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ENAAF TR S IE N A AR Torins SR oe S 350
BT 70— L
@ Regulatory Horizon Scanning (Z[f]1J72/37 A —% —BH3& I 13&
HRFE AT ¢ W VIEHAEMBER  HHR
ONE:RTA R« AF ¥ = TIE, FERRE 724 X7 M bTc b3 AlREME
DoHLIALDIEEZ NLRIIE XD T L2 E LI REEEE O—D>T
oD, RGN, fhas « B - BREE - BURIIZ A N7 R E b lo b3 ]
RO HRFEMOFHREICE SN Y ToNDZ ENEL, ZET VR
% FENZ T < IR ZAT 5 SR 72 THE CTH D03, BHFRtEORr oiT s & 2
720 SR FEIROXI G L T D IEROFHENEE - T O T, YRMEREN T
— A R—=AHBFEIE LR, £72. A %7 b OATREMERHM X 880, A&,
R RIE(ETH D, UM EETII~N AT TICT 4 —HALEBAEDRT
AR s Ax ¥ =0 7 2 REEO BIRER 0 TR OB KGR & £ D% D
FRIZELZETOT—F -~ A =0 7 L X, %/3— N CTOIFEBAFEZHE L
BT L L b, 5BRONNVAT T B OEROIUE &, ROy
Wrodho izxi#gmd 2 & bic, FIC NISTEP & O 3L[EFFEO Sz #E L7z,
O E 164

22



AT E R

TRl A ) N— g VESEDT- D OBE WHEHRE T 1 7T L)

EREB0ESE  [EHEREDOL X2l —2a v DEOD AR AT AT I a—F|
WFZeER 7 0 Y x 7 MEREEE

®@ [Guideline of Guidelines| D#&{i
ASEEOREHE®  H AR Good Guidance Practice MiRZENERK
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FHI BT O K 7 e 2% X 20 DX O IZER L, FHMEROT A RT A4 %
BT HH0A RTA42 Qb= F 7« b—)L) OAEBESTEHLNI LT, H
KEKIZ &> THIECMRER TR/ > T T, FHiEIFE LD 5 27 v 7 %W
BT HZLICLY, TFHlE O S MERGE] e RCBITARERTH D Z
& T ORI TORHMIEAMT OFHO S EBRT 25 Z & T, H KR OHEFIfEHT
RN T 7 L— LU — 2 L LTHRET D, 2O 7 L — AT — 72k
SWTETORERFI(ARICEIT D THEHEIRS - EEER - FAERERSER
et ¥ | <2 [K[E FDA @ DDT - MDDT] D% % /XA A~ — T —IZO
CHREE, PR U7 GEMZe S BIftr OfERIL, 201949 ABfEDO L ¥ =27 Y
—P A T RERICTRETEDTD, 22 TORRIIEZ D), KEIZEBWT,
DDT 7' v 7' J A CHEGRINI-FIX 2 R7203, HGE S5 80 fHiziE L T
B (F&1), 4%, Ml Qualification 23 ERTHH 0 L PHEIND,

A N
S1epl S Stepd Staph
Step! Stepl Stens ”n p
E@E N @ R _F¥ ff; > E.f;?{;
XRER IR TR ER I Qualification b'J)Ti,lﬁ’ﬁ, i ; iF,’\\'[‘,fl

BARENLHE I >

BUMHNERTET N
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= F T« JL—)L

(CRIY, BB EE l > I >
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20 BRI ERDAT I L—LD—2

Biomarker Clinical Qutcome Animal Model
Tota Qualification Assessments Qualification
Program Qualification Program Program

Number of Projects in Development 80 37 43 0
Number of Reviewable Letters of Intent (LOIs)" 17 8 9 0
Number of Reviewable Qualification Plans (QPs)" 2 2 0 0
Number of Reviewable Ful Qualification Packages (FQPs)* 3 2 1 0
Number of Newly Qualified DDTs Since Last Reporting 2 0 0

*Received between July 1, 2018 and December 31, 2018
£ 1 XEODDT 7045 5 L~DHEEE - KBKR (FDAR—LR—=IKY)
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TVWDEWVWIBKRIS BT D), = VAR T DERITITERN 2L — L3 &
D, BARICYH TTEFRRHE] I3FE L TWDN, Bk TIIEESORBIEBOR & it
BT LR IE R S0 W o L—unidh ) o, KEICEIT S Good
Guidance Practice 23 %37 L 72 S A2 DWW CREMZR T 21T - 72,

