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Position Paper of the German Medical Association from the 07.09.2026
on the Draft Report from the 15.06.2026 on the proposal for a European Biotech Act I

1. General Assessment of the draft report

The European Commission has published a legislative proposal for an EU Biotech Act I to
amend, a.o., the Regulation (EU) No. 536/2014 on clinical trials on medicinal products for
human use (Clinical Trials Regulation - CTR) in order to improve the framework for clinical
trials in Europe. The proposal (COM (2025) 1022 from 16.12.2025) aims to shorten
authorisation timelines, to improve cross-border cooperation, and to increase the efficiency
of authorisation procedures. This is intended to promote research, development, clinical
trials, and the production of biotechnological medicines in the EU, while strengthening
Europe’s international competitiveness as regards medical innovations. The German Medical

Association has evaluated the Commission proposal as largely positive in its position paper
from 10.03.2026 (link).

From the perspective of the German Medical Association, these goals are contradicted by the
Draft Report presented by the rapporteurs of the European Parliament, Vytenis Andriukaitis
and Wouter Beke, on 15.06.2026. While the European Commission already proposed
shortening timelines for clinical trials, the rapporteurs go further and propose new and
special procedures for multinational clinical trials as well as additional and varied shortening
of timelines.

In particular, the German Medical Association criticises and rejects the proposals to centralise
Part I of the Assessment and establish a Clinical Trials Expert Committee (Amendment 370,
new Article 85). The establishment of additional mixed structures, which lead to greater
complexity, pose the threat of increasing bureaucratic hurdles and staffing burdens instead
of simplifying regulatory processes, counteracting the sensible procedural improvements
proposed by the Commission.

Additionally, the German Medical Association is critical of the optional centralised process for
the authorisation of multinational clinical trials for rare and ultra-rare diseases (Amendment
335, new Article 14b a paragraphs 7-12). This accelerated procedure does not meet key
internationally recognised requirements for an independent ethical review of research in the
interest of protecting research participants if, in the future, approval can be granted
exclusively by a central Standing Ethics Panel at the European Medicines Agency (EMA).

The amendments to the Draft Report risk unnecessarily hindering authorisation processes
through new duplicate structures and procedural levels while also creating new bureaucratic
hurdles and, therefore, new sources for errors. This is especially the case given that the
Clinical Trials Information System (CTIS) continues to present significant practical deficits.
Instead of simplification, there is a risk of more burdensome coordination processes,
ambiguities regarding jurisdictions and responsibilities, a reduction in the level of protection
for research participants, and, ultimately, a weakening of the existing system.

The German Medical Association, therefore, encourages retaining the amendments to the CTR
as proposed by the Commission in the EU Biotech Act I and especially to resolve the practical
deficits of CTIS. In pursuit of further simplification and acceleration, the German Medical
Association offers the following concrete proposals.
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2. Position of the German Medical Association - Detailed assessment

2.1 Introduction of a centralised procedure and a new EU committee for the
evaluation of Part I of the Application Dossier / Shortening of authorisation
timelines

Part I of the Assessment Report serves to critically, scientifically, and ethically examine the
planned trial, as well as the prerequisites for the pharmaceutical quality and safety of the new
medicine. This also includes an assessment of whether the standard of care, which is typically
required for the control group or as baseline treatment in such studies, is ensured. This can
occur differently depending on the health care system of the individual Member States.
Scientific and ethical assessments of research cannot be separated. Consequently, the World
Medical Association’s Declaration of Helsinki (DoH) stipulates that the research protocol for
the scientific evaluation should include the associated ethical considerations (see Paragraph
22, DoH).

Proposals in the EP Draft Report

The Draft Report strives to further reduce timelines and the total duration of multinational
clinical trials. For this purpose, a centralised authorisation procedure is to be introduced, and
anew EU committee (Clinical Trials Expert Committee) is to be established to evaluate Part |
of the Assessment Report of multinational clinical trials (Amendment 370, new Article 85a,
para. 1 CTR).

The new Clinical Trials Expert Committee is to be chaired by the EMA and would include one
representative of each Member State responsible for representing the competent national
authorities and the ethics committees of that Member States. The representatives should be
able to rely on the contribution of experts from competent national authorities and ethics
committees (Amendment 370, Article 85a, para. 3-4).

