699 (3)

BA4BDIARRET -0 a3y

OEFHEFRAR CEIRBTREOHEZBIEL T
BEHFERICHITIZIHE - bL—Z=2T

FANENZ BT 5 Pharmaceutical Medicine 285 OIRIK
- HABEREZEMESS (JAPhMed) OIHE) -

Yok r 77T —vHBREH EERsE  BEREARE SF RF

AH, BPOBFELERTWEELL O, RELGITTL4EERZYET (F1),

BRUICHERZEMESS JAPhWMed) O3B E LT, 20EBH L LHEKBTSH 2
IFAPP Oififrx LE 3. #d 5, pharmaceutical medicine & 122 & W FiA, Wiz, 4
H® HAIZ B4} % pharmaceutical medicine @IKIC DWW TE LT, ®EIC JAPhMed #°& D
£ BFEHEIToTwEaPEVIATEBHLE T,

RIC, JAPhMed &, 2@ R#HEE TS % IFAPP DFETY (FR2),

=1

Agenda

e JAPhMed and IFAPP
® Pharmaceutical Medicine
® Path Forward for Training and Education in

Pharmaceutical Medicine
e JAPhMed Initiatives
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JAPhMed and IFAPP

® Mission
e JAPhMed Membership
.o IFAPP
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JAPhMed i 1967 dEIZFR 7 &, BRE L TRPAEDIREVWOTTA, ERRICIE, ERER
KBWTERE LTEEMOFSNE - 2o L CEMMLUEEFOERL LY EnsyZ
THRES>TTEAEAGETT, EiL, 2055 2HEKE LT, 7Tz ydaFVOXErD
pharmaceutical medicing ZHHEL TV S EPRERFEHRITEELTEHLTEN T, &
W, WELECEHDLEMORL D TLLD, BEFETIE, wWAWALSHISEESIES)EL
T, WEIFECRORRENEBENTWAEREEFL LY, MEEOBOIBLE  ZoTwE T (F
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FT4D, MEXBITLZEEOHAT, H220L4W/WPAKLTWET, AN MD T, A&
DTS MD BRSO TTH, AEREOMICENSEICBED DRLAR,
CRO, K&, BAIT, aY¥ Ly » bE LTHEMTIHROEES 2 EVHBLTVWE T,

JAPhMed ix, Z @ LI TH 5 IFAPP (International Federation of Associations of
Pharmaceutical Physicians) & WS ¥V — 7 OHEDLEICR>TnEF (RE)e =D
IFAPP SR &N/ 1975 BT, HAED JAPhMed A CEAOM, FRNILV T8 TL
72DT, HAEZ O IFAPP #5533 /24404 5 @ founding member (22> TwnE$, ¥F

SFELRE T HAD A 8=k LTHHY, 2O T3 pharmaceutical medicine DS % #E37
&8, BATHELTVWELWEWI Z %, EBEMRHEHAOD XD THET,

RIZ, pharmaceutical medicine ®BEEE WAL ET (F6),

72707 pharmaceutical medicine D HAFERD DYV FHAL, ERLVIEET oS
B EEWET, AL RBREFELFATAIY, AFHFT "ITr—<Ta—F4HhN
AFLRAY" EBATHRLY, Lo TTY, 4, BHARATHEFICARDLER T 225
IPEBRETWET,
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Japanese Association of Pharmaceutical Medicine
(JAPhMed)

MISSION:

JAPhMed is a group of physicians, mostly working in the

pharmaceutical industry, with the main aims including:

1. To contribute toward the advancement of the pharmaceutical industry

2. To provide opinions on evaluation of efficacy and safety of pharmaceuticals from
medical point of view

3. To develop understanding and enlightenment about the role and importance of medical
doctors in pharmaceutical companies

