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(2):##-42 = : Regulatory Approval for Innovative Medicine —
Regulatory Authority Perspective.
;ﬁiﬂ” : Mr. Shinobu Uzu, Pharmaceuticals and Medical Devices
Agency (PMDA), Japan.
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(3):-42 = : Strengthening the Regulatory Review System: CIRS
Perspective.

# - Dr. Neil McAuslane, Center for Innovation in Regulatory
Science (CIRS).
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(4)3-42» : Trade Agreements & Intellectual Property Issues:
Implications for Access to Affordable Medicines.
;iéﬁ : Ms. Chee Yoke Ling, Third World Network.
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(5):-42 7 '@ Registration Pathways for a Timely Access for
Neglected Patients — Drugs for Neglected Diseases
Initiative Perspective.
;i-ﬁ : Ms. Marion Laumonier, DNDi.
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2.p #F 1 10% 3p > H=x— : Pharmaceutical and Biologic Products.
(1):#42- : SIRIM —What Do We Do in Healthcare?

#F © Ms. Aidawati Mohd. Shabery, Standard and Industrial
Research Institute of Malaysia (SIRIM).
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(2):-42 = : Application of KREX, a Novel Functional Proteomics
Technology for Autoantibody Biomarker Discovery.
;iéﬁ : Dr. Arif Anwar, Sengenics.
BEAEF AP B R L - JERLFL Y
4 iz (Biomarker)sF By R AL H P
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R W RE AR FE IR

i,
Ny

(3) # 4% = : Regulatory Control of Active Pharmaceutical
Ingredients (API) in EU and WHO.

## - Dr. Parviz A Nasiri Kapourchali, Medical Products
Agency (MPA), Sweden.

FEGEH R R ¥ B A & & (Medical Products Agency
MPA) » & & /i % & & % # = » (Active
Pharmaceutical Ingredients > API)s4 g > 10 2 Jpsd
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ZEIENY SRR b S Rl S 2T S B I o
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Procedure (MRP):% % - SHRANELETE 4
% A ¢ (European Directorate for the Quality of
Medicine > EDQM) 12 &t M % & i * M % 2
(Certificate of Suitability> CEP)3; ;% & = % 4 »CEP
AwH e BB S A A A % (Active
Substance Master File - ASMF) » CEPshiggLf_» H
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B 5P o

(4):#42 2 : Regulation of Biologics in Taiwan.
#F © Ms. Jhih-Yu Syu, Taiwan Food and Drug Administration
FE RS ARFLAETIN S EEF PR FE S 7L
L AEANGARENEP A SO ERE R FHR
iﬁiﬁgﬁ@%%ﬁwgﬁmm CH R R
gk~ dp 5 2 R4 0 ¥ 4 5% 2 F A 5 (Biological
products) e B » 4 S| 4 4 4p iz 14 % & (Biosimilar)
F AIAEEH C FARER > BAFART T UR
& &3 * Fpv= it (Common Technical Document> CTD)
e F L &E ~ ATRA LR TR T - TFDAS # &
PR GEORFT P o A 4 g B E 5 367 5 ik 2 IRE e
PeldB8% ¢ 7461 K A& 661 0 1L E 414
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(5)#-42 7 : Guideline for Registration of Drug-Medical Device &
Medical Device-Drug Combination Products.
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#F * Ms. Mariammah A/P Krishnasamy, Medical Device
Authority (MDA), Malaysia.

& ;ﬁiﬂv Xp B ka i %5 K =B+ & (Medical Device
Authority * MDA) » 353 § % & I 50 ¥ § +
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(6)#-42 = : WHO Good Practices for Best Assessment for
Compliance with GMP/GCP/GLP.
# 4 ¢ Mr. Vimal Sachdeva, World Health Organization
(WHO).

FE o kR 2 S (World Health Organization
WHO) » i & W WHO & B i ik 2 83 3% F

(Good Manufacture Practice » GMP) ~ i 2§k 3 1

(Good Clinical Practice » GCP) ~ & 2§ % % 4 ¥
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GMP/GCP/GLPAp B #4512 % & F1 R - 1F 5 4p 3 4%
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(7):%42 - : How the Serialization Process can Improve Patient
Safety?

;ﬁiﬂ” : Mr. Senthil Subramaniam Rajaratnam, Eli Lilly£ Mr.
Eric Marshall, Leavitt Partners & RxGPs.

&S Y R BB E RS RS - B
WE SR 2 R R RIERE I 103 B S
TSR FF DB R B 2T ﬁ;% & 4o
BREREL VEHEL FRES 2 EF IR
Wo AL E T IR E BTG EG PRl o
ERET M BT AN Adap M p AR TR
FREE > Mg BN E R HE T 2R iR R o

3.p 8 - 10* 3p » #H=x = . Traditional Medicines and Health
Supplements (TMHS) Products.
(1):%42 - : Malaysian Variation Guidelines for TMHS.
;&iﬂ" : Ms. Azrina Hassan, National Pharmaceutical Regulatory
Agency (NPRA), Malaysia.

