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LU FE/ Agenda of Seminar
1. M BRI 718151 F2/Agenda of Package Workshop

i [E]/Time | @ H/Topic 5% ¥2/Speaker
Hh [ 24 AR 5 24 el S B T PR A A ] 5% £ i 24 o e BV ELR R 2 A M ) G
Bundling Review and Approval Reform for Drug Packaging | 15 ')
Materials and Systems Department of Drug and Cosmetics
13:30-17:30
Registration of China Food and Drug
(11 H 17
Administration (TBD)
H 4R/
Zy M LS 25 R G IE BN N ——32 E 25 S AR HEAT | Michael Eakins 1812, SEE 24512 1>
Nov. 17th
TR g Dr. Michael Eakins, USP
Afternoon)

USP Strategy and Standards for the Selection and

Qualification of Packaging and Delivery Systems




2020 [ 24 i R0 B R K i A8
System Establishment and Progress for the Drug Packaging

Standard of Chinese Pharmacopoeia 2020

BN (RELRIAK,  ERZG LR

1)

puii

Dr. Xiaoxu Hong (Deputy Director, Chinese

Pharmacopoeia Commission)

e TR il 77 ) R I VP A

Package Integrity Evaluation for Sterile Drug Pruducts

Desmond Hunt 18+, 3EE2G5MT <

Dr. Desmond Hunt, USP

e RS, 24 vt 256 28 438 () T T A X 42 o)
Risk Management and Design for Drug Packaging System

used in High Risk Drugs

AR (ZHLZE 0, WA & 25 i ie
BT 5% B 245 it B BE AT R LR 56 P )
Director Hui Yu (ChPC, Zhejiang Institute for

Food and Drug Control )

22 ik 5 AR A EVED Fe T 2 R
Guideline for Compatibility Study of Chemical Drug and

Packaging Materials

[ K R it 2 o M B LS R 2 A R VP PG
g )

Center for Drug Evaluation, CFDA (TBD)




8:30-12:00
(11 H 18 H
s

/Nov.18th

Morning)

AUH 1 AGEEA (R w5 B VP A — R (B A0 SCHRBIE 78 Y S
Partl: Toxicological Evaluation of Chemical Compounds —
Use of Thresholds and Literature Studies

ALH 2: AW NI FE R BT AT VA

Part2: Design and Evaluation of Biological Reactivity

Studies

John lannone, 3 [E %) #L7% G4

John Iannone, AMRI

RN 1l 77 5 B, 266 R e [R) 20 e
Synchronous Development of Inhalation Preparation and

Packaging System

SHTHIE (BRER, TMNERKY
Professor Fang Jin (ChPC, Guangzhou

Medical University)

)

TS R R g0/ 45 25 R G s L b AL PR REAN
T REEAS I
Topic: Baseline Standards for Elastomeric Components used

in Injectable Pharmaceutical Packaging/Delivery Systems:

Diane Paskiet, ZE[EZHMTT RS

Diane Paskiet, USP




Physicochemical and Functionality Testing

13:30-17:00
(11 H 18 H
T
/Nov.18th

Afternoon)

2R AR E TERT FEHORIR DS
Stability Study and Exploration for Technique of Drug

Packaging Material

BRLLFRFU 0L (F4E, CFDA WFrd 2 m e
PRS0

Professor Hongyu Luo (Director, State Food
and Drug Administration Jinan Quality
Inspection Center for Pharmaceutical

Packages)

BH 1 BRI RO 7T B S I FE AR
YIwit ST R BT A S i

Partl: Physicochemical Characterization Testing—Designing
and Performing Extraction, Simulation and Leachable

Studies

Doug Kiehl fL>kAH]

Doug Kiehl, Eli Lilly




ALH 2 BRACERAERI TS 5 RO R A9
Part2: Physicochemical Characterization Studies:

Identifying and Quantifying Unknowns

FHAVEAE 2 W AR RLE AT 2R Ge VP A o 1 B 2241
Application of Compatibility in Drug Packaging Material

Selection and System Assessment

B (255, SN E R E ST R
W% (RED AFRFRF L]

Dr. Songping Liao (ChPC, Baxter)

245 I 2E 4 B R T le 7 — SR 7T

Extractable and Formula Matching Study for Elastomer

FEK (GHZER, BiEgmAmiaki
TR 2 AR AR T
Director Yang Wang(ChPC, SIFDC and
Shanghai Food Drug Packaging Material Unit

of Control Center)

