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Clinical Trial & Data Transparency Timeline
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Source: From EMA website; reused and adapted with permission o e
8 EUROPEAN MEDICAL WRITERS ASSOCIATION REFERENCE




EMA Policy 0070 Timeline

Announcement Step 2 relaunch
EU CTR Suspension of relaunch May
536/2014 Dec 2018 2023
Policy 0070 1.0 Dec 2020 First relaunch
Mar 2016 COVID-19 package posted
First package medicines Feb 2024
Oct 2016
CHMP Opinion

CHMP Opinion 1 Sep 2023
1 Jan 2015 initial MAA

1 Jul 2015 Extension MAA
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EMA Policy 0070 Relaunch

-

EUROIEAN MEDICINI

Clinical data publication timeline (iMAA and line extension

applications)

Period for the submission of Redaction
Proposal Document Package (D181 to 30
days after CHMP opinion)

|
[ v
Clinical Data Publication Review
Process (max 84 days)
v v v w
Procedure Day 121: D181 CHMP Deadline for Submission Publication deadline
invitation email opinion of Redaction Proposal 120 days after CHMP
sent Document Package (30 opinion
days after CHMP opinion,
Clinical Data Publication
- E a Clinical data
process Day 0) :
Wi i1
WAESL I

g Clinical Data Publication procedural timelines

https://www.ema.europa.eu/en/documents/presentation/presentation-cdp-procedural-timelines_en.pdf
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EMA Clinical Data Website (since 20 October 2016)

EMA website: https://clinicaldata.ema.europa.eu

Account needed

\
: : e Read on screen (no save, download or print)
General information
e Search
purposes
e For everyone
)
\
- = ¢ Download
Academic apd other non EU residents
commercial research e Search only
purposes ¢ Print

/
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https://clinicaldata.ema.europa.eu/

Policy 0070:
Brief Introduction to
Anonymisation Report (AnR)

Presenter: Dr Alison Mcintosh
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Anonymisation Report (AnR) Template

- New for Policy 0070 Relaunch

AnR Form Template (released 24 May 2024)
AnR Form Instructions (released 24 May 2024)

Both can be downloaded from
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/clinical-data-publication/support-industry-
clinical-data-publication
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https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/clinical-data-publication/support-industry-clinical-data-publication
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/clinical-data-publication/support-industry-clinical-data-publication

CORE Reference Webinar 07 June 2024

Included general introduction to Policy 0070 Anonymisation Report

(AnR) Template

- See https://www.core-reference.org/news-summaries/core-reference-
seminar-emwa-valencia-may-2024-and-webinar-07-june-2024/

See https://www.core-reference.org/media/1088/core-reference-seminar-
emwa-valencia-may-2024-and-webinar-07-june-2024-slides.pdf

Refer to webinar slides 21 — 37 or presentation video at 30 — 58 minutes
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https://www.core-reference.org/news-summaries/core-reference-seminar-emwa-valencia-may-2024-and-webinar-07-june-2024/
https://www.core-reference.org/news-summaries/core-reference-seminar-emwa-valencia-may-2024-and-webinar-07-june-2024/
https://www.core-reference.org/media/1088/core-reference-seminar-emwa-valencia-may-2024-and-webinar-07-june-2024-slides.pdf
https://www.core-reference.org/media/1088/core-reference-seminar-emwa-valencia-may-2024-and-webinar-07-june-2024-slides.pdf

Brief Recap

- AnR template used for all clinical data publication submissions
(EMA/Health Canada or both)

- AnR describes

- Anonymisation strategy adopted for each individual document package
- Data protection consideration taken into account when deciding on the

anonymisation strategy

- Structured Data Fields
« Limited free text sections

« Clinical Data Publication (CDP) Questions and Answers (Q&As) updated
and released 26 Jul 2023 (Rev 3): Section 3 covers info regarding
anonymisation reports

* https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-
answers-gas-external-guidance-policy-0070-clinical-data-publication-cdp_en.pdf
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https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-qas-external-guidance-policy-0070-clinical-data-publication-cdp_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/questions-answers-qas-external-guidance-policy-0070-clinical-data-publication-cdp_en.pdf

AnR Template Structure

: Please fill out the following form. You cannot save data typed into this form.
H e a d I n g St ru Ct u re Ia Please print your completed form if you would like a copy for your records.

