>TWS
(JETRO, 2004) , BATIZIE - $EAF R - RT 1 ERBL AL ABDITH AR TOB T EIXRE#
THDLEDD ., TEIDHERIBRATHD, THbE, ARMThREER | THADIZHL, KEE
CHh A ER I THY ., CORNRKEOFRADFHEVNZILS AR, EHBOELZLDIEFRF
BEEABITHA(JETRO, 2004),

“kETIEEED (consumption tax) [&. BRYU—E ADOBMARFIZREEN DS,
78 L (sales tax) EA LY, MICK > THERESRLDS, BHRVEERTERTHD.

2. KEOERRERHE

1) EMOEREREK
XEEEERELTIIHE— BERERBRHENGN, LIA->T, EEBIZAAL LIS B xEE
CTEMOERBIRICMAT ST &IL>THA—F 50, HAHVIEHOERRBEZLEACHA
BTEATLHLAEN BEXOLENRBTIRBRERREICHACEIHHEETOBSE. £
(A ERZAESOREBHERRTI-HBEAGHIIVELTELH. ZOLSHLBEDLLI—
FEIFEE O, RREFRETIBEFHOLVGNEEDHE . HEIVIBEEELLISRMHOER
REEEALLSETHIES. BAORERHEIILFBCHIBLES FSOFER TR EMLRIZ
XBEITBUL 7T —RLEATEY, T EABBETENRBEIREL TN ELTE URMS
PELADEETEBTHE, MASLEES LITREBHE—RISEA>TLEN, ERRROM
ADTFAREEGY ., ET-AICERIREICH>TLED,
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2) BRXEOANERRIR :
WHVESERFRIRICEIMATERNR SR EZRH T 58T, RETIHASNEIZ2 DD RAKIE
BRARRTOTSLERHELTVD, miE (65 UL - BAREE -BUTFLBEHEHRELEA
T177 (Medicare) &, {BEFMFEZIRELIAT 47 A (Medicaid) TH B, f-F2L. ChoD A
ERERICMALTOTE AN—ShADERCREEFBIIERBILRERBLLLID,
ELDAETAT4F v T |EFHEND AT 4T 7 DREMERREERRIRIZMAL TS DOLNEET
Hd,

KEOAERRIRHE
1| AT477 GSRUEOEHRE". BEFERGE,. EEOENERREE

- 7%—MA: Hospital Insurance AR (R E. SHEBE) GREIMA)
« 73—FB: Medical Insurance 2 HERREK (EEFHRM. 5K2R) (EEDA-HFD

« IR—hC (AT T -FRNALTF—2) 13— FABOFEAICIMAL TS EANIMATES,
RHBRBREHIEET IR 7ERE (HMO, PPO) T, BIFFIZ{HY
IR—IABOBITEFEESH, ABLRAELLEOBFERITS (EEMA)
EFCRREADTFT7EXHBEAZ O, IAF TG,

« K—ID: MULEAFZERSOHRIR = REGRSUSCEE (EEMA-HH)

2| AT474F  EFREHE

3| ENREREEAERTEE FEAATIVERENE

R L. HHS (R 218 ) O rh ) ERHEIR BT (Health Care Financing Administration; HCFA)

RE A EELATE 7 - A ORMICIALLZDEREHEAEAES LI THEY (1 F£IEIT10%) . chht
TCITMAT B8Ot T4 T TN AT A7 T TN A (AT 4w T) AT T
13=kD, AT AT T - FRRT—=U750 438 OMAL, S AZidSAE 7 4 AR, MARIE,

BRI CERESROREST AT TOREISHL, S EEOBERBTLRES
DEMIZHEN, EFEERTFATA T ARAOMAELEZ ST, HANERRR L HERTEEE
PFBRAEEITES>TND, AT 7R EERERFOREISEFTIIEEMAREISEETES
F=th. MIZk > TR BLEIEREREEELTIND, COLILHT, FHROBBICELTLBME
HTETHEY (BLLNTEAT S ARIMAZE S B, REEHBRERE)  COLSMTE, SFE
FAM CHAFIRERT LT TETN D RENREHELDL-OL. TOREHEICHLT
MAAT L AR DI DIZH o - ERBERET BESROIT2ARKB I, AT 17/ FRHET
BEEDEHIETHEO—HITHY, B HRE LA ETRYDESRYESNEREATL
ZOBBEKTHB(FE B, 2009),