FEEFALE KT TETBRE(S RYEF B GEEAM L 5

% £ (Variation) = 45 31 p F (2 ¢ ¥

WWW.npra.gov.my® §¢)> i & & 5 5 e - £ g R
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(2):#-42 = : TMHS Material: How to Ensure Quality & Safety?
#-  Mr. Michael Shum, Therapeutic Goods Administration
17
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(TGA), Australia.

FE o EH KA RN ¥R & ¥ I k& (Therapeutic Goods
Administration > TGA) § # 4% w;%“ (Complementary
medlcmes)mf: RodrERdfprrditd - &
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23 PR cfe@ i 2 > & 7 % A48 F (Herbal
Iplant material) ~ & 2 % fo & # F (Vitamins and
minerals)~ § % 48 ~ & (Nutritional supplements) % & %t
% =-(Traditional medicines) o &4z #7 7 = & Ok ' &
Boo Gz (/P IR)EIR P S AR ETAE S
LN Y, Rt sl B S =W S TR A T
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B £ o A7 & (New ingredients) &t ¥ Hi* iz &
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(3):#42 = : How Consumer Health Companies Leverage Credible
Claims to Accelerate Growth?

#F © Ms. Swapna Kondapuram, IQVIA
FEAEFRAEFAEN 2P > LAPECT A 173P ) B
FHF R ASNE X E R BT R T
TR AT ASE SEMAT AT %RE
PHP VT RFFAHERA LEDCHR =
& R /ﬁ "ﬁ zf/ﬁ‘-%a“wﬂ«ﬁﬂ et 5 aliif

& fLE 222 B Farahd L EFLIRT DA TRA A
T3 v \sa.%é&év’ﬂ#mé'!iﬁ?ﬁi fEicig® Tp?
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- TMHS in terms of Therapeutic Claims.

- Mr. Michael Shum, Therapeutic Goods Administration

(TGA), Australia.
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RS R U HIEESOR 2 (2)FRE R o

- TMHS Lab Testing.

- Ms. Ng Shin Hwei, National Pharmaceutical Regulatory

Agency (NPRA), Malaysia.
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FoHREWRPIZED PP PALEEL T REEE S
e 2 s B R Bor R I REIOFER R
2o g R & BISE P 5 4% #c(Character) ~ #
(Identification) ~ # % % (Impurities) ~ € & & & P
(Heavy metal test)z 2 jfig# 4= = Z4 # Bl (Microbial
Contamination Test > MCT) » ® J& i * £ &L & §_
EREL g% FETHRP S FRBIED ¢
kB~ Disintegration v £ £ 323 1 (Uniformity of
weight Assay) # Pl(Heavy metals test) ~ iz 4
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adulterants) > 2 2 H s (4K & ~ AER EZpHE)E o
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(6):%42 ~ : Malaysia Halal Regulations.
;ﬁiﬂ” : Dr. Sirajuddin Bin Suhaimee, Department of Islamic
Development Malaysia (JAKIM).
R DB KT LR KFBEINVAKIM) S £ @ 45 &
O TFHalal%E > 2 & 24 R - imEF A SR
Fem s R EFAS EFFEE N
EATIR R OF R EA o B RE & TR € R
(Organization of Islamic Cooperation’OIC)_’rme K
B ka d fzfpﬂ WP 8 RRER S GE 2 2o
g > AR %éﬁ{}_xvg— - B d FRL
TR ATF BETHR I ORE T L REE R
Pl kd LEGFERE "ﬁ FE szFT/KF’”,JJ%

2B o B kd TEP henipE 2 RO D T
HIAKIM 3 5 s o

-

(7):#-42- : Quality Control & Standardization of TMHS.
#-F ¢ Dr. Jamia Azdina Jamal, Monograph Herbal Malaysia
Main Committee.
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(1):#42 - : Regulatory Updates 1 — General Regulatory Updates.
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- Dr. Ramili Zainal, National Pharmaceutical Regulatory

Agency (NPRA).
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- Regulatory Updates 2 — Track & Trace.

: Mr. Mohd Azuwan Mohd Zubir, Ministry of Health,

Malaysia.
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- Regulatory Updates 3 — Pharmacy Policy & Strategic
Planning.
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#4 * Mr. Haji Ghazali Mansor, Ministry of Health, Malaysia.
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(4):#42» : Regulatory Updates 4 — General Overview on Access
to Biological Resources and Benefit Sharing Act
2017 [Act 795].
;&iﬂ” : Mr. Chitdrakantan Subramaniam, Ministry of Water,
Land and Natural Resources (KATS).
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% ;% (Access to Biological Resources and Benefit
Sharing Act 2017) - 3%
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