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Focus of the presentation

FARMACOLOGICHE
MARIO NEGRI - IRCCS

This will not be a technical presentation but rather an inspirational lecture on why clinical
trial data sharing and research transparency matter for everyone involved in evidence-
based decision-making, from researchers to policymakers and healthcare professionals.

Your PhD work is therefore highly valuable, as it contributes to improving the quality of
health decisions.
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The Institute of Medicine’s 2015 report
on transparency in clinical research

Strengths and limitations

Rita Banzi, Mario Negri Institute, Milan, Italy
rita.banzi@marionegri.it
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Trondheim, Norway

Sharing Clinical Trial Data

MAXIMIZING BENEFITS, MINIMIZING RISK

INSTITUTE OF MEDICINE

NAL ACADEMES
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A couple of weeks ago s
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International Clinical Trials Day (ICTD) 2026 |  Advanced Therapy Medicinal Products
(ATMPs)—such as gene therapies, cell
therapies, and tissue-engineered products—
ICTD(”’ID Elecrin SZECRIN pOSe Cha”engeS fOI'

zzzzzzz

Stronger Together: Advanced Therapy Clinical Trials Without Borders

Stronger Together: Advanced Therapy
Clinical Trials Without Borders

= Development

REGISTER NOW - LIC?nSIng
= Reimbursement

20 May, 2026
‘mpire Hall, Slovansky diim
f’ra:ue,l-(l:zeci Republic C a I I fo r

radical transparency
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Health decision-makers
are blind to the totality of
evidence...

a priori
protocol

C) l SHARE-CTD Doshi BMJ 2013
Cooperate to share and gain



...and only see the bright
side of the moon

() Cochrane
x/o# Library

Cochrane Database of Systematic Reviews

Time to publication for results of clinical trials (Review)

Showell MG, Cole S, Clarke MJ, DeVito NJ, Farquhar C, Jordan V

Summary of findings 1. Summary of findings: publication and time to publication of clinical trials

Population: observational studies that followed a cohort of interventional clinical trials

Settings: trial registries, ethics committees, funding organisations, protocol databases

Intervention: publication

Comparison: no publication

Outcomes Anticipated absolute and Number of studies Comments
relative effects (95% Cl,
IQR, SD)
Publication! The prevalence of publica- 203 Only just over half of all clinical trials included in
tion was 0.53 (95% Cl 0.51 to this review have been published.
0.56).
Time to publication
Time from enrolment of  The median (IQR) of the me- 10 The median time to publication from enrolment
first participant dians was of the first participant was on average 4.8 years.
57.2 months (IQR 52.2).
Time from completion The median (IQR) of the me- 54 The median time to publication from completion

of the trial2

Effect of positive re-
sults on publication

dians was

25.6 months (IQR 11.6).

OR2.69 {95% Cl 2,02 to 3.60)

of the trial was on average 2.1 years.

Trials with positive results were more likely to be
published than trials with negative or null results.

Effect of positive re-
sults on time to publi-
cation?

Adjusted HR 1.92 (95% CI
1.51to 2.45)

Trials with positive results were published in less
time than trials with negative or null results; on
average, 2 and 2.6 years {median), respectively.

Showell Cochrane Database of Systematic Reviews 2024
(update of Hopewell 2009)

SHARE-CTD
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Effect of large sample  OR 1.92 (95% Cl 1.33 to 2.77) 11 Trials with large sample sizes were more likely to
size on publication be published than trials with small sample sizes.
Effect of large sample  Adjusted HR 1.41 (95% CI T Trials with large sample sizes were published in
size on time to publi- 1.18to 1.68) less time than trials with small sample sizes.
cation?
Effect of multicentre Adjusted OR 1.20 (95% CI 2 Multicentre trials were more likely to be published
trials on publication 1.03 to 1.40) than single-centre trials.
Effect of multicentre Unadjusted HR 1.15 (95% CI 3 There was no apparent difference in time to publi-
trials on time to publi- 0.96 to 1.37) cation between multicentre and single-centre tri-
cation? als.
Effect of non-industry Adjusted OR 2.13 (95% CI 14 Non-industry-funded trials were more likely to be
funding on publication 1.82to 2.49) published than industry-funded trials.
Unadjusted OR 1.32 (95% CI 83
1.18 to 1.47)
Effect of non-indus- Adjusted HR 1.46 (95% CI T Non-industry-funded trials were published in less

try funding on time to
publication?

