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1. KREIZBT 5ERBROEANCE T % HHl

AETIL, BAERSEA (Food and Drug Administration: FDA) % .02, HRE IS - B
FRARBRICBE T 2E86 . MTREBEMROBIR, BRAEKOHTRERARROBMELE LD
%, 2B, KEWXBTAHREAEIZLUT O 2 BEICKRTE 525, AF TILFDA 2
LATREMEICOVTHAL TN D,

o HRMEHNPBEMIITOMRE  EERKRO—FT 17 (BRY TN E LTH
Erfbod, ZOREAFTHZ LICERLTH DY) ZFRRTEMIHEZKE
THZENZN,

e FDA B HFHE : FDA BEHFT D2HES, AR IT 5 FDA L RESH L
PHEOEBIZESHERH 2,

1.1. TEREBFE - BRARRICE T 5 EHRH]

111 R SFZRICBE T S EHH

FDA b2 MREHRAEICIL. OF#%E = I v b A FHE (Postmarketing Commitments:
PMC) & Fﬁﬂﬁ%%fgﬁﬁﬁ (Postmarketing Requirements: PMR) @ 2 @ﬁ?ﬁé’b%l Db
PMC iZ, 7AFREFIC FDA L RELSHNETB CTAELLEFAE L o T3, BF. KRAR
’C“%Eéﬂtﬁ%’fk@@?‘é BHMOAREEZH D %% BRI E T2, 20 k) RIEROBEIMNX
FEEOEMELIZENTE LT, EEICPMC 2EH T 5 2 LT3 2ENME L2 0,
DD, GECESRICLBEOLLTERSN TRV PMC LW L ARER S L
ZEnb o,

—JF . PMR T, FDA BNEBT T BFEL >TSS, FDAIZ, UTD 4 2DRETIZE
W, PMR 2 &EEM T AHEEEZH LTINS,

1 FDA. “ Postmarketing Studies and Clinical Trials — Implementation of Section 505(0)(3)
of the Federal Food, Drug, and Cosmetic Act 7. April 2011.
http//www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatorvinformation/Guidan
ces/UCM172001 . pdf

PLETIE PMR & PMC O RBIXA<, & T PMC LRI TV, AT TIE, FDA R&EBAMT
72t D% PMR, FDA L HIESH OB TEBIZELELDE PMC L LTW5,

723 2007 ELIE FDA X, THHER#%ZFE 3: W) FiEAE, OFKRE (Clinical Trial) &, @
BB CEARBUAOEE (Study) <A1 T3,

2 FDA. “ Independent Evaluation of FDA’s Prescription Drug User Fee Act —Evaluations
and Initiatives; CDER Technical Support and Analysis”. April, 2009.
http//www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatorvinformation/Post-m
arketingPhasel VCommitments/UCM181135.pdf

3 FDA. “ Independent Evaluation of FDA’s Prescription Drug User Fee Act —~Evaluations

© Washington | CORE 2012 1
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o FHIAFE (Accelerated Approval) % RO 754

o FELORAICET 2ERNBABEEIC S5 'Ciﬁb\fa/\
o FMEROALTERRINTSE

o fEBRME (risk) ’i}aﬂﬂﬁ?‘é%gﬁ%é%é\

O BRYARZBDLHEE

BRI FDA 78 1992 SRS LT-HIE T A SEM~DOF BB K E WERKITO
W, BEFEOIREZ LRIDIEENREFOERLZBEICART I &N TE 5, B
RTIE. BRMELE (clinical benefit) % Fil3 25 D} ""ékﬁiﬁéﬂéﬁﬁ%V‘“ﬁ LED
M OBERDBICESODTEESTLOND D, BHAROEDICEH LT —& & BKE
WM 22 2hF (ultimate outcome) DEEFERAHETH 256, BREREZHER T H 72
DO EREAE B TDID

REAAGRICE T 5 RHB ORI TO®BY &2 5,

<AbFEMEIZE S EEM >

FDA may grant marketing approval for a new drug product on the basis of adequate and
well-controlled clinical trials establishing that the drug product has an effect on a
surrogate endpoint that is reasonably likely, based on epidemiologic, therapeutic,
pathophysiologic, or other evidence, to predict clinical benefit or on the basis of an
effect on a clinical endpoint other than survival or irreversible morbidity. Approval
under this section will be subject to the requirement that the applicant study the drug
further, to verify and describe its clinical benefit, where there is uncertainty as to the
relation of the surrogate endpoint to clinical benefit, or of the observed clinical benefit
to ultimate outcome. Postmarketing studies would usually be studies already underway.
When required to be conducted, such studies must also be adequate and well-controlled.
The applicant shall carry out any such studies with due diligence.®

and Initiatives; CDER Technical Support and Analysis”. April, 2009.
http//www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatorvinformation/Post-m
arketingPhaselVCommitments/UCM181135.pdf

