
Clinical trial regulation 

and ethical committees
EAHP statements 6.4. 6.5.

Pharmacy, Prof. Dr. Irene Krämer



Apotheke, Prof. Dr. I. Krämer

Disclosure

§ Conflict of interest: 
Dr Irene Krämer received speakers' fee and/or honoraria from 
Amgen, Boehringer Ingelheim, Abbvie, MSD



Apotheke, Prof. Dr. I. Krämer

Self assessment questions
§ Ethics committees only approve  Phase 1-3 clinical trials of medicinal products

Yes or No

§ Recommendations for research ethics committees are based on the 
Declaration of Helsinki (latest version)
Yes or No

§ Ethical aspects do not play a role in daily pharmacy practice
Yes or No 



Ethics committee 
of the state of 
Rhineland Palatinate

Chair person
Co-chairs
Members
Medical professionals
Non-medical professionals
e.g. other health care professionals
legal professionals
patient advocates
CEO

Approach
interdisciplinary
independent
transparant
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Recommendations of the 
Ethics committee
based on 

• Ethical principles
• Scientific quality
• Lawfulness



Protection 
of research subjects  AND
of responsible medical 
professionals

• Die Verantwortung für den Schutz der Versuchspersonen 
muss stets der Arzt oder ein anderer Angehöriger eines 
Heilberufes tragen und nie die Versuchsperson selbst, auch 
dann nicht, wenn sie ihr Einverständnis gegeben hat.

• (Deklaration von Helsiniki, Art. 9)
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Mandatory Consultation by the 
Ethics committee
before starting a
Clinical Research project

Types of Research Projects
Clinical trials with medicinal products
(AMG) 
Clinical trials with medical devices
(MPG) 
Interventional clinical studies
Non-interventional clinical studies
Epidemiological studies
Studies on Bio-material
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Clinical trials with medical devices
- new applications
- safety
- assessment of performance

Clinical trials with medicinal products
- Phase 1 to 3, safety, efficacy
- randomized, (placebo)controlled,
blinded studies 

- sponsors (Pharmaceutical industry )
- Clinical research organizations (CRO)

Evaluation and approval according to the Medicinal Products Act 
and Medical Devices Act, Regulation EU Nr. 536/2014 



Clinical research with particulars
- questionnaires
- interviews
- registries 
- Phase 4 studies 

Clinical research
- Investigator initiated 
- Interventional, non-interventional
- Clinical trial material prepared by

hospital pharmacy

Clinical research with bio-material
- liquid bio-banks
- cell and tissue banks
- gene analysis

Consultation according to
professional regulations
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Declaration of Helsinki 2013, § 23

Evaluation of
Periodic safety update reports
Serious adverse events
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Meetings of the Research Ethics Committee
§ Monthly or twice monthly
§ About 40 topics

applications, ammendments, safety reports
§ Pre-reading of the documents by the members
§ Application assigned to an expert member

pre-assessment and report by the expert 
§ Questions and answers round
§ Decision making

§ Chairperson 
signature of the protocol
signature of the notification for the applicant



Apotheke, Prof. Dr. I. Krämer

Points to consider
§ Patient information

too long (20-30 pages), bad translations, not understandable
too short, not complete, meaningless
not appropriate for paediatric patients of different age groups

§ Informed consent document
not corresponding to the regulations
data protection

§ Gene analyses
Incidental findings with genomic sequencing
Implications for genetic counseling practice
medically actionable findings, right to know and to opt out 

§ Investigation of bio-material (WMA declaration of Taipei)
purpose limitation principle



Protection of vulnerable 
groups and individuals

-
minimal burden 
minimal harm
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Annual Workload

500 New applications

800 Amendments
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Good reasons for participation as pharmacist
in the Research Ethics Committee
§ Placement of pharmaceutical aspects
§ Placement of real-life aspects

§ Thinking out of the box
§ Personality development
§ Volunteer spirit activity for patients

§ Development of better understanding for the needs of clinical reseachers
§ Reputation for pharmacy profession
§ Keeping pharmaceutical knowledge up-to-date
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Procedures of a
Research Ethics Committee in Germany

Time for questions and comments
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Clinical Ethics Committee
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Duties of the Clinical Ethics Committee

§ Education and continuing education of the hospital staff regarding clinical
ethics

§ Development of local guidelines for patient-oriented procedures based
on ethical principles

§ Consultation of the board of directors and medical directors of the clinics
regarding ethical issues in medical treatment and nursing care  

§ Ethics consultation in individual patients requested by physicians, nurses, 
patients or there families/caregivers
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Procedures of the Clinical Ethics Committee

§ Monthly meetings

§ Members: medical professionals, nurse professionals, catholic and 
protestant pastoral caregivers, hospital social workers, legal professional, 
pharmacist

§ Reflection on recent patient-individual consultations
exchange of views (e.g. religious, cultural aspects)
conflicts with the advance directive

§ Discussion of new regulations and court judgements regarding treatment
of patients
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Distribution of Cannabis herb/raisin by pharmacy
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Distribution of cannabis herb/raisin for inpatients

§ Approved medicinal products: Sativex®, Canemes®, Marinol®
§ Cannabis herb/raisin for pharmacy preparations

Identity testing in the pharmacy

§ Added value of pharmacy preparations (herb, capsules, oral liquid)?
§ Evidence of cannabis herb compared to standardized approved medicinal products

or pharmacy preparations?
§ Dosage form of herbs – vaporisation in the hospital?

§ Switch to oral liquid forms during hospital stay?
Congruent to professional ethics? 
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Switch of cannabis herb/raisin 
to oral liquid form or approved medicinal products 

during hospital stay?

Time for comments and discussion
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Distribution of pentobarbital for assisted suicide

§ Organized (medically) assisted suicide forbidden by law in Germany
§ March 2017 court judgement, that terminally ill patients under certain

conditions have the right to obtain pentobarbital
§ Meanwhile 80 applications submitted to BfArM/narcotic drug agency

No decisions made yet (moral conflict)
§ March 2018 Di Fabio (lecturer in constitutional law): 

„The right of the individual patient to do suicide, does not induce the
obligation of the government to assist suicide“

„Pharmacists can not be forced to distribute the lethal dosage of
pentobarbital“
Not congruent to professional ethics, freedom of conscience
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Distribution of pentobarbital for 
assisted suicide by pharmacy?

Time for comments and discussion
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Take home messages

§ Pharmacists should participate in research ethics committees and 
clinical ethics committees

§ Pharmacists should place pharmaceutical aspects
and the professional ethics in the committees

§ Professional ethics are to be regarded in daily pharmacy practice
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Self assessment questions (with answers)
§ Ethics committees only approve  Phase 1-3 clinical trials of medicinal 

products
No

§ Recommendations for research ethics committees are based on the 
Declaration of Helsinki (latest version)
Yes

§ Ethical aspects do not play a role in daily pharmacy practice
No 


