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SEMRETEMT 30 BERZEIZREL - (F#MHS) 2020 F 8 ARTILER
Y 30 BFEERERESRERH XSS - EEA 1 TaZREsEHrRER="1
BlFEE - EaRMANZETES ) K T NEFRNEHERER - BEEZaANAZE, -
NEARESESEEYRERBMFIE - WAMRREREILH - BORMEBMELERM
ERTEIRE - DERERAMMEEREE -

(RIFESS) 2020 ©F 8 ASRTIHEEEMIL 30 BFSEREREEREB XS

2020 FRFE S ESREBRES (KT EEEr - TEENZENMmRE
[ERBERAEFNRERRE - 1 EEFRFNENARBERLZEZNEE - B 2017 FHiEF
AEMREESEESFRLR  —BERIREAGEEERAMNKE,Z2 - EmiEENERE
A NEPREMEMG . ; B - MESREERESZ S ERMZ 28 - THEESE
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2.3.1 BT
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SIS

RERBESEEMESHETBEEMFHE - REBT  AFRFERES  WKET
Bssanl - SRR  EEREERBERES  EITHEZN - E1FHENEE T TIFRIR
FERBSZE - AR - Fi - REEERMANEHR -

RIESEZEFAT A AEHRSEZEIFHAFECR - BRFAZ LGS - REHEE
mnamie  IREATESERBAEZERFE - 5 BETTMRGE - SBASKEAR
FUEE) - FRVIERERL =R

BTiEF!

EREENTFRREENHE  RETEFZRE—ESASYHLM - FRE LK
fERERERFERE  AERREAERELEE - B8 X R (5) F8 - £H0 -
EE-18k  FEREE B - B5REE - BRRMF  EEiEfTRERREZREIFS -

AEZENETETIFZER  2NNFINEER) - wENIHES Thxez - FRIFET/FEHIN -
FR] LUBEE B MIEIBRAIIIR - ETREERNERZENER AR EE) - EREH
ZH N\ SPRRUSRZINES - BEASREERITHREITE - AREEESBIPLLIZ T
U -

2021 KEEHREE

CETIRBUZTAINHE » TIFQERBREIM » MEESIVER~ ( LH
TR ) R - (BT BWZR ~ (REEEILE) FELW ~ (R
HFETIIR ) EREER © ( THERIR ) NUEREN

e ey (D




ETRERIEE
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FESFRE  FTEHESHRIRER / DBIRE - )REHS %i@é%‘uﬁé\%%ﬂ% ; fif
)\fﬁﬂmf EIHAEYH  EHREREFE - IR 2021 FHFREREZRESERIDERS
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¢ FERERBIZREEE O FERETE 2.0 ERER~2
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2021 XEREE

S
BEMEEY S 2 B RRREE LEERENTES  AESTHIHER  REET

SR TFFSZER  ERR  BER RER TR TERERRERRRERS - 5
HUMETANERRZEEEK - #HRRE (HiR) WRITIFEMRER (£) 3= -

AEETADMEH] {{\Z%E*EETEEE%QEEF”’JE‘&M:?EJ - HRB 2R " BRFH .

HIBNRES - BRSEN - ERSRELFRDFRER 8BRS . B2 -

rEEER BRIEF. MER

2021 FIREHEBEREAH 23 1 24

]I]

2021 FELBEEERAZ (A) 10 1 1n

2021 FELBEEEREERAE (B)
ESEBEFEEER (%)=B/A

BIRETE

REFENEZERBERBERATNER  BEURLAENEESTIRAE - 555
VU TETRNERTEEERZES ) HEN 3URS D s UEEMEMN e EEEEE - 81
EEEEEAESE  IEAT TR (B) - BUGHERIBMSATFERE ) REER
SEEZRMARE © EEMFIE - HERFHERZEE KB "5 TRIREEE . ETRA
TIRFHE  ETERIE @ 128 6% E5 LRBB ZEANERKEER - ETAHKESE
FEEEG BRI IE 0-6% @« 255 LIRBB ZENERREER -

