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Data Protection Officer (DPO)

What you should know about the Data Protection Officer?

¢ The primary role of the data protection officer (DPO) is to ensure that her
organisation processes the personal data of its staff, customers, providers or
any other individuals (also referred to as data subjects) in compliance with
the applicable data protection rules. In the EU institutions and bodies, the
applicable Data Protection Regulation (Regulation (EU) 2018/1725) obliges
them each to appoint a DPO. Regulation (EU) 2016/679, which obliges some
organisations in EU countries to appoint a DPO, will be applicable as of 25
May 2018. E il {R#& Edata protection officer (DPO)
BHE(EE AN ERRE AR
BEEAMENREEITSHRE  BEESZHEIIR
B RMREARR R IR
BERNEREN - T EHERHA
BAAZRSHFEHREEFTA
i

REF:https://edps.europa.eu/data-protection/data-protection/reference-library/data-protection-officer-dpo_en

Copyright 2021ITRI T 233l 75k



I%Eﬂﬁﬁﬁ?‘%lﬁ

||||||||||||||||||||
eeeeeeeeeeeeeeeee

"N EEACE: ) RRAERRK

F7IE XHEH

1. BREIBFXHEELAGREMILIIE - FEHSXHRAEEEN -

2. BRTEARREFAGIIMOCHEMRET - 83 - BN
B kEIEBEERmEEEAFRER  BERMEREAREH
BIME BERVEBEF2HEEVEESMEREBEAK Y
EEgMmlE

3. BRlRARXHERERFIASGREMN XX HEER R 2 EH
=Y

SE81% AcEREH

o EMARIFE B ARKEABE R REAR] B FNTT iR B
FEMZ REfaE -

T

Copyright 2021ITRI T 233l 75k



TR MFR

Industrial Technology
Research Institute

"BERRZBE . RRF

Copyright 2021ITRI T 2% i FERE



TR MFR

Industrial Technology
Research Institute

REARFZBIE

ZE151% BEEBEHE

GDP1& EEER
FTHIF REXEEMEFEZS  USEIE N |1, EE:]ENEREEENESIE -
EREBEIR 2. FEREZEMNNEEPRETEE R
— | EREIBIES S - MREEMRIFE ZBEEIE -

- EFPHE - aRREIEZEBREN -
= B REMEREE -
M- ZEmiraEs e

Copyright 2021ITRI T 2% i FERE



TR MFR

nnnnnnnnnnnnnnnnnnnn
eeeeeeeeeeeeeeeee

"EREBREZIBERE . RRFERREK
F15ix% BEE#E#E
1. EEERERERER BREMAKRGERRE  RRREREM
SEFEN  BUBHEES/ESERES  TREKNEE
2. BRIAMMRERXUGIPGREIEZEFTEHRER -

Copyright 2021ITRI T 2% i FERE



TR MFR

Industrial Technology
Research Institute

fm

"R IEELTARRTENE o R

Copyright 2021ITRI T 2% i FERE



TR MFR

Industrial Technology
Research Institute

& LE B

il

EIDiEipiiil

F21F BEERTSHEER
GDP1& EEEM
B+l REXEERERRG  UTEICE |RREFPENEESAQRNELRE

FERGEE Y AREEREANEENER | EREFE  BERE/ZEPHEET
OEENEHEN SR  WEENRGE |8 -
Rt 2 A -

Copyright 2021ITRI T 2% i FERE



5 I h R bt

5221 PEFERE
GDP%X EEER/

BT RBLEEEI  MEXZBEMEFLS |1 ZHFRIDREHS -
ZABTLURE  EREEZEREERRZVYm |20 =HREHSE -
B EHRAMN  WEXZBRSRAEERL |3. BRFEEABLEER -
FRER1TZ E1alt - EIRBE - REATHE |4 ZFHFBEER - RITZIEHEN -
RS - RHEHERENEB(EERED

