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Medical Science Liaison (MSL), which belongs to non-commercial departments and is involved in gathering
clinical evidence regarding their marketed-products and in providing advanced medical and scientific
information on their respective disease and therapeutic areas to healthcare professionals, has been in the
spotlight and the number of MSLs in Japanese pharmaceutical industry has been increasing rapidly.

Itis no doubt expected that MSL will hold very important responsibilities in company activities. The Japanese
Association of Pharmaceutical Medicine (JAPhMed) accordingly set up the system of accreditation for
internal MSL certification programs, organized by individual companies, as the third-party to be able to make
a clear differentiation from their commercial dept. and to guarantee their advanced activities independently.

For the accreditation, we clearly established the following as the appraisal standards:
1. Todevelop the educational system and to ensure the quality of MSL

2. To keep independence from the promotional activities (compliance perspective)
3. To have advanced medical and scientific expertise

We evaluate whether the applicant (company) carries out their MSL certification programs appropriately by
the document examination, site visits, and interviews.

JAPhMed will forward this accreditation system to other companies and contribute to the development of
MSL activities in Japan by providing consultation how to set up MSL certification programs to the companies
who have not yet established such a program.

Please note the following points when disclosing this accreditation evaluation standard:

1. This accreditation system is for evaluating the validity of individual company's MSL certification
programs and does not represent the criteria for certification to individual MSL.

2. Meeting this accreditation standard does not guarantee compliance with the relevant laws and
guidelines.

3. There are items in the "3. Medical and Scientific" section that overlap with the "2. Independent from
the promotional activities (compliance perspective)", but these are evaluated from a medical/scientific

perspective.



MSL FRREFEALTE H

BAEE -

AETHUWTL\SEREE - AED

ABM
CIOMS
col
CONSORT
oV
FCPA
GCP
GPP
GPSP
GVP
ICH
ICMJE

KPI
MR
MSL

0JT
QA

Qc
SOP
STROBE

ERESEE
EERFEHE

AR fEER

EEEFTT (FILIT7RY ME.

7 KA H1)—FR— KZ—F 41 >4 (Advisory Board Meeting)

EREZEKFES (Council for International Organization of Medical Sciences)
FIZEAB/R (Conflict of Interest)

ERERERERIRET 1R d A E# (Consolidated Standards of Reporting Trials)
[BEZ (Curriculum Vitae)

SEIMEERIT AR IEE (Foreign Corrupt Practices Act)
EEROBRRHABRDERDERE (Good Clinical Practice)

Good Publication Practice

EERDEERFTEAE - HEROEMDEHE (Good Post-marketing Study Practice)
EERIERTERRELEEOEEE (Good Vigilance Practice)

Bk EU EERRHFAEEMSE (International Conference on Harmonization)
EYEPHBADOHE—IRFERTE (International Committee of Medical Journal
Editors)

FEEIFEHESAZE (Key Performance Index)

EZIEHIALE (Medical Representative)
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AT L ANYAIUT 4T 499 )T (Medical Scientific Liaison) &E£E 5,
TENLE (On-The-Job Training)

mERSE (Quality Assurance)

MEEE (Quality Control)

TAMEEFIBE (Standard Operating Procedures)
BIRMEFMRREDEREDT-OHDFE (the Strengthening the Reporting of
Observational Studies in Epidemiology Statement)
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