KE T, 2009 4 6 H D, A3~ Bk F D FDA 128\ T, [Transparency
Initiative] 23BAtAS v, THUTEIMIZ, 727 73—k L., (ITED) #hE
P EFIMEERIET D722, DO TRV NLVOF—T > S AR S 20T
i bn ) &n, £n—iE LT, “Food and Drug Administration Report
on Good Guidance Practices: Improving Efficiency and Transparency” &9
WEENARINT, WEZFETIE, A X A%, AREEL N LS8 L
WL IR O Te D DFEEER DB N % ZXTT D DITREMICEETH D, L)
AIRICSZD) Z & £/ B, BRFOIER, BHICRRTE 52 LN K%E]
L&, HEE LTI, A7 AERBABOTE (Initiating Guidance, i.e.,
the decision to begin developing guidance). 7 A # > A DI ENENLZE D KFT
(Prioritizing/Work Planning/Tracking Guidance) . # A # > A @ {E &

(Developing Guidance), 7 A %> AD L 2 —% (Reviewing and Clearing
Guidance) , A &> ZAD%47 L7 7 b U —F (Issuing Guidance and Outreach)
W ben T,

HA L AEIZDNT, TATHA TN~V A bOT T a—Fhbhy
HBAMASENTND ZLRFHETHY . EERNOBINT 22— — - 71—
DR LD HA X ZADEEL] ORBHDHF T, Medical Device User Fee
Amendments 20127 Z&Tp 2012 FO R « EHKBOITE -« 28t - 1 ) _—
Ta BT Ak L 2017 £ FDA ICHZMET Do 0L (FDA
Reauthorization Act of 2017, FDARA) 2 X 2R W0MTHoITED

R, BN BED 12 7 AUNIZH T2 TE L TV DB 7o 7%
IRHAL L ADY A NERART D,

A, REHEERNICEITT 2 TEDERESR T A X 2D U X b EZRFNILA
=T 5,

- Bl EORIBEIZEIY 5 FDA OFFIRSCBOR 2 HITPM L T A &
ADHEI G DT, IBNZAREINT A X A% L Ea—L, ¥l b=
—% FDA V=7 %A NMIKMEEAH72D, FAv=7H A hadA L) —IC
BT 5,

C AT I RNE—ILHEEEDTHA L ADT 4 — KNy 7 8T 5
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A O T 5 EELINDH A X2 ZADERIZHOWTIE 100%., & RAED
T, fEl, BB, RO LT LWL X ADREEOARE, U ) — RIS
CTIT 9.

IREDRT, AL ADTA T A7 IVREHRSNTND, KEIZB N TR

TR RSENTCREZTGICRATEL LT L2ODY —)1] L LT, i
HIZ X o THEDIWIRD DN THA X ZERDTZODHA X A THY | E
WAL E BRI TO LR R DEENS 0N, LV ARY T 0 v I TA X
me VU v JEEHTIEHEN TS Z & EFEEESRO TN TA X v A

B LZZITRT W E Vsl bR S T 0 | Fika TRl O A 2L
ST L0 6, AT — 7 RV E—OBESERIZ K- T, #x 72 < Bl o
BEEAR L, NlEE 72 OIXFELT 2RI BRI ANRR D, AT — 27 KL
H— L O T.” State of the art” EI’J IHA X AR bIL TS, 2O &
N, HAH L ZADERE BT 2IE, BRICBW LI A 7 A 70~
XA NOWREBEAT L Z &ﬂzgfﬁé EMNIRE I NI,

F7-. Lewis(2011)1Z, FDA 2R#EHIFT & R LV EHE S, B> hiE
CHMERTREELBELE LRVIERS D [HA X 2ERDT=DDHA H
A BWERMEND Z Lo - a2 s LT 5, Lewis(2011) DG 3Ci,
KENCET D [HA X ZEED T DI A o A | I8FA LT B s ik 2 3
it 2 L CHEARXERTH Y, % 4 [ S-FAIR AFFRICBWVTHERIC L W EMT
EhbZEélotz (M21), FDAIZE > TE, A X2 AMERBIR L HHE
DR, SRR S OBELA ORI, SRR ~OBEEBE L& [H
AKX ANERDT=DDITA XA ] PR XWFEE LGRS Z L2
HINTEBY, 20 3 SOFmAITARICETD WA X AERDO =D I A
H oA BARICHEBERRMERDEEZDND,