2312 BETRIE
RIS RS
SEEE— (S THNES R ENEL B R A s %M%ﬁﬁ E=]

ZURENBREE  NETHRERER  BERER £EZ8T EF';J?EE*E’ A T
BRIEP atENE - T REREER L ETRARHEERIE - 2019 Fi25 Elé%ﬁﬁﬂnﬁx%
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2021 XEEREE

SEER

RiBESEEHMHEERFHE  EXSERFRRF BUBEEEETER @ &
SIESBEEEREESTRERINERE 83 EREPEIN XEESE  mNUER -
HEFEE GAHERE - @A EEHRBIREN AT REROLELRAH
REMANBZERR2AZET A HEELESRERAERAETER - SHECHRE
REBRIIEAEI  WASKRAHE TBEITRE ZTEHEEERA -

BETRIRE
"ETRRE . EEHHEBINEN - Ehiak  BRRE  £85  BEFBERINE

TIRMHREIE - FERIEFEGERE - 2021 F "TETHE . SHHFT oo 4 AtREEAE
ZERAE 40 15 (41.7%) »

e
0 20 20 53 0

2019 &£ 1 103

2020 & 26 16 29 53 1 125

2021 & 18 15 21 40 2 96
2313 AZBREEEBIE

AEHE T AEERFERE, - TASERFERE. - T TFABBRREFERE .
SR - AUESEESAERFXEETHAS - [REZEEGEN - KIBET 2 VHS
8 TIERIR  BEENRFERES  MAFREEZINE - 8 " AHIE#HEEE .,
BRSNS - ETABFEIRAET  WKESRERGE TS EES -

ATIHEHE

AIEFMRMEBEBHNE  ASBEES HE—RAS  HEHREREZEXEZIS
HIMARTS - "EEE 2021 5F - BT A 216 fi - KR TBIIBREREER , RS
PBMERERERE 2 BT - BSBAS  EEIASREEABZ A -

ETFRDMUIESOERNEERE  HESS35%  HRloMm L BEY
30.02% * ZMHEL) 69.98% - AEEHSIBEEANS - RAEHEEEMGERER - NRHE - M4
Al Bk R BRZ RSB BEENER - BNNRZITHEETEN - IRIEREIDS L
ERA LR ERESEENA  SHRERFER LR - BIFFIEE - 2021 FREFREAT
N#& -~ B0EEEAL 5% -

2019-2021 £ & T FH# LA

A& =] e AEL =] e A& =] e

N =pud

2019 & 152 12.53% 730 60.18% 331 27.29% 1,213 100%

2020 £ 147 12.07% 713 58.54% 358 2939% 1,218 100%

2021 & 161 13.24% 673 55.35% 382 31.41% 1,216 100%

2019-2021 F£ET %A ELHI

1ZI%ERl

N =]id N =]ad AE =]ad
2019 £ 851 7016% 362 29.84% 1,213 100%
2020 F 851 69.87% 367 3013% 1,218 100%
2021 851 69.98% 365 30.02% 1216 100%

2021 FERSILEREHERERAR

S E5E REER

~
(00]

FTAEE BB A

AE 2021 FETAEHE 12161 FMEETHET 109 A E2EEETHRE 9.0% » &
BABS M A HEE91% - H 31 ARIRAEER - W32 - BIFEERER 6.6% 81
MENRIGE - BINEEREEHERE -

< = o ETEEE (%) =
13.3 9.6 1,213

2020 £ 6.5 4.8 1,218

2021 5 91 6.6 1,216
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Ag:ElE "EIEZZRA,L - EZERREFERST W 6 BRULZFERET  F12
KIFTEEERE%  WEREZENEE - BETHIVARETLITEE - S8=
EMETHENEERE  ETYEREE  REBAZENEITIREL ° 2021 FHIRRHE R
m6EHZET 4% » #RHIRNE T ZELLEIS 96%

RIEABEEENERECANERZER - A8 SRtz HEHE a1
HREEREEEPES)  BERHETITIFREE

232 ATEE

HE5NlHR

AEREEEFEENT  UHFERHEEMRERFITE - BEIE T2NMINBEE
AR - ERNEE - 2IERIMARTEE jIEHH MEXRTMERAMOZ - LR
FITFAEEEAMERE @ (FETeDHERAS

