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o]o]] w2} Directive 2001/20/EC= ©| x| H.
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Organisation Management Service (OMS);

Identity Access Management (IAM).

7 9] EMA9] Hlo]E A} CTISO] QlEjmo]l A 2Aa&E o}t 2&Uich:

2 o i
‘a -
@ PROnSHES J I —I E Commission

CTIsS

EU portal and database (EU PD) @
Organisation
Public Website of the EU PD ;] Management
Service (OMS
Annual Safety Report (ASR) repository

User Registration
(IAM)

Data Warehouse/BI

1.2. P yd

B A9 4 el ok 25y

. CTISO 7x9 #4 a4, CTIS A& Tt QAIE Aw 717ke] 7153 270 4] (F23))

o CTISAZ i 48AE 88 L5 7HIEE B gt (MI37%)
o CTISAZE g 48AE BEY 48 4d71d B2 8ot (Fl47%)

4 https://health.ec.europa.eu/system/files/2022-05/requlation5362014 ga en.pdf

[DRAFT] Guidance document on how to approach the protection of personal data and

commercially confidential information in documents uploaded and published in the

Clinical Trial Information System (CTIS)

EMA/212507/2021 Page 7/56


file:///C:/Users/CREDENTIAL_LINGUISTI/Desktop/TRN_draft_guidance_document_how_approach_protection_personal_data_interim%2028042022.docx%23_bookmark6
https://health.ec.europa.eu/system/files/2022-05/regulation5362014_qa_en.pdf

o AME|EAF BIA ARl ZROIAE @ AFIZ|W B 5 Hlot (K]5%})
1.3. gx5 24

CTRZ EUOIA /Aol o 7i8Eet Jd7Ie e, detd £97

2 b gy of
2712 EU tfojefulo] 0] £ A Ho] A gYUct,

mlo
ol
ujn

‘(I)"]

%

24

mlo

gel

St AEst=s 78 HlolH JE= WEA] EU dofEfH|o] 20 &%= ojof 5o, RIEA]

CTR Ao EU &%
2 #4310 F7IElolof it

dlolel 27 4]

1 520] osto] thg & stutol sjdste 2A = 71Yol BAEof
o] 7t=stojof st A s 95yttt

|-FUru°

Ae 47 oid g, EU Ho] Eiﬂﬂ |EaS s S g kS el
a) Regulation (EU) 2018/1725%0] o]JAst 7HQ1AH H 35,

b) 712 ¥t MRS Folol Qi FP, 53] QloFE AW 59 YIS WA 4U7|Y B

ot

c) 7t A Aol tigh EU gdd= 771 SAl By

d) EU sld=olA 9] AJAId Alegof thieh &t

)
N
N

i

CTR A& A 682+ 7I¥ XA E E=2 L]'E/K] ZIfE]ojof ot= A E 2 "AANAIFS = E4J’ (main characteristics
of a clinical trial) *YAA]H £-010f Wt HI7F H 1A A Part 9] 22 B8’ (conclusion on Part I of the assessment

a I|n|cal trial), ‘YAAIE 591 ofHo] st QAFZAA’ (decision on the
authorisation of a clinical trial), ‘YAtA138 9] &FOist HAAIG (substantial modification of a clinical trial),
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BEEE Y )SE, £A5 £} o]2oAo} 515, HEO] K2 § HEYIR HEEHE B
ZLo= 53] 221515,

o ERAIBLE M2%: EU GojEju]o] A= A2 }E 2] FRAF 2 §YS BE02 YA|E0fo} 5}, o] £
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(a) +* EUDPR +#7%/(Regulation (EC) No 45/2001) 9] @& 7ol E 5,

. BB AIBLE A6Y: EU GojE/tjo] Ao YIEX] £ s K230] BE N 87EE OIS H S ElSpoo} FIh

o 2R N81Z N73: 9Z0jiH(subjects)o] TPl HE ZIF o2 FASH 2 glojAfL oF Elr,

o B2 A93E AL FYFL o] FH 2} YT S el F R0 X]2] 55 Directive 95/46/ECSE

o 2% A93x H|2%: Regulation (EC) No 45/20017:2 EC2} EMA 9] o] &)= 7218 A2 g o 5§ gt

Yepsap 2 4o] G, CTRE o497} 2o] §2|s) Yatick:
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o ArA7]¥Y(Commercially Confidential Information, CCI) ¥ 23§
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g 4 QAL O ol AEE 4 gl WAl oo Hd L.