Within the Clinical Trials Expert Committee, the Reporting Member State (RMS) is to take a
leading role in the assessments (Amendment 271, new Article 4 para. 2). The RMS should
draw up a draft Part I of the Assessment Report and circulate it to the Clinical Trials Expert
Committee (Amendment 288, Article 5 para. 5). Subsequently, the Clinical Trials Expert
Committee is to be responsible for evaluating and coordinating the feedback from the
Member States on Part I of the Assessment Report. The RMS is to play a leading role here, in
that it is required to “take due account” of the feedback from the Member States concerned
(MSC) during the committee review phase (Amendment 291, new Article 6, para. 5, subpara.
4 CTR).

Compared to the current legal situation, the leading role of the RMS, as regards the drawing
up and finalisation of the Assessment Report, changes very little. The obligatory participation
of the MSC also remains unchanged. Additionally, decisions will be taken by majority within
the Clinical Trials Expert Committee, and not, as is currently the case, by the RMS.

The rapporteurs suggest removing provisions allowing Member States to raise objections or
deviate from the joint assessment of Part I in the event of a negative opinion from the
competent national ethics committee.

German Medical Association’s assessment

This proposed procedure would create significant duplicate and mixed structures. The
additional new procedural and decision-making aspects would reduce acceptance and
practical applicability, undermining the objectives of the proposed revision of the CTR. The
Member States’ representatives in the Clinical Trials Expert Committee are unlikely to be able
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to represent both the competent authority’s and the ethics commission’s perspectives
simultaneously; for good reason, these tasks are currently separated and performed by
different persons. This “multiple-control principle” especially serves the protection of
research participants and is a critical prerequisite for the acceptance of clinical research in
the population. The “two-pillar model” aligns with internationally agreed standards, outlined
in the DoH. It is unclear why these principles are abandoned and why the ethical assessment
set out in Part I of the Assessment Report is weakened.

Moreover, the Draft Report proposes a significantly more complex and strenuous procedure
compared to the established practice. The provision in the Draft Report for consultation with
further experts from the competent national authorities and ethics committees necessitates
new consultation procedures and additional staff workload at national level. The shortening
of timelines which could possibly be achieved by these new procedures (maximum 10 days)
is not proportionate to the potential frictions resulting from the inadequate functioning of
CTIS. Moreover, implementing the proposed procedure would require additional regulation
at national level. Under the current legal framework, national coordination processes
between competent authorities and ethics committees have been well established for at least
four years. Considering this, the German Medical Association questions the sense behind
creating this new committee. It appears sensible to first promote the optimisation of the
existing system, in particular by improving the functioning of CTIS.

A significant acceleration of the procedure can already be achieved, without the introduction
of a new committee, through the parallelisation of validation and drawing up of Part I of the
Assessment Report foreseen in the Commission’s proposal. For the acceleration to be realised,
however, the quality of the submitted dossier must be further improved. Statutory
requirements and published guidance on submissions must be complied with in order to
minimise validation deficiencies as far as possible.

Shortening the sponsor’s timeline to submit requested documentation from 14 to 7 days could
also be achieved under the existing system but would be difficult considering the sponsor’s
global internal coordination processes.

To measure timelines, the German Medical Association supports the system proposed by the
Commission, with 7-calendar-day intervals (and multiples thereof). It ensures a high degree
of predictability, is not affected by weekends and can therefore be implemented more reliably
from a technical point of view than other timelines. This 7-calendar-day cycle has already
been applied and has proven successful within the scope of the “FAST-EU” Pilot Project and
should therefore be implemented more broadly.

The shortening of timelines proposed by the Commission can only achieve its full positive
effect if embedded within a functional and robust authorisation system. Currently, the
conditions for extensive authorisation timelines are reinforced through a dysfunctional CTIS.
The Commission’s proposal for an EU Biotech Act I envisaged reducing the CTR’s processing
times for multinational clinical trials from a maximum of 106 days to a maximum of 75 days,
or 47 days, provided that no request for further information (RFI) is required.

The implementation within CTIS of the complex procedures proposed by the rapporteurs,
some of which are optional and run in parallel, entails unacceptable risks.