[N o I T | TR —

 Section | Heading Anonymisation Report

#Please consult the instructions before filling out this form.

(A) Appiicataniinronmaton

\ Date Prepared
1(B,C) Anonymisation Methodology Product Name | |

Active Ingredient/INN |

Version 1.1

2 Identification of Data variables A e e
2.1 (D) Direct Identifiers postcms |
Health Canada Control Number|
2_2 (E) Indlrect Identlflers ‘A)Arethereanyl‘ndire:tidentiﬁerspresentwithintheclinicalinfnrmatiunpackage?
 Yes
@:—M) Risk Assessment > oxo ——
1. Anonymisation Methodology
4 (N_Q) Data Ut'l'ty B) What anonymisation method was used to measure risk?
(" Qualitative
5 (R) Deviations o
. C) Please select the overlay text employed for redaction.
6 Attestatlons (" Pl (Personal Information)

(" PPD (Personal Protected Data)

Information in this section provides greater context for the
chosen anonymisation strategy
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F) Please input the selected reference population. ‘

[Study participants enrolled in each individual CTs in this submission E|

Study participants enrolled in each individual CTs in this submission

Pooled study participants enrolled across all CTs in this submission

Pooled healthy study participants and pooled patients in this submission

Study participants enrolled in CTs for same indication, led around the same time/locations with same investigational product/sponsor
Study participants enrolled in CTs for same indication, led around the same time/locations, with any sponsor

The selection of the
appropriate reference

Other

"Study participants for all known studies within the same indication "

Select ‘Yes’ or ‘No’ if the
product is intended to treat
rare disease
populations/conditions.

If yes then must describe
the characteristics of the
population(s) in the free
text box that appears .
Special population: e.g.,

pediatric, geriatric, pregnant or
breastfeeding women. In the

context of anonymisation,

special populations might

warrant special attention as

they often represent a specific

subset of participants as well

as not necessarily sharing all

key characteristics of the

general reference population

3. Risk Assessment

F) Please input the selected reference population.

| d
—

LGidetEProduct indicated in the treatment of a rare disease/condition?

H) Were special populations involved in the trials?

(" No

‘ Please describe the characteristics of the special population(s) below. ‘

1) Please input initial risk of reidentification. I |

J) Please input target risk threshold. | |

K) Please input residual risk. I |

L) Did some of the above indirect identifiers require consideration due to the sensitivity of the information?

(" Yes
(" No

M) In the space below, provide a clear and concise explanation for why the selected methodology (qualitative or quantitative)
was used. Please also provide an explanation regarding the limitations of the approach.

@ EUROPEAN MEDICAL WERITERS ASSOCIATION

population determines
the total patient group
size and the level of
anonymisation that is
necessary to reduce the
risk of patient re-
identification. (Pull down
menu selection)

Rare disease: a life-threatening, seriously
debilitating or serious and chronic condition
affecting a small number of patients.

The definitions of a rare disease in Canada
and the EU both indicate a prevalence of
fewer than 5 in 10,000 persons.

Input the initial risk of
reidentification
approximated. In
general, a qualitative
value such as high,
moderate, low can be
included, as applicable.
For quantitative
approaches, maximum
risk observed prior to
anonymisation should be
provided, as applicable.



3. Risk Assessment Guidance

. Template Instructions: . Instruction sheet further
“Section M: In the space below, guidance:
provide a clear and concise “Provide greater context on chosen

: anonymisation techniques (i.e
explanation for why the selected redaction, transformation, recoding

methodology (qualitative or etc.) with reference to the different
quantitative) was used. Please also sections of the clinical documents (i.e.
provide an explanation regarding demographic tables, summaries,

narratives etc.) and why that specific
approach was deemed the most
suitable with respect to the risk
assessment conducted as well as the
technical means available”

the limitations of the approach”
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Real-life Example EMA Policy
0070: Voydeya

Presenter:
Raquel Billiones, PhD

Alexion (AstraZeneca Rare Disease Unit)
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Voydeya information presented here are available in the public domain under