1.15 to 1.86)

time than industry-funded trials.
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Three examples

How a lack of transparency affects

- Patient safety
- Public funds
- Statistical validation
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Example 1: antidepressants e
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[] Published, agrees with FDA [0 Published, conflicts with FDA [l Not published

‘ SPECIAL ARTICLE ‘

A Studies
. . . . FDA Decision

Selective Publication of Antidepressant 5 | 5 | | 7 | 5 |
- | | i i i 43 I i |
Trials and Its Influence o Apparent Bfficacy o R - “ ; o
Positive | | 9 21 27 45 | 66 |
Erick H. Turner, M.D., Annette M. Matthews, M.D., Eftihia Linardatos, B.S., ' i 10 17 22 28 36 46 ; &7 |

Robert A. Tell, L.C.S.W., and Robert Rosenthal, Ph.D. ' 11 13 23 29 37 47 58 62 72

1 5 12 19 24 30 38 48 59 6l 69 73

Questionable

Megative

SHARE * CTD Turner et al N Engl J Med 2008
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Example 1: antidepressants e
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Risk—benefit ratio of antidepressants in adolescents

= overestimation of benefits
» underestimation of harms, including suicidal thoughts and behaviors.

When unpublished and selectively reported trial data were later considered, concerns
emerged that the safety profile of these medications was less favorable than initially
suggested.

BENEFIT RISK

‘?'__x-——"
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Example 2: antivirals for influenza T

Pharmaceuticals
industry
Ben Goldacre
Thu 10 Apr 2014 08.00 CEST
=]
< Share 718
G Prefer the Guardian on Google

© This article is more than 12 years old

What the Tamiflu saga tells us about
drug trials and big pharma

We now know the government's Tamiflu stockpile wouldn't
have done us much good in the event of a flu epidemic. But
the secrecy surrounding clinical trials means there's a lot
we don't know about other medicines we take
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Between 2006-07 and 2012-13, the UK
Health Department spent £560 million
on stockpiling two antiviral medicines for
use in an influenza pandemic—£424
million on Tamiflu and £136 million on
Relenza.

UK Parliament 2014



https://committees.parliament.uk/committee/127/public-accounts-committee/news/182384/lack-of-consensus-over-how-well-tamiflu-actually-works/

Example 2: antivirals for influenza
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Tamiflu campaign — researchers, publishers, media

Open data campaign aimed to pressure companies into releasing the underlying clinical
trial data for two globally stockpiled anti-influenza drugs

= WHO was recommending Tamiflu but had not vetted the underlying data.
= EMA approved Tamiflu, but had not vetted the underlying data.
» CDC was encouraging the use and stockpiling of Tamiflu on the basis of the 6-page

manufacturer funded pooled analysis of 10 clinical trials, but had not vetted the

underlying data (despite the FDA, which had vetted the underlying data, recognized the
lack of efficacy on influenza complications).

[ ]
Q | SHARE CTD Everything You Want to Know About Tamiflu is here https://www.bmj.com/tamiflu
Cooperate to share and gain


https://www.bmj.com/tamiflu

Example 3: surrogate endpoints e
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Trialists and decision-makers like surrogate endpoints

= Depending on the disease or health area and definitions of a surrogate endpoint,
between 17% and 78% of trials use surrogate endpoints as primary outcomes.

» Medicines are often licensed based on surrogate endpoints, especially in the case of
accelerated and conditional approvals.

= Approximately 60% of new medicines and biologics approved by the US FDA in the last
2 decades are based on surrogate endpoints.

"When Is a Surrogate Endpoint a Good Surrogate?"

| (D’ SHARE-CTD



Example 3: validated surrogate endpoints
Validated surrogate endpoint should show utility as both
= prognostic marker (patient-level surrogacy) — can the surrogate predict outcomes for
individual patients?
= predictive marker (trial-level surrogacy) — can treatment effects on the surrogate predict
treatment effects on the final endpoint?