4. To foster international exchange for the above-mentioned purposes

5. To promote Pharmaceutical Medicine in Japan

With the expansion of scope and activities toward the encouragement
of Pharmaceutical Medicine, membership outside pharmaceutical
manufacturers (CRO, university researchers) is increasing.
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e
JAPhMed Membership
Year 2000 2001 2002 2004 2007
(As of Jan)
Companies 32 26 23 26 26
(Domestic)
Companies 46 69 79 103 131
(Foreign)
CRO 13 12 11 13 13
Academic 3 2 1 9 11
Governmental 1 1 1 1 1
Consultants 4 5 6 8 3
Hospital, others 0 2 2 5 5
Total 99 117 130 165 190
w5

IFAPP: The International Federation of
Associations of Pharmaceutical Physicians

The International Federation of Associations of Pharmaceutical
Physicians (IFAPP) was founded in 1975 to promote international
cooperation among medical doctors working in pharmaceutical
companies around the world

Japan, through JAMDI (the predecessor of JAPhMed), was one of
original member countries in the foundation of IFAPP

IFAPP also makes it one of their principal activities to establish the role
of pharmaceutical medicine and pharmaceutical physicians on a global
basis
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Pharmaceutical Medicine

® Need of education and training
® What is PM?

® PM courses in the World

e Course harmonization

=7

Need of education and training for clinical
trial specialists and reviewers

1. In Japan, numerous opportunities and methods exist to develop the
expertise needed for effective drug development

2. Programs and courses are rather isolated — efforts are therefore
segmented

3. No clear criteria exits regarding the level of knowledge, skills and
experience required for individuals to be accepted as experts in
drug development

4, The lack of clear criteria often results in inconsistencies in the
quality of clinical trials conducted and the evaluation of associated
clinical trial results

ZDLEIZH, FIZHGCPATETHL, BEBRICHTAVS VA REHIEEY ED LD L
IEEICLD, FREWTTIP-ET, REOKETSEI O AR (R TEEAIH
DNEF (7)o 7272, ZOLIBRIDD, EEIZ, FRFEAE—2U L oEMTER SR
TWETOT, MPERNLEERMELTEFDII LRI EZToTVALIT TR, LWnHD
B—OoDRETIE vt ELTHWES,

ZNZENOD T — A T pharmaceutical medicine, # %\ id pharmaceutical medicine {Z3F\»
ZWT, WAVBLREFITORATOE T, BRI AF) TRHLILTWESA, 70
L) %ECATITEELETE, SETEELDPbIES - BETCSITTE - APKFEER
WHELD, HHVIIEFOREMICELL L WA T ET, ZOHRTN L, T LMo -fams
BHHNRET - OREICONTYESHUTETLE), LW EIANEBETIILLSS Ak
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FABIEERL T,

#ZC, Z® pharmaceutical medicine & V) & —DDFREIL R LD TR Wi & FE
ABRETT, COLHCEFSELHBFTHEHPRM SN TS T, EBEIZ pharmaceuti-
cal medicine I LT, $2—20WME0EITHMATERETLI L) ZEPRBLELTE
D, Folzdi, REVEEORY Y- FEEHRLT, FLE2ERTLEHILELOTE
b kBoTwET (F8).

FEWE, pharmaceutical medicine iX, IFAPP # %% & ¥ 5 international community @ = T
JEW RIS W discipline &V 95 2 & T, BEICE-TRTH, BELRABRRBROERZ T
HAOTIRE L, FOEKRBIZEob B & F X% clinical pharmacology (BRFEESE), toxi-
cology (FBEWE), BIEERB 3N Tw5 regulatory science, HL WIHIRBLEVWGEH*A3—-15
LOTHY, BRICBWTE, TOLIRRELZI 4N, ThPLOLES L VIER
P, BEEROEEORE - FHEICHE b o TV 5 OPHINTY,

pharmaceutical medicine DS tE, 4 FVATHRMICAFT — b LICEWIERFDHY,
1 |2 Royal College of Physicians A%5E% % pharmaceutical medicine DEFEFHF ML TE T LA
A, COTEIZELEE, BIEICEE > TEEROBELZT TR ZOBROTRIIBNT, £
v—hrrq vy, BEGOMFER, volzbIlsIlET, FEURLEBEEFSADNR
T4 EARBEDLDICERT A THL L VI ERIIE>TVET,