KETOXELERN
HAZ D ZERIZIERERZIL—ILBY (HA T RERDT=HDHAF U R)

+ Kevin Michael Lewis, Informal Guidance and the FDA (August 2011), available at

https://dash.harvard.edu/bitstream/handle/1/8592151/lewis.k.m.-informalguidanceandthefda.pdf?sequence=1
o BYHRRERRICEVELTOILAT. BEN D TNEEREEFRELZLELLGWH ATV AERD=ODH AL X B &E
#HEEhBIL(ZlEoTz
- RARROEL
« FDAIL, EEGTREMEEELOTERLEIUII— LT 2B EERESLL TV FEICHE
o HAF AN FDADTBIERZH LN EIM N KREGER, HonBFLHL, FOALLTIE, SRGRHY—NLEES
o BRGNS, I{SADHA(F L ANERO——XIzE I THShAE ThoOMELBDIZREL, FEOLNED
BREIZTLLELHIHN. BEEAR LIS
» RIA~DES
s TBRBENHAFTURIZEH>THRUISERRE . RYUFFNECETIELINELVL AN EE
¢ HAZDRISRENTSERBREBHIFAHUEC S, 5D, FTLECTRELLEDELTHSICIE, ThEY DFHEMF
SRTOENEHLWN, BHEES, R EEER. OERADNSDIAVMIH > THLEREITITEHMERE, 215
o ERBICEEZANHY. TRIEMNITOBBRIEHA( IV ATESOBEIZELETEDHEIET I o T4THSH
HEE REFIEEEFTIEFMEAHLILETEZERICLTHAF D RAICHAGUVBELH D, ELSTEMNFRIZE>
THRAIZHLMZEh Tz
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| Inttiation communication with submitter

L - __y,--— —_—
" Acknowledgement from FDA with DDT# for
! submitter Discuss with
Initiation ! submitier, Request
Stage | i : : additional
Letter of Intent (LOI) sent 1o CDER be—~ 4 ‘Infocihation oc
U —— ‘- o — suggest alternative
’ pathway, as
“ LOI consideration by CDER SppTIANS,
L .
¥
Decline or postpone No _-~ l's the proposal ¢lear, uppmpnalr\‘ ok No
project if not appropriate < for engagement, and are FDA resources
or insufficient resources, available?
s Yes

QRT provides advice to submitter on issucs to
— - address based on LOL

T [

B 25 DDTG @ Initiation Stage HADTOEX - 7A— (HLHKE)

‘ Yes

QRT provides advice 1o submitter on issues to
address based on LOL
Consultation Submitter prepares and sends initial bricfing package Submitter continues
and Advice to CDER. | DDT development as
—— e ———— e — advised.
Stage v

ORT review of initial briefing package and meering -
with submitter. Determination ol next steps,

v

Written comments

Continue
Development to submitter as
: 5 i appropriate,
Is the DDT dwcl;rrnfzcnl process inchidiig mext ok
sk for further DDT
development.
& Complete =

Request submitter send qualification peckage, ‘

v

26 DDTG @) Consultation & Advice Stage B3HrD 7Ot X - 78— (ILEKH)
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Submitter sends full Qualification Package o CDER <

-
G — e
Review Stage P N Advise
o T No | Submitter how
- Is the qualification package > O | 10 complete
N adequate 1o begin review? L 1 full
—— — qualification
T~ = package
o 1 223 Yes
Submitter develops QRT review of full qualification package. Periodic QRT internal
additional information — meetings as needed. QRT determination whether important
as advised additional information is needed.
1 t—l ‘
[ 1 Yesand can be
Advise Submitier m"&
| provi -
it i S Isadditionalinformation nesded? >
information — < - -
Nm:nncnla!.mamhc\\\ T <
readily protvied W'
OQRT completes review: writlen reviews and executive summary
completed with recommendations regarding qualification,
N— v

27 DDTG @ Review Stage oD 7O+ X - 70— (FhKX)

Written comments and
advice lo submilter
regarding gaps in knowledge
and how to further develop
DDT

-

--\_\ 1//
QRT completes review; written reviews and executive summary
completed with recommendations regarding qualification.

None needed, or cannot be
readily prorvded

" 1sDDT adequate and sufficiently -
4—— supported to receive qualification with
. center-wide clearance?

