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Good Pharmaceutical Packaging: Extractables and Leachables

B IE] /b5 Time/Location:

201949 A5-6 H HhE b
September 5-6, 2019 Shanghai, China
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The examination of extractables and leachables is growing in importance, due to increase regulatory scrutiny. The concern has
revolved around the interaction of drug products with various drug product contact surfaces, such as packaging systems and
pharmaceutical process equipment. It has been recognized that packaging and process equipment impurities, i.e., leachables,
create greater risk of harm to patients. Such risk can be either through direct safety impact of leachables on the patient, or through
an incompatibility between the drug product formulation and certain leachables. This course will present current best practices
related to packaging material quality and selection and extractables and leachables testing. The course includes contents of
pharmacopeial requirements on materials and testing and the current Chapters under revision, chemical and toxicological
requirements of USP, EP and JP, common methods of analysis and best practices of organic / inorganic extractables, Leachables
Testing Recommendations, standard layout of data for a risk assessment.
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Michael Eakins, PhD., USP Packaging and Distribution Expert Committee Member
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RN E Detailed Course Outline:

< TIIREW 5B LYIRE XIS Definitions and concepts for Extractables & Leachables (E&L)

< WRBYSE BT K EELMEEZ%ERE Importance and timing of E&L studies
o H[IREVIANE HAIIEIIESR  Regulatory Requirements of Extractable and Leachable
o MINIFARIZETR . AR HEAT AT SR EIAR A S

When should start and complete extractable/leachable testing and how to do

< AMMRESEMPEEM Packaging materials quality and selection
o EEZICT 25 M A > E N USP General Chapters of Packaging Materials for Pharmaceutical Use

o XTMEUREMZIIT: Pharmacopeial Testing Approaches to Material Quality

o BAGAMEENSRRE RS  Quality control throughout the supply chain of packaging materials

& REHRAMBUNE GUTHBBITHRD : USPBNI<87>. <88>. <381>. <660>. <661>. <665>.
<1381>%
Pharmacopeial control of Glass, Plastic and Elastomeric packaging materials: USP General Chapters
<87>, <88>, <381>, <382>, <660>, <661>, <665>, <1381>, etc.

o MK
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o FEPEULLF
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o WRIHERENB R A A R

< ATREIANR Y RFEIR — YoRhE B Al

Origins of E&Ls — material selection and early assessment

< USP@NI<1663>— 5Lt RGH R KL M TRV PP
USP Chapter <1663> Assessment of Drug Product Extractables Associated with Pharmaceutical
Packaging and Delivery Systems

o HHEEWIWIFL  Extraction Study
v BREUEAMTTYE  Generation of the extract (Extracting Medium, Procedures)
v ATSRIUIRIRALE (W1 RN A I 8D
Characterization of the extract (Scouting, Discovery, Identification, Quantitation)

.
%

TIRBYIHE  Evaluation of Extractables
o  THUAHLATIRBWIMILE 5% The extraction and characterization of inorganic / organic extractables
o  HHLAHREWINE MR Routine Control of Organic Extractables

.
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USP @ Nli<1664>—5Z A5 MUt R RAH RHIZ iR WP
USP Chapter <1664> Assessment of Drug Product Leachables Associated with Pharmaceutical Packaging
and Delivery Systems

o 4% Safety Thresholds

o BRHWIHIF#it Leachable Study Design

o BRHEYIMATIREMINICER Leachable — Extractables Correlations

FDA XT AR B AR W0 H L i AR 4 e
FDA'’s Guidance on Frequently Encountered Issues With E&L Filing
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BIRiES Language:

g (PR SRR, XGE T SO
English (provide Chinese Interpretation and bilingual printed teaching material)

H#& Agenda:
Ff[E] Time /& Topic
8:30-9:00 | %3 Registration
=t s Definitions and concepts for Extractables &
AT SRER A 5 B AR 2 SR Leachablos (E&L)
= | S
9:00-12:00 ﬁﬁﬁl%ﬁ&ﬁ%ﬁ%&ﬁﬁ%ﬁ%ﬂﬁ Importance and timing of E&L studies
[E1prikzS
A = Quality control throughout the supply chain of
F—X B A L B TR B packaging materials
Day 1 | 12:00-13:00 | 7 Lunch
- oy = Extractables and Leachables Evaluation:
Sep. 51 RIS B LA RAEE General Considerations
Ll i ¥ NN Sy Material Selection and Early Assessment
13:00-16:30 ' USP Chapter <1663> Assessment of Drug
USP 3@ <1663>— HZMERMEES. | Product  Extractables  Associated  with
REA B F TR BTN Pharmaceutical Packaging and Delivery
Systems
16:30-17:00 | % Q&A

. USP Chapter <1663> Assessment of Drug
USP i@ NI<K1663>— EZHYAIEMMES. | Product  Extractables  Associated  with

0:00-12:00 | BRGA RBIZL & el{REUWITRY (88) Pharmaceutical Packaging and Delivery
Systems (continued)

] R B PR A Evaluation of Extractables

B=X 12:00-13:00 | & Lunch

Day 2 ' USP Chapter <1664> Assessment of Drug
USP @MI<1664>— 54 WM MER. | Product  Leachables  Associated  with

Sep. 6 REAH A BB YITEN Pharmaceutical Packaging and Delivery

: 13:00-16:30 Systems
FDA XTAJREVAME WY E WiE & | FDA’s Guidance on Frequently Encountered
555 Issues With E&L Filing
16:30-17:00 | A& Q&A

This agenda is subject to change. UtF# X HZ%, Ak HFELRERAFyitE

REHMZ RS X HH USP-China Empowering a healthy tomorrow
pE (R BB SR X SR 520 5 (200131)

Tel: (86) 21-68619800, Fax: (86) 21-68619810

E-mail: uspcn@usp.org, Website: www.usp.org


mailto:uspcn@usp.org
http://www.usp.org/

USP Education

A

RIFHMARME: ARBIIFZREY
Good Pharmaceutical Packaging: Extractables and Leachables
201949 H5-68 LiF

R 2% A Fee: 2,500 st AT/ A RMB2,500/attendee

de 1. RHAESE I, RS, HERPRANER S, e e,
Including training, teaching materials, and food indicated in the agenda only.
2+ A [F— 2w/ BALEYR 3 AL E ARSI RESN, BB = NETEZ 2004740,
The 3rd and more people from the SAME COMPANY can get 20% discount.
3. BUNZjK REERIIERS, 32 20%440.

20% discount will be offered to applicants from Government Labs and Universities.

4% 5 Register Procedures:

1. FREIXE GREHRS) #ITHELRA
LR, 84%% (BukbH: 201948 H 30 H)  Make online registration and payment by Aug. 30", 2019.
USP-China Y /" :  USP-China account
WGR A Beneficiary: EZBEIFETIREARRS (L BRAF

5 Account No.: 6841 12464 120
44T Bank: ZEBITERAF LEMT

2. REGHL: IR RZERIN U sRE tRI% SR

Invoice is available at the Registration Desk of training room or after the course.
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