Home - Clinical Data Publication - clinicaldata.ema.europa.eu

EUROPEAN MEDICINES AGENCY

Clinical data

Home Find Clinical Data v About v

Online access to clinical data for medicinal products
for human use

Views and opinions are those of the presenter and do not
necessarily reflect those of EMWA or Alexion
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https://clinicaldata.ema.europa.eu/web/cdp

Real-life Example EMA Policy 0070: Voydeya

e Danicopan, a small molecule, oral
] * Initial MAA
* New chemical entit
@ Y
* Orphan drug designation

Search - Clinical Data Publication - clinicaldata.ema.europa.eu

Active MAH Product Publication Procedure
O Name substance Name Status Date Y Type
. Initial
: Alexion : :
O Voydeya Danicopan oD Authorised 26/06/2024 Marketing v

Authorisation

Showing 1 to 1 of 1 entries Previous Next

@ EUROPEAN MEDICAL WERITERS ASSOCIATION

Product name

Voydeya

MAH
Alexion Europe

Active substance

Danicopan

ATC code
LO4AJ0O9

Number of Documents

160

Procedure type
Initial Marketing Authorisation

Publication year

2024

Product Status
Authorised

Type
O

Article 58
No

EMA procedure number

EMEA/H/C/005517/0000 @b
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https://clinicaldata.ema.europa.eu/web/cdp/search?p_p_id=cdpadvancedsearchportlet_WAR_cdpadvancedsearchportlet&p_p_lifecycle=1&p_p_state=normal&p_p_mode=view&_cdpadvancedsearchportlet_WAR_cdpadvancedsearchportlet_action=searchKeywordsAndMeta&p_auth=HC1aAZ7G

Challenges

P e 25 clinical studies
\\\\\ * 160 documents in scope
= * Anonymisation for PPD only; no CCl

* Crossfunctional endeavour

A * Indicated for paroxysmal nocturnal hemoglobinuria, a rare
disease
* Small number of patients in many sites and countries
* Finding the balance between personal data protection and
data utility
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Voydeya Timeline for EMA Policy 0070

l A \ Minor questions
regarding PPD

Procedure Day 181 to 30 days post-CHMP

MAA Invitation Informal CHMP Redaction Redaction Redaction
e Opini proposal K EC K
procedure letter clarification pmion package iy package
. ackage : decision .
Day 120 for EMA meeting packag validated published
P0O070 with EMA submitted  within 10 in EMA
Redaction package days cI|n|c§I
preparation website
Nov 23 to Mar 24
No CCl max 84 days publication review }
@ EUROPEAN MEDICAL WRITERS ASSOCIATION Publication Y Expected: 120 days
day O post-CHMP

©

e

e
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Redaction Package Preparation

* |dentify documents that are in scope

* Risk assessment and methodology decision
* Anonymisation

* Prepare anonymisation report

@ EUROPEAN MEDICAL WRITERS ASSOCIATION

Mod 2.5
Mod 2.7.1,2.7.2,2.7.3,2.7.4
Mod 5.0
» All CSRs and selected Appendices
Section 14 Tables & Figures

Section 14.3.3 Narratives
Section 16.1.1 Protocol +Amendments
Section 16.1.2 Sample CRF
Section 16.1.9 SAP
 Mod 5.3.5.3 ISS Outputs
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Identify data

variables

A\ 4 \ 4

Dirc‘ah mrect

IDs IDs

Algorithms,

Risk assessment

Tools

——

Decision on
methodology

\ 4

DEIE! -
Utility

Quantitative Qualitative >

@ EUROPEAN MEDICAL WERITERS ASSOCIATION

D

Sample size
ata characteristics

Potential
adversaries/
attacks

Linkability
Singling Out
Inference
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Quantitative Qualitative

1.0 Risk for re-ID Max

anonymisation

Data

Utility

Prespecified
_ threshold
for residual
risk

0.0 None
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Common anonymisation techniques
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Voydeya Anonymisation Report

EMA - Health Canada Common Template

1. Anonymisation Methodology

2. Identification of Data Variables
2.1 Direct Identifiers
2.2 Indirect Identifiers

3. Risk Assessment

4. Data Utility

5. Deviations
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1. Anonymisation I\/Iethodology

=
o

|A..] Are there any indirect identifiers present within the clinical information package? .

