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Disclaimer

The views and opinions expressed in
the following PowerPoint slides are
those of the individual presenter and
should not be attributed to DIA, its
directors, officers, employees,
volunteers, members, chapters,
councils, Communities or affiliates.




The Value and Cost of Clinical Trial Transparency.

'AV‘ Considering Anonymization beyond the technical controls when sharing
&  |ndividual patient level data.

n= The human perspective of clinical trial transparency and privacy.

7/* Clinical Trial Transparency Value Today.



Clinical Trial Transparency Regulations, Policies, and
best practices have multiplied over the last decade

Principles for Vivli launches

Responsible Data GDPR live EU CTIS is live
Sharing ICMJE Data Sharing Patient Lay ERIDE EpEEee]
. Ben Goldacre Bad EMA Policy 0070 statement Summaries now EU CTIS transition
EUDRACT Live Pharma Book goes live requirements required required

B e T T

Launch CSDR Data Portal FDAAA Final Rule HC PRCI Phase 1 NIH Data Sharing
ClinicalTrials.Gov and SAS MSE tools goes live, extending live and scope Policy
hit the market CTT regs grows yearly

EUDRACT not
required for new
studies



The Clinical Trial Transparency regulations and best
practices include many public disclosure points.
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The number of disclosure channels to meet

regulations and best practices continues t

World Health

National Library of Medicine

National Center for Biotechn y Information org anization
The registries thg
[ ] L ]
Australian New Zealand Clinical Trials Registry (ANZCTR) Profile (updated on 01-11-2022)  Website
.« . . Braziian Clnical Trials Registry (ReBe<) Profie Website
ClinicalTrials.gov
Clnial Research Information Service CRIS), Republic of Korea  Profile Website
Chnical Trias Registry - India (CTRI) Profle (updated 0n 27:092023)  Website
e e RO - o o Cuban Public Registry of Clinical Trlals(RPCEC) Profile (updated on 17-03:2023)  Website
- - “ enOa EU Clinical Trials Register (EU-CTR) Profile (updated on 27-01-2023) Website
Secon d ar Registries ranian Registry of Cliical Trials (1RCT) Profile (updated on 19:022023)  Website
7 w0 gy
ISRCTN Profie (updated on 04-11-2022)  Website
resea rch usi ng Red a Cted International Traditional Medicine Clinical Trial Registry (TMCTR)  Profile (updated on 2903:2022)  Website
CI i n ica I Data DOCS Tec h Lebanese Clinical Trials Registry (LBCTR) Profile Website
’
Thai Clnical Trias Registry (TCTR) Profe Websie
- . - Pan Afrcan ClincalTrial Registy (PACTR) Profie website
Sets Results Clinical trials in the European Union oo
Peruvian Cinical Trial Registry (REPEC) Profie (updated on 1002:2023)  Website
e Ares (8 S Lanka Clinical Trials Registry (SLCTR) Profile (updated on 07-07-2023)  Website
£ -
ios
Anonymized/ Patient Lay 2

O Giinicai data Redacted CSRs Summaries

| Online access to clinical data for medicinal products
for human use

| TRIAL SUMMARIES

CITELINE REGULATORY

I * Government  Gouvernement
of Canada du Canada

L= -

Home > Health > Drug and health products
> Drug_and health product review and approval

e

Study of AZD0466 monotherapy or in combination in patients with advanced
haematological malignancies

A .... How much of this is generating value for public health? page 7



What Is the value of Clinical Trial Transparency?

RESEARCH ACCESS: Ensure access and dissemination to clinical research globally.

ENHANCE PUBLIC HEALTH OUTCOMES: Transparency demonstrates a commitment to science
and the health of the public, reducing repeat research and enabling more research findings.

PATIENT CENTRICITY: Safe data sharing respects the patients’ valuable contribution to science by
enabling the data gathered for a single study to be reused to supports additional research.

JOURNAL PUBLICATIONS: Data sharing or data access is increasingly required to publish in high
profile scientific journals.

FOSTER TRUST: Surveys report that the Pharmaceutical industry is trusted less then tobacco
companies. Transparency enhances trust in clinical research and the medicines available to
patients.

SUPPORT EQUITY: Through transparency sponsors demonstrate they engage diverse groups and
evaluate treatment across diverse populations.

REDUCE WASTE: Eliminate the need to re-run the same trials saves money and allows focus on
answer subsequent research questions.

DIA Page 8



| asked a group of Transparency Professions @CTT

DIA 2024...

What is the
value of
transparency?

Sharing research results Ethical

Openness

Useful information Treatments to patients

irustamongst pis individual power  Understanding ~ Clsrity

Saving lives yay Clarity ——
Understandable  Patients Information
Trust
Reuse Reciprocity
Access ;
Data sharing Wauality
Public Trust

High
: getting research and it's results out to the world

) Inform decision
Trustworthiness

Immeasurable S .
Sharing information  Increase trust

slido



Then | asked the same group of experts.....

