By ECA Foundo‘rlon
ECA: #[1{a[#EET CCS

***

gN{a[EERS CCS

- ECACCS T AF/NH -

- ECA Task Force on Contamination Control Strategy —

H §:%

1:[[:15

ZIN

2.F579T
3. CCS (Annex 1 FH %13 ZE)

4. B S FIgRw (X =]HY)CCS
5.0 E/FTA
6. AR ZACHY PRk -SF{E (FEA5) CCS HYRE



+* " *+ | Foundati

ounadarion
**ECA: Fastering i ¢

* ‘ ECA: 4T #5253 CCS
1. 2§

Y lateg N HALER S - (E P A5G E m(EAE EIE L - ARFERE R - ERITEEN
R 4 SR SR o (AT AR ) S B A 2R aH 2% hn iy (L ERSH -
(https://www.fiercepharma.com/pharma/contaminant-moderna-covid-19-vaccine-vials-found-japan-was-
metallic-particles-report)

BUSR EE T HAE R ~ SR AIEAE  ICEE QRM > DURECRCEE V) TAYETE - DU )R D (S600)
JGFL o R B FIFE VAR - H(ER) R EMEFTRE D ¢ QC ~ QA BEE) » HU(ATRE) A AETHE
PRAEBRE PG HVERL > A1 (FRABHY)BREEANRERL - SRR B CE )RR BN B RS AL By -
T CEE ) B 2= ABES o AT i SR CAPA > (HERSREE & FIHELAGERNE b > )2 R FT A R S %
BAFTA ETEERET ~ R2Fr  BlrRIsHaR) A R R FETESHEA © 28 > Annex 1 (ver 12 draft, 2020)
SRR ~ T IAER) By R ARG R (holistic view) ©

2.7/

o B A (3 4L)

o« — BoiH

Y HATHE Annex 1 > Annex = #5 EU Annex 1 (ver 12 draft, 2020) -

B RE (P B RV EN GBS R [E] > Annex 1 3 "IEE " A dm © 2 Ry (HI0LE) [ (not intended to) M &5/ JRIAHY
EmietfeE -

"N (—L) [RAIFITSEE 0 A - CCS ~ MHEET ~ BOFE R - Bade  EDHIIA S5 0 B CFAEAM)
T PR Y E 7 > 2 - (LD )R dE ~ B 4%~ BCE R4 V)8 E iy 4 7 fE e(low bioburden
biological intermediates) > 2% » E7FRDE LT LEY) ~ 0L FIF RN 38 23 IR 22T 7

RS = > Annex 1 (58Z1){(KHE QRM JRAI > ZA(55— 7 )& RS MEER (27 sec 4.2 ) o HHIfi# Annex
LEBNER"SIVE " > SF IR B (07 /AR /K ) e B B AT g SR AR A o AR P8 AR O e e A
Annex 1 (&) AT ER R Ay ECR DU T (5 DY CEE ) 7704 -

.« BERE

i R VAT
o« FEER/M AR

o F I RIE RS

B2 Ry B Annex 1 FRIEIM SR HUAY (EE0)FEIE > AIEFaN Ry @ 5 ZYETETREE(CCS) » 41 Annex 1 EF -



:E(;;t Eoundq‘rionr

T e ECA: 4I1{a[{555 CCS
"CCS-1RIZHN E Fi) FEdn FITEEFERTIRAE » i R ERE FIE dadn B BIEY) ~ BRI T—ER
FIEITELE - BRI R RBHIIZENEF » SHTIEE ~ BERRIE TR 7)) ~ 200 1)

FRIFIFAE ~ IPC ~ paiin E FEER B IR E 7 2SR I
IEAEBERHICEAE) SALTRAN © 555 ~ SOUTHYHTHANZESR - FEEIIE) & 1E CCS F(SH A 2 503) -

3. CCS (Annex 1 HHATFIEEE)
A [EN (PR AL HY)SMF > CCS SRR (4 ER)/ 5 4YE = E i BE L (overview) iz BAZHEE SIS ()] CCS )i

& o

Annex 1 J151[i} CCS =5 & (HEaR) NA -

"2.5 HEET CCS F5(£ i) B HTIEHTRIEFEAT - CEAENY), TS0 Ol 740 a0 - P RTATE A (R - B0 ~ 1Y
2 Z) RGN - FEHFHIEA ] 58 Rl o 1 HE B FIHTi) o SC8F 11 (documented)CCS JE%54
HYEZ - S(ETIRF) -

i. LI e s

ii. ZE I

iii. KN ZH I 7E

iv. A5

V. 2N 25

vi. JRESEIE 7+ 2 IPC

vii. FErin 7 as R AT

viii. ELIERTTIL 2T - BREE LR ~ BBTFHT SUS H K # R

ix. ZIMNIRTE » AL [ETEIHE D) iR S8 ) ZAt & IR 2 e pE IE T ET T

x. RS

Xi. JEIIEHEZE TN ~ L HR I E IS B B2 T I B A THE TR
F

Xii. JZ BRI 7

Xiii. BRI 205 IR I S R B C 2/ AT TTIE - LU (LR AR 7541 702

xiv. JET-EZE ~ S5 ~ CAPA ~ [EETRPIRIA R ENE £ EH) 758 L ZAATFER

Xv. JAIR_F SR

BEE IR IUE AR S T > AJESEE - & HB(EWL)BEREEAN)FE E - EEFE T 45 H(sub-
structures) » & (AJEE) T A B EZ » BUAFME B E SAIERER) BfS 5 AYETRE0R - DUT 44 R4
FEEBVE IR - (BEh)ZEYNEE A SEHEIEA -

xvi. B 7o

xvii.:])%:?i Z >

xviil. i# £ # 7 /CAPA
xix. & 7] B A2 1545 (APS)



By ECA Foundo‘rlon /

T ECA: I ##£55 CCS

“CCS A" 45KE I E A E (not predetermined) » 541 : B]FE4E Annex 1 HY B #% » FR4E ch2.5(ver12, 2020)
HIFIERIIER - & 22 r] 1 fll(individually)3ZaT -

4. FE ISR (A F]HY)CCS

B e ERPEIERG 2B - "CCS fE{fi(readiness) AR [EIAVIREE « 28 - TER% (consultation) &R (AT H) S LR &
TERG H- " SR — S AR A 2R ] » 55— D7l "ORERERMR K "EE CCs 1y Ui 0 oo BRAR R "REY
CCS LUEIMIYJ7E" « (B AR svE S+ —3aE & CCS iy[EF3 -

B 1: I5REHFRE LT

Stage 1: Develop (or review and refine/improve) the CCS

Identify the risk of contamination and the measures
(including procedures, controls, rationale, QRM, etc.) that
should be implemented to minimize contamination
(chapter4.2), as follows:

1. Level A; Explicit Annex 1 Requirements =
expressed in figure and numbers

2. Level B: Explicit Annex 1 Requirements — written
expectations

3. Level C: Implicit or not clearly written
requirements for a specific process, situation, or
condition

03 02
Stage 3: Evaluate the CCS Stage 2: Compile the CCS documentation
Provide evidence that the measures are {C:)}
working to prevent contamination by
ongoing and periodic review, resulting in
appropriate quality system updates
(Chapterd4.4 ).

5

Document all the measures {including procedures,
controls, ratfonale, QRM, etc.) to prove that CCS is
implemented (Chapter 4.3).
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/}%JE(E%) Grade >0.5 pm/m’ >5 pm/m’
at rest in operation at rest in operation
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Reference:
How to Develop and Document a Contamination Control Strategy. ECA Task Force on Contamination Control
Strategy.