T

A

I"

" Yes -

4
o

T Quantitative _QQ" <P
& Both R .

|[h‘ Both] Please list the studies within the mmm@mmmmmmam qruantita tively amomymmised
studies [or docurments. )

ACH4T1-001 - Quantitative - PoSA=0067 _,SS*
ACH4T1-002 - Quantitative - PoSA=0.091 i
ACHAT 1-005 - Qualitative el
ACH4T 1-006 - Quantitative - PoSA=0.083 W
ACH4T1-009 - Quantitative - PoSA=0.063 o
ACHAT1-010 - Quantitative - PoSA=00F7 -’
ACH4T1-011 - Quantitative - PoSA=0.071 Wy
ACHA471-012 - Quantitative - PoSA=0D63 ™
ACHAT1-013 - Quantitative - PoSA=0.091 5~
ACHA4T1-014 - Quantitative - PoSA=0.0FP
ACHAT1-016 - Quantitative - PoSA={IF91
ACH471-017 - Quantitative - PoSA=H091
ALXN2040-HV-101 - Qualitative,
ALNMZ040-HY-102 - Quantitative - PoSA=0.053
ALXM2040-HV-119 - Quangifdtive - PoSA=0.091
ALNMNZ040-PHNH-301 - itative - PoSA=0.077
ACHAT1-100 - Qualitats

ACHA71-101 - Quaniitative - PoSA=0.083
ACHAT1-102 - Quiiitative

ACH4T1-103 - Ohalitative

ACHAT1-20 15 Oualitative

ACHAT1-204 - Quantitative - PoSA=0077

ACH4 05 - Quantitative - PoSA=0.091

ALYM 20-001 3 - Qualitative

PR-0025 - Dualitatiee

PR-00328 - Dualitative

Clinical-owerview - Chualitative

@ EUROPEAM MEDICAL WRITERS ASSOCIATION * PoSA = possibility of suspected attack

e 25 clinical studies

 Sample size range: 8 to 84

* Both quantitative and
qualitative risk
assessments

* Preserve data utility

Phase 3 study
=84
PoSA = 0.077

Phase 2 study
N=10

oe
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ldentification of Data Variables

2.1 Direct Identifiers

D) In the table below, please list the direct identifiers present in the clinical information package. (}nly mclud identifiers that are
present in the document package.

* Retained

Participant/ . .

Her e Anonymisation Comments ° Names Of Pl and Sponsor in
Participant/Subject ID Participant Yes (Recoded) _ CS RS

Ex&eption:redacted in documents containing ¢ Corporate addresses &
Participant/Subject ID Participant Yes (Redacted) =y pooled study data (Module 2, ISE, IS5, :
— |[PMX-0025, PMX-0038) ContaCt dEtaIIS
Handwritten Text Personnel Yes (Reda ct_'éd'}l
—_— :  Recoded/Transformed
Name/Initials/Signature Personnel ~Ho (Fietained) Speclﬁccil:oi_;e?orporate office (L, not related P t + |D
Ry to an individual) ° atien
Name/Initials/Signature Personnel I Yes (Redacted) Specific to an individual
" " °
Contact Details (Email, Phone & Fax) Personnel X Yes (Redacted) Specific to an individual Redacted
: . . .
e Exceptions: Sponsor Signatory and Principal Names’ Slgnature (WEt Ink’
Contact Details (Email, Phone & Fax) Personmel Yes (Redacted) Investigator have been retained in the Clinical eS|g |P addreSS)
Study Reports only. c / g s of
~ v [ J

Other Direct Identifier pefsonnel Yes (Redacted) Egg:les;?n Envelope Identification number, IP ontact detalls of an

: individual

@ EUROPEAN MEDICAL WRITERS ASSOCIATION REFERENCE
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2. ldentification of Data Variables