AEREITEETRABE ZHE  IEEEEETREEENERE - FilE 45
RIS, - AARSIRERHE - EREE - TREE -

BHEAE - EABR

Ao EMEANSRHASAMIRERSEPIEBEERR - ASHEIMEASZIRME
MW—ERATHBEHZE @ RS SHMERE  IRIENA - BFIEBBN - BEZEE
FHENG - FEREEENZ2EEHENRNRERES - AT 2021 FEFMEETH
BRI 40 R - A ARRFEN 1,245 /N -

© IMEHEEEMTZEFIAR ¢ SRIRFBE BHEIIR

2021 XEREE

EREE

REEBE TS EBZHN - EZEEETHAEIR  BEEEEE  E5g &
EReElRR - EEREER A RMBIERSZES  EEREZEEENLZER - BER
EEEIIRS - WREHFN - ZHWMIES - MEYE  ERERRISHE (GMP) X
i FRRIESEREIR - 5 - ASBRSFET TiRMA /O ERmEmmeESsm, -

BERAEIIREMRmERRE - ZERE] " R EIFRRE . - &
PR TR AN EHITRIB(FEE Z 528

2019-2021 FAEE T RIS I#R

2019 &£ 1,773 41929 14,186
2020 & 1,682 42,468 14,552
2021 2 1,924 53,067 17,088

VAL GEE ]SS

IRAZIME T RS EMAENERIN  REFL 2B IKE (R B R RIS )
BT ﬁ%%ﬁm RAEZE 2 F0REE4R - SRR 2021 EHHER DM E T a4 56
R~ 325 1M\BF - REZE 100% ©

TERENS

AERREREEE  BEF 2ER  SEIETEMEE  SHMETEANKBRRE
EEFREAE) ] - WHREREMSAE T RIS

2019-2021 FAEE T EIENZ

--
4 1 1

2019 &
2020 & 16 1 4 2 0
2021 5 14 1 2 0 0
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IRtk b - AIEBMALE 2020 FREN TABHBERERAE | SPCEEEE
HE)  SEARMER - EMENELENEREE  SEDENSEMACEFEE
R AN S SR E L EREMNE TR BT |

ERARLE - BEBERIREER SIUTEM KRR - 200 " mIME LRSI
ROEIIETE . - ERdtBIA O MRRE - B oRE - iRk - MRt ER IR
AR ERERGHFEMEENRE - THEN TEARIMEEEEHE -

O EFTABRBEARRIBMPIMERRRE B IER O EIBEERBEERMERTITRANT BRIAERES

2021 KEEHREE
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RRERE  FREWE IS -

2343 ZEFHEER

REWE "THEZEFEEE RERRE 51 "RE2FHETFEERFERSE, - I
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RERERERLIFAERRTIRRRE  BIER TIFA ST —REHERRE
KmA+5EE  BAFRE—X M+EMUILRRAThESE  E=FRE—X . Fiw
NTEEE  BFRE—RX - RITHERRE -

2345 EEGEZEEE

wREFTEME  BR  ERARKETRNEL - BREBEIERERTRE - WRE
STERENZERA | ARSHRIMFREMREBZZINE - BREBESANLITEERIF

HFEFEMRIRE - MIEFRRRITREEEROREZ " EEREREFAERMEMM
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2021 XEREE

P EERUNIEEEER

3.1.1
AERNRMBEE - MBRE © SIERRRI - 815 BYRERM  BohE

FREIEABBE - FEZMRARNERE - HEZEIITRSZEERARA (NAT) - EZER
BMAERE (B EERR Mia TR -

3.1.2

ASHTIBHMETS - 2RERENEELIERIMERE ( American Association of Blood
Banks ; AABB) AUIESIMMAEARZLE - (TI/RAITELE A 1SO 9001 & PIC/S GMP » f&1&
EVSR0aE - IiSEMEREIRAE BB RREE  (HEISH MR R EREEEE R
EEREMAER AEETENREEERS  SERENRRBE  BIIAGE « IR
RE -~ RIS - MRS - MEREFHEE - HEEMEE - FShIEEW - A8k - &
FRREEFEEIE  MRRIL - SEERREEREUNREFIRBSE - RERAREEREER TE
KAREEERE L HEERE - IERIIRRE  (RERMNZE -

