
Working Group 2: Independence and Transparency



Working Group 2: Independence and Transparency



Code of Conduct version 4



Main provisions of the Code of Conduct



Main provisions of the Code of Conduct

Question Protocol Report Manuscripts

Protocol
development

Data collection
and processing;
interpretation;

report
development

Manuscript
preparation



Main provisions of the Code of Conduct

Question Contract Protocol Report Manuscripts

Protocol
development

Data collection
and processing;
interpretation;

report
development

Manuscript
preparation



Main provisions of the Code of Conduct

Scientific independence
Transparency

Question Contract Protocol Report Manuscripts

Protocol
development

Data collection
and processing;
interpretation;

report
development

Manuscript
preparation



Main provisions of the Code of Conduct

Scientific independence
Transparency

Question Contract Protocol Report Manuscripts

Protocol
development

Data collection
and processing;
interpretation;

report
development

Manuscript
preparation

A contract shall be
signed between the

(primary) lead
investigator or the
coordinating study

entity and the study
funder clearly defining

the research project
and addressing in

detail critical areas of
their interaction (. . . )
prior to the first step

in the research process
(. . . ). Remuneration

(. . . ) shall not change
the direction of the

study results



Main provisions of the Code of Conduct

Scientific independence
Transparency

Question Contract Protocol Report Manuscripts

Protocol
development

Data collection
and processing;
interpretation;

report
development

Manuscript
preparation

A contract shall be
signed between the

(primary) lead
investigator or the
coordinating study

entity and the study
funder clearly defining

the research project
and addressing in

detail critical areas of
their interaction (. . . )
prior to the first step

in the research process
(. . . ). Remuneration

(. . . ) shall not change
the direction of the

study results

The (primary) lead investigator shall have the final responsibility for [the protocol’s]
content (. . . ) for the conduct of the study (. . . ) the interpretation (. . . ) the

preparation of study reports and publication of the study outcome



Main provisions of the Code of Conduct

Scientific independence
Transparency

Question Contract Protocol Report Manuscripts

Protocol
development

Data collection
and processing;
interpretation;

report
development

Manuscript
preparation

A contract shall be
signed between the

(primary) lead
investigator or the
coordinating study

entity and the study
funder clearly defining

the research project
and addressing in

detail critical areas of
their interaction (. . . )
prior to the first step

in the research process
(. . . ). Remuneration

(. . . ) shall not change
the direction of the

study results

The (primary) lead investigator shall have the final responsibility for [the protocol’s]
content (. . . ) for the conduct of the study (. . . ) the interpretation (. . . ) the

preparation of study reports and publication of the study outcome

The original version of
the protocol, or a
redacted version if
justified, should be

provided through the
EU PAS Register at

the time of
registration(. . . ) Any

post-authorisation
study shall be

registered in the EU
PAS Register by the

(primary) lead
investigator (. . . )
before the study

starts.



Main provisions of the Code of Conduct

Scientific independence
Transparency

Question Contract Protocol Report Manuscripts

Protocol
development

Data collection
and processing;
interpretation;

report
development

Manuscript
preparation

A contract shall be
signed between the

(primary) lead
investigator or the
coordinating study

entity and the study
funder clearly defining

the research project
and addressing in

detail critical areas of
their interaction (. . . )
prior to the first step

in the research process
(. . . ). Remuneration

(. . . ) shall not change
the direction of the

study results

The (primary) lead investigator shall have the final responsibility for [the protocol’s]
content (. . . ) for the conduct of the study (. . . ) the interpretation (. . . ) the

preparation of study reports and publication of the study outcome

The original version of
the protocol, or a
redacted version if
justified, should be

provided through the
EU PAS Register at

the time of
registration(. . . ) Any

post-authorisation
study shall be

registered in the EU
PAS Register by the

(primary) lead
investigator (. . . )
before the study

starts.



Main provisions of the Code of Conduct

Scientific independence
Transparency

Question Contract Protocol Report Manuscripts

Protocol
development

Data collection
and processing;
interpretation;

report
development

Manuscript
preparation

A contract shall be
signed between the

(primary) lead
investigator or the
coordinating study

entity and the study
funder clearly defining

the research project
and addressing in

detail critical areas of
their interaction (. . . )
prior to the first step

in the research process
(. . . ). Remuneration

(. . . ) shall not change
the direction of the

study results

The (primary) lead investigator shall have the final responsibility for [the protocol’s]
content (. . . ) for the conduct of the study (. . . ) the interpretation (. . . ) the

preparation of study reports and publication of the study outcome

The original version of
the protocol, or a
redacted version if
justified, should be

provided through the
EU PAS Register at

the time of
registration(. . . ) Any

post-authorisation
study shall be

registered in the EU
PAS Register by the

(primary) lead
investigator (. . . )
before the study

starts.

Once the protocol has been
finalised, no person with a

commercial, financial or
institutional interest in a particular

outcome of the study shall take
part in any study activity that
could influence the results or
interpretation thereof in any
particular direction; where no

other technical expertise for the
conduct of the study exists in the
study team this may be obtained

externally, including from the
study funder, in a transparent
process which ensures that the
results are not influenced in a

particular direction.



