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EAHP Position Paper on Clinical Trials
Meeting future healthcare challenges!

Clinical trials are essential for continuously improving patient outcomes and their quality of life. Medicines
used in clinical trials need to be securely managed by trained personnel capable to pertain their storage,
dispensing, return and destruction. Hospital pharmacists are members of the multidisciplinary team needed
for safely managing clinical trials. Within the European Union, clinical trials are governed by the Clinical Trials
Regulation which harmonises the processes for assessment and supervision.! This piece of legislation that
entered into application in January 2022, also made the process for multinational trials more efficient due to
the single online platform known as the Clinical Trials Information System (CTIS).2

The European Association of Hospital Pharmacists (EAHP) outlines in this position paper the role of the
hospital pharmacists in clinical trials, provides information on the need to involve different patient groups,
reflects on the improvements in Europe’s clinical trial landscape and discusses the role of ethics committees
in clinical trials.

EAHP calls on national governments to recognise the important roles that hospital pharmacists play in
clinical trials by requiring their involvement to increase patient safety.

EAHP encourages regulators to further improve training on clinical trials by anchoring it into both
undergraduate and continuing education of pharmacists.

EAHP recognises that not all patient groups are suitable candidates or fully represented in clinical trials.
Where appropriate, efforts should be made — taking into account also all relevant constraints — to
create clinical trials that also study the effects of new treatment options in diverse patient populations,
so that also these groups could be provided with access to new medicines once approved.

EAHP underlines the importance of utilising the full potential of the EU Clinical Trial Regulation by
swiftly putting all necessary measures in place at the national level to successfully transition to this new
regime.

EAHP urges the Member States to ensure that the role of ethics committees under the new Clinical
Trial Regulation remains strong in the interest of clinical trial participants.

The role of the hospital pharmacist in clinical trials

Clinical trials are complex and require the involvement of different healthcare professionals.3
Multidisciplinary cooperation is essential for their success. The care team should involve principal and sub-
investigators, clinical research coordinators, pharmacists and other healthcare professionals involved in
clinical trials.* One of the key contributions of the pharmacist is the promotion of patient safety by
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collaborating in the development of a research protocol, reviewing as a member of an advisory committee,
establishing mechanisms that contribute to safety, and assuring compliance with local and national
regulations and standards. Another area of engagement for hospital pharmacists in clinical trials is the
procurement, compounding, handling and storage of investigational medicinal products that are part of a
clinical trial, according to Good Clinical Practice (GCP) and Good Manufacturing Practice (GMP) guidelines.>
This closely interlinks with the direct collaboration of the pharmacist and the rest of the multidisciplinary
team on pharmaceutical aspects such as composition, supervision of indications, dosage, contraindications,
adverse effects and interactions of investigational medicinal products.

Hospital pharmacists are at the forefront of patient care and consequently also have a significant impact on
patient management and thus should be further integrated into the work of ethics committees.® Linked to
the clinical trial roll-out as a whole, the hospital pharmacist can function as a connector between the
promoters, the competent authority and the local scientific officers.” Investigational medicinal products have
specific risks that need to be managed and medication errors may occur in clinical trials, possibly associated
with adverse reactions.8 The hospital pharmacist due to expertise on pharmaceutical aspects is an important
figure that can help with the management of these risks. In accordance with Section 6.5 of the European
Statements of Hospital Pharmacy, the hospital pharmacist should be actively involved in clinical trials of
medicines.? However, despite the advantages of hospital pharmacy involvement in clinical trials, their
pharmaceutical expertise is not yet fully utilised across Europe.l® EAHP calls on national governments to
recognise the important roles that hospital pharmacists play in clinical trials by requiring their involvement
to increase patient safety.

Particular attention must be paid to all medication processes within clinical trials related to high-risk and
hazardous medicines, medicines with unknown toxicity/occupational safety profiles and those of a particular
nature, such as radiopharmaceuticals and advanced therapy medicinal products (ATMPs), including gene
therapy medicinal products. Specific rules, precautions and practical specificities that apply for some of these
medicinal products, such as exemptions from authorisation and GMP requirements for diagnostic
radiopharmaceuticals, specific rules for labelling or environmental safeguards for genetically modified ATMPs
need to be further considered in the training of hospital pharmacists and other professionals involved in
clinical trials .11

To best carry out its functions as a member of the multidisciplinary clinical trial team, the pharmacist must
be competent with the GCP guidelines, research protocol, informed consent form, investigator's brochure,
and standard operating procedures of the research centre which include regulatory, ethical, and legal
requirements.’? To ensure that the aims of the Clinical Trial Regulation, including the promotion of higher
standards in patient's safety and increasing transparency in clinical trials, are met, education and training
specifically targeted to clinical trials is essential for ensuring that each member of the team, including the
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pharmacist, can optimally contribute to the success of a clinical trial.!3 This training should also focus on the
preparation/compounding of high-risk and hazardous medicines, medicines with unknown
toxicity/occupational safety profiles and those of a particular nature, such as radiopharmaceuticals and
ATMPs. EAHP encourages regulators to further improve training on clinical trials by anchoring it into both
undergraduate and continuing education of pharmacists.