(R T AEER SEsE FRSiE
IReEE e RYNEBTERZ HxEE
BlEETe BEEIE FREGEMHSE RsE
= YIRIERLK A R
TS S RS GERe
e I ZRES

REsEi e ] sTEE
o e S B

FHAEYSE o (HIEEEZ
S mEEE BREes
s =

A/#/8 mE eS| BT v} 5
B/R + Bz + & + — + B

3.1.3 Reference testing service in 2021
Etep BN A BE EE i A R da [T Red cell antigen (serology) 92
BEERARARCRANRE - AE IKREA Red cell antibody (serology) 560
EHR=RGEBIEESIE  ABO MAY Red cell antigen (genotyping) 1
BE - BHRMAYRE - FiRAJee (I Flateletantisen (HPA) 24
EERSTDIET « HLA EEDE « HPA Platelet antibody* 251
EEAR « HEA BHESE - M)V Leukocyte antigen (HLA) 6
s Anti-HLA/HNA 61
*includes 128 requests for platelet crossmatching.
3.1.4

NFBALMERES 350 1 - HhEFIRARZENTUEME 30 ~ 40 & - fmAEMaTE
BUNRSBHENNE - BB TR ) WATMEK - SRIEISANA MM < E -
BUYMIASTEASEBMAREFRAZER - 20 Kidd MEHURIZME Jk (a-b-) - Duffy M
BURRIEZME Fy (a-b-) : Kell MBNARIZHAIE BHE - BEETASIBIMAALMEIRRE
Al BER R ER B ME -

AEEREPSENREHRIMAR (2021 F£12 1)

Lub- 1
Lua- 20
Kpa- 187
Cw- 16
H- 2
. 20
Dib- 10
Dia- 34,209
P1- 21,927
Mia
S 1,766,729
s- 40,245
N- 6773
M- 58,411
Leb- 17,554
Lea- 88,340
Jkb- 341,380
Jka- 448,468
Fyb- 26,353
Fya- 213
k- 8
K- 4,448
e 94,920
E- 956,385
c 815,431
C 141,791
0 200000 400000 600000 800000 1000000 1200000 1400000 1600000 1800000

¢ FEERETSENFREIHRNENARULE - ER—EERENIEER - TEEABEMNZEE -
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¢ BEEHRRINERSETEREER - WHERF Mia EtRNE - BRNEIRFE -

3.1.5

KHEMMEL (Miltenberger blood groups ) BHS MNS MR AR —4E - KEAEME
NEEEEABREAXNGR  EEEEmeitEZMNEEFSEENNR L — - @X
—BE2EMENEETHERBENETER  REASR 2016 FIREFHAIR+F 1=
FEEERMRALHE - BEREFEFEEMAESERNEERER - WE L IREECIEE
B Mia BERRIEEN T RSB ARERE . (hybridoma cell
line) - HR 2018 F 12 B 5 Hi - AEEEMAIAEA R
Mia H1ER » 2019 FEEFIE R R 6-7 ATHZ Mia & M%

S - & Mia /R A BIR M AR s - M
HIZT Mia MR - (BmEEfzMES MEA - ﬁxﬁl
EHBNZS Bl TE2EZEH] |