Recommendations / Proposals

e Adoption of the European Commission’s Proposal for significant procedural
acceleration of the evaluation of Part I of the Application Dossier for the authorisation
of clinical trials, subject to the remarks made in our previous statement.
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e Rejection of the rapporteurs’ alternative procedure and new duplicate structures -
notably the Clinical Trials Expert Committee and the centralised procedure as outlined
in the new Article 14b a para. 7-12 CTR (Amendment 335 of the Draft Report) - in
favour of a robust and standardised authorisation procedure. For proceedings
requiring particular urgency, see Section 2.3 of this statement.

e The Commission’s proposed timelines are already being tested within the EMA’s
“FAST-EU” pilot project which has received positive feedback. We recommend
pursuing procedural acceleration within the existing structures.

e The shortening of authorisation timelines, as envisaged in the Draft Report, is
primarily due to a parallelisation of procedural steps (validating and drawing up Part
[ of the Assessment Report) as well as a shortening of timelines for sponsors to react
to documentation requests from 14 to 7 days. These proposals for additional
shortening of timelines are based on 7-calendar-day intervals and could be
implemented within the existing framework.

e A procedural acceleration of three weeks would be particularly suitable for the
accelerated authorisation procedure for multinational clinical trials, in the event of a
public health emergency at Union level, a serious cross-border threat to health, clinical
trials for patients with rare or ultra-rare diseases, or clinical trials with critical
medicinal products (Amendment 335 of the Draft Report, new Art. 14 b para. 1-7 CTR).

2.2 Harmonisation of the regulatory framework

Proposals in the Draft Report

To harmonise and, when appropriate, to standardise regulatory frameworks for the
authorisation of clinical trials in the EU is an important objective of the EU Biotech Act I. In
addition to developing common standards, it is of paramount importance that these are also
effectively implemented by the Member States when assessing applications to conduct clinical
trials in the EU.

The establishment of the Clinical Trials Expert Committee is intended to support the
harmonisation of the regulatory framework in practice it constrains the possibility for MSC to
comment on the draft of the Part I of the Assessment Report, or to deviate from the
assessment, however.

In the pursuit of standardisation, it is also envisaged to develop a harmonised EU-wide master
Informed Consent Form (ICF). The Clinical Trials Expert Committee is to centrally assess the
compliance of this form with the requirements of the Regulation in Part I of the Assessment
Report (Amendment 281 of the Draft Report).

German Medical Association’s assessment

The German Medical Association supports the greater harmonisation and appropriate
standardisation of the regulatory framework. This concern, however, will not be resolved
through a Clinical Trials Expert Committee as proposed in the Draft Report. The Commission’s
proposal already addresses the need for greater harmonisation by strengthening the role of
Clinical Trial Coordination and Advisory Group’s (CTAG).

The CTAG is an expert group of the European Commission made up of representatives of the
Member States. According to the Commission’s proposal, the CTAG would be tasked with
standardising and harmonising the regulatory framework for the authorisation of clinical
trials in the EU (new Article 85 CTR, Commission Proposal). Additionally, it would be
empowered to issue or approve guidelines on the conduct and supervision of clinical trials in
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order to ensure a consistent interpretation and harmonised implementation of the CTR across
all Member States.

Moreover, the Commission proposal aims to strengthen the leading role of the RMS by
ensuring that only the RMS corresponds with the sponsor and by restricting the conditions
under which the MSC may issue considerations on the Assessment Report. While currently all
considerations which are relevant for the application may be submitted, this is to be restricted
to only considerations which can trigger a negative assessment by the competent ethics
committee. When finalising the Assessment Report, the RMS should take due account of the
MSC’s considerations. This proposal will help to ensure that the considerations from the
Member States are more focused. In this context, the rapporteurs’ proposal for a harmonised
EU-wide master ICF is appropriate; this is to be used as a common standard template for all
Member States, and, when necessary, to be supplemented to take account of national
specificities (such as national standards of care, national compensation schemes or other
deviating national legislation).

Recommendations / Proposals

e Implementation of the European Commission’s proposals to strengthen the role of the
CTAG and the RMS, in order to simplify the conduct of multinational clinical trials and
reduce inconsistencies in the assessment of applications.

¢ A harmonised EU-wide master ICF can significantly reduce the administrative effort
for both sponsors and ethics committees. Such a form should, however, allow for
national amendments in regard to national standards of care, national compensation
schemes or other deviating national legislation. Such a template is already included in
the Commission’s proposal.