- N e s P EEXS) -
AIIRERERAR - AEAR - ERAREH R

PRERiT Z i E et - BEFLCRLRT -

Copyright 2021ITRI T 2% i FERE



I%Effﬁﬁﬁ B2

5 I h R bt

KEA+T RSB ZEA - {GFEPRER[EIL
BRI - FIEFERR - UERSFIEERREY | 2.
EINEEZ B -

AIEIESR - RIUEFE M REIN AR - fERE
IR -

231K B - B ABESE D
GDP1RX EEEM
B 1= RREEEEMRALENH)\EE-BEY (1. BESMER DWERXHZE
B BOTNIEZER - RIUBERDE (S REFEH BEFRBIER

WOk - BESRMEWEERDE) -
BENTERRIMEINIERFE -
FEEERANTREINES - #E5
SNATARBR[OIUY -

Copyright 2021ITRI T 2% i FERE




TR MFR

Industrial Technology
Research Institute

#a LE EA YRR ¥E b

E27F EmBITRZATEEmE

GDP1& EEEM

B_tLh ERNOE SRANBARAERE | BENCBRBNESRMESERX
RE REXEEALVELTERERNE | 4

i - DERIFRERRTY - . BHMESHETOEBRRN 2
. . - A EE - B - HRRE MRS
REXEMEREEETREABR  UBE | o e o o
TRRMICES Y REER - Mol
SEERRES L MEERYREEBREENEN

S—EEPHOTERZERR  EHAKRERE P SFPEEGFEES :

W5 - AS R BNE RS EIS R E T E - TIERRRE (1) BEREARERER -
SeEi . AAREASZER  SHRERY (2) RELERETE - BEABZAN
AU RFERAT - MAEE L RITE - EEE 17 ) SRS ME U SR ST
LR RTF - s REE A BROERAT -

. ) ) (3) ATtIMIEEEEERESEE
FERANEBRITZES - EEEIEEY EEEHRRS | 2 (T G A
EE - RS TR AN SRR 5 7= T B R I -

B - BRBEMAEETE  BRECE | 1) mEoslAS . (EESE
#95E L ERA -

Copyright 2021ITRI T 233l 75k



5 I h R bt

ZE281% B IETEE
GDP1&Z EEEM

EF_T)IUE REREZEFRINBIELER  ERERN 1 EBrEEyEma: ] e BNERR

BHELAAGEFEZRERR - BEEBYR | cemums .

= D EEIREBEEERAREER -

BB IEEM 2Bt - NMSEMCEIL ; High 3 w B4 FEmeiEids -
NEZHIE  BURHESEZHERERK | () =sen
B (2) AshERRER
REME—BEETEMR REXEEMUEEE] 3) FAEEES
(

ENISEZER 4) REBRE/ABKPIRER (55)
CEPHRHREMAEEEEIES -

AFESRRERZAE -
- B IEEREIRIT B R 2 RS -

RBIEEEZRE - F]E - Bt - kmEH
X2 INEEF -

B IEEEEERRAR - MARIEE R
ZEHMREZ B

C BIEEMERBEAEBNEZEE -

WEXERME - BANESSEMAZHER
BIEEEMAR - BFCBRTRT -

= N NI

s

N
b

Copyright 2021ITRI T 233l 75k



5 I h R bt

5291k IR TETE

GDP1%EX EEE/M
F_TR IREXRZBEREGAENR - ZREEE 1. SEEERMBERALEEX -
mEEHAR AT SR ZaERERA - 2. ®RBIEEMEEIES :

1) EEEEER -

S e A= \| BE "‘\"“/El\ ] N -
ARG 2 EE - REEAHEBREL Q) BASEREREHIEEES

FEREAKE - AEIEE—EEHE - K " pymaib
FoaR - (ARBEEL
W BE T TSR RER %ﬂ) IR

—  BEAREERKEIJEZRERRZHAE (3) {tFERESITHETfha R -

— -~ TREHEEERATE & 2R -

— B ZRE - FIE - Bit - RmB %R
M 2 N

M~ SRt mR AR AR - RARIIEE RS
ZEHMEEY B

h - BEEEEEEAEBUMZEE -

WEXEEME - BAIRAZBEATSSIER
B KFEHEMRBAR - FEIFCRTIRT -

Copyright 2021ITRI T 233l 75k



TR MFR

Industrial Technology

i — cpn s
& IF EAFE P FE It

55281% }S1Efakt SH291% FaRhtakt

1. EBREMAEHAKATS RECERIEFZRAATS
FIE 7 BFREA - SR ojgessFRA -
(corrective—Y B EE) (preventive action)
2. BRlEEBEE4A - (corrective
action—PBi LEFEIE)
E gL EHEATESH5% BARTESSEN

FEE B Root cause analysis (RCA) - mEtIdln - BRI - EfRETE
8D Report

e 1 W1k ~ AtZEHA TRRI - BOEEARA
1BIR WENTL FET

I 7 Lo=1E o . o3 .
o SRR s Bus RO AR
bido bén tong zhi fang fan wWei ran

e =T BIFEOLARRES -
2 BEBHEAREERS - FRTEE - SHREEREZARMLE

M [REEEEEAREL - AR - | o [RTHERR  ERgriiEseiFTs - | i=pz
B INEsS
REF:#5 8} Bl A &t 2