3.1.6

AR EER MR - ST¥REMS
DNEIC, ¢, E, e, Jka, Jkb, Mia EE4TMEKILR + B
AR ER M ERSTRRREM RETSIMEE - R

2021 & 8 BEERRBEMER 100% Ex o MI=EER 7 BMEHR

2021 KEERESE

3.1.7

%ﬁ@f%%@mﬁé » BB 2EANE HIV ~ HCV B2 HBV fEE 22t (NAT) -
— b R fa2 B (test run) {3 A o< Bl B 2% 42 %E M 75 ( British working standards ) fi {&
EG;WEFEF B A BERK - RPIEEEREB iz 815 1 PK7300/7400,
VisionMax,Architect, AUS800, Freedom EVOlyzer, TIGRIS,Bact/ALERT 3D ZHi&Esgs « ¥IB AR
EAT MRS - TEsER iR - A bihs - [IIRME Rt Zm 2 Erim ERfE S BRI/ )\
7FJ§£E+IF‘|\¢\}?“§E% - BIRZ 2 MEREISEIERH - B RFINEREFE2NMERNINZ
Enge NEEe - B3 EERIEEE (CAP)  ENERMBERZ (NRL) - EEASE
%%E%I%ﬂ (ASHI) - AEZESRRESEWENHE R © RiRaROERME
EEEAIMEN BB EIBR S EEERR P

Certificate of Participation Certificate of Participation

This certifies that

Taipei Blood Center (CBSF)

ccessfully participated in NRL EQAS in 2021 for

d Syphilis Serology
Mul 0d Screening Serology
Multimarker Blood Screening Molecular

nnnnnnnnnnnnnnnnnnnnnnnnnn

This certifies that

Kaohsiung Blood Center (CBSF)

successfully participated in NRL EQAS in 2021 for

Retrovirus and Syphilis Serology
Multimarker Blood Screening Serology
Multimarker Blood Screening Molecular

wwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwwww
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3.2.1

TEFEESERIFONIMRER - WATSIEE
RESHINITINERE - (HEFRIAFTTHEE—

) MMEEN - SHHATHER

SREHRRIEN - ASERHERIE

ZHYERETNR ; WS E BRI TIEER

REBAINRH - EEH2 RS - RENRIRAERMREHREE FHRERAE -

3.2.2

AE EEBERIIREHR I -
PISZ T RRFEHEEN/)VAE |

ZMEZE - BIERERB=KMZSM -

3.2.21

3.2.2.2

3.2.2.3

B M EERI IR A E RS MRS

MIFARED - BFEKIEN - EESZRIHER

ZMELZEZEAERAMMNEZNES - BRI ERE S

ARKRIE » MIaEENE

- BEAEHRERZEE  #E)  BEERIT

BENARERTIFAREE - )R 2015F1085H

 EELUBHMFE -

° AR FE ~ AOBCRIGIL - EfE

BELI TR ARTK -

MR - 8

BMARREE  EASIFERINES - BIRBIIBRRERENE - (X ERL

[RfE - PIRESEUBIMAZE

R REMEe AT - I4RED TiBMETE TEEIE | IREIEM AEEHT

FSERITamy -

SERIREIFFHHINXSUT

Fip

2019

=

Genotyping and serotyping profiles showed weak JKa
presentation for previously typed as JKnull donors

The alteration of ferritin and transferrin saturation under
body mass index and blood pressure in first-time and
regular male blood donors in Taiwan

Secular trends in the distribution of allogeneic blood
components in Taiwan

- ANE R ETIBIIANE K ERVEREREIST » B T

- HRBE

SERHR

Vox Sanguinis 2019;114:268-274

Medicine 2019;98:22-29

Journal of the Formosan medical
association 2019;118:1369-1374

2021 KEERESE

Fin = BREE

Optimal collecting policy for apheresis platelets in a Vox Sanguinis 2020; Feb 115: 148-

regional blood center 158

Secular Trends and Geographic Maps of Hepatitis C Hepatology communications
2020 | Virus Infection among 4 Million Blood Donors in Taiwan | 2020; June 4: 1193-1205

from 1999 to 2017

Investigation of transfusion associated hepatitis C virus | J Formosan Medical Association

infection in Taiwan, 2015-2018 2020; Mar 119: 752-756

Evaluating the Effect of Inert Recruiting on Blood Disaster Medicine and Public Health

Donations Immediately After the Consecutive Earth- Preparedness 2021; Feb 3:1-8

quakes

Deterrent factors of blood donation among lapsed blood | ISBT Science Series 2021;

donors in the fixed sites of Taiwan Feb 16(1): 12-23

Quality validation of platelets obtained from the Hae- Transfusion Clinique et Biologique
2021 monetics and Trima Accel automated blood-collection 2021;

systems Feb 28(1): 44-50

Risk of HBV infection among male and female first-time | BMC Public Health 2021; Oct 21(1):

blood donors born before and after the July 1986 HBV 1831-1841

vaccination program in Taiwan

Clinical use of intravenous immunoglobulin in Taiwan: A furnql O.f the Formosan Medical