1

Participant/-

Personnelx

Anonymisationx

Commentsx

Demographics - Sex/Gendert Participantd Yes (Redacted)d
& i ACHA471-002, ACH471-005, ACH47 1-006,0
Demographics - Sex/Gendert Participantd No (Retained)d ACH471-010, ACH471-012, ACH471-017, -
ALXN2040-PNH-301H
Demographics - Ethnicityd Participantd Yes(Redacted)d
. . . . ACH471-101z
Demographics - Ethnicityd Participanti No {Retained)d
) o ) Age group bands were utilized
Demographics - Ageld Participantd Yes(Generalized)d
. . ALXIN2040-HV-101, ACH471-005, ACH47 1-
Demographics - Aged Participantid Yes(Redacted)! || 00 A cH471-103. ACHA71-201 1
Module 2 documents, 1SE, 155, PMX-0025, -
PMX-00382
i8]
Demographics - Raced Participantd Yes(Redacted)d
) o ACH471-001: White was kept, all other low -
Demographics - Racent Participantd Yes (Other)H krequency races were redacted
. . . ALKN2040-HV-101, ALXN2040-HV- 113z
Demographics - Raced Participantd MNo (Retained)d
i8]
Demographics - BMId Participantf Yes (Redacted)
I
Demographics - Heightd Participantid Yes (Redacted)d
I
Demographics - Body Weighti Participantid Yes (Redacted)d

@ EUROPEAN MEDICAL WERITERS ASSOCIATION

Sex/Gender

* Redacted by default

* Retained in Phase 1 study (all
males), study with n > 80

Age
* Generalised (age groups)
* Redacted in studies with outliers

Race/Ethnicity

* Redacted

* Retained in single race study

* Kept “White”, redacted minority
groups or recoded as “other”

Singling out or

uniqueness @@

REFERENCE
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2. ldentification of Data Variables

2.2 Indirect Identifiers

Participant/

Personnel

Comments

(=]
Adverse Event Terms Participants Mo [Rewined)
[+] Excaptions: tarms within 2 rare diseass popubtion that zrs
= Adverse Event Termms Participants Tes (Redacted) identified as visbly identfizble. rare. newsworthy, orhas a
Negative a550CEHoN.
Records - Madicl Participant Mo (Regined)
History
Exceptions: terms identified as visibly
identifizble. rare. newsworthy, have a negative assocition,
Fecords - Madicl History Participant Tas (Redaced) or disclose the sex of the partdpant in 2 study where sex
is redacted.
Records - Concomiant Participant Mo [Rewined)
Medications
Exceptions: when medications are linked
with rare and’or sensitive information, or have a negative
associztion, which could result in harm to the participant in
Records - Concomitznt Participant Yes (Redactad) the cse of suwessful re-identifiation. Abo redacted when
Madications it would dischcse the sex of the participant in a study
wivere sex iz redaciad.
I.r':lll\-'ullh—'l = Lty !TEEEI. 1 a1 I-LEIII. 1 =3 VeI L
|
Date/Day - Reltve Day Fartcipant Mo [Rezined)
Date/Day - Calendar Date Participant ez (Offset) Spedific to 2 participant
Exraption: redacted in documeants
] Date/Diay - Calendar Data Participant ez (Redacted) conzining pooled study dz@ (Module 2
documents, |SE 155, PMX-D025, PMXAD03E)

@ EUROPEAN MEDICAL WERITERS ASSOCIATION

Adverse events / medical history

Retained
Redacted if “sensitive”

Concomitant medications
* Retained
* Redacted if “sensitive”
 Redacted if info is inferential
 Conmeds that “give
away” sex, geographic
location

Dates
* Retained if relative day (eg, Study Day 1)
e Redacted / Transformed if calendar date

Qe
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2. ldentification of Data Variables (Examples not
from Voydeya)

Linkability of Health dataset Voting dataset
different
variables Diagnosis _Ethnicity Name
Procedure Birthdate Address
Visit Date FerElar Registration
Medication Zip code date

Last voting date
Party affiliation

Sweeney, 1979 on linkage

@ EUROPEAN MEDICAL WERITERS ASSOCIATION CREFERENCE
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3. Risk Assessment

3. Risk Assessment

F) Please input the selected reference population. ) GC‘M

|5tudy participants enralled in each individual CTs in this submission Ké" |

G) Is this product indicated in the treatment of a rare disease/condition? 6\1‘@-"