3) ERORERRTS OHSE

@ AT LZT1-FF(Indemnity health insurance, Fee-for-Service plans)

HCADETET B, fee for service” RIETSY (fTbhi-t—E RREIFHEENS / HER

L) T MAEITEBICEMPRREES, Tz, BNLZLICEMEICHA NS LN TE, Einf
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HLARELHBLACBR|ITAZ TSI LN TED, ERICHL CHEST L O TRIRA N/ \—Eh 5,
BRE AN LBCAEHEERV-2EO—BHENRIBREHHOSBHENDN, EQOER-
RERBATHL—EHEOLLETHNA—ShS, YRS OTSUMNERELLHRLHE5, RIR
HAMD TS EEAREEICE VO, RETIXCOTSVEFALTO S ARDELESHh S,

@ TARTKRFTF-F52(HMO. PPO, POS %)
- HMO(Health Maintenance Organization) I fRER#E I3 | DB £

1973 . ERY—EROBELHEEFEIBLT, Eaﬁwﬁt’&ﬁmﬁthé‘@ah;oﬂzﬁ%’é
WRTEMIRAONT7 (BEBER) JOFELBEALI HMO BRELT -, Thitk->TEENERS
HMO &E2#99 5 & TRELHER T HE51T45. HMO A EMZERERL TV 7 —X | [EhT
FEBREBRIIETICIN—T - T30T1 AD BRI EZHLCEFEHRTHT—X, HAWLIE
Independent Practice Association (IPA)IZIIALTWSREESC/NMNAET L—T-T50F74R
DERL IPA ZEBLTHMO L8835 —RGE . SEIFELBENEFNE,

HMO &, BB A 2D T 3 EMMEE HMO LRIk B HIR LSRR T Ao &4
[C&>TREHZBEMMZ BT LICHIIL . LI=A> T HMOT S IZIA §5EA X, HMOD
FhI—ORTERY—EREZITHBY., VLB 2 EBEE (Co-payment) TH—ER
ERITHCENTED, LHL, EHICBEHHLILRERRFLIIMNE HMO (T L TUELEREAS
EEFRATES, TLEE, FERE-ERBHIBISHBELTERBSNDAISICRY, EFN

" HMO OFHEFIZ &> THEBERER FoN AN > ELTHMO ERFT A EELIFELIEH
b3, EXEXD HVO THoH1H—(Kaiser Permanente) [ZFDHRKRFITHD, hAHF—
@ HMO REBIZIIA $ A&, A —HERCLAFIATELL,

- PPO (Preferred Provider Organization) [{EXEFR B IOES

PPO (Preferred Provider Organization) &FEEh A EE (L, RIS A EROER ORFEREED
E#Y—E RRHE (BEHEBER) LR2VL TR T HFVET—I T, v bT—7 A0 ERERICN
NARUIGRBETH—EANRZITENS, RyhT—IUNOERBETEZRITTELN, ERE
BENEGES LSS, RybT— 7@@@%#&5@’5*”ﬁ??’%’)"(zt/Tafjﬁ‘@J(J:'Jl-_IiL,
=30 THD.

HMO J52 &877Y, PPO T3V ClRAVAI—ON DERBMTOY—ERIZH, BERIEE
[3IBZELO0. REAAERICHS. b5, HMO KYLBEHHICERBRO HSHAHLOHN
HHTHD BE. RETE PPO A HMISFIASh TS,

HE.HMO L PPO M TRIURGPETSUL, RAURT 7EAONBBECRIFEAENE
BRI O HER TH-F-. REIEEEOEFEED-DIHEOEETO/ 145 —L22H
LTS EHIORERIRABERILE-OMNEEYEENE, '

- POS (Point of Service) 5>
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FLWEATELT,. POS T EE IS MAFED=—XITHIETHRIERHLEA D0H
Do -