Anonymous data;
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Article 29 Data Protection
Working Party (Art. 29 WP);

A 9 jAgR 83
SR ENERE
Clinical  trial information

submitted to CTIS;
CTISO| A= AdgAId A

Commercially Confidential

Information, CCI; A7]Y

el

‘Article 29 Working Party’= Directive 95/46/EC =& A|29%.9]
o2t Add £ ZAN L3 (Article 29 Data Protection Working

Party)e] o}, EColl lo]el 1. 2Alo] chat S¥A 2122 g5t0]
EU 2943 2t olole] 2.5 #Al9] 78 AIHorS fuste] 582

=

%&. 2018¢ 5% 259,
Protection Board, EDPB) = thA]|=.

L Ago]E| ¥ 5 9] Y43 (European Data

7+
a—=

LSk

o
ok
&

o] X|xlo] =2 9J5] CTISO| A &=
AR A,

AGAT] A AAA olshEA Ex WA Al

lo

ZRos F2 shsstal %

WS ol A" 54 BE FEEA U7l £XA12 e, -2l

Data; Hlo|€ oef A Atg (raw data)o] 38 = HFH SAX S 2EsH7] Hsh
A5,

Database; H|o]Ef#o] A~ 49 glo|Ej Y (datasets) o2 AFH, Ho|g 9 RAlstd 2=
728t doleo] B.g(collection). 7t I E4 WHE, 7 P

Dataset; H|o|g A E
o] 2ok M2 O 7150 Al B7T Hlo]8 A EQ oAl
U= Ee 502 VIR EY A2 s Y-S BHste A,
g, AR A AR AspIE, 2 9 Ve 571 Auiy; R
A2lo] SAut wiwio] EU ®+ 39+ ¥Eof Tet Z2AEH, WAt
Ee YA AP At AA1A 7]1#0] BU B o= HEO 95
Alsd 4 AS(GDPR A4z A7¢).

Data controller or Controller; TR Q1 Ao o] AojE A Qs 4~ 9le

dlo]E] Ta)at Ex A} OE EL 3E0R AR e LA e ANt EU Y
AR 71 & (institution), AR -dAFD=-lu7] ¥ (body), HeYHHS]
&= (directorate-general), 7|t 2AA 55 2Jul; FE X2
2A 1+ " o] L&A 91 EU ¥ 5 (Union Act)o]] mret 2 &)™, 2] A}
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o Ao} thAt A A= (Paediatric Investigational Plan, PIP)
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ot QAAIE QRIAbe CTISOIA ARSI, ALS 715 371 47] 71RI2 @71 YAIE A RolA Je718e) By
rleg mefsfor k.

) 9712 3 A9, EU/EEA Yol MY AAE B2 F 2719/4H0] Al 5 B QA Ane 3 A o),
871 SO AHEE 91 FANE B Y7 1h T WU A A A AL N2 A5

A717F QAR AL SUAE BN WAL S AAT 0, A ALGAE B/ AHo o R 450l HUr|Le
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wol 212 FRYUCH $U3 UFo] HEw7| GRAYct,

o AFEES HIOR AE5l7] Y5 o]ekFe] At HlolE F7lol HE EMA ZgA% (Policy 0070).

“European Medicines Agency policy on publication of clinical data for medicinal products for human use (Policy 0070)”

o AIEE UIFCR ARESH] ARt 9orE] A4 HIolE F7Holl gt EMA A Ajago] tigh thef A| g6
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o (A W 52 gjAF oJoFE i) 2] FLo] Bt EMA AA47 (Policy 0043; 2018 10¥ 49 AIA)
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- Al 2 0JoFgo] AJ71A QPR B (PSUR)O High A 7 Aejof wgh Wt (2009 114 23 A=)

44 CTR & A37x2 A4l weh, APAIE EUA(CSRs)= AlH 5¢00] o] 2Ry, Alf 5Q1& Rolste AL T8 HAA,
Ol=|xtof ofsh Al 51 Aol A3l Al ez RE 30Y olUlol CTIS= A|E& ofoF Y.

