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1. General comments

Stakeholder number General comment (if any) Outcome (if applicable)

Regeneron appreciates the opportunity to provide feedback on the Consultation
document on “Ethical considerations for clinical trials on medicinal products
conducted with minors.” Our comments are focused on providing specific feedback
on the Commission’s proposed topics, on risk categorisation of study procedures
(Annex 3), and general feedback on clinical trials in minors in emergency situations.
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2. Specific comments on text

Line number(s) of the Stakeholder Comment and rationale; proposed changes Outcome
relevant text number

Annex 3: Examples Q2: Which insights may lead to changes in categorisations (in
for levels of risks and particular those indicated in yellow)?
burdens It is important to note that several of the procedures in Category 2 and

Category 3 are very much dependent on the indication under clinical trial
evaluation. In particular, in indications such as oncology and life-
threatening rare diseases, patients already undergo routine procedures
(such as MRI, CT, or PET scan) as part of standard care, and these
procedures as part of the clinical trial do not necessarily add incremental
risk to participants. As such, we recommend the following revisions in
categorisations (in particular those indicated in yellow)

Proposed change in categorisation table:

e Asterisk (*) be added to ‘MRI Scan’ (Category 2) and Spinal CSF
tap (Category 2) to indicate that evaluation of these procedures
may depend on the context of its use in the trial

e PET scanning be moved to Category 2, with addition of * to
indicate that evaluation may depend on the context of its use in
the trial. Particularly in oncology trials, where PET scanning is
part of routine care, this would not be appropriate for the
Category 3 grouping.

In addition, we request clarification on two of the Category 3
procedures listed in the table:
e Please clarify whether “systemic analgesia” is in reference to
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Line number(s) of the Stakeholder Comment and rationale; proposed changes Outcome
relevant text number

opioid analgesics, and whether this applies to all analgesics, or
there are specific ones of concern.

e Please clarify “"Hypoglycaemia test” — We interpret this as
‘Insulin-induced hypoglycaemia test’ and thus different from oral
glucose tolerance test (Category 1).

Section 6.6 Consent, F1: General feedback on clinical trials in minors in emergency
assent, and situations (within the meaning of Article 35 of the Clinical Trials
agreement in Regulation)

emergency situations
As currently stated in this paragraph, it is unclear which “particular
Lines 553-560 situations...should be considered according to national law.” We request
that guidance be provided to delineate these particular situations from
emergency situations that fall under Article 35 of the Clinical Trials
Regulation.

Please add more rows if needed.
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