-
-
o
~
N

Yes ‘l/
Drafi Qualification recommendation is written and cleared.
R
Statement of qualification recommendation is issued as drafl
guidance and posted on FDA Guidance Web Page. Public
comment period begins,
2

After comment period closes comments are considered.
Qualification recommendation revised as appropriate.
Qualification recommendation issued as final.
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28 DDTG @ Review Stage A D TO+EX - 70— (JaKE - HiE)

DDT Submission Documents and/or Information FDA will post on its website, consistent with new section 507(c)

Date of receipt and status (under consideration, accepted, or declined)
Requestor Name

DDT Type (i.e. Animal Model, Biomarker, Clinical Outcome Assessment)
DDT Name/Description

Letter of Intent(LOI) Proposed Context of Use

DDT Requestor's Submitted LOI Summary

Drug development need the DDT is intended to address

Notation if FDA consulted external experts

FDA Formal Written Decision Letter (accepting or declining to accept the LOI)

Date of receipt and status (under consideration, accepted, or declined)
Requestor Name

DDT Type (i.e. Animal Model, Biomarker, Clinical Outcome Assessment)
DDT Name/Description

Proposed Context of Use

DDT Requestor's Submitted QP Summary

Notation if FDA consulted external experts

FDA Formal Written Decision Letter (accepting or declining to accept the QP)

Qualification Plan (QP)

Date of receipt and status (under consideration, accepted, or declined)
Requestor Name

DDT Type (i.e. Animal Model, Biomarker, Clinical Outcome Assessment)
Full Qualification Package (FQP) | DDT Name

Final Context of Use

DDT Requestor's Submitted FQP Summary

Notation if FDA consulted external experts

Other Documents

Requestor Name

DDT Type (i.e. Biomarker, Clinical Outcome Assessment)

DDT Name

Qualification Determination FDA Formal Written Qualification Determination Letter

FDA Executive Summary including final Context of Use and DDT use considerations
Redacted discipline-specific reviews

FDA rescission or modification letter (if applicable)

29 DDTG DR F—SRDEE NN —S—E
- Qualification |ZF Y+ 250N HAGETER SN HLEND 5,
DDTG (281 % Qualification [X[X 30 D L HIZEFRINTEBY, —xHE
L C® Qualification XV IT LV REH T, LF 2l —r a3y EORIZBNT
HhET 2P AGE L L Co TQualification) OB EZENTHOR TS,
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CQualification is a conclusion that within the stated context of use, the DDT can be relied upon to
have a specific interpretation and application in drug development and regulatory review, Once
qualified, DDTs will be publicly available to be used in any drug development program for the
gualified context of use. Additionally, the qualified DDT can be included in IND, NDA, or BLA
submissions without needing FDA to reconsider and reconfirm its suitability as long as:

WS TEIL. ERENzcontext of useMEB T, DOTIZEESHRELURF LEIZLLEE
IZELT, BEORRELUERNHLLEETED, ELVHEBRTT., — B, ERtrHES
FLEE, DOTIZAAIZF A REI L B context of useD =3 ZH o AEMERTOFS
LTERAEADLIIZLGYET ., Sz AN FOEBEERRHELUBRET S BEHLIZ,
FHEOHS0DTEIND, NDA, El-dBLADBHIZEHIIENTEET,

=L, TREOmE#F2EFFT.

*  There are no serious study flaws

*  There are no attempts to apply the DOT outside the qualified context of use

*  There are no new and conflicting scientific facts not known at the time the gualification was
determined

» FELGHRLOREAZNIE
«  EHEEESNTzcontext of useMEESN TODTEMBAT AN LNIE
+ BEFAREINEEAT. IchTUVELWFLLWFETIHEMERIGIE

30 DDTG IZ&(+5 Qualification DER

- Context of Use (ZAHH YT 2 EN HAGE CTERINAMLENRH D,

Context of Use (. [H4li25F)H & 45 SCHR) O FEBETZ723, Regulatory Context
TV, B SN DRHEEATA E D K5 20816 Lo /2 WV TRICL DA
BT Z ko T, A ER BT ER SRR R L LT
YR TEATEY, MOBRFEHE DA =T = ZAZEHL TS,

Context of use refers to a comprehensive description that fully and clearly delineates the limits of FDA's
qualification decision in terms of the manner and purpose of use for the DDT(s). The context of use
statermnent should describe all eriteria under which the DDT is qualified for use. The gualified context of use
defines the boundaries within which the available data adeguately justify use of the DOT(s). As data from
additional studies are obtained over time, requestors of DDTs may continue working within the DDT
Qualification Programs to submit additional data and expand the gualified context of use.

