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8:35-8:55

REGULATORY TRENDS IN ASEPTIC PROCESSING

8:55-9:15

FDA PERSPECTIVE ON PRE-APPROVAL INSPECTIONS, COMMON
FINDINGS AND FACTORS LEADING TO SUCCESS

10:00-10:05

SESSION II
ANNEX 1 AND CCS IMPLEMENTATION

10:05-10:35

IMPROVEMENTS AND IMPLEMENTATION OF A CONTINUOUS
ENVIRONMENTAL MONITORING PROGRAM

10:35-11:05

APPLICATION OF MACHINE LEARNING ALGORITHMS FOR THE
MONITORING AND CONTROL OF CELL CULTURE PROCESSES

11:05-11:35

CASE STUDY ANALYSIS ON ASEPTIC PROCESS CONTROL
CONSIDERING EU GMP ANNEX 1

11:35-11:55

IMPLEMENTATION OF PUPSIT TO COMPLY WITH ANNEX 1

13:45-13:50

SESSION III
ASEPTIC PROCESSING + TECHNIQUES, TECHNOLOGIES &
UPDATES

13:50-14:20

PDA” S PROPOSED ANSI STANDARD QRM (TOOL) FOR ASEPTIC
PROCESSING:AN OVERVIEW OF WHAT IS IN THE WORKS

14:20-14:40

AIRFLOW VISUALIZATION; SMOKE STUDIES

14:40-15:00

JANSSEN VACCINE: A CASE STUDY ON VISUAL INSPECTION
IMPROVEMENT BASED ON FDA” S DRAFT GUIDANCE

16:00-16:05

SESSION IV
CELL & GENE THERAPY

16:05-16:25

KOREA'S ATMP REGULATION" S REQUIREMENTS, SCOPE, AND
CHARACTERISTICS: HOW ARE THEY DIFFERENT FROM THE EU
AND US?

16:25-16:45

EVOLUTION OF ASEPTIC-CONTAINMENT IN BIOLOGICAL AND
ATMP PRODUCT FILLING
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9:00-9:05

SESSION V
HUMAN ERROR REDUCTION AND QUALITY IMPROVEMENT IN
ASEPTIC ENVIRONMENT, PART I

9:05-9:25

MEDS INSPECTION LESSONS LEARNED OR TREND/EXAMPLE

9:25-9:45

QUALITY MANAGEMENT MATURITY GUIDELINES

10:45-10:50

SESSION VI
HUMAN ERROR REDUCTION AND QUALITY IMPROVEMENT,
PART II

10:50-11:20

COMPETENCIES FOR STERILITY ASSURANCE PROFESSIONALS
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A PATHWAY FOR COMPETENCY DEVELOPMENT FOR
STERILIZATION AS A SUBJECT

11:50-12:20

HUMAN FACTOR CONTROL STRATEGY FOR  ASEPTIC
MANUFACTURING: SB & VIRTUOSI

13:50-13:55

SESSION VII
DRUG, DEVICE AND PACKAGING, PART I

13:55-14:15

UPDATES ON TECHNICAL REPORT NO. 73-2: APPLICATION OF
MEDICAL DEVICE REGULATIONS, ANNEX I REQUIREMENTS
(GSPRS) FOR STAKED NEEDLE SYRINGES

14:15-14:35

BRINGING AN INNOVATIVE AUTO-INJECTOR TO MARKET
THROUGH INDUSTRY COLLABORATION

14:35-14:55

CASE STUDY: AUTOINJECTOR ASSEMBLING AND CONTROL
PROCESSES

15:55-16:00

SESSION VIII
DRUG DEVICE AND PACKAGING, PART II

16:00-16:20

KEY STERILIZATION AND MANUFACTURING CONSIDERATIONS
FOR CARTRIDGE-BASED AUTOINJECTOR SYSTEMS

16:20-16:40

A NOVEL APPROACH TO REACH EU GMP GUIDELINE ANNEX 1
REQUIREMENTS

16:40-17:00

VIRAL SAFETY OF CLEANED SURFACES

17:30-17:40

CLOSING REMARKS
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1. AERFE BB &% By AR 7 TE 7o 5 2879 Vetter Pharma 48%5 Ms. Susanne Hall
TreAEFES 2 (Autoinjector ) 4HEE K EIHEMIER, » BRI B H &=L
EHENEF TR s  EA T RIEENE N HBE TR -

