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1. General comments

Stakeholder number

General comment (if any)

The German Medical Association is grateful to have been
given the opportunity to comment on the 'Reflection
paper on risk based quality management in clinical
trials’.
This paper addresses all important points pertaining to
risk-based quality management in clinical trials.
We agree that the introduction of quality systems is
cost-intensive. However, it is not only the participants’
risk which requires audits and inspections and it is not
only the necessity to safeguard the integrity of results
trials which are planned to be submitted for regulatory
purposes. There is particular necessity to safeguard also
the integrity of results obtained in studies after approval
as those are often comparative trials with an active
comparator and the results are used to define the new
drug’s place in the therapy. Hence, we question the
approach that a lower risk for the participants allows for
a reduced level of control. Insofar we are of the opinion
that it is necessary to maintain the standards of the
clinical studies. We would propose to implement a
system in which educational material would be made
available in particular for sponsors without ample
experience.
In addition we would like to point at pharmacogenetics/
pharmacogenomics as points to be considered when
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Outcome (if applicable)
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Stakeholder number

General comment (if any)

planning a clinical trial. We suggest that the topic may

be added to the specific points (see suggestions below).

Furthermore, we suggest some additions on
pharmacovigilance (see below)

Outcome (if applicable)
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2. Specific comments on text

Line number(s) of
the relevant text

Annex 1 , Table,
Page 28/31

Annex 1 , Table,
Page 21/31

Stakeholder number

Comment and rationale; proposed changes

Comment:

Pharmacogenetics/pharmacogenomics may be added to the
specific points related to study design and methodology.
Prospectively collecting information on potential (or yet
unidentified) genetic risk markers for unusual drug response
may be considered important.

Proposed change:

Insert a new line (as last line of topic “Study design and
methodology”):

- Into column 1 (System/project related topics): What are
potential new risk markers for unusual drug response?

- Into column 2 (Example of risk identification): E.g.
previously unknown or unidentified markers.

- Into column 3 (Examples of mitigation): The sponsor to:
* obtain genetic material (DNA) from participants,

* design the informed consent to obtain participants’
permission to analyze DNA for known and - as of yet -
unknown genetic information of relevance,

* obtain approval from the ethical committees for the
Informed Consent Form to cover the long-term storage and, if
appropriate, subsequent analysis of DNA for emerging new
information in the future.

Comment:

Pharmacovigilance may be a separate topic to be mentioned in
4

Outcome

/5



Please add more rows if needed.

the context of SAE and SUSAR.

Proposed change (if any):

add:

- sponsor to consider implementing and using a validated
pharmacovigilance system.
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