Copyright 2021ITRI T 2% i FERE



Industrial Technology
Research Institute

2

"I IEETARNTEE . RRMERIRK
F22{FPEFERE
1. B8 "EREEIE ) AHH T AERSV IR ZERBRE
aF - REHRRERIEMpRREER - BE - RITZBEEfRZ
1EERE - R B EEEARE S LGS -
2. B "IRFBBHFHFEERE ) - BIREMARTEAEDHFHAEHARE
RIBZEE  EEHELCHSRE -
3. B ' ZEEER ) RPFIEZRRPIFAELRIFTRITZL
fa iR (K P rHE 1R S i E -

Il

Copyright 2021ITRI T 233l 75k



llllllllllllllllllll
Research Inst itute

"ISIEMEMENE . REGAE RIRK

%2315 B - D RIES T

1. & ERBERROKEERF ) NERKIEL10.04.2808
BRMBREFRSHBRIDANSEBRERER (NBES
MREFRBHYEE  BERVEBRER) - WkE
110.04.28/3 5 2 BR2M Bl IR AT B BN (F £ TR (N7
E24E - TE - DRI -

2. B TREAEIERG  BH - EWRFE RMABSETEBRER
MEIRIEE B -

Copyright 2021ITRI T 233l 75k



TR MFR

||||||||||||||||||||
eeeeeeeeeeeeeeeee

"I IEETARNTEE . RRMERIRK

F271F EmMTEZANTSEmMEH

1. BMARAKTEIIEEZMBSZEmEBMEREES - INKRE
mEEMBESFEERAIAEEES -

2. BREZEBPRERER  BARZUBREFPREZZmBLIRMK
ol ELIR M 7 5P h Z AT ESERAE -

3. BEREFSmO00aE - mARErHEERIRAL R ERE
HIVETRL - B AT EmERIFSRCER -

2815 FEIEIEHE ~ 291% FABLTENE -

1. BRLIEFEfENME - EERETRE DN - BIEFEFEERETES -

2. MNE]B "AESBHMBLEENEREZERS ) RBMABLER
B EERER - MRIKGDPE28IR R &/ IEfE IR AR - X
NEEBEFEAVMZ R BMREZERE - HARMITHBEACR -

Copyright 2021ITRI T 233l 75k



TR MFR

Industrial Technology
Research Institute

Copyright 2021ITRI T 2% i FERE



TR MFR

Industrial Technology
Research Institute

IRIZ) 1 R&M

ik
a0
\ oIT
A
=t
m
i
3
N
i)

Copyright 2021ITRI T 2% i FERE



TR MFR

Industrial Technology

Researcl

h Institute

=z O fE] 375 10 &=
EmHEnEET
E131& B
GDP1& TEBEEE
B+ IRSEZEMEFEZSR DEEIEE |1 EEIEEBRXGEESINEZEK -

W 2R WERSEMEX  BHEEm |20 BUEBRXMERZS - i 21FEA

EAEMEEIBKRE - Al - EHIEE I P LA EE -
B = || /& 1E O 5;&

AR - EOSERT - (raisE  EgE . | > & X AMIESIXETSEWHO
SECR)E - R IERIESE - BEirm e Technical Report Series, No. 961,
R - 2011 Technical supplement 8 -
s EE S B RATE - BB Temperature mapping of storage
TEAR « AARIER - WENELIRRRTF | areas.

HABSBHE NIIEIE 4, wEEWES X H O 2 E
EEAREE - g EIERERM VB GHTF/SG3/N99-10:2004 Process
MNAREBENESERZERE  BEEREE Validation Guidance.
T HEERRBERRETYS ZBERE |5 &1 ﬁiﬁﬁﬂﬁé’i%‘znﬂﬂ BT
KERSEE - WikEF LSRN E RERS . hE . EE . DB E T E
Algg e % T
....... Eﬁl o

CHRRERR ZEERY - RERENE

2T ERE  HEA AR - B
%EAEE%H&*Z/&

N BURBIFFRERFZURERERR - 4
?ﬂ" =M mE

Copyright 2021ITRI T 233l 75k




TR MFR

Industrial Technology
Research Institute

A B A
o JE I 4

GDPZ131% - "REFERFWRERETYVIDS 2 &R 8 K E TG -
Mk E S AR E mEE =S -

2% 22 X Rk

Supplement 8

Temperature mapping of
storage areas

Technical supplement to
WHO Technical Report Series, No. 961,2011

Annex 9: Model guidance for the storage and transport of time- and
temperature-sensitive pharmaceutical products

