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Figure 3. Mean (= SE) Changes from Base Line in CD4 + Counts (Panel A) and Serum p24 Antigen Concentrations (Panel B).

Panel A shows results for all the study patients. and Panel B results for patients who were positive for p24 antigen at entry. Squares
denote the early-therapy qroup. and circles the late-therapy group.
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Recherche clinique :

pour un acces aux données brutes
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Acces aux données

patients

Pro

Respect de I'altruisme des
patients

Interét de santé publique

Redonne confiance dans l'intérét
des medicaments

Améelioration de la conception et
de I'analyse d’essais ultérieurs

Analyse de multiples variables
permet des populations plus
homogenes

Méta analyses peuvent permettre
d’éviter des essais

Validation de margqueurs de
substitution

Possibilité de constituer des
populations controles historiques
bien caractérisees:

Constitution de modele predictif
d’optimisation des traitements

Peut éviter des essais inutiles



Acces aux données

patients

« Confidentialité des patients a proteger (maladies
orphelines)

* Risques d’interprétations erronées

 Divulgation d’'informations confidentielles d’ordre
commercial

« Baisse de motivations pour les compagnies et les
chercheurs



Publication and access to clinical-trial 0

data- EUROPEAN MEDICINES AGENCY
SCIENCH MEDICINES HEALTH

The aim of the European Medicines Agency (‘the Agency') Is to
protect and foster public health. Transparency is a key
consideration for the Agency Iin delivering its service to patients
and society.

Enabling public scrutiny and secondary analysis of
CTs

Protection of personal data (PPD)

Respect for the boundaries of patients' informed
consent

Protection of commerciallyv confidential information



Potential Benefits of Sharing Clinical Trial Data.

Table 1. Potential Benefits of Sharing Clinical Trial Data.

Benefit

Encourage accurate characterization of the benefits and risks
of drugs in research reports, improving public confidence
in clinical research and pharmaceuticals

Improve surveillance of drug safety and effectiveness

Facilitate secondary analyses of clinical trial data to explore new
scientific questions

Speed innovation

Enable patients and advocacy groups to learn more about their
specific medical problem

Ensure that research participants are not exposed to unnecessary risk
Ensure that research subjects’ participation advances science
Achieve operational efficiencies in conducting clinical trials

Inform strategic decisions about potential avenues of research
and development

Public or
Patients

X

Primary Beneficiaries

Research
Participants

Scientific Trial
Community Regulators ~ Sponsors
X X X

X X

X X
X X
X

X

X X
X X

Mello MM et al. N Engl J Med 2013;369:1651-1658.

The NEW ENGLAND

JOURNAL of MEDICINE




Four Possible Models for Expanded Access to
Participant-Level Data.

Table 2. Four Possible Models for Expanded Access to Participant-Level Data.

Variable Open Access Database Query Sponsor Review Learned Intermediary

Decision None Independent review board or Trial sponsor Independent review board
maker trial sponsor

Process Trial sponsor routinely Requester submits a research  Trial sponsor reviews request, Board reviews request,
posts data and support- query to the data holder, decides, and publicly docu- collects input from trial
ing documentation who then runs the query ments rationale for the de- sponsor, decides, and
when trial results are and returns results, not cision, which may be ap- publicly documents
publicly reported or sub- data pealed to an independent rationale for decision
mitted to regulatory board, whose decision is
agency; researchers final
download the material

Criteria for ~ Responsible-use attestation: ~ Sound science: |s there a reason- Same criteria for sound science ~ Same criteria as in sponsor-
releasing Full access as long as able scientific hypothesis, and benefit-risk balancing review model
data requester attests that sound analytical plan, and as in database-query model

data will not be used adequate plan to dissemi-  Expertise: Does the research
inappropriately (e.g., nate findings? team have expertise suffi-
to reidentify research Benefit—risk balancing: Do the cient to carry out the pro-
participants) potential public health ben- posed analyses?

efits of answering the pro-

posed questions outweigh

the probable adverse effects

on the trial sponsor (e.g.,

intellectual-property inter-

ests, competitive concerns,

technical-support burden)

and the potential risks to

research participants?

The NEW ENGLAND
Mello MM et al. N Engl J Med 2013;369:1651-1658. JOURNAL of MEDICINE




Publication and access to clinical-trig &

EUROPEAN MEDICINES AGENCY
SCIENCI MEDICINES HEALTH

* Ensuring future investment in bio-
pharmaceutical research and development

« Addressing the consequences of
Inappropriate secondary data analysis

* Protecting the Agency's and the European
Commission's deliberations and decision-
making process

« Ensuring that transparency is a two-way
Street



European Medicines Agency updates on 0
development of its policy on publication and EUROPEAN MEDICINES AGENCY
access to clinical-trial data S

* In-depth analysis of more than 1000
stakeholders’ comments received on
draft policy currently underway

Patients

Healthcare professionals
Pharmaceutical Industry representatives
Researchers

Academemic and public institutions
Transparency campagners



Principles for Responsible

Clinical Trial Data Sharing
Our Commitment to Patients and Researchers

RESEARCH PROGRESS HOPE

* Biopharmaceutical companies are committed to enhancing
public health through responsible sharing of clinical trial data in
a manner that is consistent with the following Principles:

e Safeqguarding the privacy of patients

e Respecting the integrity of national regulatory
systems

e Maintaining incentives for investment in
biomedical research



Principles for Responsible

Clinical Trial Data Sharing
Our Commitment to Patients and Researchers
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RESEARCH PROGRESS ' HO

1. Enhancing Data Sharing with Researchers

2. Enhancing Public Access to Clinical Study Information

3. Sharing Results with Patients Who Participate in
Clinical Trials

4. Certifying Procedures for Sharing Clinical Trial
Information

5. Reaffirming Commitments to Publish Clinical Trial
Results



Queliestl'enjeu?

Donnez-nous l'acces aux données cliniques !

Les effets nocifs des médicaments ne sont pas des « secrets

commerciaux » !
publié en ligne : 9 octobre 2013

Act Up-Paris signe et relaie la pétition : “Nous demandons a Richard Gonzales
de AbbVie et Daniel Welch de InterMune de laissez tomber leur action en
justice contre '’Agence Européenne du Médicament, action qui a pour but de
bloquer le libre acces aux données des patients issues des essais cliniques”