The optimal evidence base would include multiple RCTs with

accessible participant-level data (IPD) But this is rarely feasible, so

-~ ; regulatory and Health
Levels 1 IPD bivariate meta-analysis * Models allow for estimation e Require IPD from all trials.
and 2 using rcezgr_j%sjse|onfbased mixed  of both the individual-level e Assume bivariate normal distribution at the between-study TeChn()IOgy Assessment
models™~ and trial-level association. level—sometimes a strong assumption as discussed below. .
e Naturally account for mea- agenC|eS may endorse Other
surement error.
* Less strong distributional approaCheS as acceptable
assumptions at the within- . .
trial level (compared with SOIUt'OnS, but methOdO|Oglca|
methods for aggregate .
data) recommendations vary
e Can be used to adjust for .
effect modifiers available in ConS|derab|y.
IPD datasets.

| 3 SHARE-CTD
Cooperate to share and gain Bujkiewicz et al Value in Health 2026
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Are we doing enough to ensure clinical
research data transparency?
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WHO recommendations (2025)

Clinical Trials in Global Health 5

Reporting summary results in clinical trial registries: updated
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guidance from WHO

An-Wen Chan, Ghassan Karam, Justin Pymento, Lisa M Askie, Luiza R da Silval
Anna Laura Ross, Vasee Moorthy

The importance of publicly registering clinical trials and reporti
substantial progress has been made with registering trials be
remains uncommon despite expanding legislative and funder |
and avoidable waste of resources, particularly for unpublished
summary results in trial registries, reviews the current landscap
for reporting results in registries. The 2025 WHO guidance y
including researchers, patients, sponsors, funders, regulators,
The guidance defines eight minimum items that are essential

for all trials. Implementation of the WHO guidance by trial reg
and endorsement by funders, regulators, legislators, research
can help enhance the contribution of trials to scientific knowled

SHARE-CTD

Cooperate to share and gain

Item name

Description

Components

Trial protocol
Completion status

Dates of reporting
results

Participant flow

Participant
characteristics
Outcome results

QOutcome results

Outcome results

QOutcome results

Harms or adverse
events

Conflicts of
interest

Most recent study protocol and full statistical analysis plan,
including version number, date, and history of amendments

When and why the trial ended or was stopped
Dates when results were reported in a journal or registry

Progress of participants from study enrolment to primary
analysis (ie, based on CONSORT flow diagram)

Characteristics of participants at baseline

(a) Definition of each primary and secondary outcome

(b) Who is included in the analysis, and in which group, for each
outcome

(c) Summary by group for each outcome and analysis population

(d) Comparison between groups for each outcome and analysis
population

Unfavourable changes in health (eg, new or worsening
symptom, abnormal laboratory finding) in each group,
regardless of causal relation to the study intervention

Financial and non-financial relationships that create conflicts
of interest

Document upload or digital object identifier

Completion date and completion status (completed as expected or stopped early, with reason)

Date and digital object identifier of first publication of primary results; date of submitting results
to the registry; and date of posting of results in the registry

For each group, numbers of participants who were allocated to intervention, did not receive
intervention as allocated (with reasons), were lost to follow-up, and were excluded from the main
analysis of primary outcome (with reasons)

For each group, descriptive summary statistics for age, sex or gender, and other relevant
sociodemographic and study-specific characteristics

Specification (eg, primary outcome); measurement variable; analysis metric (eg, final value};
method of aggregation (eg, mean); and timepoint of analysis

Definition of analysis population (eg, all randomly assigned participants in their original assigned
group)
MName of trial group; number of participants analysed; for binary data, the number of participants

with the outcome event; and for continuous data, the average value (eg, mean or median), and
measure of variability (eg, standard deviation or interquartile range)

Names of groups being compared; effect measure (eg, odds ratio, relative risk, hazard ratio, risk
difference, and difference in means); effect size; confidence interval and level (eg, 95% CI);

and p value (optional)

Definition of harms analysis population (eq, all randomly assigned participants in their original

assigned group); and numbers and percentages of participants by trial group for deaths, serious
adverse events (overall and each type), and each type of adverse event by severity

Any conflicts of interest for trial steering committee members (describe or refer to journal
publication)

Table 2: Minimum items recommended by WHO for reporting summary results in trial registries

Chan et al. Lancet Glob Health 2025



Transparency of clinical trials in the EU e

RRRRRRRRRR +IRCCS

As of October 2016, the EMA publishes clinical data submitted by
pharmaceutical companies to support their regulatory applications

New applications and COVID transparency measures (current step 1)