Context of use& |3, DOTOEAA ESLUEAEMICELT. FADEREDATOEREE 220
EIEREAL - S B REAEEELET.

ERAOEBRAXE. coTAFERICEL T GELITATOREFHEATLILE HYET. BESH:
Context of useld, B|FAMHEGT—4 M ooTOEEEED CEY{cT oI ERGLET.

ENMOMEMOTF—AEMENTTROAAICOAT, DDT/OY SLOBEEILENOT—45%
BHL. TLTEEEESh zContext of use® [E 7528 (200THE T 04 S LOEEMN TEMHEHT
FTHOEATEET,
31 DDTG [Z# 1+ 5 Context of Use DEEH
- COU Dit#i HiEICET 28l 7 2V — B0 M AR B RFH AR T 5,
FHIBAN D72 D [T A 570 ZHER DT DA Z v A | DEHN R ERE E
SLTEBIRERDH D,
32 X DDTG (2B 28E7 /1 CTH COU DOt #HFHEAZH R L TW5,
a7 2V —RIOZRFHEE L THIRLTHL,

32



s BT ZE B %

(BT A 7 N—a VER O - OREE BRER%E T 1 7T A

SERRS0MESE EMERDOL X2 L —2 a b DEODA X AT AT I a—F|
WFZepas 7 n Y= 7 MERRE SR

Animal models are evaluated and qualified for a specific context of use {COU). The COU is a2 complete and precise statement that
describes the appropriate use and agplication of the qualified animal model in drug development and regulatory review. It alsa
specifies the details necessary to replicate the model. These details include, but are not limited to:

(WWETLE FEQEARR (CONITONTHBASSIVEESNATVEY, COUE, EENAMRBELURNSRICELER
EEHHEERWET LOSTGEFRSLVERLEFRTIRENDERURETY, ETLERNT 0L ETIEEL
BELET, ChoOBRICRUTHEEAFETHN. ChoICRESAFCA.)

* Characterization of the animals to be used

« Characterization and preparation of the challenge agent

* Procedural information for the challenge agent exposure

* ldentification of the primary and secondary endpoints

* Triggers for intervention

* Ranges of values of key par s of the di or condition that will be used s measures of quality control and quality
assurance when the mode! is replicated

ERT OIHPDHE

ERREHEOBRNTGLEAR

ERFRHE~ORRICMT SFEME

—RINKAIREZRIER A DR

MTADIohT

ETASNNEIN LS ANFES I USNERORELLTEAZNIER L EEEBOEEL/SA—S2DEDOTR

The submission of additional data may support the expansion of the COU of a qualified animal model. Expansion of a COU may
Include, but are not limited to, additional clinical Indications, use of a different challenge agent, or different route of exposure.
(BMTF—20RHE, BEZN-MWETALOOUOLREZFTHHELALL, COUDIEXIZ, ITFIZHEESALELN, B
NMOBEAGE, RGHSERREVEOER. FLURCIBREBNEENLTHENDS.)

B 32 DDTG [Z#1F% Animal Model @ COU ZE&k (3R 5 &4

SHEEIR D720 D [HA H LV AERDTZ DDA XA | ODEHEIN R ERE TS
LTBIDE DD,

X 33 1Z DDT BAZOEFRA W L72#557223, DDTG (2 X% Qualification
DAY FEFZELTEY, ZOEHSITAKTH®EL W5,

To qualify and make DDTs publicly available for a specific context of use to expedite drug development and
review of regulatory applications
(DDTEYS E Meontext of use| 22T AM 2R FEECL. EEGFBESSIURNERORELEEE
THIE)
To provide a framewark for early engagement and scientific collaboration with FDA to facilitate DDT
development

(DDTHREZEET SN0 EOBYESE SUHENBAOROLOBEAERETEIL

To facilitate integration of qualified DDTs in regulatory review

(HHMERICLOEE~DEEODTOMEE{ERET L)
To encourage development of DDTs for contexts of use with unmet needs
(Fredwbs —= L5 Dcontexts of useDT-H1D00TOMEES{EETS)
To encourage the formation of collaborative groups to undertake DDT development programs to increase
the efficiency and lessen the individual resource burden incumbent with DDT development
(HEEES, DDTHBIZAIEL2 OV —RAOREFEET LHIZ, DOTHRETOSSLFRET D
E=HOEFRSIL—TOBRRERERTLS)
To encourage innowvation in drug development
(EROGMECETAASA—LaE{RETS)
To create a shared learning environment for exchanging information on DDT development