By VAR NHE, B E www.cnppa.org.
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Agenda of Excipients Workshop

I [H]/Time @ H /Topic 5% F/Speaker
T 24 B AR LI 78 R0 B FH 32 g xR AR (Pl i, PEZGEIRE)
Novel Pharmaceutical Excipients Research and Application | Professor Jiasheng Tu (ChPC, China
13:30-17:00 Progress Pharmaceutical University)
(11 A 17 HF | 25 R SRl A 22 (B 24 s pR o 2 S AR i A 48 Catherine Sheehan 18 1= 32 [E 4 #i 7% A &
F/Nov. 17th | An Introduction to Pharmaceutical Excipients and USPs Dr. Catherine Sheehan, USP
Afternoon) Standards Setting Process
2y F ARl A VPN B 7T S FERE L (Fd%, AP EZ RS
Safety Evaluation Study for Pharmaceutical Excipients Dr. Zhibin Wang (professor, Beijing

University of Chinese Medicine)




Part 1: 2 8ihritE 2 SN S0t SRR USP 38 AR
1 fE<1059>1 /24

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

Performance <1059>

Chris Moreton 18+ 38 [E 25 L% 71 &

Dr. Chris Moreton, USP

8:30-12:00
(11 A 18 H I
F-/Nov. 18th

Morning)

J I 245 F ARk e AR R JE 7 17
Development Direction of Pharmaceutical Excipients

Administration in China

5 £ 8 24 5 B R 2
AL

Center for Drug Evaluation, CFDA

Part 2: 2 SiLhritE 2 SN S0t B SRR USP 38 AR
1 RE<1059>1 /24
Part 2: Improved Excipient Characterization beyond the USP

Monographs -Introduction to Excipient Performance <1059>

Chris Moreton 18+ 38 [E 25 L F% 77 &

Dr. Chris Moreton, USP




Al FRUBIT T A AR O 2 Y iR O T TR a8 56
How to Implement Research and Selection of

Pharmaceutical Excipients for Formulation

i ST B (P & i1, TRRHZG LK)
Professor Zhonggui He (ChPC, Shenyang

Pharmaceutical University )

eSS S I i Hpci

USP Update on Elemental Impurities

Catherine Sheehan 18 -, 3¢ [E % #.5% 51 2>

Dr. Catherine Sheehan, USP

2 AR D BE VR N VR R ST
Evaluation and Measurement Establishment for

Functionality of Excipients

ML (AR, RSB MR

Mr. Shengwen Lin (Director, Guangdong

Institute Drug Control)

vy DRSS A 77 6 328 45 24 PR A A1 B D3 A
Key Points of Selection for Pharmaceutical Excipients used

in High Risk Drug Formulation

L (BIEAE, T EE R
7Tl )
Dr. Rui Yang (Deputy Director, National

Institutes for Food and Drug Control)




13:30-17:00
(11 A 18 HF
F-/Nov. 18th

Afternoon)

Gt RHbR A SR Pk AT e A R SR bR v ?
MM 2 5 EE

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

of Stakeholder Engagement with USP

Catherine Sheehan 18 -, 3¢ [E % .55 51 2>

Dr. Catherine Sheehan, USP

TESS P ARREAY 0 208 BT ROR 25K
Classified Management and Technique Requirements on the

Excipients Used for Injection

=
>
O
N
2o

N AL (PR T T [E
FE W TR
Professor Huimin Sun(ChPC, National

Institutes for Food and Drug Control)

5% B 24 i RHAIE T H

USP EXC-IVP Program

John A. Giannone {8+, 3¢ [E 24 #i 7% i &

Dr. John A. Giannone, USP

Hh ] 24 42 P AR R AR AR R A58 S SAROR AR E

ChP Excipient Standard System Establishment and Working

BN L (GRG AR, 2

RRAZ)




Focus in Future Dr. Xiaoxu Hong (Deputy Director,

Chinese Pharmacopoeia Commission)

AT anfer ge Rl s R AE X B . BREE A FER). SR | John A. Giannone 18 -2, 36 [H 25 3125 G o>
a3 B AT A A R Dr. John A. Giannone, USP
How to Operate a Chemical Plant to Meet All the Regulatory

Requirements for Food, DS, Excipient Ingredients All at the

Same Time
A7 TR ) A R -3 S R 24 PR R R s RN o A A B JEUR

Manufacture Perspective- Development and Quality Control | Nanjing Well

of the Excipient for Injection -

Bk SUONFECLIL A, BT www.cnppa.org.
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