Clinical study reports - detailed documents prepared by trial sponsors for
regulatory agencies

Methods and results (aggregate data, with few exceptions)

EU transparency resources: EMA Clinical Data Portal and Clinical Trials
Information System (CTIS)

SHARE -CTD

https://www.ema.europa.eu/en/human-regulatory-overview/marketing-
Cooperate to share and gain

authorisation/clinical-data-publication



Increase transparency of clinical trials

in the EU

CDP Data from 2020 to Oct 2024
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-

(' ™
Clinical Data Publications
2.164.357
380,884
17.083 5377
206,771 714
1 79.325
63 11 215 a6 742 I' 41 67
pE——_ 4 ‘.‘# a ol P |
2020 2021 2022 2023 2024
Number of Procedures 1 11 46 41 67
B Number of Documents &3 215 742 714 5377
m Number of Pages 17.083 79,325 206.771 380.884 2.164.357
b v

SHARE-CTD
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Clinical Data Website Users

2024

2023

2022

2021

2020

2019

2018

iWird  6.105

W Cumulative users general
W Curnulative users research non commerndal purposss

Karen Quigley on 14 November 2024
https://www.ema.europa.eu/en/documents/presentation/presentation-clinical-data-publication-revised-
scope-updated-toolkit-k-quigley-ema_en.pdf



What is missing?
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= Clinical study reports available case-by-case and request-based, not fully open
by default

» Heavily redacted (especially “commercially confidential information”),
sometimes delayed or incomplete

* Non-drug health intervention studies (weaker mandatory registration, less
systematic results reporting, more fragmented oversight across countries and
disciplines)

» Routinely availability of participant-level data

| ) SHARE * CTD https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32014R0536
Cooperate to share and gain



Access to individual participant data

Promotion, incentives,
resources

Making data

sharing a
reality

Metadata to promote discoverability =

= Access to data and data
objects
= Data repositories

Discoverability Consent for Explicit broad consent to
S metadata LRI sharing and re-use

P10 P2

C:||n|C3| De-identification
trial data pseudo-

Data . Protection of .
management S h arin g trial anonymlsed data

& repositories participants
P8, P9 P3

» As open as possible, as closed as

misuse

process

necessary to protect privacy and reduce of access standards

= Explicit, reproducible, and transparent

Rights, types,

Data
management

o Data structured, described
and formatted in standard
ways to promote inter-
operability

P5, P6, P7

SHARE -CTD
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Ohmann et al BMJ Open 2018
www.corbel-project.eu/home.htm!(



treeBIRD

CRASH-2

CRASH

fcrasH-3: !

Bank of Injury and
Emergency Research Data

1 14 days in 10008 adults with clinically significa

teroid in o

rolled tnal of intraven: o
$0-6736(05)¢ X

dults with head injury

& head injury (MRC CRASH

https://freebird.lshtm.ac.uk/home/

Collaborative approach...

«naive» approach...

Platform-based data sharing
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Repositories...

Our Mission Our Model Request Data

https://yoda.yale.edu/

Mome Abct Members Newsd Events Resources  Ports

A global€linical research data
sharing platform

The Vivii team isdedicated to helpin

fr

49 1490+

MILLION

7,700+ 55+

https://vivli.org/

Acupuncture for chronic headache in primary care: large,

pragmatic, randomised rial

Andrew | Vickers, Rebecca W Rees, Catherine E Zollman, Rob McCarney, Claire Smith, Nadia Ellis, Peter Fisher,

Robbert Van Haselen

Abstract

Objective To determine the effects of a policy of “use
acupuncture” on headache, health status, days off sick, and use
of resources in patients with chronic headache compared with a
policy of “avoid acupuncture”

Design Randomised . contolled wrial.

Setting General practices in England and Wales

ts with chronic headache,

A recent Cochrane review of 26 randomised wials of
acupuncture for headache concluded that, althou gh existing evi-
dence supports the value of acupuncture, the quality and
amount of evidenee are not fully convineing? The review identi-
fies an urgent need for well plinned, large scale studies t assess
the i and cost i of  under
“real” conditions In 1998 the NHS National Coordinating Cen-
tre for Health Technology Assessment commissioned us Lo con-
duct such a trial (irial number ISRCTN96537534). Our aim was

: . . : s

Vickers BMJ 2004

e madication iy, SF% and resource use

This depenst o the pack bom which the daa were derved
For axample. “gnt" 1s general heath on SF36 for pack 1. % Baselns scoms
g o the o year SF36 score or geers hasith

OER

DRYAD

About ~  Forresearchers ~ For organizations ~ Contactus Login Sign up

Data from: Perioperative medication management:
expanding the role of the pr clinic p

in a single centre, randomised controlled trial of
collaborative prescribing

. Submit data now
BM) Open .