@ Yes Qb“

‘::mmwmmm < | Sensitive information (redacted)

o mQ{s“'“ AEs, medical history terms, and concomitant medication which are

| ¢ unique in the population

=
‘Please describe the characteristics of the special population(s) belew. nv;::

|Pmolderpopulatinnwasincluded;forinsmnoe.inthphﬁei@gyﬁﬂ2m-PNH-3m.mrlSﬂaonarienrsweteagedGS-Ed-. o ra re disease diagnOSiS (Other than the indication)
1) Please input initial risk of reidentification. |I and I&Iﬁj{\g}ﬂ | ° newswo rt h y

J) Please input target risk threshold. |0.Ef§"| ?E'Law . . .
== * havea negatlve assoclation
K) Please input residual risk. |Sqét||:ln 1.B states the quantitative results; Low for qualitative studies |

ey

)
L) Did some of the above indirect identiﬁerquuirecunsideratiun due to the sensitivity of the information?

$

)
o
&

® Yes
C Mo -

“;'\.
Please list the categories of identifigrs which were deemed sensitive by the applicant.

Those identifiers assessed as sepéitive as per the gualitative approach and related to study participants were redacted. These included: o (oo
adverse event terms, rnedimlt&tury terms, and concomitant medication. This sensitive information (e.g., adverse event that was unigue I d e nt Ifl e d by t h e
in population at large, or a fgre diszase diagnosis) was qualitatively assessed by experts and redacted only when the risk of re-
identification was high ac$hese identifiers were visibly identifiable, rare, newsworthy, or have a negative association, which could result ' ' '
in harm to the partici@in the case of successful re-identification. Redactions were also implemented for terms that indicated the sex S Oftwa re Uy
of the participant vﬂ@en sex was redacted in that study. Lastly, redactions wers implemented for sensitive terms, which occurred
infrequently. &
.r\\

>
Where acor@a'unitant medication was linked with such a rare and/or sensitive information, or indicated the sex of the participant when
sEx Was re d in that study, the concomitant medication was also redacted. This also occurred infrequently.

&
Faw

ge
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4. Data Utility

4
N) List the variables with the highest data utility (up to five). |Gender, age, adverse events, medical history \(\Q} ‘

- " . © —
0) How was data utility loss mitigated for these variables? ‘OQ Gender

Alexion utilized a validated software to measure risk and anonymize the clinical documents for this submission’\.\f?he software

calculates a re-identification risk value for each participant enrolled in the clinical trial based on K-anonymit:,&,/bAIexion Age Data W|th h | g hest ut' | |ty
S

thoroughly considered the balance of data utility and privacy when applying the anonymization method tg*this submission.

Data utility was maximized by including a quantitative risk assessment, appropriate reference populatids selection, and the AES Retal n ed Or ban d ed

anonymization of personal data using randomization and offsetting. When the risk assessment did né® allow the application of

specific anonymization methods due to the limitation of the sample size of the study, redaction v@?applled to protect M ed ica I h i sto ry

participant privacy. Summary information included in this submission was retained. Q;\_ —

Therefore, where possible (i.e., in quantitatively-assessed studies), age was banded and gentler was retained. Adverse events

were a priority for retention as was medical history; both were qualitatively assessed by.e%perts and retained except in unique

instances where the term was assessed to be a high-risk identifier (i.e., visibly identifialiig, rare, newsworthy, or has a negative

association), or the term indicated the sex of the participant when sex was redacted:m that study. All adverse events were

retained on the summary level. Q

o)

P) Have aggregate tables been appropriately retained? QQ\

- 1%

(® Yes ?/\) -\O{‘\ .