Bitld, WAWALERIFHETHWETL, ZODIATHWAWAELREEFIBOLEEDS
b TR LEIYOTTY, TTELALL-MEREAR*EMRT L72021%, GCP training
PULETT, £ GCP training 251155 =4y ek bDiE, b HEAARBRELERTS
Y, clinical research coordinator T&H 1, HE2VEE=F—THEEFTRZFT. COHFTDOR
EABOREFICEL Y, SFEFRASTHESTTORL L IR oT, EFEICRVWI &
ERwET,

LA Lads, ZHEARLIZEES ERT 5 /2% @ minimum essential THho T, £D LI,
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Pharmaceutical Medicine as a solution

To improve this situation, we need to:
1. Recognize that this as a problem
2. Establish and disseminate common standards of medical and operational expertise for
drug development

Pharmaceutical Medicine is a new discipline in medicine that covers a
broad spectrum of drug-related clinical sciences; including clinical
pharmacology, epidemiology, toxicology, biostatistics, and regulatory
science

This breadth of disciplines has been an important contributing factor in
the development of consistent quality of clinical trial specialists and
reviewers in Europe and the United States
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What is Pharmaceutical Medicine?

Definition of Pharmaceutical Medicine
¢ Pharmaceutical Medicine is a medical scientific specialty concerned with the discovery,
development, evaluation, registration, monitoring and medical aspects of marketing of
medicines for the benefit of patients and the public health.
— Faculty of Pharmaceutical Medicine, Royal College of Physicians (RCP)

Beyond GCP training and Clinical Research

Pharmaceutical Medicine

Clinical Research

1

SRR VS, 3IPLREVERESS D £325 ThEERTL2013, =0
GCP training 72V} Tl F 72 A+4T4,

Z M % pharmaceutical medicine & V39 XA WEIETTWE T+ &, EREOBRSTT
2, WRHBICEL I TYEZOEMAEREL LT, —EOEHANSICLET, Hoksly
BOLICHMEFETER L, TNENOFEBIIEDD RBTEDFE VDY £94° phar-
maceutical medicine & ) DIIFEFICERL VT FAE LM TR AIA I P EEZLTHY
7.

Ti&, #A% pharmaceutical medicine DEFE BT A RETHL0O VI T Lithh T T,
9, #AbEH, %4 b pharmaceutical physicians (BEZRICEB L TV AELE) A
HTTH, BEREEo T ORBSET 2255 itk <, SHMET2MICEb s 2ot
DT, TNEFMLTTE5 regulatory DFLIZD D LD HEFTIRRVETRLZVWI L E
TWEY, BilREOREFERL VI OEFRESH 2T THESNTY LI TIESH Y TEA
DT, CROPRETHREIIEDL o TVL o L 34T FFEICERLEMTELV AL ES
TWwET (R9).

DX BEHEI -0 v P RETTRL, Iy NROFEHESLTEBNATEE, bR
DA F —r3— kT 5 the British Association of Pharmaceutical Physicians (BrAPP)
Evy) A F1) AP Association of Pharmaceutical Physicians 7% 0 32 (3810), 22T
1975 I, =PI A AT 2EBDPP o TTAF —FWB LV TR T FARTEE Lz,
TN T EREEEE LTV 2 D73 Royal College of Physicians & \v»3H Z LT, FlIFHET
&, AREFZEQIIHETHLECETY, ATAIANRARY YU F4—L LT, HlLITHEER
&, FPER, MERRL B Ol MBRICEMBER 0 —o & LT pharmaceutical medicine AR
AHBNTVBRIATT. ALEIRTOrIA, Mo — oy SOZEICLEELTVE T,
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Who needs to be educated?