Hale AR, Coombes ID, Stokes J, McDougall D, Whitfield K, Maycock E,
Nissen L

Search for data

[Emer kepworo, 001 cic. | (XY

Advanced search

Date Published: June 5, 2013

DO http://dx doi.org/10 506 1/dryad 81tr1

THEAT

Hale BMJ Open 2013

Fig. 2 Suitabisty of the repoitory for hosting clinical stucy data

Banzi Trials 2019
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Access to individual participant data

i {7, World Health
Everyone should do their own part: 8D Comntisann

funders

Joint statement on strengthening clinical trials 2025

25 September 2025

lll. Clinical trials that are supported to be conducted to meet best-practice standards, by
including the following elements in trial policies or conditions of funding:

e clinicaltrials are conducted in line with the WHO Guidance for Best Practices for Clinical
Trials;

. * proportionate engagement of communities, to be conducted throughout the trial lifecycle,

C O I"e fU n d e rS Of m Ed I ca I as an essential component of ethical trials;

. e registration and update on trial progress in a publicly available, free to access, searchable,
resea rCh CO m m It tO clinical trial registry complying with WHO'’s international agreed standards and updating of
° e o ° registries to include trial results, working towards a timeframe of 12 months from primary
St re n gt h e n I n g CI I n I Ca I t rl a IS trial completion (in line with the WHO Joint Statement on the Public Disclosure of Results);
. e encourage the use of standardized data protocols where available and Core Outcome

WOfIdWlde Sets;

e open-access publication of clinical trial materials (such as trial protocols and statistical
analysis plans) at the earliest opportunity, and preferably through trial registries;

o timely publication of results (working towards a timeframe of 12 months from primary study
completion) including reporting of outcome and adverse event data disaggregated by
sex/gender and age, preferably in an open access peer-reviewed journal, with a trial
registration ID and data availability statement detailing how the data underlying the
publication can be accessed;

e encourage researchers during a public health emergency to rapidly and responsibly share
interpretable results, including negative results, with relevant authorities for clinical
guideline development and emergency use listing; and

SHARE - CTD » encourage sharing of de-identified data (or meta-data where required), complying to

international data standards, in a suitable repository with a persistent identifier.
Cooperate to share and gain




Access to individual participant data
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Everyone should do their own part:
medical journals

INTERNATIONAL COMMITTEE of
MEDICAL JOURNAL EDITORS

Data and code sharing for research papers in The BM|

2. Data Sharing
The BMJ requires a data sharing statement for all research papers. Additional requirements differ
The ICMJE'’s data sharing statement policy is detailed in an editorial (see Updates and Editorials). depending on the type of research.
1. As of 1 July 2018 manuscripts submitted to ICMJE journals that report the results of clinical trials must contain a Clinical Trials submitted on or after 1 May 2024:

data sharing statement as described below.

2. Clinical trials that begin enrolling participants on or after 1 January 2019 must include a data sharing plan in the
trial's registration. The ICMJE's policy regarding trial registration is explained above. If the data sharing plan
changes after registration this should be reflected in the statement submitted and published with the manuscript,

For reports of clinical trials submitted to The BM/on or after 1 May 2024, we require that the data underlying the
results be available at the time of publication. This encompasses all anonymised data on individual patients on
which the analyses, results, and conclusions reported in the paper are based.

and updated in the registry record. Data repositories should:
Data sharing statements must indicate the following: whether individual deidentified participant data (including data = Have open licences or allow access without unreasonable barriers.
dictionaries) will be shared (“undecided” is not an acceptable answer); what data in particular will be shared; whether = Provide a stable and persistent identifiers for datasets, such as a DOI.

additional, related documents will be available (e.g., study protocol, statistical analysis plan, etc.); when the data will
become available and for how long; by what access criteria data will be shared (including with whom, for what types of
analyses, and by what mechanism). lllustrative examples of data sharing statements that would meet these