What is the cost
of clinical trial
transparency?

Losing competitive edge
$1billion

]
Priority Higher drug costs

Mistrust reputation

Still figuring out

— Billions
Loss of innovation Trust —
Resources People
Lives Reputation Time $$$5$ Fatigue
]
secrets e .
Extreme Stress Money Difficult deadlines
[ ] CE—
a lot of mone :
Confidential o anoney Penalties

Regulatory intelligence
Competitive intelligence

Heavy workload



Secondary
research using
Clinical Data
Sets

Registries,
Redacted
Docs, Tech
Results

Anonymized/
Redacted CSRs

Patient Lay
Summaries

Ask your Transparency Team.
They will tell you.



Be Purposeful
with your policies
and processes!
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To share data or documents,

sponsors must first
anonymize them.

Secondary
research using
Clinical Data
Sets

Anonymized/
Redacted CSRs



Anonymization is contextual. It is more then how you transform data.

* How is the data
Anonymized?

 Measured risk or
not?

* |s all data
accounted for in
the risk
measurement
such as adverse
events and
medical history?

 Environment
secure,
monitored, etc.?

e Can data be
combined with
other data?

* Are users
traceable?

* Are users named?

* Are users legally
liable to protect
privacy?

* Are users held
accountable with
legal
consequence?

* How long do they
have access to
the data?
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DI/\ Which controls are stronger when Sponsor Clinical Trial Documents
: are published on the portal?
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"The Mosaic Theory”

“The “mosaic theory” describes a basic precept of intelligence gathering: Disparate items of information, though
individually of limited or no utility to their possessor, can take on added significance when combined with other items of

information. Combining the items illuminates their interrelationships and breeds analytic synergies, so that the resulting
mosaic of information is worth more than the sum of its parts. “

THE YALE LAW JOURNAL 115:628 200§

It requires little reflection to understand that the business of foreign

| intelligence gathering in this age of computer technology is more akin to the
construction of a mosaic than it is to the management of a cloak and dagger
affair. Thousands of bits and pieces of seemingly innocuous information can
be analyzed and fitted into place to reveal with startling clarity how the unseen
whole must operate.’

DI/\ Reference: https://www.yalelawjournal.org/pdf/358 fto38tb4.pdf
A
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Technology and Data Access
continue to grow at lightening pace

» More and more disclosures of the same patient data in different formats globally

* CSRs published at multiple data cut offs, scientific publications, clinical trial registries, safety data reporting, etc.

» Patients publishing their own data on social media, not understanding it can be used to match locations and
treatments in clinical trial datasets

» Public nonclinical sources, such as news reports and police reports make accessing anything unique or
noteworthy easy

» Data marts are growing

* Adata martis a subject-oriented database containing transactional data (rows and columns), which makes it easy
to access, organize, and understand. It contains historical data brought together used to understand trends.

» Large Language Models make combination of data much easier
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The human perspective

Can a real person
be identified with

”Reidentification" refers to the process of taking de-identified personal information and using it to identify an individual.

This can happen by combining the de-identified data with other available information, potentially allowing someone to be

”anonymized" (o] 8 recognized even if direct identifiers like names were removed initially.

"de-identified” This can be the result of combining seemingly anonymous data through various methods like cross-referencing with other

data? datasets.
Yes, potentially.

What does the

average person Re-identifying individuals can have adverse impacts on human lives. For example:
have to lose if the If a participant's name or address is matched to research data, their landlord may refuse to renew their lease based on concerns
public can identify for health and longevity

them in their The information might negatively impact an employment or health insurance decision.

Individuals face invasion of privacy by an acquaintance or stranger.

personal health
data?

It depends, but it could

be a lot for some.




Is It really that personal?
Consider Patient Narratives in Clinical study reports

A Patient narrative:

* A detailed story of what happened
in a clinical study for one real
person.

* It includes sensitive details of
medical history, medical

treatments, and medical outcomes.

* Written for patients with notably
unique experiences in a trial —
adverse events, deaths,
pregnancies, unique outcomes.

* Most challenging to anonymize.

DIA

Participant ID: PPD

Reason for Narrative: Pregnancy

Subject experienced a treatment emergent AE of moderate pain at the site of the injection
after receiving the second injection on Day 10. The pain lasted about half an hour. The
investigator considered the AE mild and related to the study drug.

Subject experienced another treatment emergent AE of chlamydia on Day 23. The
investigator considered this AE to be mild and unrelated to the study drug. The subject was
diagnosed as pregnant on Day 23 and the site was notified.

Subject experienced treatment emergent AEs of pelvic pain and vaginal hemorrhage on
Day 26. Three hours later, the subject had a treatment emergent AE of threatened abortion.
All adverse events experienced on Day 26 were treated and resolved. The investigator
considered them not to be study drug related.