(DOTHIRICET SMBEZRTLOOANFEREEMHETD)

33 Mission and Objectives of the DDT Qualification Programs
CFHEEANT O T TV — X, A A~ —h— BT T IV, BRIREOHIE S EE
B, THUTRD AW, 2L, AT I Y —RICHEE A ED D 2 N T o
T AOMEEHITHZ LG, FDA TIXLIRNIESZ & EFR L T\ =i, B
FECIEM 34 DX S HT TV =B RFEE 2 b1 T D,
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The Animal Rule states that FOA can rely on the evidence from animal studies to provide substantial evidence of the effectiveness of a
drug only when all of the following four criteria, guoted below, are met:

(WA, BTSRRI TFOe >0 ERO T~ THRLSASESIZRY. Fad' i EE S LOEREEELT. D
DEHEOEEMNG I T AR TELERATIET, )

[1) There is a reasonably well-understopd pathophysiological mechanism of the toxicity of the substance and its prevention or
substantial reduction by the product;

(MEOEEE LU TONS LS TOTFHE - ARTMEBEOMLIHTS. BN BEINMBEEEFN A=

nigsd)

[2) The effect is demonstrated in more than one animal species expected to react with a response predictive for humans, unless the
effect is demonstrated in a single animal species that represents a sufficiently well-characterized animal model for predicting the
respance in humans;

(EEEIE, BREAEHIEF SEREFRNT SN0+ T ERT LB ET LERETLH—OHBREIsELTTEh

HLEY, BRI TOFNEEEHET LEFREAAUL DL FOBMBIZESTRERS.)

[3) The animal study endpoint is clearly related to the desired benefit in humans, generally the enhancement of survival or prevention of
major rorbidity; and

(EMEBR BT ST F R i, e eI B SEELOHECERLTEY, — BN E T, FOLIGHBEERE

OELEETEECEBEOFHCEELTIVET,)

[4) The data or information on the kinetics and pharmacodynamics of the product or other relevant data or infermation, in animals and
humans, allows selection of an effective dase in humans.

(EMELUERIE S, BSOS LURDE M LT —SELITNE. HO0 L0 EET LT —aEE NS, BRI

BT HENEORIRETRE . )

X 34 DDTG A5IAHF % Animal Model D&

- Qualification N7 HE DA ZFLT 5,
DDTG <Ti. Qualification 13#% CliZe<EETHLZ 2R L7- LT,
ZOMHAER 35 DX DT LT\ 5, [X 32 @ Mission & Objective, [¥ 33
@ DDTG ~Oii H Z: & EET 5550 6 & 573, Qualification DZhH ZFH] L
Tn5,
Qualification of an animal model through FOA's Animal Model Qualification Program [AMGP) is voluntary [i.e., not
required for product approval or licensure under the &nimal Rule]. The AMOP Is jointly supported by CDER and CBER.

(FOAREMET L EETOF L AMOP) IZE2BWET LOEZEZEETT (DY, HAORECHBNIA
AN S{RFORSBIZEIAERYVERA) . AMOPIECDERECBERIZE- T HETHHR—FEATLVET.)

The qualification process is limited to animal medels used for product approval under the &nimal Rule,

(BEEFoEAL. Animal Rulel 2RI WA RBITEASALBERETLIZBEEATET. |

A gualified model may be used for efficacy testing in development programs for multiple investigational drugs for
the same targeted disease or condition.

(EEZALIETFLE. AL SRS ERHICHT IR0 EBRBOMBIOFSLIZE TS E R ERERIZ
BRETHIENTEET.)

Such animal models are considered to be product-independent [i.e., not linked to a specific drug). & medel
develaped for use in the development program of a single investigational drug is not eligible for qualification.

(FOEFZWHETL. BRlcEFLEL (Fahs, BEOES CM3L TGl EFRahET, B—D
ARTORRTOTILTERTLOICHRSAEET LR, EEERSAENOYFEEAL N

35 DDT BHFIZHULNT Qualification ANEF-HFTHE - A v k

@HFHANT ORI Z AR TV — VR & e $ B Rk R O F 1
SEEOREEEQ MkEOT A e s 20 I—T 4 7 DFEfE
FREA Q-1 : — VRO BRERE & Bk O T 1 v
i
+ S-FAIR D& {E
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