2017 FPRZEM A HFRIHT & HiZ
Agenda of 2017 China-US Pharmaceutical Package and Excipients Seminar
1. 1M ARWT 73115 HF2/Agenda of Package Workshop

11 A 17 H 74/ Nov. 17th Afternoon (H 5i/Place: ZR4AER A 5 %43 ] B+C JT/ Color Space B+C Hall of RH CENTRAL

Hotel )
if [8]/Time | /@ H/Topic 5 F2/Speaker
13:30-14:10 | "R E 250464 5 25 3L [R5 v e o TAE 48 VL THed G, SR 2 o i B B
New Regulation of Joint Review on Pharmaceutical | & 5 Z540iEM A 255 4b)

Packaging and Drug in China Mr. Jiangning Li (Director, Department of Drug
and Cosmetics Registration of China Food and

Drug Administration)

14:10-15:00 | Z5 04 125 2 RE W IE BRI IN——3 E 25 L KPR | Michael Eakins {8+, EEzZGME R &

YHEFI 3R s Dr. Michael Eakins, USP




USP Strategy and Standards for the Selection and

Qualification of Packaging and Delivery Systems

15:00-15:20 | 7% &/Coffee Break

15:20-15:50 | i XU 24 it 0. 208 2 498 A T 1A 0 IR 428 ARG (2901, Wil & 2 ik 5
Risk Management and Design for Drug Packaging W F e 24 i AL AR e 56 T )
System used in High Risk Drugs Director Hui Yu (ChPC, Zhejiang Institute for

Food and Drug Control )

15:50-16:30 | Jo bRl il 1 A B A 2 s P VP A Desmond Hunt f#4:, SEHEZGMZE &
Package Integrity Evaluation for Sterile Drug Pruducts | Dr. Desmond Hunt, USP

16:00-16:30 | 36 [E 24 F .22 R G A AN 25K Cheryl Stults f# 1, SEEZHIZ G2
US Regulation and Expectations for Pharmaceutical Dr. Cheryl Stults, USP
Packaging Systems

16:30-17:00 | AZi i i&/Discussion




11 A 18 H _E4+/ Nov. 18th Morning (}h £5/Place:

SRABT HW )5 % 23 (8] B+C JT/ Color Space B+C Hall of RH

CENTRAL Hotel )
if 8]/ Time | /8 H/Topic 5 F2/Speaker
8:30-9:00 2020 H [ 24 L i) f A SR N AR HoNEE L (ZEE AR K, BEXZA MR

System Establishment and Progress for the Drug

Packaging Standard of Chinese Pharmacopoeia 2020

W S5

Dr. Xiaoxu Hong (Deputy Director, Chinese

Pharmacopoeia Commission)

9:00-9:40

REH 1: A2 ) )5 BE VA — BB R SCHRBIT 78 1Y
.

Partl: Toxicological Evaluation of Chemical
Compounds — Use of Thresholds and Literature

Studies

John Iannone, 3&[E 2% 72

John Iannone, AMRI




9:40-10:00 | #&K/Coffee Break
10:00-10:30 | @ H 2: AR 55 R FAHfIE AR F09) John Iannone, & [E 248175 4
Part2: Physicochemical Characterization Studies: John lannone, AMRI
Identifying and Quantifying Unknowns
10:30-11:00 | B A II57 5 A% R 4t R 20 K e G (P, TOMBERRS)
Synchronous Development of Inhalation Preparation | Professor Fang Jin (ChPC, Guangzhou Medical
and Packaging System University)
11:00-11:30 | {E5 O RGU424 RG R FAIEAL L bRiE: 4L | Diane Paskiet, SEFEZHZE A%
P BN Tl e P A Diane Paskiet, USP
Baseline Standards for Elastomeric Components used
in Injectable Pharmaceutical Packaging/Delivery
Systems: Physicochemical and Functionality Testing
11:30-12:00 | AR dil L A0 328 k24 1, SGD