45 CTRO| B2, AJAIE BuAjo] 23 dlojel= AT &9l0] o] ZolF AL, AT 5912 Bojshs A} 52 HAAU, Al

oal AlT 291 Aol WalEH, 7| YR HRE ol HE gy

46 External guidance on the implementation of the European Medicines Agency policy on the publication of clinical data for

medicinal products for human use.

47 European Medicines Agency policy on access to documents (related to medicinal products for human and veterinary use).
48 Qutput of the European Medicines Agency policy on access to documents related to medicinal products for human and

veternary use.
49 HMA/EMEA recommendations on transparency - recommendations on the handling of requests for access to Periodic Safety
Update Reports (PSURS).
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https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/clinical-data-publication/support-industry/external-guidance-implementation-european-medicines-agency-policy-publication-clinical-data
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/clinical-data-publication/support-industry/external-guidance-implementation-european-medicines-agency-policy-publication-clinical-data
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2010/11/WC500099473.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2010/11/WC500099472.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2010/11/WC500099472.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/heads-medicines-agencies/european-medicines-agency-recommendations-transparency-recommendations-handling-requests-access_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/heads-medicines-agencies/european-medicines-agency-recommendations-transparency-recommendations-handling-requests-access_en.pdf
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ool Taso] YA| YL TAKOR ALG TRSEIA o, T BUIE YA ARAT B AT 59 AR Y
SQUR] A3 HHA olejolt A A9E A 4 At FuE oot

AR GYIIDE AEE 0, Al CTISH) Qi of® Must ofmat UAAY WReA 3 9719 4 g
BotelT, ol R % SAVF YA AR g AT2A B 9719 & YAl olshsliof #ch. o Sol, A28 R
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79 5452 I A% & YBUh

A71Dol S AWPE Al L B EE K gal] Mo, CTIS Am} AT AL L A1 2 % Ao} 2o A
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QLT Teje £URYE RS Holo, HHRT UAFR A ALIE FAFU
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50 HMA/EMA guidance document on the identification of commercially confidential information and personal data within the
structure of the marketing authorisation (MA) application - release of information after the granting of a marketing authorisation

51 Principles to be applied for the implementation of the HMA/EMA Guidance on the identification of CCI and PPD in MA
Applications
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https://ec.europa.eu/health/medicinal-products/eudralex/eudralex-volume-10_en#set-of-documents-applicable-to-clinical-trials-that-will-be-authorised-under-regulation-eu-no-5362014-once-it-becomes-applicable
https://ec.europa.eu/health/medicinal-products/eudralex/eudralex-volume-10_en#set-of-documents-applicable-to-clinical-trials-that-will-be-authorised-under-regulation-eu-no-5362014-once-it-becomes-applicable
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https://ec.europa.eu/health/medicinal-products/eudralex/eudralex-volume-10_en#set-of-documents-applicable-to-clinical-trials-that-will-be-authorised-under-regulation-eu-no-5362014-once-it-becomes-applicable
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https://ec.europa.eu/health/medicinal-products/eudralex/eudralex-volume-10_en#set-of-documents-applicable-to-clinical-trials-that-will-be-authorised-under-regulation-eu-no-5362014-once-it-becomes-applicable
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https://ec.europa.eu/health/medicinal-products/eudralex/eudralex-volume-10_en#set-of-documents-applicable-to-clinical-trials-that-will-be-authorised-under-regulation-eu-no-5362014-once-it-becomes-applicable
https://ec.europa.eu/health/medicinal-products/eudralex/eudralex-volume-10_en#set-of-documents-applicable-to-clinical-trials-that-will-be-authorised-under-regulation-eu-no-5362014-once-it-becomes-applicable
https://ec.europa.eu/health/medicinal-products/eudralex/eudralex-volume-10_en#set-of-documents-applicable-to-clinical-trials-that-will-be-authorised-under-regulation-eu-no-5362014-once-it-becomes-applicable
https://ec.europa.eu/health/medicinal-products/eudralex/eudralex-volume-10_en#set-of-documents-applicable-to-clinical-trials-that-will-be-authorised-under-regulation-eu-no-5362014-once-it-becomes-applicable
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