Snapshot: Assembly & packaging process for
autoinjectors

A8 e 3

Device Primary Aseptic fill-
selection Packaging finish

Identifying the Selecting Designing a
night autoinjector components robust,
for your that fit your customized
product’s long-term filling process
intended use strategy

(D

2)

©)

FE RsR A R BT BE

BCENVEERE Ml A EmTAE R (YR - BUSEOR R
BERHE ~ VENE R - THE NG ) AVEENERES -

— &R A LR B TR R 2 ¢ WERT BB B R T AR R B LIS R Y
NZ - AURE ~ FeiERGRE ~ 25 ~ &40 -~ syringe finger flange
LB E R EOR B TERES S B AVIRFGRE (R
[E] Bt RE R TR (RS E rTRESRE A E ) ~ fE ] IR (R Ry BT 704
Z— 5 WA SRR - BERE - HARBEIREIY IR
AHECERR -

PFS- vs cartridge-based autoinjectors

I
g - I -
Front sub-assembly Syringe + drug Rear sub-assembly
!
& C | =
Front sub-assembly Cartridge + drug Rear sub-assembly
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Snapshot: Autoinjector release testing process

A range of parameters tested in =T ~
approximately 4 minutes: : 5 .- \

+ Safety cap removalforce +«  Safety function of the
needle guard (needle
= Activation force cover override force) Measurement
8 of cap removal
Injection ime «  Audible click confirmation force

*  Delivered volume = Visual confirmation of
(including last droplets) plunger rod in viewing

window
=  Effective needle lengths v -

for injection

Will the syringe be fixed at the Will it (also) be fixed at the
finger flange? shoulder of the syringe?

.IIIIII II.

R B TER B TERH

10096 J7 2] rErs iRt ER) - sHASET R

10096 2248 (R ID ~ FIENEEE

10096 40 ST BRAN Gl | HEAHEA

Y - SIWMAELE - F2EY

(—)  Cartridge-based H EhE5 25 A H W FLELER 5 &

1. Cartridge-based H TGN - HECETL AV E » FETEEIVR
R EBLEHSE - R $tE AR B (0 I A SRS ﬁ%ﬁ%ﬁf@%@?
B F A syringe-based H B ES SR E o

2. AERFEDL—{E{# F Needle Isolation Technology (NIT®)4HZERY Cartridge-
based HENEHR a8 R0 - B EAVME R BERE - WETimiErRSTE
Cartridg F1E B ST es40F Z[H - BRsE o B A EDS R 2 BVE T -

Needle Isolation Technology (NIT®) sub-assembly

Front sub-assembly -

NIT sub-assembly i %ﬂ L Indicator that the sterilization has not

been compromised during production

—
- SETR

Needle Needle NIT Retainer

cap assembly label Lwith TPE seal
and membrane}
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Gamma sterilization testing and control strategy

Front assembly
Transportation test
(vacuum leakage test)

3
£
*
Assembly — Front sub-
1

Design verification
testing

Raw Component Sterilized

materials production @ NIT sub. Front

7
- - ‘. -
| ¥4
assembly (FSA)

Regular batch
testing

Quarterly
testing

(=) ZEFEEE GMP 55 Annex 1ZKAVHTTEA

1. PIC/S GMP Guide Annex 1EHTERTRHUR 20238 H AR » /& —RERFEHT
S o R B i) F A2 i SR

2. B EPAEEMAE (CCIT) FUERE Ml (PAT) wTRRHESLT
P anyARUE - R T AERIRIS Y —8 7 -

3. AEREERRFFEEET Annex 1ZORAVIRR FLIEBRE T - MRS ee 0 i
TR PR 705 » 2K E AR IeayEds - aEA e ]
SENEIENE - DI A es w P e BT -

(1) Holistic CCIT -
B~ R RS ZER T COaEavmbl k% - R
Tunable Diode Laser Absorption Spectroscopy ( TDLAS ) »
infrared Single-Line Absorption Spectroscopy * LAEPAL & 25 N &R
RASHVAHECAIRR ] - BB es BEARNT - Al il 24 ERHY
Z2R, (BFE CO») mIREH#E ATHERZE AV L -

S T

VR

Z,~ CCIT : CO: Bombing © I COSEAFIRER At » HiE - 52
UG COMRTEL » DRI TTARIR & COn2iE
WIBTE e - TR A BEERR -
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