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: (C5. THE DESIGN & EXECUTION OF

PLAN (CDP) FOR A NEW CANDIDATE
INCLUDING A TARGET PRODUCT PROFILE
\(TPP).

<

EXPLORATORY STUDIES & EVALUATION OF |
THE RESULTING DATA AS APPLIED TO THE
CLINICAL DEVELOPMENT PLAN .

6. THE EVALUATION OF THE ADVANCE
MADE IN THE CLINICAL PHARMACOLOGY O
A NEW MEDICINE IN A STEPWISE MANNER

NITH 0 DP &
C7. EXPLANATION OF THE STATISTICAL
PRINCIPLES FOR THE DESIGN, CONDUCT &

| :A u PP

: \_ASSESSMENT OF EXPLORATORY STUDIES.
(8. JUSTIFICATION FOR THE VARIOUS END-

POINTS USED IN THE CLINICAL
DEVELOPMENT PROGRAMME.
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Omy o . C9 APPRAISAL OF SUSPECTED ADVERSE
57DVE TIY— -

EVENTS DURING EXPLORATORY

L DEVELOPMENT.




Pharmaceutical Medicine

PharmaTrain

MASTERING MEDICINES DEVELOPMENT

KA %
BRI 5
BHOa
ETFos

4

\_

4 ‘\
PharmaTrain

DAL -ZAVSIE;

AFEI)L

N —_
RERE - 1TEf

\ /

\ /

V £1-Drug Development & Clinical Tria ls\ﬁ1= Discovery Medicine & Early Develo hﬁenhJ

Knowledge.
Syllabus
topics .

Applied knowledge.,
The trainee should be able to demonstrate
applied knowledge of... -

Skills..
The trainee should demonstrate the
ahility.....

Attitudes /Behaviowrs.,
The trainee.....

| THERAPEUT

ICMEEDS...

Cl. EVALUATION & AMNALYSIS OF A DISEASE AREAWITHIN THE INDUSTRY CLINICAL DEVELOPMENT ENVIRONMENT & IDENTIFICATION OF UNMET

23,2627,
| 1111, 1113,
11.14,

= The causative factors, pathophysiclogy B main
therapeutic options in one major organ-based disease. .
= The benefits & shortcomings of current therapy,
thereby identifying new therapeutic needs in one major
organ-based diseaze. .,

= How advancing knowledze, such as pharmacozenomics
E pharmagpeenetics, may tailor therapy. .

= searching the dlinical literature. .,

= How to evaluate & interpret the [literature) findings in
the dinical development emvironment .

= To bring together scientists working on the
underlying disease process, incuding academic &
company experts on treatment gplions, B chemists
developing new compounds that may fulfil unmet
needs.

= To pontribute to proposed investizations B
profiling of a new theoretical agent by applying key
principles of efficacy, safety & economic value.

= Tooonduct a dinical literature search. .

= To prepare a literature review of a specified
dizease area. .

= Towrite or review constructively a brief report
describing: .

- the epidemiclogy E pathophysiology of the diseasze
area;.

- therapies available E their mechanizms of action; ..
-3 summary of products under development in this
ares;.

- unmet medical / therapeutic need in this area. .

a

= a5 part of a research team, consults with academic
Eu clinical experts in the therapeutic area tolearn
therapeutic aims, achievements & needs.

= Creates anidealised drug profile &, in doing o,
recognises constraints in dinical practice B in
healthcare provisions. .

= Recognises the breadth & depth of data
requirements & the inherent limitations of
infarmation freely available in the public domain
when making appropriate dinical development
judzements. .,

= Works 3s part of a team to ensure the fullest
understanding of non-dinical, dinical & commerdial
data, & their relevance to the disease area review. .

a

C2. EVALUATION OF THE CLINICAL & NON-CLINICAL PHARMACOLOGY & TOXICOLOGY EVIDENCE FOR ANEW CANDIDATE FOR CLINICAL DEVELOPMERNT. .

Ve JAV.S

/)] -

wFS, A 12,1314,

RYFY 16,1724
3.1,3.2,33,
34,3537,
3.8,3.9,
3.10,3.11,
41,42 43)

= Pre-clinical tests of a candidate drug's
pharmacology & toxicology. .