Careers in pharmaceutical medicine encompass three main groups of
physicians:
+ Those working in the pharmaceutical industry
+ Those with appointments within medicines regulatory bodies
+ Those working in independent research organizations dedicated to the development of
new medicines; academia, CRO

10

Pharmaceutical Medicine in Europe

In Britain, the British Association of Pharmaceutical Physicians
(BrAPP) introduced a 2-year program of part-time study in 1975

The Royal Colleges of Physicians (RCP) has been supporting this
initiative by providing examinations for a diploma in Pharmaceutical
Medicine based on the BrAPP syllabus

Similar accreditation systems have been adopted in other countries:
* Belgium
+ Switzerland
+ Germany
+ France
+ Italy
+ Sweden
+ Spain

-2y NERFEICT A HIZh American Academy of Pharmaceutical Physicians &9
HlBdHy, COLIRIvYa Tl ERLFEHEToTwET (1), A=y
TELTHE, HEROBAIIEZLAEHPERESCREOBHBEM T, TAYIOHEITE,
FDARHIBLTWAMDDE LAY NRN—IZA2TWwAEEVWH I LT, YRLERLDITKR
L—YardBf)phizEd,

=D AAPP I, BT A1) A TRAKOEKRAKREEDZIHEME TH 5 Associations of
Clinical Research Professionals (ACRP) Wi ElEEHSL, 2005 EL—HICEHL TS
¥, Certified Physician Investigator £ \»%, HARODFEE TV & GCP RBRICB T A BERET
ECx L CRUEE 2 s Al o THB D £9,
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Pharmaceutical Medicine in the US

The American Academy of Pharmaceutical Physicians (AAPP) has been
chartered since 1994 with the mission to contribute toward the
progress and advancement of Pharmaceutical Medicine

The largest single group of physicians in this specialty
+ Membership includes medical doctors working for the Food and Drug Administration
+ Government-Industry collaborative efforts

Affiliated with ACRP in 2005’

ACRP provides continuing education contact hours for educational
programs

A certificate for “Certified Physician Investigator” through a qualifying
examination is offered

F12

Harmonization of Pharmaceutical Medicine courses:
Role of CEPM

Given the global and cross-professional aspects of pharmaceutical
medicine, harmonization of the programs is necessary to ensure
consistency of the programs at the global standard

The Council for Education in Pharmaceutical Medicine (CEPM), created
in 2001 under the auspices of the IFAPP, is undertaking the task to
harmonize the programs of the existing Postgraduate Courses in
Pharmaceutical Medicine

CDEIEAFNR, TAYH, BR, ZOMoEDEDT, £EO pharmaceutical medi-
cine DEMFHEEY 2 EMEESSD LIZIZDOOH IFAPP T4, %0 IFAPP OEEFHE L L
T 2001 4£iZ Council for Education in Pharmaceutical Medicine (CEPM) ¥ TXF L7/ (R
12) % Z TH&E®D pharmaceutical medicine DEE XL L LD EndH 2 &T, ERIC
THIFLGLARYINAZRDT, FOII4 7)) FIlE&oia— A2k CEPM @ certifi-
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cate #HTEWH T LIZLTWES,

BAEZiL, international (2 EIRMED & B pharmaceutical medicine specialist i3 2 &
FEKL S EETT, £, Cho0EL TIERE RKRER-ATOEBLOTTH, I
W opna—2i2a LT CEPM ORI TwET (£ 13)

CEPM THDHTWAH AN F o7 A3 120EBIZaANTEY, @Y GCP training L9
&, 84 OBHRBERTEOERPLHRRRBOELEH 0% D £ 9. Pharmaceutical medi-
cine TiXI% ) T — <20 DEWOT, BHO discovery 1288 F b, BRRAER, #iEt, e,
BE A, WRETH, EEFRYEUICERIST, EEERTEET S0, infor-
mation, 7OE— 3 yOEYH, #HFE, health economics, ¥ 12 medical department & \»
3 good business practice D& A L ZAETHN—LTWET (T 14),

LAEEOBIRE LTIE, BIIHECoLBY, 43338 LkETEEWNE  WHEEED
ThhTwEYd, Bk, pabkE, BEISEERAZELIILD, 2 8AHDET, b
B AGESRD BB - R LT, ERELTOREIME L CEERELBERIITORT
By, FHcBWTI, LEOLAEF L LT GCP training 217> T3 (] 15~16).