4 1997 #E1Z % SE L 7= Food and Drug Administration Modernization Act (FDAMA)IZ L » T,
EEELHIEL LTI TWE,

5 FDA. “REPORT TO CONGRESS: REPORTS ON POSTMARKETING STUDIES”.
http//www.fda.gov/uem/groups/fdagov-public/@fdagov-drugs-gen/documents/document/uc
m071529.pdf

® 21 CFR 314.510 Approval based on a surrogate endpoint or on an effect on a clinical endpoint
other than survival or irreversible morbidity.
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfefr/CFRSearch.cfim?CFRPart=314&showFR=1&s
ubpartNode=21:5.0.1.1.4.8

© Washington | CORE 2012 2
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< EYHH >

FDA may grant marketing approval for a biological product on the basis of adequate and
well-controlled clinical trials establishing that the biological product has an effect on a
surrogate endpoint that is reasonably likely, based on epidemiologic, therapeutic,
pathophysiologic, or other evidence, to predict clinical benefit or on the basis of an
effect on a clinical endpoint other than survival or irreversible morbidity. Approval
under this section will be subject to the requirement that the applicant study the
biological product further, to verify and describe its clinical benefit, where there is
uncertainty as to the relation of the surrogate endpoint to clinical benefit, or of the
observed clinical benefit to ultimate outcome. Postmarketing studies would usually be
studies already underway. When required to be conducted, such studies must also be
adequate and well-controlled. The applicant shall carry out any such studies with due

diligence. 7

BHIAGICH- D, FDA IHREBFAEL EHE L TR (efficacy) CHTLIHEREED D
TEEBEBEMITAIENTED, £, MRERENBEUICER S LR 2720 | BRIRE
WEHERTERP270 LEHEIT, ABEMET S Z L2 TE 55 28 2007 FITHRIL
L 7= Food and Drug Administration Amendments Act of 2007: FDAAA) 2 X - T, BHIAR
CESSHRBEAELZER LAV I LITER L R2 SN, FI&0GHE 2> TV5,

@ FLLORAETIHERP+ZTRVES

2003 €EIZ %37 L 7= Pediatric Research Equity Act (PREA) %, FEX bIZ XD EELDRHI
BT 2EERNAAR L TCVALREOBRREZEETHZ LA HME LTS, RIETITHFEK
BRI, FELOMAICETA2REM L 2R (effectiveness) DFFAli (assessment) % 1T 9
TLEEBMHTTCNELD . FDARELRBERNRH D LRBOHE, ARRICHREHAE L
LTZOFiZITH 2 & 52RO TND, 72 FDA X, FLHORBICET 25 MEOES
BEBTEILLHD,

7 21 CFR .601.41 Approval based on a surrogate endpoint or on an effect on a clinical endpoint
other than survival or irreversible morbidity.
http://www.accessdata.fda.cov/scripts/cdrh/cfdocs/cfefr/CFRSearch.cfm?CFRPart=60 1 &showFR=1&s
ubpartNode=21:7.0.1.1.2.5

8 FDA. “REPORT TO CONGRESS: REPORTS ON POSTMARKETING STUDIES”.
http//www.fda.gov/ucm/groups/fdagov-public/@fdagov-drugs-gen/documents/document/uc
m071529 . pdf

9 FDA. “ Accelerated Approval (AA)for Oncology Drug Products: An Update and
Regulatory Overview”.
http//www.fda.gov/downloads/AdvisorvCommittees/CommitteesMeetingMaterials/Drugs/
OncologicDrugsAdvisorvCommittee/UCM243224 pdf

10 FDA. “ Code of Federal Regulations Title 21”.
http//www.accessdata.fda.gov/scripts/cdrh/cfdoes/efefr/CFRSearch.cfm

FDA. “ How to Comply with the Pediatric Research Equity Act”.

