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RESEARCH ARTICLE 

The world has been suffering from the deadly effects of coronavirus and seemingly will 

continue to suffer for quite more time. Humanity has witnessed many kinds of outbreaks that 

have affected the population endemically or epidemically. Urgent need for treatment of 

COVID-19 is necessary and essential. In this article the cornerstones of clinical trial ethics, 

current publications and statements are analyzed to overcome the difficulties of pandemics 

with an additional focus on Turkey. 

The researching physician, volunteering patients, industry, institutions, and 

national/international ethico-legal bodies are playing important role in clinical research. As 

stated in the Hippocratic Oath, it is a physician’s duty to “first do no harm”. Many international 

documents also state the fact that preserving the dignity of people and basic rights is the most 

essential attitude. 

Clinical trials follow a certain set of principles regulated by legislative bodies. Medical ethics 

try to establish a common base for all research to fulfill the need for an internationally 

acceptable standard. Rather than serving the benefit of qualifications, ethical standards 

preserve qualitative values. It can be said that medical ethics is an appropriate discipline to 

serve the improvement of both science and morals. 
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Table 1. List of Selected Guidelines on Clinical Research Ethics for COVID-19 Pandemic 

Institution Title Date Key Points 

European 
Commission (EC)1 

Guidance on The Management of Clinical Trials During 
the COVID-19 (Coronavirus) Pandemic 
 
Version 1 
 
Version 2: Key changes from v1 (20-03-2020): additional 
clarification on obtaining informed consent; link to 
methodological guidance on statistical considerations in 
relation to COVID-19 pandemic; advice on IMP stocks, 
safety reporting, conduct of audits; temporary halts 
 
Version 3: Key changes from v2 (27-03-2020): distributor 
to trial participant IMP shipment, monitoring, remote 
source data verification and communication with 
authorities 

 
 
 
20.03.2020 
 
27.03.2020 
 
 
 
 
 
 
28.04.2020 

• Initiating New Trials/Changes to Ongoing Trials 

• Safety Reporting/Risk Assessment 

• Communication with Authorities 

• Communication Between Sponsors, Trial Sites and Trial Participants 

• Changes to Informed Consent 

• Changes in the Distribution of The Investigational Medicinal Products 

• Changes in the Distribution of In Vitro Diagnostic and Medical 
Devices 

• Changes to Monitoring/Changes to Auditing 

• Protocol Deviations 

• Reimbursement of Exceptional Expenses 

• Initiation of New Trials Aiming to Test New Treatments for Covid-19 

• Annex 1: Protection of Trial Participants’ Rights During Remote 
Source Data Verification 

United Nations 
Educational, 
Scientific and 
Cultural 
Organization 
(UNESCO)2 

Statement on COVID-19: ethical considerations from a 
global perspective 

06.04.2020 • Health and Social Policies 

• Sound Scientific Knowledge and Practices 

• Weaknesses of the Healthcare Systems 

• Allocation of Resources 

• Patient Triage 

• Vulnerable Individuals 

• Right to Health/Duty to Health 

• Access to Timely, Accurate, Clear, Complete, and Transparent 
Information 

• Common Understanding of Ethical Review Processes 

• Responsible Research Practices 

• Effective Use of Digital Technologies 

• International Collaboration 

• Dependency Between the Countries 

• Solidarity 

WHO (World 
Health 
Organization)3 

Clinical management of severe acute respiratory 
infection when novel coronavirus (2019-nCoV) 
infection is suspected: Interim Guidance 

28.01.2020 • Triage 

• Appropriate Infection Prevention and Control Measures 

• Early Supportive Therapy and Monitoring 

• Collection of Specimens for Laboratory Diagnosis 

• Management of Hypoxemic Respiratory Failure and Acute 
Respiratory Distress Syndrome (ARDS) 

• Management of Septic Shock 

• Prevention of Complications 

• Specific Anti-Ncov Treatments 

• Special Considerations for Pregnant Patients 

WHO4 Off-label use of medicines for COVID-19: Scientific Brief 31.03.2020 • Solidarity Trial 

• Subjection to National Laws and Regulations 

• Stockpiling 

• Creation of Shortages for Approved Medicines 

• Informed Consent 

• Monitorization/Documentation/Publication of Changes in Protocol 

• Compliance with National and International Laws 

FDA (Food and 
Drug 
Administration)5 

FDA Guidance on Conduct of Clinical Trials of Medical 
Products during the COVID-19 Public Health Emergency 