INLOEBE7RT T LADPEERY)ZOTTY, ThENOTU 7 AIHEDO BN T
HMESNTWETOT, BIZEOCEPM O 12ERICES LAbETAL L, B2 MG
PHZLEI-ALDY, T ABEHMIILBEESINTWAEZE 34 {, CEPMEIMNROA
BELTRFETWAIKRTT (FR17)0

FpL, HELWI NG, BEAREZTTIREL, #EEEFLVWIZLLEZTHR
Tk witEtA, COWFEHTHRAOEBRELSHSEDLY F L0, &, EMFEER
BRRRmst L, BICAS YD O TETETOT, ELWLRBEBTHEITMAT, #EEL T
Ty 7F— b2 LT BNLLETT, LALEBICIIERE LTEHINTELT, &F
EERBTHRAMERENTWIOPFERETY (F18),

] 13

Accredited PM courses by CEPM

The CEPM has already completed accreditation of Pharmaceutical
Medicine courses as follows;

® Belgium: Free University of Brussels

¢ France: Claude Bernard University, Lyon 1

® Ireland: Postgraduate Diploma/MSc in Pharmaceutical Medicine
® Serbia: School of Belgrade

® Spain: Autonomous University of Barcelona

® Spain: Universidad Complutense de Madrid

® Sweden: Karolinska Institutet

o Switzerland: University of Basle, under the auspices of EUCOR
® United Kingdom: Cardiff University, Wales

® United Kingdom: University of Surrey

FIRER 24 %8 % (8 ) 2008



708 (12)

Fz14

Core curriculum:
IFAPP syllabus in Pharmaceutical Medicine

Section 1. Discovery of New Medicines
Section 2. Pharmaceutical Development
Section 3. Toxicity Testing

Section 4. Legal and Ethical Issues

Section 5. Development of Medicines
Section 6. Clinical Trials

Section 7. Statistics and Data Management
Section 8. Safety of Medicines

Section 9. Regulatory Affairs

Section 10. Information, Promotion and Education
Section 11. Economics of Healthcare
Section 12. Medical Department

;15

Path Forward for
Training and Education in
Pharmaceutical Medicine

® Related courses/programs
e Current issues

L7eHEoT, M lo0a—Az Lt oThl, ZRTEHZRETELLEVS &, £
DEHI 2TV EbIITIEREZNVEW) ZEFBED 1O EE>TnET,

Fhdh, KRETLZFv— (75503, REQEEFOEFNL B2 ZIT 50
T, REEROFCIIFEICEFNLEREIOMBLER2To T8 ET0T, #iiL
LTENZTEROFFBIMTETCHEDONENVIZELI—A Lo Tix, ) o—
YarPharlwiyERCT (FE19),

BILIDE) Ra—RERIFTEFREOESAZ LD L 51T qualify LTW Lo, BiE%E
HLTWDOPE Vo 2ES RBRTIELRPAI LB oTWET,

Tid, 75 JAPhMed RED L 5 ZiFEHZ LTWEDNE W) 2 EF THA STV
¥4 (F20).

—DODEEUHED — A% {ED L IFRBIFNZETAEETTOT, HEOI—AbER

pil)
zu!
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Related courses/programs

® University courses

+ Tokyo University: School of Public Health

+ Tolkyo University: Regulatory Science

+ Kyoto University: Master of Clinical Research
+ International University of Health and Welfare

+ Yokohama City University

+ Kyoritsu University of Pharmacy

# Tokai University

+ Qita University

+ Kurume University

+ Nagasaki University

PO

® Industry vocational programs

® Corporate staff training programs

=17
Targeted subjects
Univ-A Univ-B Univ-C Univ-D

. . . Genomics Pharmacoge

Section 1. | Discovery of New Medicines . overview nomics
Manofacturi

Section 2, | Pharmaceutical Development CMC ng process

i - A Molecular .
Section 3. ) Toxicity Testing pharmacole | Toxicology
Section 4. |Legal and Ethical Issues Trial ethics Bicethics

i . PK/PD, BA,
Section 5. | Development of Medicines BE

. . i Protocol Protocol
Section 6. | Clinical Trials developmen developmen
Section 7. | Statistics and Data Management Clinical stat | Clinical stat | Biostat Clinical stat
Section 8. | Safety of Medicines Safety
Section 9. | Regulatory Affairs ICH, Audit
Section 10. | Information, Promotion and Education