© Washington | CORE 2012 3
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® BMEROAHATEARBINTHE

FDA % 2002 ££(Z8% 32 L 7= Animal Rule (2B W T, BBREZER T 2 & BEHEA TRV,

B L < IXEM A AH f&é%éJDAi@%%%@%%@&f%ﬁ%%wié EERD

TW5, RESHIIT, ARBBRICEEXELOBKERZERT 70O M RE FHE S Eh 7]
%wo%@%&&ot% CRGEHELEBT 22 ERBEMT NN, 20X 5R2E
HEORAPLEE SNLH2BREFBPEZLRWEY X, TIREHEIZEEARTERZ &
b5,

@ fEREZFHMTILENDLIEE

2007 #£{Z %S L 7= Food and Drug Administration Amendments Act of 2007: FDAAA) 12X »
T]mAi ARG L ITABRICEZEMICET 28727216 # (new safety information)

ERBLEZBEC, LTOWTNADOBEHODIZ PMR # BEMITAZ ENTEE L)
L&ofméﬂ

http//www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/DevelopmentResource
s/UCMO77855.ndf

11 FDA. “ Animal Models — Essential Elements to Address Efficacy Under the Animal

Rule”.
http//www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatorvinformation/Guidan

ces/uecm078923 pdf
FDA. “ Postmarket Requirements and Commitments: Frequently Asked Questions (FAQ)“.
http//www.fda.gov/Drugs/GuidanceComplianceRegulatorvinformation/Post-marketingPh
aselVCommitments/ucm070766. htm#qld
12 2T A RBEREIZUTOLICERINTNDS
New safety information with respect to a drug, means information derived from a clinical
trial,
an adverse event report, a postapproval study (including a study under section 505(0)(3)),
or
peer-reviewed biomedical literature; data derived from the postmarket risk identification
and
analysis system under section 505(k); or other scientific data deemed appropriate by the
Secretary (of Health and Human Services) about —
(A) a serious risk or unexpected serious risk associated with use of the drug that
the
Secretary has become aware of (that may be based on a new analysis of existing
information) since the drug was approved, since the risk evaluation and
mitigation
strategy was required, or since the last assessment of the approved risk
evaluation
and mitigation strategy for the drug; or
(B) the effectiveness of the approved risk evaluation and mitigation strategy for
the
drug obtained since the last assessment of such strategy.
FDA. “ Postmarketing Studies and Clinical Trials — Implementation of Section 505(0)(3)
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o BEHOEKRMGHRMELFMET 5, (To assess a known serious risk related to the use of
the drug involved.)

o ERBAKRMEDFIKELFMMT S, (Toassess signals of serious risk related to the use
of the drug.)

o THILTWARWEKRARMAMRMEZRET D, (Toidentify an unexpected serious risk when
available data indicates the potential for a serious risk.)

1

A

1.1.2 ABRBEERLOZEMIZET 2 EREH

il

FDA %, AFBNCHBHTE R o> HEER R EOBRMEFET 5720, BRI OMR%ZE
& (Postmarketing Surveillance: PMS) ¥ A7 AZFITTW5H, FDAIZ L S PMS & L TLEL
THb s,

o HEES (adverse event) DI Z EEH
o WMEEDILERRFTOWEY S L EERY

o EHIDMF 2 LITBITDHANEIREERS
o EH|DARRIRIEEE

BHEEECHUFOBERESR ZICOWVWTFDA X, HEESLEEREMENLITH EZMICE
WAEED, MESHSCHUELEENOIIAEEERLEORELELEM T VD, HEELD
EREMAZFIL, B CHEEES% FDA ILHE Tx %1%2>, FDA3500 7 4 — A (Form FDA
3500) B 77 v ARLEETHZ L THETE 5, FDA3S00 74— Ak, A K- U

of the Federal Food, Drug, and Cosmetic Act ”. April 2011.
http/fwww.fda.gov/downloads/Drugs/Guidance ComplianceRegulatorvInformation/Guidan
ces/UCM172001.pdf

13 FDA. “ Postmarketing Studies and Clinical Trials — Implementation of Section
505(0)(3) of the Federal Food, Drug, and Cosmetic Act ”. April 2011.

http /fwww.fda.gov/downloads/Drugs/GuidanceComplianceRegulatorvinformation/Guidan
ces/UCM172001 .pdf