Main provisions of the Code of Conduct

Scientific independence
Transparency

Question Contract Protocol Report Manuscripts

Protocol
development

Data collection
and processing;
interpretation;

report
development

Manuscript
preparation

A contract shall be
signed between the

(primary) lead
investigator or the
coordinating study

entity and the study
funder clearly defining

the research project
and addressing in

detail critical areas of
their interaction (. . . )
prior to the first step

in the research process
(. . . ). Remuneration

(. . . ) shall not change
the direction of the

study results

The (primary) lead investigator shall have the final responsibility for [the protocol’s]
content (. . . ) for the conduct of the study (. . . ) the interpretation (. . . ) the

preparation of study reports and publication of the study outcome

The original version of
the protocol, or a
redacted version if
justified, should be

provided through the
EU PAS Register at

the time of
registration(. . . ) Any

post-authorisation
study shall be

registered in the EU
PAS Register by the

(primary) lead
investigator (. . . )
before the study

starts.

Once the protocol has been
finalised, no person with a

commercial, financial or
institutional interest in a particular

outcome of the study shall take
part in any study activity that
could influence the results or
interpretation thereof in any
particular direction; where no

other technical expertise for the
conduct of the study exists in the
study team this may be obtained

externally, including from the
study funder, in a transparent
process which ensures that the
results are not influenced in a

particular direction.

An abstract of the
study findings (. . . )

shall be provided
through the EU PAS
Register within three
months following the

final study report
(. . . ) If the final

report is not published
together with the

abstract, the timelines
for its publication

should be specified in
the abstract.



Main provisions of the Code of Conduct

Scientific independence
Transparency

Question Contract Protocol Report Manuscripts

Protocol
development

Data collection
and processing;
interpretation;

report
development

Manuscript
preparation

A contract shall be
signed between the

(primary) lead
investigator or the
coordinating study

entity and the study
funder clearly defining

the research project
and addressing in

detail critical areas of
their interaction (. . . )
prior to the first step

in the research process
(. . . ). Remuneration

(. . . ) shall not change
the direction of the

study results

The (primary) lead investigator shall have the final responsibility for [the protocol’s]
content (. . . ) for the conduct of the study (. . . ) the interpretation (. . . ) the

preparation of study reports and publication of the study outcome

The original version of
the protocol, or a
redacted version if
justified, should be

provided through the
EU PAS Register at

the time of
registration(. . . ) Any

post-authorisation
study shall be

registered in the EU
PAS Register by the

(primary) lead
investigator (. . . )
before the study

starts.

Once the protocol has been
finalised, no person with a

commercial, financial or
institutional interest in a particular

outcome of the study shall take
part in any study activity that
could influence the results or
interpretation thereof in any
particular direction; where no

other technical expertise for the
conduct of the study exists in the
study team this may be obtained

externally, including from the
study funder, in a transparent
process which ensures that the
results are not influenced in a

particular direction.

An abstract of the
study findings (. . . )

shall be provided
through the EU PAS
Register within three
months following the

final study report
(. . . ) If the final

report is not published
together with the

abstract, the timelines
for its publication

should be specified in
the abstract.

Information on all
parties involved in the
writing and adoption
of the protocol (. . . )

shall be made publicly
available in the

abstract



Classification of interests

Commercial
legitimate interest of an

organisation selling a medicinal
product involved in the study

Financial
legitimate interest of an

organisation in the costs of a
medicinal product involved in the

study, or whose corporate
financial value can be impacted
by the activity of selling/buying

the medicinal product

Institutional
legitimate interest of an

organisation with a responsibility
for health policies

(e.g. vaccination policies)

Personal
Other legitimate interests

(e.g. willingness to publish, or
that universal healthcare services

remain sustainable)



Classification of interests

Commercial
legitimate interest of an

organisation selling a medicinal
product involved in the study

Financial
legitimate interest of an

organisation in the costs of a
medicinal product involved in the

study, or whose corporate
financial value can be impacted
by the activity of selling/buying

the medicinal product

Institutional
legitimate interest of an

organisation with a responsibility
for health policies

(e.g. vaccination policies)

Personal
Other legitimate interests

(e.g. willingness to publish, or
that universal healthcare services

remain sustainable)

Commercial
legitimate interest of an

organisation selling a medicinal
product involved in the study

Financial
legitimate interest of an

organisation in the costs of a
medicinal product involved in the

study, or whose corporate
financial value can be impacted
by the activity of selling/buying

the medicinal product

Institutional
legitimate interest of an

organisation with a responsibility
for health policies

(e.g. vaccination policies)



Survey on Code of Conduct



Survey on Code of Conduct

0 5 10 15 20 25 30 35 40 45 50 55 60 65 70 75 80 85 90 95 100
% respondents

Researcher

Public health body or regulator

Pharmaceutical industry

Difficult to understand
and implement

Easy to understand,
difficult to implement Easy to understand and implement I am not expert

The principles and
rules of the Code (as
further explained in
the summary of

revision 4) seem to
me



Survey on Code of Conduct

0 5 10 15 20 25 30 35 40 45 50 55 60 65 70 75 80 85 90 95 100
% respondents

Researcher

Public health body or regulator

Pharmaceutical industry

Difficult to understand
and implement

Easy to understand,
difficult to implement Easy to understand and implement I am not expert

The principles and
rules of the Code (as
further explained in
the summary of

revision 4) seem to
me

0 5 10 15 20 25 30 35 40 45 50 55 60 65 70 75 80 85 90 95 100
% respondents

Researcher

Public health body or regulator

Pharmaceutical industry

Healthcare professional

Patient / consumer organisation

Not really. Average. Yes likely. Yes definitely.

Studies applying the
Code would reinforce
my trust in the study

results



Paper on Code of Conduct



Paper on Code of Conduct



Paper on Code of Conduct



Paper on Code of Conduct



Paper on Code of Conduct



Conclusion

Join the WG2!