- TN—HaR-JiL—i—ILF

FRIRCEEMMA PN EL>TRAIEIN-TIL—70R-TIIL—L—)LFIdERERCEMERAEZE
(EHLTEHSFEEFORRMESELTERICRERL TE-, BEIXH 60 Oz L-HEN
TN—HOR-T == LR IBLOETFIZHY . TR ORTFRTSUERBLTINVDESWBAS,

—HIXERRRSHITERELTVS . . ‘
{bitp./Awww foreignborn.com/self-help/heatth insurance/4-what types.htm),

3. REOERRERHEREDER

FREOREFRIIBRE LT TG $OSFIVISAOBETH BN (A T XHE)

fEFRAE T, REARROSHILEAERMICES ERREODEERZLTE, 2008 FOR
FEREMAEZEFEDH 66.7% (2 100 A A) T, COHL 58 5% FEAETRUEODERRETH
Dize o AT AT T EAT AT ARIZIMALTWADILH 28.4%. 8560 B A (AT477 14.3%,
4300 B A AT474AF 14.1%, 4260 75 A) THHT=. ANEFRFEMAETHEED 27% M 518
mLTHY. COBHELT, BFERRICESIEAFRBFERICIYERRENSSLMER~DD TS
FECH>TWSEHERSNWTING, iz, 2008 FOFKERE L 16.4%. #5 4630 AA T, AIEED
4570 F ALY 60 FAEANLT=(US Census Bureau 2009 & D 2008 &£ETF—4,
hitp://www.census .gov/hhesivwwihlthins/hithin08.html) ,

FEOFEDRIEIL. 2000 F LRI TV O 2 BISEhHH->TNDESN ., [EE
BILEE, BELWADK 3 EOESTHIHT TS, EXRRITMALTOSZATLE D &IE
5 (Co-payment) Az 5. EREOEREI7AVHALERIZEOLMI D ZREALRETHS,
RE T, 2018 FITIX GDP @ 20% U EAERBE TEDOW A RITAL LHERITh TS,

BT D LSIZIR]TE, RETHThOERERICEMAL TOEOERIRE TH 4630 FAT. XE
DOREDAOR I BEANSTRL. BEOHG6. 5 Al 1 ADERBRBRE LS &ITHS, 2009 £ 9
A 9 B.ANTAHEIERSRAESHET. BECORFLEHT) .. E0 14,000 ANERRRE
£oTHEY. SERO2EMTTAVAAD 3 Az 1 ANZECHDORBEETRIEICHIA—SR TUENE
BICHbIEL. XEOERRERFIEREOHARETBEORETTFUMNTSEELIC,. BEEE
EOY—45—F, b, RRaH. Fik. 85t % EERERROY—F—ZFEZT. A5 10
FiThiY 2 RFLOERBHIRO-H. KIBGREEZTSEIBNEEHLI-(2000F9A9 A

DA AT XKEFEDFEE. "Coming Together to Bring Down the Cost of Health Care”
hitp: fwww whitehouse.qovithe press office/Remarks-by-the-President-to-a-Joint-Session-of-Congress-on-Health-Caref) .

- AT 7 EEL 2017 FIHEE 2
2009 £ 5 A 12 H. HEREB LU AT 17 7 {E5EEEFTHR (Social Security and Medicare
Boards of Trustees) [&AT 147 M 2008 E£EI-HITH X HAEEIE 4680 {EF L (¥ 44 Jk 5000 {&
M) ChHoT=,HR. SOFTFORETHILETNIEL, MAIVLRHEOBUDIESHAKEL,
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2017 FEICIZHRLTLES D FREHRR L=, CIE 2037 EEXTITHIETAEF RSN TN %
ENELHIELYLRANGIKETHD

REQESHEREUAT 7 ERITVOBEET 0 (FR)
LE%: Social Security #t & REFIE " F&. TEBR: AT477)