7238, FDAAA IZX-S5< PMR % #5411 2HEFRIZ, 2008 £ 3 A 25 HA b fr =TV 5,
14 FDA. “ Postmarketing Surveillance Programs”.
http/fwww.fda.gov/Drugs/GuidanceComplianceRegulatorvinformation/Surveillance/ucm0
90385 .htm

15 FDA. “ The Office of Prescription Drug Promotion (OPDP)”.
http//www.fda.gov/AboutFDA/CentersOffices/OfficeofMedical ProductsandTobacco/CDER/
uem090142 . htm

16 FDA. “Medocation Errors”.
http//www.fda.gov/Drugs/DrugSafetv/MedicationBErrors/default.htm

17 FDA. “Drug Shortages”.
http//www.fda.gov/Drugs/DrugSafetyv/DrugShortages/default.htm

18 FDA. “Form FDA 3500”.
http//www.fda.gov/downloads/Safetv/MedWatch/HowToReport/Download Forms/UCM0O827
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v F (MedWatch) & PRI DA T4 V#ES AT L BLTRET2F L AL 2o
T2,

BSOS CRIEEE N, BHPER METAIRANCBITII2HEERE2EBRL-EA1X.
Wk 15 B LLAIC FDA3500A 7 +— 2 (Form FDA 3500A) % AT FDA I8 LT
HE7 572002 FDA3500A 7 4 — A CHETAHEBIEIUTO®Y L7252,

A. Patient Information
1. Patient Identifier
2. Age at time of event or Date of birth
3. Sex
4, Weight
B. Adverse Event or Product Problem
1.  Adverse event or Product problem (2% 3512 %F=v 27 93)
2. Outcomes Attributed to Adverse Event (Check all that apply)
e Death
e Life-threatening
e Hospitalization-initial or prolonged
e Require intervention to prevent permanent impairment/damage
e Disability or permanent damage
¢ Congenital Anomaly/Birth Defect

s Other Serious (Important) medical events

3. Date of Event
4.  Date of this report
5. Describe event or problem (iR U CaLEH)
6. Relevant tests/ Laboratory data, including dates (F2iRz\ TFREA)
7. Other relevant history, including preexisting medical conditions (FEit = CTai
BH)
C. Suspect Product(s)
1. Name

25.pdf
19 FDA. “ Reporting By Health Professionals”.
http//fwww.fda.gov/Safetv/MedWatch/HowToReport/ucm085568. htm

20 FDA. “ MedWatch Online Voluntary Reporting Form (3500)”.
https://www.accessdata.fda.gov/scripts/medwatch/medwatch-online.htm

21 FDA. “ Postmarketing Safety Reportingfor Human Drug and Biological Products
Including Vaccines”.
http/iwww.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryinf
ormation/Guidances/Vaccines/ucm092257.pdf

22 FDA. “Form FDA 3500A”.
http//www.fda.gov/downloads/Safetv/MedWatch/HowToReport/DownloadForms/UCMO0827

28.pdf
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Dose, Frequency & Route used
Therapy Dates

Diagnosis for use

A

Event abated after use stopped or dose reduced? (Yes, No., Doesn’t Apply 5>
LS TH5bDEF v )
Lot Number
Expiration Date
8.  Event reappeared after reintroduction? (Yes, No, Doesn’t Apply 7> H %47
5bDEF v )
9.  NCD Number of Unique ID
10. Concomitant Medical Products and Therapy Dates, excluding treatment of event
(R TRLEH)
D. Suspect Medical Device®
E. Initial Reporter

N o

1.  Name, Address, Phone number
2. Health Professional? (Yes, No b &M THbDEF = v 7)
3. Occupation
4.  Initial Reporter also sent report to FDA (Yes. No, Unknown 225427 5
LDEF =)
F. For use by user facility/importer (Devices only) 24
G. All manufactures
1. Contact Office-Name/Address
2. Phone Number
3.  Report Source (Check all that apply)
e Foreign
e Study
e Literature
e Consumer
o Health Professional
e User Facility
e Company representative
e Distributor
e Other (F2ib)
Date received by manufacturer
NDA, IND, STN, PMA 510(k) numbers
If IND, Give protocol number

N o v

Type of report (check all that apply)

28 KFEITEBEEIEEPRRLE L TWARNED, FEMITEE LTV D,
24 KFEITERMEEARE LTINS, EMITEE LTV,
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e 5-day
e 7-day
e 10-day
e 15-day
e 30-day

e Periodic
e [nitial
e Follow up
8.  Adverse event term(s)
9.  Manufacture report number
H. Device Manufactures only25
Other remarks