Comparison between Molded and Tubular Vials and

Application

Dr. Jingwei Zhang, R&D director of SGD

Pharma

11 A 18 H 4/ Nov. 18th Afternoon (Mt 5/Place: ZRAEFRHIFJE R 7% [d] B+C JT/ Color Space B+C Hall of RH CENTRAL
Hotel )
i [8]/Time | /8 H /Topic 5% 52 /Speaker
13:30-14:00 | Z5 B RS E PR FCROARIRTS BRLLFAE ST 5 (F4F, CFDA Grrdim i
Stability Study and Exploration for Technique of Drug | #4RH& 56 A0 )
Packaging Material Professor Hongyu Luo (Director, State Food
and Drug Administration Jinan Quality
Inspection Center for Pharmaceutical
Packages)
14:00-14:40 | @ H 1. FALRAENNA-SEIT 50 BRAUSEET FCA | Doug Kiehl #LKA 7




=B I ) BT AT S
Partl: Physicochemical Characterization Testing—
Designing and Performing Extraction, Simulation and

Leachable Studies

Doug Kiehl, Eli Lilly

14:40-15:00 | 7% &/Coffee Break
15:00-15:30 | @H 2: A=Y= S THFIPEA Doug Kiehl #L3k2 #]
Part2: Design and Evaluation of Biological Reactivity | Doug Kiehl, Eli Lilly
Studies
15:30-16:00 | 24 HI R ZE SRR H AL 5 — S Ewt /e EEPK (MR R, LRah2 s

Extractable and Formula Matching Study for Elastomer

Bt L i 2 i A R AT

Director Yang Wang(ChPC, SIFDC and

3

Shanghai Food Drug Packaging Material Unit

of Control Center)




16:00-16:30

FHAVEAEZ S AR AT RLIE AT R Ge VP A o 0 B 5
1l
Application of Compatibility in Drug Packaging

Material Selection and System Assessment

BP9, HRREST b E) A
KA

Dr. Songping Liao (ChPC, Baxter)

#IE: USRI .




2. Z AR N 1815 H 2/ Agenda of Excipients Workshop

11 A 17 H N4/ Nov. 17th Afternoon (Hh 55 /Place: 2R K HIIH )5

%.4%[8] A JT/ Color Space A Hall of RH CENTRAL

Hotel )

i 8]/ Time @ H /Topic 5% F/Speaker

13:30-14:10 | FrA424 HIHRHIT 78R S 3 i xR (o, PEZRIR)
Novel Pharmaceutical Excipients Research and | Professor Jiasheng Tu (ChPC, China Pharmaceutical
Application Progress University)

14:10-15:00 24 FH A R R 52 ] 24 b vfE 2 ST IR A4 Catherine Sheehan 18 1= 32 [E 4 #i %% A &
An Introduction to Pharmaceutical Excipients Dr. Catherine Sheehan, USP
and USPs Standards Setting Process

15:00-15:20 | 7% &k/Coffee Break

15:20-15:50 | 5 R 2 A EPP A BIF 7T SRS TR G, AP BRI

Safety Evaluation Study for Pharmaceutical

Dr. Zhibin Wang (professor, Beijing University of




Excipients

Chinese Medicine)

15:50-17:00

AU 12 25 HLbRiE 2 A B SO R LR 2 -
USP il U4 HE BE<1059> )91 4

Part 1:Improved Excipient Characterization
beyond the USP Monographs - Introduction to

Excipient Performance <1059>

AU 20 2 B bR 2 A B SO R R 2 -
USP il U4 B HE BE<1059> )91 4

Part 2: Improved Excipient Characterization
beyond the USP Monographs -Introduction to

Excipient Performance <1059>

Chris Moreton 18+ 38 [E 25 L% 7t &

Dr. Chris Moreton, USP

17:00-17:30

PR T PR A R - 5T 24 P AR (0 R A
it

ot (BB, mMatEs e THRA D

Mr. Renrong Wu (General Manager, Nanjing Well)