= |CH Tapic M3, Non-Clinical 5afety Studies for the
Conduct of Human Clinical Trials & Marketing

AR INLEBHETSESZHITHY., TNTEMEITH_LERDT

Authorisation for Phag jcals. .
= The clini - 0 & in vivo animal
P450 studies. .,

* To understand the evidence for 2 candidate
investigational product’s pote ntial value from
pre-clinical studies in various species, either
whaole animal or isolated organ & tissue models,
& in models of disease. .

= To relate longer-term animal toxicolosy to the
potential therapeutic indications & dosages. .

* Ac atherapeutic / development team member,
contributes to the stepwise decisions being
made based on pre-clinical pharmacology &
toxicology from the perspective of thermpeutic
needs & patient safety..

= Recognisesthe benefits & pitfalls of
extrapolating preclinical datato the predictions

the preclinizl

WADTIFEW, BUGEFHED TESEHNHNITEELETEFT,
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Name Role
Criscuolo, . .
. Vice-Chair
Domenico
Donaldson,
. Member
Kirsteen

Filho, Jodo Massud Member

Fuccella, Luciano Member

Imamura, Kyoko  Member

Klech, Heinrich Member

Klingmann, Ingrid Member

Silva, Honorio Member

Stonier, Peter Executive Chair

Rosenkranz, Bernd Member

B HEES (FILI7AVLIE)

Affiliation

Societa di Scienze Farmacologiche
Applicate - SsFa

Faculty of Pharmaceutical Medicine, UK Executive Board, PharmaTrain Federation asbl

Trials Consulting

Post-graduation course on
pharmaceutical medicine- IEP SIRIO-
LIBANES

Societa di Scienze Farmacologiche
Applicate - SsFa

Office PM, Japan

Japanese Association of Pharmaceutical Japanese member association of IFAPP; President-Elect, IFAPP

Medicine - JAPhMed

Vienna School of Clinical

Research, Public Health

and Medical Education

Pharmaplex bvba

Rutgers University School

of Health Related

Professions, Newark, NJ,

USA

Inst.Pharmaceutical Sciences, King's
College London

Division of Clinical Pharmacology,

Stellenbosch University, South Africa

Fundisa African Academy
of Medicines
Development, Cape
Town, South Africa

288 : https://jidpe.tokyo/course-d01.html

Italian member association of IFAPP

Brazilian member association of IFAPP

Italian member association of IFAPP

Treasurer, Pharmatrain Federation asbl

President, PharmaTrain Federation asbl

President, IFAPP

Executive Board, PharmaTrain Federation asbl; Board of Officers

IFAPP

Executive Board, PharmaTrain Federation asbl

gPCB: global PharmaTrain Certification Board)
IFAPP/PharmaTrain

(2016/10/063R7E)

Title
Past President and Honorary
Member
Consultant

Senior consultant on drug
development

Professor/Coordinator
Past President and Honorary

Member
President

Councilor

Managing Director

Dr.

Adjunct Professor

Professor

Professor emeritus

President


https://ji4pe.tokyo/course-d01.html

% -
PharmaTrain AN
ING MEDICINES DEVELOPMENT

1
EApp e =€.,:l
rarema cusmiant S50citia NG &
Jidpe.tokyo

Part-3:SMDZ A4 S LIZE 9 HEHK L

SMDZ AT S LIZDWNTOERKIZ, TEENDIEYETA—ILIZTHEE
LWLET:

EH5E:

(—#t) ERFHFAREBIER)
E-mail: admin@ji4pe.tokyo
https://ji4pe.tokyo



mailto:admin@ji4pe.tokyo
https://ji4pe.tokyo/

.
i

- P /e N
Boare R ]
Mpasn

Part-4: &<HSHEM

« SMDTAYSLIZEATAERIZDOLTIE., HiEADEEI—AWebsite| ZHI5E,
LTWWET A, BIZELLVQRAZFEEDHFE L=,

« QRADIBEIZFTIIWebl J<HBHERITT,

« ABEFREREHRLTISFETT,



