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In the 1960s, the concept of medical affairs emerged in the pharmaceutical industry, primarily through the
role of Medical Science Liaison (MSL) within the commercial/marketing division. Traditionally, research and
development (R&D) and commercial/marketing functions were seen as the key pillars responsible for drug re-
search, development, marketing, and sales. However, over the past 20 years, increasing regulatory pressure has
gradually shifted some commercial activities to medical affairs. As a result, medical affairs has evolved into a
distinct strategic organization, responsible for data generation and publication, evidence generation, medical
information, and both internal and external communication. Meanwhile, the approval of more new therapeu-
tics by the U.S. Food and Drug Administration (FDA) and the growing efforts of Asian pharmaceutical and
biotech companies to achieve global approval have driven a significant expansion in the demand for medical
affairs at both global and local levels. This article will briefly discuss and address some of the key challenges
faced by medical affairs in this evolving landscape.
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PG RGASE EROZERR, 4R HIXT RWE/RWD [i%itia
PERIM T VG ZEK . R i) RWE/RWD SE55
R TN E RN —— R4 55 5 it
3K E RWE/RWD SEERHERE, 767 A dnJE
(Life Cycle) s AEH BB A, a1
IRSCIR IR TR,  IFE SHERRCEE AT

3. PSNRERTUTES

fE REEFN B3 (HCP) M EE LR 22 3 55 4R itk
WA MEIERAEE,  DMER]E IR 1E

JY TS, PR RER D 25 A P T 0 245
PREIE RO 2067 A B, DR R R N
A EERE S RN MRS A S VR AR HE B[R,
=27 o 55 7R BRI FR R 97 N IR 57 BAB K &R,
DASE B 1 1 AT T 7 SROF AR A I, AEHERH IS
B RERE, R iR R B, RS
O R TT N D3R DB ik - 7 R G638,
ARG —0—RHFACUR . H MR A B [ AR BRI YT
NG, N2 L2 A RN R E B R )5S T
i€ 2505 B R R, T 55 = 55t 0 20 % Pl A
ISR BRI T R A, R RS R
PEHEMEL JHECH. FafERE (5K (Standard
Response Letter) B TS EIASESE A ISH 245 (1B
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