Manufacture Perspective- Development and

Quality Control of the Excipient for Injection -

17:30-18:00

PR AL e I 5 2k

Rapid Micro Methods

Mousumi Paul (ZEF=FigEmls, R4
Geert Verdonk (GAEINTF PO EAF, BRIV ZR)

Mousumi Paul and Geert Verdonk, MSD

11 H 18 H _E4/ Nov. 18th Morning (H1 55/Place: 2t K HiF 5

#4%[8] A JT/ Color Space A Hall of RH CENTRAL

Hotel )
B ]/ Time & H /Topic 5% 5¢/Speaker
8:30-9:00 il FRUBIT FE AR O FRE 24 YRR T T RTIZE 6 A St IR (Zy MR 51, TR ZGRER )
How to Implement Research and Selection of Professor Zhonggui He (ChPC, Shenyang
Pharmaceutical Excipients for Formulation Pharmaceutical University )
9:00-9:40 £ [E 25 e T e =24 5 )3 e Catherine Sheehan 18 -, 5¢ [§ 24 1L 7% 7 &




USP Update on Elemental Impurities

Dr. Catherine Sheehan, USP

9:40-10:00 Z& ) /Coffee Break

10:00-10:40 | 25 HiRFEh REVEPIAY M iR R AL MASRA (AR, T RE A RARHT)
Evaluation and Measurement Establishment for | Mr. Shengwen Lin (Director, Guangdong Institute
Functionality of Excipients Drug Control)

10:40-11:20 | o DA 71UE 8 45 24 FH AR 00 DT L (RIEAE, o E A2 s RE T ST R
Key Points of Selection for Pharmaceutical Dr. Rui Yang (Deputy Director, National Institutes
Excipients used in High Risk Drug Formulation | for Food and Drug Control)

11:20-12:00 | Z5HI5RHS 24 Ah3E 7] B 0P FH 9 SR EE SR B 5 il 245 ot B LGSR 24 o R VT 0 8

Technical Requirements for Joint Review on

Pharmaceutical Excipients and Drug in China

Expert of Center for Drug Evaluation, CFDA




11 A 18 H N4/ Nov. 18th Afternoon (M 5i/Place: ZRAEENHIEJE R 73[A] A JT/ Color Space A Hall of RH CENTRAL

Hotel )
if 8]/ Time | @ H /Topic 5% F/Speaker
13:30-14:00 | VE5S AR 70 208 BEATROR 25K INET T B (e B o [l 24 el A
Classified Management and Technique FRE)
Requirements on the Excipients Used for Injection | Professor Huimin Sun(ChPC, National Institutes for
Food and Drug Control)
14:00-14:40 | 3R B Hkbl: i e B = X4 kR | Catherine Sheehan 18 4, 35 [E 25 L 7% i &

#E? Maiflx 25 M EE N

Challenges to Updating Excipient Monographs:
How to Set Meaningful Specifications for
Excipients? The Importance of Stakeholder

Engagement with USP

Dr. Catherine Sheehan, USP




14:40-15:00 | 7% #k/Coffee Break
15:00-15:30 | 36 [H 24 S Rl e H John A. Giannone 18,38 [ 24 L2z 51 2%
USP EXC-IVP Program Dr. John A. Giannone, USP
15:30-16:00 | o [H 24 $t24 Rl A RIS R RIS SORR TAE | I (SRabmlabte, ERAME RS
A Dr. Xiaoxu Hong (Deputy Director, Chinese
ChP Excipient Standard System Establishment and | Pharmacopoeia Commission)
Working Focus in Future
16:00-16:30 | A4 ) BT BE [FINHG 2 B X0 Bt . R b 72 John A. Giannone {# - 3¢ [F 2 #t 2% (3 2>

SRR B A M R
How to Operate a Chemical Plant to Meet All the
Regulatory Requirements for Food, DS, Excipient

Ingredients All at the Same Time

Dr. John A. Giannone, USP

wiE: W HENIL I,