2.3 Accelerated and special procedure for the authorisation of multinational clinical
trials

Proposals in the Draft Report

The Draft Report aims to introduce two special accelerated procedures for multinational
clinical trials from which the sponsor can choose in the event of a public health emergency at
Union level, a serious cross-border threat to health, clinical trials for patients with rare or
ultra-rare diseases, or clinical trials with critical medicinal products (Amendment 335, new
Art. 14b a para. 1-7 CTR).

The new Article 14b a para. 1-6 CTR would introduce an accelerated procedure for the
aforementioned clinical trials. This procedure is based on existing structures (especially the
previous cooperation of the RMS and MSC without the Clinical Trial Expert Committee) and
mainly aims at shortening timelines (Amendment 335, new Art. 14b a para. 1-6 CTR).

Additionally, a centralised procedure is intended for the authorisation of multinational
clinical trials with rare or ultra-rare diseases (Amendment 335, new Art. 14b a para. 7-12
CTR). This authorisation process is to be conducted solely by the EMA without involvement
of the Member States. The ethical examination of this clinical trial would only be conducted
by EMA’s Standing Ethics Panel. This panel would be composed of EMA’s ethics experts,
experts nominated by participating Member States, patient representatives with rare disease
expertise and at least one European Reference Network designated clinical expert. This panel
should then conduct a single integrated ethical review covering trial design, informed
consent, risk-benefit, protection of vulnerable participants and data protection. The Panel’s
single ethics opinion is to replace, and be binding on, all national ethics committees’
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assessments otherwise required of participating Member States, which undertake not to
conduct separate reviews.

German Medical Association’s assessment

While the proposal for the introduction of an accelerated process for the authorisation of
clinical trials in specific situations (see above) seems suitable as it does not require the
establishment of new bodies and mainly relies on shorter timelines (Amendment 335, new
Article 14b a para. 1-6 CTR), the optional centralised procedure for the authorisation of
multinational clinical trials for rare and ultra-rare diseases (Amendment 335, new Article 14b
a para. 7-12 CTR) is expressly rejected for the following reasons:

The proposed centralised procedure does not meet key internationally agreed standards if
the application is only discussed and evaluated by an EMA’s central “Standing Ethics Panel”.
The DoH stipulates in paragraph 23 that the competent ethics committee must have sufficient
familiarity with local circumstances and context. This is the case for the ethical, statutory, and
regulatory norms and standards of the state or states in which the research is being
performed. In international research cooperation, the research protocol must be approved by
the ethics committees of all MSC (sponsoring and host countries). This is of paramount
importance, as the healthcare structures for the routine treatment of the conditions on which
such trials are based vary from country to country. Furthermore, the separate and
independent assessment of research plays a vital role in protecting research participants.

The short authorisation timelines are insufficient. A rigid assessment timeline of 7 days from
the validation of the application may significantly compromise the quality of the review if
sufficient staff and specialist resources cannot be made available in time. Providing such
resources can prove particularly challenging in the case of rare and ultra-rare diseases.

Furthermore, it is not clear why such an accelerated authorisation process is deemed
necessary for rare and ultra-rare diseases. It seems that the timeline is primarily based on
regulatory and economic policy considerations, which come at the expense of the quality of
the research assessment and, consequently, at the expense of scientific advice and the
protection of research participants. While the German Medical Association does not deny the
undisputed need for new medicines for rare and ultra-rare diseases, there exists a real risk
that the protection of research participants and the safeguarding of the scientific integrity of
research could come under considerable pressure, particularly in the case of this especially
vulnerable group of patients. Therefore, quality should take precedence over speed.

Recommendations / Proposals

e The introduction of one accelerated authorisation procedure at EU level for
multinational clinical trials in the event of a public health emergency at Union level, a
serious cross-border threat to health, clinical trials for patients with rare or ultra-rare
diseases, or clinical trials with critical medicinal products (Amendment 335 of the
Draft Report, new Article 14b a para. 1-6 CTR) is, in the view of the German Medical
Association, sufficient and appropriate.

e The accelerated procedure proposed in the Draft Report follows 5-calendar-day
intervals; this has the key drawback that the timeline for a processing step may fall on
a weekend. For pragmatic reasons, the 7-calendar-day intervals, which the
Commission also considers sensible, should be kept. If the aim is to shorten the
authorisation period, consideration could be given to parallel procedural steps
(validation and preparation of Part I of the Assessment Report) and to reducing the
sponsor’s response time for RFI assessments from the currently stipulated 10 days to
7 days, for example.
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2.4 Part Il of the Assessment Report - Common Elements

Proposals in the Draft Report

The Commission's proposal introduces the concept of the "common elements" of Part II of the
Application Dossier. However, neither the Commission's proposal nor the Draft Report
provides a concrete definition of which elements of Part II constitute the "common elements".