Social Security '
Huamber of wears unlil depilebod Voayr ear change
o g 2p  3p  emieed
1999 e 2034
2000 R 2037 3
2001 P 2033 1
s o . 20471 3
2003 77 2042 1
2004 . ... 2oaz o
2005 - ’ ’ 2041 -1
20046 S 200 -t
2007 N 2043 1
2008 0 2011 o]
200 R TN RN 2037 -4
Medicare
Muamiber of years Ukl depleted Yoear Year change
o ap 2 30 R e
1999 2015
2000 2025 10
2001 o 2025 4
2002 ‘ .. 2030 1
2003 7T T 2026 -%
2004 i ' 2019 -7
2005 : ’ 2020 1
20086 20148 -2
) 2007 2019 1
2008 2019 0
zo00 HEEE 017 -2
Savgses: Qfluee of Lhe Chie! ckuary,
Soctal Recurdy Adrministrztion

By Amy Gaoldstein
Washington Post, Wednesday, May 13, 2009
Medicare has become more fragile as well and is at greater risk than Social Security of imminent fiscal
collapse. Starting eight years from now, the report says, the health insurance program will be unable to
pay all its hospital bills

(hitp:/www.washingionpost.com/wp-dyn/content/article/2009/05/12/AR2009051200252 . html),

KEOERE FEOLEERBICLEATHERISE ThTOTENLETOEOEREERNZT
TWHHIFTTIREVDEL, FARKFHERIT TROLSLRIFVIH REBFTEROHEEENR L
~DBHEXEEMS. RERER. KEDRFAEEEF. KEFRICEHALTOS.

© ARBOTTEREL . ERE OB ARERD

- BEFBEMYANSILITLY, BEGERTAISHT SREEHRL, 474770 RRHE
BEHAOETHERD BUE. EIREYE 14%BRIFIH>TNBEENS)

- EEETHR — I EREFIEDIRIYIERND, T, ATAT AR OFETEESR
8 (TSUER) DYA—IERITOFHEERD 15.1%05 22 1% LI T, BANELTS
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s AT T B EVAT A FOX I NS R ERREL(T — FEREBRER(GAO)IZXS
&, SFXTFELFESER (fraud) BB S EHBESh TINVS
{ http:/fwww.whitehouse.qgovfthe press office/Remarks-by-the-President-on-Reforming-the-Health-Care-Syst

em-to-Reduce-Costs/) ,

Lowering Health Care Costs
By More Than $2 Trillion

BEFORE

= ARTER

x
.
»
-
o
a

htip:/Aww . whitehouse .govblog/Coming-Together-Bringing-Down-Costs/

REDERNEZ S
ERESTIERE
EROEREEOTEX
BB AT LAOHEQES

AT KRB II[REOERE FE CIA<BITHLTHESERAH L. HRLERS. El<x
LTEIONDEIRETHD, A5 10ETI1I20BFILOFEEZRIETIELTWS, COEENES
(21, EERPRBREATE IEERLERTAETRILSUA VT IDRELSH D, 2T
LZEBROEICESEBTILCLY, EMORROELEEMLCEEL-ERTATHRTS
FOUB BB E~OBITIRESL TN,

HH TEOBVLERLFAAUIDVTHHL. BEOERTHTEBN-HERABLND LS
HEHMELAhIE, BELERTATRIITESLO. 7/ATBEETIE. EMEO EFRE

(Comparative Effectiveness Research) ZEHTEY ., SRIDIINEROEHE LD I H i
THHLTND, E5Ic, HIMELERRISHELRRENEL, TORRERFTIROCE 1
BALTSOBFEARMELN FATBHEAEFEROETFLEHELTVSEBEFIICHS

EShd,
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REOESRHEAEBIERRICH I LEEDDOE, A\ TBIETEHE N EL S AL
AEAWEREROBAEB OB CHEIDEYTHALERRELIA ., ANTRHBEOEH I
[9y2& | (CHAKTIREBEDLRLHY. MBLLTRATIHMEICHA., T CIZERERF
BRICIALTWAERASEHT ISR B LICEROENETT A0 TR IEDBELVE
ZHHoC. BEOANTAFHBEOIBEETFTO—BEE->TS, ERFIEHREFHIEL LB
BAELOEBREERATEY, ANTAHBEIREEBRAORHLEDZ TLD,