Clinical trials for special populations

Special populations such as children, the elderly and women (non-pregnant and pregnant) are
underrepresented in clinical trials due to the need for additional consideration with regard to clinical
research.* To protect these vulnerable groups specific regulations need to be adhered to when performing
clinical trials with special populations. Although the number of paediatric clinical trials increased considerably
between 2007 and 2015 the gap between the amount of adult and paediatric trials is still wide.l> For
paediatric patients research is for example affected by ethical concerns, recruitment challenges, the lack of
clear criteria for evaluating the potential risks of their exposure in a trial, the lack of availability of child-
appropriate dosages and application forms and the costs of paediatric clinical trials.'® Paediatric investigation
plans (PIPs) need to be strongly encouraged.

While older patients are proportionately major users of medicine, this group is underrepresented or even
excluded from many clinical trials that generate the evidence base for healthcare interventions. Yet it is
recognised at the international level that due to potential differences in pharmacokinetics,
pharmacodynamics, disease-drug interactions, drug-drug interactions, and clinical response that can occurin
the geriatric population, conclusions reached in studies of adults cannot be extrapolated to the treatment of
older patient populations.” EU Clinical Trial Register data from 2019 indicate that, out of a total of 19,447
ongoing clinical trials, 14,026 have been designed for adults and the older persons (72%). However, a caveat
is that the database does not adequately display trials involving only older individuals. This patient group is
usually included in the broader term “adults”.1® Therefore, the results of the Clinical Trial Register offer a
distorted image of the clinical trials landscape for this patient group. Owed to the lack of clinical trial data for
the older population, treatment decisions are in daily practice routinely based on medical data derived from
studies of younger adults. In these situations, practitioners are left to treat patients over the age of 65 without
adequate knowledge of older adults’ response to medication, dosing ranges in acute and long-term use, side
effect profiles, potential for accumulation in the body, and drug-drug interactions.1?

EAHP recognises that not all patient groups are suitable candidates or fully represented in clinical trials.
Where appropriate, efforts should be made — taking into account also all relevant constraints — to create
clinical trials that also study the effects of new treatment options in diverse patient populations?’, so that
also these groups could be provided with access to new medicines once approved.

13 Cagnazzo C, Campora S, Ferretti E, Arizio F, Marchesi E. New European Clinical Trial Regulation: perception and expectations in Italy. Ann
Oncol. 2017 Jul 1;28(7):1648-1654. doi: 10.1093/annonc/mdx153. PMID: 28368461.
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Further improving the European clinical trial landscape

The new EU Clinical Trial Regulation is based on three fundamental pillars: harmonisation of the procedures
for carrying out clinical trials due to the submission of a single e-dossier through a new information system,
public disclosure of information obtained from clinical trials to increase trust and reliability and simplified
safety reporting requirements.?! Through the introduction of the single European electronic portal for
submitting trials, the EU seeks to accelerate the application process by simplifying and harmonising the
administrative requirements for multicentre clinical trials.22 Also, access to information will improve due to
the publication of a non-technical, plain-language summary of clinical trial results.2? To majorly change
Europe’s role in the global clinical trial landscape, efforts need to be made throughout the transition period,
lasting until January 2025. Consequently, EAHP underlines the importance of utilising the full potential of
the EU Clinical Trial Regulation by swiftly putting all necessary measures in place at the national level to
successfully transition to this new regime.

The role of ethics committees in clinical trials

The new EU Clinical Trial Regulation does not only bring improvements but also challenges due to significantly
reforming the role of ethics committees in clinical trials. The differences between the old Directive and the
new Regulation seek to create a more favourable environment to conduct clinical trials in the European
Union. However, it is also feared that the role of ethics committees will weaken in at least some of the
Member States because the new Regulation allows narrowing down the scope of ethics review.24 A strong
role of the ethics committee is paramount for the protection of the rights and safety of clinical trial
participants. Member States are in the position to freely shape the scope of the ethical review. A careful
balance between the faster approval procedures offered by the new Clinical Trial Regulation and high-quality
ethics reviews not excluding the evaluation of the methodology and risks of a study needs to be found in
order not to contribute to less protection of the participants.2> EAHP urges the Member States to ensure
that the role of ethics committees under the new Clinical Trial Regulation remains strong in the interest of
clinical trial participants. Also, technical aspects should not be forgotten during the transition phase.
Interfacing the new database with national systems is key for the smooth conduct of clinical trials.
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