C No N Exceptions are
sensitive data and
outliers

EUROPEAMN MEDICAL WRITERS ASSQCIATION : e
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Narrative #

.
§ . @
Sarame sl s used in lieu
Pﬂl'ﬁ(‘,‘:llpﬂllt D B5093-663 < 0 : .
—— 25 of patient ID
Narrative O Death 17 SAE ¥ Discontinuation due to AE ¥ AE afSpeclallntere:st@\
Typeiz) O Presnancy
Demography ¢ years/Female 'TPD
(Age/Sex/Race) &
Treatment TP1: danicopan 130 mg tid i‘_-;5,.{“ Age band, sex
Assignment and | TP2: dani 150 mg tid 7 :
Dose copen ime N retained, race
C5i background | Bavulizurasb TV 3300 mg (TP1 znd TP2) N redacted
therapy ?
Status at Data TP2 -p':'
Cutoff N
Preferred Term | Omset Day | Seriousness Status of .@fent." Relationship | Action
(Verbatim D@ to Study Taken with
Term) Intervention | Study
q” as Intervention
& -::*’ Determined
E-‘} .(:xc hT
= oxp '}
{5\@ ] Investigator
Hepatic enzyme (| Study ‘I-:rnseH{ug‘\}" Not recovered Mot | Related Drug
mereazed Day 43 & rezolved’ withdrawn .
(elevated liver | (TP} < 6“‘?_ NA Recoded: Study
enzymes) A Day in lieu of
Abbreviations: AE = adverse event? C51 = complement component 3 imhubitor (eculizumab or calendar date

ravulizumab); ID =

identificatitm mumber; TV = infravenous; NA = not applicable; SAE = serious
adverse event; id = 3 tm-g;ﬁ’a day; TP1 = Treatment Period 1; TP2 = Treatment Period 2

The participant was di osed with PNH § | 2005 | The participant Tecesvad the Generalised: Year ) o
blinded stedy intervéption (danicopan) on Smdj' Dazy 1[TP1). The participant completed . Proactive anonymisation
and did not complefe TP, instead of calendar

rear of onset'vear of resolution) included: eytomegalovirus test positive
(unknown/ unknown/ongoing). cerebral venous sinus
thmmbcsﬁ 2008/ unh:tmn] and asthenia (2021/2021).
Cﬂﬂl:laihﬂtaﬂt medications on|Study Day 1 fincluded: folic acid, acenocoumarol, omeprazole,
ci oxacin, vitamin B12 NOS (not otherwise specified), and meropenem.
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Sensitive data
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Anonymisation (Dummy data, not from Voydeya)

ID# |Initials Location” Age (Y) Gender Race History
001 JP Zurich 30 Female |White Cancer
002 AM London 24 Female |White Viral infection
003 RB Copenhagen 28 Female [Black B
Cardiovascula
Before 004 JM Manchester 21 Male Asian r
005 TR Amsterdam 24 Female [Native Am Heart-related
006 SB Geneva 23 Male W hite TB
007 ST Berlin 19 Male W hite Cancer
Cardiovascula
008 Zurich 29 Male W hite r
[ Generalsaion § e ja
mdD# | hﬂltlaISILnnrlﬂchatlon Agg (Y) VSRNJEer |otheRace  Niral iftSEARA
185 PPD  [Swiizerland 20 <Age £30 Female hite Cancer
After 281 PPD UK 20 < Age < 30 Female [White Viral infection
383 PPD |[Denmark 20 < Age < 30 Female |[Other TB
427 PPD UK 20 < Age < 30 Male Other Cardiovascular
587 PPD Netherlands 20 < Age < 30 Female |Other Heart-related
651 PPD |Switzerland 20 < Age < 30 Male W hite TB
725 PPD |Germany Age < 20 Male W hite Cancer
155 PPD  |Switzerland 20 < Age < 30 Male W hite Cardiovascular
823 PPD |Germany Age < 20 Male Other Cardiovascular
250 PPD |UK Age < 20 Male Other Viral infection @@
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Medical Writing Learnings

Phase 3 CSR was written with disclosure & data protection in
mind (proactive anonymisation)

* No CCI
* No patient ID, demographics were used in the CSR body.

* Direct and indirect IDs only used in Section 14.3.3
Narratives

* CSR body required very minimal redaction. " Data
Data Utility

Protection
Additional reactive anonymisation

* Patient IDs were recoded.
* Age was banded.

* Redaction was limited to information that are unique,
sensitive, inferential.

Similar approach in Clinical Modules

@ EUROPEAN MEDICAL WRITERS ASSOCIATION



A big thank you to the cross-functional team
who developed the Voydeya disclosure
package

* CT Transparency

* Medical Writing

* Regulatory Affairs
* Biostatistics

* Legal Counsel
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