. . Pharm acoee . Health
Section 11. | Economics of Healthcare onomics Basic PE service
Section 12. | Medical Department
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Basic training & Continuing education

Basic training

CONTENTS
-GCP
-GPSP
-Toxicology
-Med Information
-efc

PROVIDERS

- University regular course
*Industry regular program
- Company basic

Continuing education

CONTENTS
-ICH updates
-New regulation
-New guideline
-Latest technology
-etc

PROVIDERS

*University special lecture
*Industry ad-hoc meeting

* Company ad-hoc

Current issues as PM course

® No single course can cover all the categories of

education required by IFAPP

e Without involvement of industry professionals and case
studies based on real world practice, classroom teaching

may fall in superficial understanding

® Courses should be continuously updated
¢ Consensus need to be established regarding qualification

of trainees

HRALTWwERLVEV) O JAPhMed D# 2 TF, JAPhMed & LTRHEMOBZE®EL
Z T, pharmaceutical medicine @AY ¥ 1) 2 b & LT MD @ qualification 3% 2 72 & X2,
KELZEEFZD2 H5nHEDOTERVALELTWET (F21),

FT, BEUMBHIEL LTHEZR Lo TS NE D ThH o7z BBV THS S &
9 Z&T9, KIZT, IO pharmaceutical physician & LT, THLHEEZEME VD L2
FRFATEZTIRVE T, #REFE LT, LERVTWIHTL LTI TVWARITRIE

WitewnweEZI5,
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JAPhMed Initiatives

® PM program by JAPhMed

¢ Development of JCPM

® Development of ACRP-Japan

o Contribution to national program to train
healthcare professionals in clinical trial

s 21

PM program by JAPhMed

Scope of the Program
+ Appraisal of the qualification by an external accredited body
+ Structured continuing education throughout a career of pharmaceutical
physician
# Internationally harmonized with CEPM standard

Curriculum
¢ Basic
— Principally covers the core curriculum of IFAPP syllabus in
Pharmaceutical Medicine
— Suitable for entry class investigators who will conduct clinical trials
+ Advanced
— Workshop with case studies by the trainers from industry/academia
with practical experiences
— Continuous education

B, EERKOMSE - - mBICELC, HEREWNOZ & 721)Tld% < international % LUV
TEZTWIRBERD DL LWV Z & T, JAPhMed iX IFAPP @ national member association
T& 1), pharmaceutical medicine (233} % international %2 harmonization 25WEE & # 2 T
5.

I bAERICS, BANTTwEH ) F25 4T, BPOBEAORBTON-Vy 7k
BESLT, EXFF—HTEEoTLRBVOPL LERAD, HEPORESHTICA-TE
T, AIEL LI LRVWIREOKAFIZ, FTBY)OERLLZLIBFEFATHIIEE, £
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DB, EREZISALIEP BT, SESELFFR-ATESBSFRBEL LS LFHBHLT
WwEd,

HfEcid, JAPhMed T1T % pharmaceutical medicine ®EBEIZW LT, CEPM Ik 2 F
BERERZ X2 EZBZTHWITOT, HEDA=Za2—LLTh, YINARPITHYFaT
AFHHEFR L b DEFENET, THEDEES T, Thdh O qualification, 2, #
FHERO audit b CEPM IS TEfi L /2w BoTwIE 4, #0 qualification 570
examination b, ERFBEOEFEME VI LT, BHERLAY Y F— FTFoTn &
ok EZTHWET (R22),