HERERGHES, BESHET, UTOD&EE’C“E%%%%@I/\ FOMICHIZEAE L
R DB EEL R, BEELZOBR, BEZE~OEREFRET A LT TH
5%,

o AL L IHRE 3FMIIMEHT L
o AW LIXTWR 3 FRITEFE

FDA X, BEFZOHEAERNEZET=F VT L BBV AT LB L TNELZERE E
I, BAORTNELZLEELLY, HTIRHIN, ARORELEITY R EORIEEIT Y
TEbhDE, k. BRI AEBREREmMESELY, (BEES L EN O R REBK
WCETAERR AR LTV EIHEAR) BAORESMICETIERIBRENET L L %
BEICEBELRETLIZI L b HD LN,

1.2. MREHEOENR

1.21 TRBEREBROER

% AKFEITERERERNELE LT ARNZD, EMETEELTVWS,

26 AROFEESR T LI FDASS00A 7+ — L THHE LARATRIER LR,

27 FDA. “ Postmarketing Safety Reportingfor Human Drug and Biological Products
Including Vaccines”.
http/fwww.fda.gov/downloads/BiologicsBloodVaccines/GuidanceComplianceRegulatoryInf
ormation/Guidances/Vaccines/ucm092257.pdf

28 FDA. “ Postmarketing Surveillance Programs”.
http//www.fda.gov/Drugs/GuidanceComplianceRegulatorvinformation/Surveillance/ucm0
90385.htm

29 Food and Drug Law Institute & D1 ' E o2 — XV,
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O PMC ET*PMR 04

2010 £ 9 A 30 HORFATHKT LTWRVPMC K'PMR IEEEF 14554 TH D, ) bik
BT ES EESOFEAF (New Drug Application: NDA) &V =x VU v 7 EELD
&% (Abbreviated New Drug Application: ANDA) (Z%f3 % PMR % 526 . PMC (% 473 #F
T, AHRIAIDOF AT (Biological License Application: BLA) 1Z%f3 % PMR i& 149 £,
PMC 1% 307 fF L 72 o T\ 5, T 50 PMR KT PMC OKREZIFEBRY ICED L TW
5 (FTREBM]),
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# 1 PMR & PMC D%
- ' _NDA wa ANDA [T

. s B E et
PMR 45t 526 149
FTEBYED LN TS PMR 477 131
FEBYICEA T2V PMR 49 18
PMC & &t 473 307
FTEBEYED HILTWVD PMC 399 236
FEBYICHEA TRV PMC 74 71

Hi 8 ;. FDA. “Report on the Performance of Drug and Biologics Firms in Conducting
Postmarketing Requirements and Commitments; Availability; Correction”.
http://www.gpo.gov/fdsvs/pkg/FR-2011-08-23/pdf/2011-21487.pdf

PMR @955, FEBVICEDONTWVWALDORNRELDL E. N, ZbbHRE
FELZEMT D FETH S Pending & 72> TW5, £7-, PMR REEA T 5 7B TIX

F &b DOARAIZEE T 5 Pediatric Research Equity Act (PREA) IZE S b OBHELZW (F
REH) .

7 %ﬁﬁ Y IZEA TS PMR ODHR
o NDA RUVANDA (¢

s
.. . i e
Pending (A?*f‘) 370 91
Eﬁ;’qﬁmu i) 5?)7):‘ 0) PMR 7 2
FEHLORMAICET B IERN AR+
217 27
T72WiEE D PMR
B EBRDO A TERBINTEZEE D PMR 1 0
falRit & 3 M9 5 L ERH 554 D PMR 145 62
Ongoing (&&) 66 31
BHARELROT-EHE D PMR 12 7
FELORAICET A IERN AR+
26 2
T72WEHA D PMR
B EBROLTERBINTZEE D PMR 0 0
fEREZ FMT 20BN H D% A D PMR 28 22
Submitted (&) 41 9
BHIFAGREZ RO EEE D PMR 5 3
FEL ORI T B FERINAREFI TS
22 4
TRWEE D PMR
B EBR D THAFRINTZHE D PMR 0 0
© Washington | CORE 2012 10
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| ERMEEFMTOLESHDEEDOPMR | 14 | 2 |