4, A F4H5TIATSLBAOES ~BHEFTOHRE

BRLSETIEREENFT 50, kETEIFIELRENREA LN, STEIELHENTHA
TEF, 1960 ERFTEBEIVEBBRICESHFEI N, THERILWL AR (Fee-for-Services) (D
ERENESBAE S, TOHIIEREOEHHLELEHR TIIEN of<, 1966 F, AT1TTEA
T4 AERBAShT, ChEDERBHFAAICEIERRBOBAIZLY, EFAA-BIEREDE .
IZBWTEFIZERESYDIIEREERIERLAE 2T, Flol AT 7 THA—=EhAh
AEBRIZTOVTEREBOGRENAHA—FTDROTHY . FHRBLRELLTE .

- 1984 f£, AT« 7I1Z DRG/PPS %#E A
1982 &, AT« TICLPERERE N GNP D 10%% 225, ckLJF?EE’J%EﬁEOJWH%ﬁ\%
Eliot=t=th. O AREICEL T, AR (DRG./PPS) SEA S (O &3IZIRE
BAN—F HEROEEHRLTIAMERT YA, [EEOENFEES | LLTYH, Hi
EDBVREER).,

-~ QUL EHE. BEEERIEOEAIZER

1993 4FtE, ERERHEREZEL BT AES CRYHPA TV D IEEBEOESY—XAT. B
RERBOBALBETHERFITHHLEA, BRFORXEISOENELEOEBONRRIZEL, §
B. FRIICEoF, 1990 FREEICHBEMAERROFTHIBMAFE L. COLE
DAF AT P CIRAFEZERIIH A A—SNTELT . ERRRREOBR IO AEEREHIN—F
Z{REE R R (coverage) DIERICE RN BN B L3151,

1999 &£, YU bV BUEIIAT 7 OBREEAEIEALC, RAZEREINA—FTEHILEFRELL,
LHL, RIS EZERDLEE AT THAETBLTHNIE, AT+ 7R R B
2 HEAOEENREALLELL0. DEEEHALYSHE AL MIHEOBALNE
EEZILND LTSS,

TS ABHED AT T

Tova KGR AF EEE N A~ HRBORREAMIERD AR —DITHBHF T =, BIRO
ESHFNDD. Tys 1B TIEAT AT TESDDHIEIEEL . REH B OHEFRIRERR

T HEVSHEREL TUAZEDH S—E o1, FEHI. AT FAEREROSAEEL

fETHEAEND, REREROSARE LY, RRERSH AT OBSRELBI LS

2. RRUET 7 (BEER) OFEEAT477ITHERAATERZIMMZREIRFTHENELO
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Thote. TS, NHEFERAORISEATEILEKLEFRROIRMIH LS 2D DEEIS
RIS T 5L TH o,

« Tyl aBUENREBLE- AT 7 DIFE |

1) BREOAT S THERSN-40 (82 BENEEICE - EE TR TR EZE XA RED
RRITIB, T, BEOMFEEICOVTIETFARAAY U H—RIZE B EEIE (10~15%)
HBIFEND,

2) IUNAVRRAF42F (Enhanced Medicare) : 2FIIRMEOTARISKSPEHERREA
DMAZBECTRAEEREN —LRREAF, COBE. RFZREHO—BERD2
ELTRBSHITHS, |

3) AFaHT -FENALTF—T (Medicare Advantage): TN\ Rb-AFa5FREIE, PRy
FEHRBIEBA~DMAZBL RS EEREFEOEREAF, LEL, TVNAVRMATAHT
LIZRAY, B OHREOBRENBESA., {tbYIc, 8D EEAEEITE- TS, |

5. ATATT7HEKEEFHAT15TE) -

ATRD &S, AT A7 7 I EEFNETEMH T HREHOZIVEToTELT . GHENLSE
[ZRODVWTEEZBATIESIE. 2EACAHBTH >, kETCIRESENEMEEHHIZERT
TEE-O, BERIIFERICHEAT, ZLDOBERZEL>TLHEHEE > THRBITRIO B
Foo ERENRNEEZRO T, WAZEE L >THFFICEZRWIAKELS K5 EHHATKICITH
hTu,