10-year population study ssociation

2021; Oct 120(10): 1921-1925

SERISEIREAHIRIEUT

Fip

2019

2| S|
EERRIRILLE
RAMRETE 2 855
1B MEEH#R IR EIEBEY
2016 FEVEIN/ ) WREs FARER,

BRI

EEEMAZET] 2019;63:25-27
1BES N RIRHEES 2019:8:58-66
EEBER 2019;62:34-38

BERfRS 2019,52:24-35

2021

SEBIIE2HEENR Mia TR ATEERE 2020; 24(1):102-108
2020 M SRR AEES R | AR U e EMEL R & ATEERER 2020; 24(2):197-206

foe "EIMEIR » BER - EAEMEBBAEBEEZEE | B2E5 2021, Feb 64(2): 43-45

BNl sk ina SRS =i =] AEEEEA 2021, Mar 25(2): 286-292

AAEBMERIFANERE | fFRIEMRE MIKAMRE R
Bl MR/ L2 FEBERDT
BE RN EE RN M LR A 1BH.

=B 2021: June 64(6): 13-18

SRR 2021; July 40(3): 3-24

BEIHEE D021 Dec 54(4): 11-24

sEew  waye wans @)
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B TGA

The Managing Director PMEF File No: 2012/008467
CSL Biotherapies Submission No: PMF 21-0027
189-209 Camp Road

Broadmeadows

Our Reference: D2

Subject: Compliance with condition on Manufacturing Licence No. 49211 - PMF Taiwan
(TypeIn)

Dear Sir/Madam,

Compliance with the Therapeutic Goods (Manufacturing Principles) Determination No. 1 of
2020 is a condition of the CSL Behring (Australia) manufacturing licence No 49211. The
‘manufacturing principles for plasma include a requirement for licensees of blood processing
plants that are to be used to process any plasma collected from a source outside Australia to
submit a Plasma Master File (PMF) to the Secretary in relation to that particular source. The
0 obtain from , prior to that such
plasma will not contaminate the Australian product with any blood borne pathogens.

‘The current Secretary’s advice to CSL Behring in relation to the foreign plasma source
covered by the CSL Behring Type | PMF expires on 30 November 2021 and extension
beyond this date was subject to evaluation of the annual update of this PMF. In relation to the
PMF annual update submitted by CSL Behring on 31 August 2021, TGA considers that the
evaluation process is now complete.

The PMF annual update was assessed to be in accordance with the EMA Guideline on the
scientific data requirements for a Plasma Master File (PMF) (EMEA/CPMP/BWP/3794/03
1), and the G
(EMA/CHMP/BWP/548524/2008), both adopted by the TGA. The epidemiological data and
changes contained within the submission have been evaluated and found to be acceptable.

Taking into account the PMF subitted and the plant’s processes, | advise that this plasma s
unlikely to present a risk of contamination to the Australian product with any known foreign
blood borne pathogens. This advice is current until 30 November 2022. Please note that this
letter does not constitute permission to fractionate Taiwan plasma for products supplied in
the Australian market.

0 Box 100 Woden ACT 2608 ABN 40130406 604
Phone: 02,6232 8444 Fax. 02.6232 8605 Emall Info@1ga gov.au ww93.901 a0

2021 FEEIEIEXERS

2021 ;KEBHREE

If CSL. Behring (Australia) seeks to renew the Secretary’s advice, please ensure that the
updated PMF is prepared in accordance with the Manufacturing Principles and includes
epidemiological data for the period 1 January 2021 and 31 December 2021. To allow
sufficient time to assess, please submit the updated PMF to the Secretary by 31 August 2022

Yours sincerely

Signed electronically.

Drew Wagner
Delegate of the Secretary

Blood and Infectious Disease Safety Unit
Scientific Evaluation Branch
‘Therapeutic Goods Administration
infectiousdiscasesafety@health.gov.au

24 November 2021
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