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affairs, compliance system standards establishment,
and regulatory coordination& communication on
pharmaceutical excipients, food additives and
personal care / home care products. Specially focus




on regulatory policies and strategy, standards
development, and compliance applications and risk
assessment for excipients used in pharmaceuticals.
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Jiawei Hu, Senior Regulatory Affairs Manager is
working Fresenius Medical Care R&D (Shanghai) Co.,
Ltd and is responsible for Chemistry, Manufacturing
and Control (China and Asia Pacific) with 10-year
experience in regulatory affairs. He worked as the
regulatory CMC person in AstraZeneca, Baxter and
Merck, was responsible for CMC documents drafting
and review for IND, NDA and variation. Meanwhile
the reference listed drugs application, generic
quality consistency evaluation and imported drugs
tech transfer were in the working scope. He was also
responsible to support FDA and EMA regulatory
CMC tasks. Additionally, he worked with R&D and
manufacturing functions to provide CMC support,




suggestion, regulatory strategy and risk assessment.
BHRTIELHL (LB) BIRAE SRFNESE
B, FERTAKENRES (WF. Er-FEs -
CMC) fTasRA. MNEELEMIIE 10 5, BRINERTZR
ARICEREDHA (L8) BRAE, ARPEURITAKX
ERESHE. ErriEd (CMC) HBXTIE.
FENNEZRICHZA), SARGERERTREFIR, B15
RreE=i, REHTmERURE LHrmiER CMC
BRHES. i, AFFOZGmMSICHEIFIBEE,. HHZ5—
BN A O it~ o ETIF, thAaRE
PrRiEAELE FDA. EMA LIRIK KA HRER CMC
HoRRSE, B, ESHARMEFSKASDIEE
TfF, 1=t CMC EEMATENAIE N, Ar-mEFE
iz LR RHEE A RIS S EFIXIBG TS

Challenges faced by
pharmaceutical companies

10:30-11:10 | under the joint review policy =i 2 (Lilly Wu) T (FE) REGIRAE
SEETECE FHEWEE | /Lilly W
AIPkAR
Value added third party £ Nevin Cheng: Ph.D. and MBA, more than 20 years
11:10-11:50 | certification scheme and /Nevin of work experiences in pharmaceutical industry,
data integrity requirements | Cheng Nevin has taken various commercial roles of




for excipients
(E=7 GMP IAIENENZ
PR SR T S KD

technical services, quality, marketing, sales and
general management in Colorcon and Gattefosse. As
the founder of IPEC China, he was elected as the first
chair in 2008. He founded Shanghai PHEXPACT
Consulting Co., Ltd. in 2015 to continue promoting
initiatives of excipients in China. As the local
consultant of EXCiPACT, he has been working with
multiple stakeholders to promote excipient
GMP&GDP 3rd party certification in order to help
local pharmaceutical industry to reduce quality
auditing burden and improve supply chain security.
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