COEIGERBERRL ., NN FEEA~DRRET I LRZRET DO (AT FUAZE
g LU {E% 2003 (Medicare Prescription Drug Improvement and Modemization Act
of 2003*) 1A% 2003 4 11 A 25 BT ERETHIR, 12 RITT v a KA FR( Lo THIZ, 2006
£ 1 81 BIZBTSN . COMAT A7 TETRVER TR RAL. AT T -7\— D AHERS
hizl&. $hbs, RHEBEOHAN RN ABRR/RGTSUNEASh LT, REMRREICMD
A, RERBAGEENGNE, ZIEE > TARSHHE 01
{http://www.cms.hhs.gov/IMMAUpdate/downloads/PL108-173summary.pdf) .

—RRBOICIE, TAF 4 7R EZE L MMA ELTHLNS

S AT R—D: NRAAEERERORBREA TS L

FERIMI-ER O EREET—BMNICBAShTOREIKFEAENN—EINEEHE-TEY,
Ff=, VEDOERITOVTRB2BEONAZREENN—LETRIEESANIETESTNS
=8, [FEAEOEEGD formulary [CIBESh TEY. E83h3,

f=F2L. formulary [SIBEISh TW S ER RS RIS HIC I o TRAY, F=, 1 FIT1EEHSND
M. EEOFEDTHERINTUVDENFIBRShEY, BNci-o1-YT5sebY ., BROENA
o7 LIiEHiEh3,
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- AT 18—k D OTR—F 9 ik—IL ]
FIVSFIDAF AT 13—k D TSUIZIE, REOFALNHI—ELEIET L. TOHLIE
SLEEBRRS EE->TLEL. 100% 8 2 H18I1ZH 5 Coverage Gap ({REED X vy ) JENE
[EN3ELEDHDH, CHIETF—FyIR— N 1 ELFIThTEY . COEBEETEETEIND,
2009 FE(F, 2,700 FILMS 6,154 K LETHIF—FYUik—IL I CH>Tz. THbhE, EOERMN
2,700 FILITET H&. 2D, 6,154 FLIEZETIR (Fabs . BCAIERE TrOOP A
4,350 FILIZIEBHETIE)100% B2 GiBEh(EAn%ily, 2010 FIZIXIO 2,700 KL AY 2,830 K
JUIZAEY, TrOOP £% 4,550 KILICE2E Tl S BB R RIBLEE TR THD, F—FyUm—IL 0
TRR(2,700 FIV) IZELBEWESICTHIZIK, ERHTIUFRIERELTELINESHhEERE
TAREEBHEBEELST TS, |

RE. COF—FuYR— LB RELMBELAT>TEY . BT AZLOERLHIhTWS, 20D

FIERBEH L, HEHORBMRERHA 2010 FITEIORF—FyYh—ILRIZHo THASH
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*TrOOP: true out-of-pocket expenses: ZHERANEILSBCEHEERH

hﬁg:flwww.cms.hhs.gov/DemoPro'|ectsEvalRpts/downloads/PDP Focus Report.pdf

http:/Awww.consumerreports.org/heaithfinsurance/medicare-part-d-drug-planihe-doughnut-hole/medi
care-part-d-the-doughnut-hole.htm

AFA5TF - 13—kD l:t._GDJ:OIJE"‘E&L(&’H_&Q'CL\%)T*&'J J:u)\%ﬁfaﬁm*ﬁ#m&a)otoi HM
FRBEICEBLTAHEXAYz T LICBBEIh TS
" {http:/www.q1medicare .com/PartD-DonutHole-Coverage Gap-Calculator.php) .

In 2010 about half of national insurers offering Part D plans will offer some coverage in the doughnut
hole. That includes national insurers such as AARP/United Health Group, Aetna, Advantra, Cigna,
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CCRx, CVS Caremark, Humana, and Medco. Most plans that cover the doughnut hole pay only for
generic drugs, with limited or no coverage for brand-name drugs.
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(AF4 X TR SIEEh, RRORREHMSHEATS. ' ‘
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