7 : Pending IZZ b PMR 2 EET 2 TFE L 2> TWVW5H b D, Ongoing i3 PMR % £l
FTHDHH D, Submitted (I PMRITHK T L., REZ FDAICRHELE D ERD,
H8E : hitp/www.epo.cov/fdsys/pke/FR-2011-08-04/pdf/2011-19806.pdf

FEBVICEA TRV PMR O KL, EESLTOTFELID LENL TS D 725
T3 (FTR&R),

i 3 %ﬁ:’ﬁ DIZHEA TUVWARV PMR ONER

NDA Zirﬁ ANDA F - B,L A DY -

Delayed (&) 47 17

E‘ﬂﬁ%mué’mu oY EAO) PMR 5 2
FELORAICET 2B WP ABEIC 4

TARVEA D PMR 39 1
B ER O B THARB I NIZHE D PMR 1 0
ERMEE I T 2 L EN H H5E D PMR 2 4
Terminated (& &) 2 1

1 : Delayed iZ PMR O EEATE LY BN TV D H D, Terminated iX PMR 23i& 1 TH
TL, RO FDACHESNTNRNLD LR D,

Hi 8 : FDA. “Report on the Performance of Drug and Biologics Firms in Conducting
Postmarketing Requirements and Commitments; Availability”.
hitp://www.gpo.gov/fdsys/pke/FR-2011-08-04/pdf/2011-19806.pdf

PMC OEHRIIILUL T OBEY (FTREBR),

4 PMC @ﬁ@?ﬁﬂ
o NDA&U‘ANDAL

L s s
Pending 201 66
Ongoing 87 95
Submitted 111 75
Delayed 67 69
Terminated 7 2

Hi B8 . FDA. “Report on the Performance of Drug and Biologics Firms in Conducting

Postmarketing Requirements and Commitments; Availability”.

http://www.gpo.gov/fdsys/pke/FR-2011-08-04/pd /201 |

-19806.pdf

2011 %2 10 B 28 HOBFAE T, PMR2FE BT L2 FETH D, ElEFTHA., b LIITKT
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LEEELOBRIILUTOEY &7 5%,

o REEBERD-BE . 48°,

o FLHLOMAICETHERN+HTRVES 3397,
o MEROHLTAREINEHE : 2%,

o FERMETIMT ILERHDHE : 229%,

F7-. 2009410 H 1 B2 5 20104 10 A 1 E OREIC FDA AR R 2346 L 72 PMR &
O PMC (45 319 £ T, PMR T 35028, PMC TiX 8 Z(LL E2Y, FDA OE M%7
LEzERAInTWwW?S (F&R) .

% 5 PMR & PMC Ok R
' .  NDA R U ANDA 12

BLA i£% 9% b0

- - . ,  ’##5$@ 

PMR (&) 44 10
BEEE2mE LTS b0, 25 1
BEHEEAHEEL TRV O, o .

GEMEH#HZRDLNTWEH D, )
BRI T EIIARARE L 2R o T2 KER

ERE L7 b o, ? 6
PMC (&) 204 61

EHEHIZLTHWEH 0, 174 51

EHEEMELTWHRNH O, - |

GEMBEHEZROLNLTWVWEH O, )

BEHEMETIEIIARAREE o0 AR 5 o

EREILEL O,
Hi 88 : FDA. “Report on the Performance of Drug and Biologics Firms in Conducting

Postmarketing Requirements and Commitments; Availability”.
hitp://www.gpo.gov/fdsys/pke/FR-2011-08-04/pdf/2011-19806.pdf

30 1 DOEFEMIZKT L TEED PMR PMC BRDOEND Z ENE N L0, F—F DILE -
AHRFEHOBE VDD, ZTOREIZLTLE EROTFT —F 2R LTV,

31 FDA. “ Postmarket Requirements and Commitments”.
http://www.accessdata.fda.gov/scripts/cder/pme/index.cfim

32 FDA. “ Postmarket Requirements and Commitments”.
http/fwww.accessdata.fda.gov/scripts/cder/pme/index.cfm?StartRow=339&StepSize=1&Pa
ging=Yes

33 FDA. “ Postmarket Requirements and Commitments”.
http!//www.accessdata.fda.gov/scripts/eder/pme/index.cfm

34 FDA. “ Postmarket Requirements and Commitments”.
http//www.accessdata.fda.gov/scripts/cder/pme/index.cfm
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