Dryad is a suitable digital repository and allows open deposition and direct linkage by DOI from the dataset to the
article and back (see here for datasets from BM] journal articles). Other examples of suitable repositories include

requirements are provided in the Table. Vivli, Synapse, and the UK Data Service. Authors should also investigate whether there are institutional, funder, or

discipline-specific databases available for data deposition that meet the above standards.

www.icmje.org/recommendations/browse/publishing-and-editorial-issues/clinical-
trial-registration.html https://www.bmj.com/about-bmj/resources-authors/article-types/data-

Taichman Annals Int Med 2017 sharing

SHARE-CTD

Cooperate to share and gain


http://www.icmje.org/recommendations/browse/publishing-and-editorial-issues/clinical-trial-registration.html
http://www.icmje.org/recommendations/browse/publishing-and-editorial-issues/clinical-trial-registration.html
http://www.icmje.org/recommendations/browse/publishing-and-editorial-issues/clinical-trial-registration.html
http://www.icmje.org/recommendations/browse/publishing-and-editorial-issues/clinical-trial-registration.html
http://www.icmje.org/recommendations/browse/publishing-and-editorial-issues/clinical-trial-registration.html
http://www.icmje.org/recommendations/browse/publishing-and-editorial-issues/clinical-trial-registration.html
http://www.icmje.org/recommendations/browse/publishing-and-editorial-issues/clinical-trial-registration.html
http://www.icmje.org/recommendations/browse/publishing-and-editorial-issues/clinical-trial-registration.html
http://www.icmje.org/recommendations/browse/publishing-and-editorial-issues/clinical-trial-registration.html
http://www.icmje.org/recommendations/browse/publishing-and-editorial-issues/clinical-trial-registration.html
http://www.icmje.org/recommendations/browse/publishing-and-editorial-issues/clinical-trial-registration.html

Access to individual participant data

Everyone should do their own part:

industries
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Clinical Trial Data Sharing Ecosystem
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Regulatory

& Data Legal
Sharing Framework
Standardsege

~ Clinical Trial Data Sharing Ecosystem
\ W o

Data Sr;aring

https://www.efpia%edia/63691 3/clinical-trial-data-sharing-ecosystem.pdf

~

Voluntary!
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Access to individual participant data N\

Everyone should do their own part:
researchers (especially young researchers!!!)

SHARE-CTD

Cooperate to share and gain

...and more in general meta-researchers

SHARING AND RE-USING CLINICAL

TRIAL DATA TO MAXIMISE IMPACT

Funded by
the European Union

OSIRIS

orrects the outcomes of single studies,
h, more reliable and implementable

HORIZON-MSCA.2022-DN 101120360

SHARE-CTD

Cooperate to share and gain
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Beyond clinical trial data, let’s make all
types of data accessible and reusable

l *J, SHARE - CTD
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Routinely collected data as a complement to

clinical trial data
REAL-WORLD DATA

v | <

==

|
ANALYTICS - SCIENCE - DATA

v

REAL-WORLD EVIDENCE

Often insufficient to guide decision-
making, as they are inherently unable

_ : Growing interest in the development of
to assess the impact of treatments in

methods capable of generating reliable

real-world clinical practice evidence on the impact of care pathways
¢ ISHARE -CTD using data collected in the ‘real world’

Cooperate to share and gain
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Using routinely collected data for research purposes: challenges ISTITUTO DI RICERCHE
and mitigation strategies

MARIO NEGRI - IRCCS

Sabine Hoffmann,! Tim Morris,” Moritz Herrmann,>* Georg Heinze,” Laure Wynants,%/*®

Ben Van Calster,”® Bernd Bischl,* Matthias Schmid,” Pamela A Shaw,° Tim Mathes, '
Florian Naudet,'*'* Frank E Harrell,!* Mona Niethammer,' Samuel Muli,*® Sebastian Zimmer,!
Farhad Bakhtiary,'® David Leistner,”” P Christian Schulze,”” Daniel Sedding,”* Philipp Lurz,*
Tienush Rassaf,”” Malte Kelm,?* Stephan Baldus,” Johann Bauersachs,® Georg Nickenig,'”
Holger Thiele,?” Enzo Liisebrink!”