FOFHEREE LT, BizHD & 9 B EG pharmaceutical physician DA EL, BEW
DEMZTHEREOHLDOE LTHEDLNLLIZLTVELWER-THWET,

EBICE=FICROONLEMEEL DI, HIE% third party & LTEMiL T L5
MBPLELVIZET, ERERE, HELEAT L, BEEOaSRL—Yarvbknwdidk
LT, HLWHEZESL ) FRESETWFET L. #OBE, BEREBHOAEDL
A, ERMARER, KRFEOREFLEZITBRAZ WA E, 20064 12 B2 Japanese Center of
Pharmaceutical Medicine &4v39 NPOEADERE L F L7- (R23). 2H5D A N—2iF,
JAPhMed DRI Ao THBH F 7,

COEADBHIE, HARIZEBVTS pharmaceutical medicine @ 70 E—Y a3y E L Tw &
W) Z LT, JAPhMed PAMIH 2 X 2B TORBEME /07 5 0B ETBLTWE
9. IS —Re T b EDHHHER, JAPhMed 2150 & T2 EHIE LRI T 5
BEeRf+s2L T, ZONPORAOERSHGFINET (F24d),

FIZ, JAPhMed & LTEMSETW2EWTWABEF L LTIk, ACRP-Japan & v 5 %
DAL EITPH Y £4. ACRPIT A ) ADWIFAK RO T, 2OREZREIFTEL LN

22

For accreditation by CEPM

Same contents
+ Syllabus
+ Core curriculum

Same quality assurance of the program
+ Eligibility of trainees
+ Quality of trainers
+ System audit

Same level of examination
+ Written examination
+ Oral examination

Common qualification across the world
+ International certification

FRRER 245485 {8 H) 2008
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Establishing PM as integrated discipline

Collaboration among industry, academia, and government
+ Collaboration with JPMA, PhRMA, EFPIA and others
¢ The Japanese Society of Clinical Pharmacology and Therapeutics and
other related scientific associations
+ Academic institutes and hospital with educational capability
+ Support from government
+ Initiation of working party with stakeholders

24

Development of JCPM
— Japanese Center of Pharmaceutical Medicine —

Registered on Dec 2006’ as Non Profit Organization

Board members
+ Medical Institution Representatives
+ JAPhMed Representative
+ Industry Representatives
+ Academics

Objective
+ Promote development of pharmaceutical medicine in Japan by:
— Establishing education and training programs
— Providing seminars and e-learning programs
— Developing examination for qualification

AT ET, ZORILICHY), JAPhMed dEEL LTEML TWE T, ACRP Tid ICH-GCP
WIBOEBREEEMOEERREFEHT L LA TEET (F25)

¥z, BBROD N FHREFS TR, BRAEMSOBRIEELY 5 —THEBMER 2 SAE-
T, BReF— V7B TELLIETEEVIREED Y, Fib SEUIE 4L RN EE
DBl TwET (F26),

PLE, JAPhMed @ X HAIZ BT 5 pharmaceutical medicine DR, FiIZ JAPhMed @
EROFEEHRITICOWT, BEIZTEBA%2 STV EE L
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Development of ACRP-Japan

— Association of Clinical Research Professional —

Registered on June 2007’ as Intermediate Corporation (Chukan Hojin)

Board members
+ Medical Institution Representatives
+ JAPhMed Representative
+ Industry Representatives
+ Academics

Objective
+ Improve quality of professionals committed to registration trial and
clinical research by implementation of ACRP training program and
course examination in ICH-GCP

26

Contribution to HCP training program

Developed by ‘Working Group to think how trial be done’
Based at JMA Clinical Trial Promotion Center

E-learning program to study clinical trial
+ Q&As contributed by all parties
+ Categories:
— Preclinical/PK/PD/Clinical Trial
— Practical/GCP/Regulatory
— Ethics/Protection of private information
— Monitoring/Audit
— DM/Stat
—AE
— Compensation
— Clinical issues
— Others
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Iy (&7,
SHES Y AL 3 TENE L

WREIHE 24585 (8 F) 2008