While the Commission's proposal states that the Member State Concerned may decide, by day
28, to rely on the ethical assessment conducted by the RMS ethics committee with regard to
the common elements of Part II of the Application Dossier, the Draft Report instead provides
that MSC "shall rely on" the common elements (Amendment 305 of the Draft Report).

German Medical Association's assessment

The involvement of the national ethics committees in the MSC corresponds to the
international ethical standards and established practice. The ethical assessment always
covers the research as a whole and not merely single aspects of it. In all assessment
procedures, the involvement of the competent national ethics committees of the MSC must
remain guaranteed. This implies that the national ethical assessment must be able to
determine whether it can rely on the assessment of common elements conducted by the
RMS's ethics committee. Moreover, the outcome of the RMS's assessment of the common
elements of Part II of the Assessment Report will not necessarily be available in time for
review. The German Medical Association therefore considers it essential that the wording of
the Commission's proposal ("may decide to rely on") remain unchanged.

Recommendations / Proposals

e The term "common elements" requires definitional clarification. In our view, the
"common elements" could comprise: the basic structure of the patient ICF, principles
for the protection of vulnerable groups, data protection principles (insofar as
harmonised under EU law), and the handling of biological samples (with restrictions,
see below).

e The following are not suitable to be treated as "common elements": the assessment of
the actual ICF document itself, which must be drafted in the national language of the
trial site; the assessment of therapeutic alternatives (standard of care); the
qualification of investigators; the suitability of the trial site; liability and insurance;
and national data protection specificities. In addition, compliance with national
requirements on the use of human tissue and embryos should, for example, remain a
matter for national assessment.

e Timelines for assessment must be designed so that MSC are able to substantively
review the RMS ethics committee's ethical assessment of the common elements of Part
IL.

e The German Medical Association supports further clarification and harmonisation of
the decision-making criteria for ethics committees; however, the involvement of
independent national ethics committees in the assessment of Part Il must not be called
into question.

3. Further Need for Amendment

Regulatory procedural simplifications for academic clinical trials

Based on experience gained in applying Regulation (EU) No. 536/2014, the Commission's
proposal for the EU Biotech Act I envisages further adapting the requirements for the
authorisation and supervision of clinical trials to reflect the risks they pose to research
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participants. In this context, the risk categorisation scheme is to be further refined by
distinguishing between minimal-intervention clinical trials (trials of medicinal products used
within the terms of their marketing authorisation) and low-intervention clinical trials (in
which authorised medicinal products with proven scientific evidence of efficacy and safety
are used, but outside the terms of their marketing authorisation). Clinical trials meeting the
criteria for minimal-intervention clinical trials would only be required to undergo ethical
review prior to the start of the trial.

German Medical Association’s assessment

The proposed simplifications for low-intervention and minimal-intervention clinical trials
are, in principle, supported. However, the simplifications of the application requirements, in
particular for non-commercial sponsors, are less meaningful than the amendments suggest.
Notably for low-intervention clinical trials, further simplifications analogous to those for
minimal-intervention clinical trials should be pursued to strengthen academic research.

The new category of minimal-intervention trials applies exclusively to authorised substances
used within their authorised indication (OECD Category A), but unfortunately not to
authorised substances used outside their authorised indication where supporting scientific
data exist (OECD Category B1).

Recommendations / Proposals

e The German Medical Association calls for minimal-intervention clinical trials to be
extended to cover the OECD Category B1 group of clinical trials. The classification of
trials as minimal- or low-intervention should be determined jointly by the competent
national authorities and the ethics committee; European or national medical specialist
societies must be substantively involved in defining "normal clinical practice" in order
to give it clear and unambiguous shape. The assessment of minimal additional risk
must be carried out by the ethics committee.
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