The blind was broken on Day 30 due to pregnancy. Subject had been receiving study drug.
The decision was made to leave the study and stop any further exposure to the study drug
due to preghancy.

Subject was treated by primary care physician for pregnancy. The pregnancy resulted in a
healthy baby1 PPD |on | PPD at| ppp veeks. The baby had an Apgar score of 7 at minute 1
post-delivery. Baby was born with PPD |No further details are available about the
baby or mother.

e 20



Have we askec
patients how they feel
about having their
medical history,
medical treatments
and medical outcomes
published?




Informed Consent is required for every clinical trial

Sponsors promise patients to protect their privacy when they agree to participate in a clinical trial.

Confidentiality

With this research, something out of the ordinary is being done in your community. It is possible that if
others in the community are aware that you are participating, they may ask you questions. We will not be
Example: sharing the identity of those participating in the research.

W.H.O Tem pI ate The information that we collect from this research project will be kept confidential. Information about
and Clinicaltrials.gov you that will be collected during the research will be put away and no-one but the researchers will be able
to see it. Any information about you will have a number on it instead of your name. Only the researchers
sample ICF will know what your number is and we will lock that information up with a lock and key. It will not be
shared with or given to anyone except| PPD | who will have access to the
information, such as research sponsors, DSMB board, your clinician, etc].)

Patient trust is critical to enable clinical research to continue.

DIA




Personal Privacy and Information
Access are a balancing act.

HJ Heinz Co of Canada Ltd v. Canada 2006

The Supreme Court of Canada’s leading
decision on Privacy and Access to Information
makes it clear that Privacy is the top priority.

» “ltis apparent from the scheme and the legislative histories of the Access Act and the
Privacy Act that the combined purpose of the two statutes is to strike a careful balance
between privacy rights and the right of access to information. However, within this
balanced scheme, the Acts afford greater protection to personal information.*

» “in a situation involving personal information about an individual, the right to privacy is
paramount over the right of access to information...".[3]

» These statements were made about the interplay between the Privacy Act and the
Access to Information Act in the decision document.

» The same principles should apply to clinical patient data in the Public Release of Clinical
Information.
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ere’s a lot of Transparency happening.
hat Is creating the most value for patients and the public?

Secondary Registries,
research using Redacted
Clinical Data Docs, Tech ¢
Sets Results

Anonymized/

Patient Lay W e
Redacted CSRs :

Summaries

This is a great discussion
topic for policy and strategy.



Purposeful Clinical Trial Transparency delivers value to

the health care ecosystem and manages costs.

Trust Time
Patients Money
Saving People

Lives CCl

—



Overview of this study

Why was the research needed? P I 1 L
O\ Researchers are looking for a better way to treat migraine. Before a drug is a I n a n g u a g e
®
Summaries

available for all patients, researchers do clinical studies to find out how it works
and how safe it is.

What treatments did the participants receive?

The participants in this study received LY3451838 or a placebo. A placebo looks
like a drug but does not have any drug in it.

What were the results of this study?

The main question the researchers wanted to answer in this study was:

* Did LY3451838 reduce the number of days participants had
migraine headaches?

No. Overall, the researchers found that the participants who received
LY3451838 had about the same number of migraine headache days
compared to those who received the placebo.

More details about the results of this study are included later in this summary.

What medical problems did the doctors report as
possibly related to the study treatment?

There were 2.6% of participants who had medical problems that the study
doctors reported as possibly being related to the study treatment. This was
1 out of 38 participants.

More details about the medical problems from this study are included later in
this summary.




Scientific Publications provide Clinical StUdy Data

valuable insights learned from clinical

research to further healthcare Set S h ad ri n g

What is available | Scientific Output

Vivli 7,500 datasets; 4.1 M 329 Publications, 1014
patients citations
1,172 data requests*

CSDR 757 proposals* 129 Publications

YODA 435 data requests* 105 Data Published

DataSphere 205 datasets; 260,000 135 Peer Reviewed
patients Publications

Stats from 2024 as published on sites




Clinical Study
Full Clinical Study Reports Re po rts

/ Study design and
conduct information

A

Use Aggregated Data to author Plain Language Summaries

Sharing Patient level data in controlled environments with
qualified researchers committed to ensuring data privacy.




CONCLUSIONS

How do we drive
value with clinical
trial transparency?

Purposeful transparency is the target; focus on the value-
add activities, making the most of limited and valuable
resources.

Clinical Study Report body provides transparency of the
research approach, design, etc. and can be safely shared
whilst protecting patient privacy.

Sharing data sets (IPLD) with qualified researchers in
controlled environments which include strong contract and
security controls drives value for public health.

Plain language summaries of clinical trials benefit the
public and patients, serving as an easy-to-understand
summary of the clinical research.

Compliant and timely study registrations bring trust to the
ecosystem.



Questions?
B
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