May 2015

© World Health Organization 2015

Technical supplement to WHO Technical Report Series, No. 961, 2011
Supplement 8: Temperature mapping of storage areas
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REF: Technical supplement to WHO Technical Report Series, No. 961, 2011 Supplement 8: Temperature mapping of storage areas ™" i
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GHTF/SG3/N99-10:2004 (Edition 2) Supplement 13
BB Quallﬁcatlon of shipping
containers

Technical supplement to
WHO Technical Report Series, No. 961,2011

F IN AL DO C UM ENT Annex 9: Model guidance for the storage and transport of time- and

sensitive ph ical products
Title: Qu:_nlit}'ll\lallagelxlent Systems - Process May 2015
Validation Guidance
Authoring Group: SG3
Endorsed by: The Global Harmonization Task Force
Date: Edition 2 - January 2004

© Wortd Health Organcation 2015

Taisuke Hojo. GHTF Chair

The document herein was produced by the Global Harmonization Task Force, a voluntary
group of representatives from medical device regulatory agencies and the regulated industry.
The document is intended to provide non-binding guidance to regulatory authorities for use
in the regulation of medical devices, and has been subject to consultation throughout its
development.

There th d ibution or use of this di however,
incorporation of this document, in part or in w: ‘hole into any other document, or its
translation into languages other than English, does not convey or represent an endorsement
of anykind by the Global Harmonization Task Force.

GHTF/SG3/N99-10:2004 Technical supplement to

Process Validation Guidance WHO Technical Report Series, No. 961, 2011
Supplement 13: Qualification of shipping containers
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Technical supplement to WHO Technical Report Series, No. 961, 2011

Supplement 13: Qualification of shipping containers
AR ETEERE (DQ) ~ LEEBFE(1Q) ~ HIEEERE(0Q) ~ MHAEEE(PQZESR !
¢ Design qualification(DQ):
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Generic passive containers with coolant packs (WHO)

Reusable container Disposable insulated carton

REF: Technical supplement to WHO Technical Report Series, No. 961, 2011 Supplement 13: Qualification of shipping containers fikL
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REF: Technical supplement to WHO Technical Report Series, No. 961, 2011 Supplement 13: Qualification of shipping containers i3kl
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REF: Technical supplement to WHO Technical Report Series, No. 961, 2011 Supplement 13: Qualification of shipping containers ikl
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4 BEERRE (Performance qualification; PQ)
¢ PQ REEERMFRIEFIRGETHHN -
o WEFIF] PQ protocol i 1 RIFNRAZ M ER & SO U AR?

Example of a test schedule

¢ PQ protocol’E E1E:

Ambient profile Load configuration Test number
Test 1-1
1 . LIQ ‘lil, in IJ_:I& E gﬂ == Minimum product load Test 1-2
Test 1-3
2 %‘Q 1 ﬂﬂ E&EEQ Hotprofile Test 2-1
- m - E Maximum product load Test 2-2
Test 2-3
3. REBHLER
Minimum product load Test 1-2
Test 1-3
4. EBRARZFVEAKEE
Maximum product load Test 2-2

o [JOQfFZE - B /R EE 1 - Tt 23
PQ AR R IRZRET(WIR) - WHMERINITEE— IR DHBIRE -

o STHPQRIEME - ERTEDUIRE -

REF: Technical supplement to WHO Technical Report Series, No. 961, 2011 Supplement 13: Qualification of shipping containers 4L
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GHTF/SG3/N99-10:2004 (Edition 2)

GHTF
FINAL DOCUMENT
Title:  Quality Management Systems - Process

Validation Guidance
Authoring Group: SG3
Endorsed by: The Global Harmonization Task Force

Date: Edition 2 - January 2004

Taisuke Hojo. GHTF Chair

The document herein was produced by the Global Harmonization Task Force, a voluntary
group of representa u\esfmmmedmalde\ mreguht ory age nqes ndth regul tedmdusm
The document is intend

for
in the regulation !med.\aldmoes and has been subject t oonsul ation dnoughmnu

development.

There h d distributi use of this d however,
incorporation of this document, in part or in whole, into any other document, or its
translation into languages other than English, does not convey or represent e ks

of anykind by the Gi“balHarmomun n Task Force.

GHTF/SG3/N99-10:2004
Process Validation Guidance
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