7

No evidence for a research question SUMMARY POINTS
. . Routinely collected data, which are increasingly used for research purposes,
may be preferable tO eVIdenCG from a /OW quallty offer significant opportunities in terms of time and cost of data collection, but
routine/y collected data Study’ as results may researchers often lack knowledge of how the data were generated and control
. . . . over how they were collected
OtherWISG be mlSIeadlng and Ovennterpreted Common challenges in the analysis of routinely collected data include representat-

iveness, time point alignment, data quality, interventions and tests not being
random, and analytical variability due to a multiplicity of possible analysis strategies

(I bet many deCiSion'makerS WOUld disagree- . ) The flexibility of Al algorithms can make them highly vulnerable to the biases

arising in the analysis of routinely collected data

Without rigorous internal and external validation, and in the absence of clinical

and methodological expertise, these Al tools may do more harm than good when
Lamabicinn eovizinaly sol orrad dazacate

Lack of data integrity may mean that prospectively collecting research data will

often be better, as no evidence for a research question may be preferable to

evidence from a low guality study that may be misleading and over-interpreted

SHARE-CTD

Cooperate to share and gain Hoffman et al BMJ 2026
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Observational study in the emergency department

o Y ] Admission
to collect clinical and organizational variables e/
influencing the likelihood of hospital admission f:‘j‘jf
> Average time for obtaining and managing = —+
consent: 15 minutes
> Average time for completing the data collection Patients
form: 20 minutes 'jo_, HE! e ER2 —
> Average time emergency physicians currently ik e
spend per patient: 42 minutes (clinical + ER
administrative activities) ER3 i
Discharge
Conducting this study would effectively Qﬁi%
double the time spent per patient ey

(D 77e CREAM
Q s H A R E * C T D C/ enabling Clinical Research
Cooperate to share and gain in Emergency and Acute care Medicine
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Clinical and organizational Admission
variables...the data we need already
exist!

ER1 ——

We just need to “only” find a way to:

Patients H X
= |ocate them ?Q—»ﬂﬁ! Obs Exp% ER2  —

= understand them ER

= use them in compliance with regulations

* integrate them

= make them available for research (ours
and others’)

ER3 .\

Discharge

.
C)(D SHARE-CTD @ CREAM
Cooperate to share and gain in Emergency and Acute care Medicine
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“What a time to be alive!”

Upcoming implementation of the regulation on the European Health Data Space (EDHS),
a transformative step in the governance of health data in Europe

Electronic health records

Better D Assist policy
: : Empower makers and
SRl individuals to reguiators in [Tt
treatment: Health data from apps ) oli reater
have control over and medical devices accessing relevant poticy, g e
; their health data health data opportunities
- improved for research
patient safety (L\b —
- continuity of Health data in

innovation

care Enable health
professionals
to have access to
relevant health
data

registries Facilitate access
to health data for
researchers and

innovators

- improved
healthcare
efficiency

e N [ N\ 4 March 2029: A

March 2025: March 2027: Deadline for Key parts of the EHDS

: the Commission to adopt Requlati ill enter int
The EHDS Regulation ; - il enter Into To be continued.....
B it force several key implementing application, Rules on

(transition period started) acts, for the regulation secondary use will also start to

operationalisation apply for most data categories
J il e/
SHARE-CID
Cooperate to share and gain

https://health.ec.europa.eu/ehealth-digital-health-and-care/european-health-data-space-regulation-ehds_en




Final remarks o A eEscr
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= Transparency of clinical research is an increasingly important issue for regulators and
health decision makers worldwide as it improves evidence-based decision-making,
patient safety, and public trust in medicine and research

= We should look at the entire ecosystem of evidence alongside the entire ecosystem of
decision-makers

= The research community must remain vigilant and continuously develop robust,

appropriate methods to ensure that evidence is reliable, transparent, and fit for decision-
making

| (D’ SHARE-CTD
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THE LANCET

Volume 384 - Number 9957 - Pages 1821-1900

Thank you!

rita.banzi@marionegri.it “Clinical data are public goods

because they belong first to
trial participants, researchers,
medical staff, but also to
taxpayers who fund most

of the investigators,
infrastructure, and facilities
included in clinical research.”

I a S H A R E C T D See Correspondence page 1847
[ ]
Cooperate to share and gain
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