Last update: 
02.07.2020 
First 
published: 
March, 2020 

• Suspension or Continuation of an Ongoing Study 

• Initiation of a New Study 

• Administering or Using an Investigational Product 

• Management of Protocol Deviations and Amendments 

• Initiation of Virtual Clinical Trials 

• Management of Deviations to Address Patient Safety 

• Switches to Home Deliveries 

• Switches to Home Infusion 

• Delays to On-Site Monitorings 

• Difficulties of Obtaining Informed Consent 

• Implementation Remote Performance Outcome (Perfo) Assessments 
or Interview-Based Clinician-Reported Outcome (Clinro) Assessments 

• Remote Monitoring Visits 

• Problems in Receiving Drugs 

• Selection of Alternate Laboratories or Imaging Facilities 

• Postmarket Device Studies 
 

http://www.jceionline.org/
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-10/guidanceclinicaltrials_covid19_en.pdf
https://unesdoc.unesco.org/ark:/48223/pf0000373115
https://www.who.int/publications-detail/clinical-management-of-severe-acute-respiratory-infection-when-novel-coronavirus-(ncov)-infection-is-suspected
https://www.who.int/publications-detail/clinical-management-of-severe-acute-respiratory-infection-when-novel-coronavirus-(ncov)-infection-is-suspected
https://www.who.int/news-room/commentaries/detail/off-label-use-of-medicines-for-covid-19
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-guidance-conduct-clinical-trials-medical-products-during-covid-19-public-health-emergency
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-guidance-conduct-clinical-trials-medical-products-during-covid-19-public-health-emergency
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Table 2. List of Selected Guidelines on Clinical Trial Ethics in Turkey for COVID-19 Pandemic 

Institution Title Date Key Points 

TİTCK (Turkey 
Pharmaceuticals and 
Medical Devices 
Agency)6 

Precautions to be Taken in Clinical Researches Due to 
COVID-19 Pandemic 

19.03.2020 • Early or Temporary Termination 

• Emergency Security Measures 

• Protocol Deviations 

• Monitorization 

• Supplementation of Research Materials 

• Laboratory and Diagnostic Services 

• Visits 

• Changes in Research Center and Staff 

• Researcher Meetings 

• Training 

• Ethics Committee Meetings and Applications 

• Increase in Volunteers 

• Evaluation Periods 

TİTCK7 Treatment Approaches for COVID-19 Patients and 
Scientific Studies 

16.04.2020 • Off-label Drug Use 

• Drug Supply 

• Informed Consent 

• Adverse Reactions 

• Requirements for Clinical Research 

• Alternative Approaches in Treatment 

• Ethics Committees 

• Monitorization 

TİTCK8 Scientific Research Evaluation Commission 28.04.2020 • Initiation and Publication of Research 

• Application for Ethics Committees 

• Application to Scientific Research Evaluation Commission 

TTB (Turkish Medical 
Association)9 

TTB Ethics Committee’s Opinion on Outbreaks 04.04.2020 • Management of Epidemics 

• Privacy 

• Discrimination and Stigmatization 

• Vulnerable Groups 

• Responsibilities of Managers of Health Institutions 

• International Cooperation 

• Surveillance/Role of Media 

• Limits of Duty to Service 

• Allocation of Resources 

• Triage 

• Pressure on Health Professionals 

• Scientific Studies 
 

http://www.jceionline.org/
https://titck.gov.tr/storage/Archive/2020/announcement/8ca5ea8c-4933-446c-acd5-de9384385f03.pdf
https://www.titck.gov.tr/mevzuat/covid-19-hastalarinda-tedavi-yaklasimlari-ve-bilimsel-arastirmalar-konulu-genelge-16042020172320
https://drive.google.com/file/d/1ggnGlcvIQA6GSixmmzllg6eOZ080KusS/view?usp=sharing
https://www.ttb.org.tr/makale_goster.php?Guid=4da9a49c-7674-11ea-b329-aa051764b049
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https://www.worldometers.info/coronavirus/coronavirus-cases/#daily-cases
https://www.worldometers.info/coronavirus/coronavirus-cases/#daily-cases
https://clinicaltrials.gov/
https://clinicaltrials.gov/ct2/resources/trends#LocationsOfRegisteredStudies
https://clinicaltrials.gov/ct2/resources/trends#LocationsOfRegisteredStudies
https://www.wma.net/policies-post/wma-declaration-of-helsinki-ethical-principles-for-medical-research-involving-human-subjects/
https://www.wma.net/policies-post/wma-declaration-of-helsinki-ethical-principles-for-medical-research-involving-human-subjects/
https://www.wma.net/policies-post/wma-declaration-of-helsinki-ethical-principles-for-medical-research-involving-human-subjects/
https://www.wma.net/policies-post/wma-declaration-of-geneva/
https://www.wma.net/policies-post/wma-declaration-of-geneva/
https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf
https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf
https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf
https://www.coe.int/en/web/conventions/full-list/-/conventions/treaty/164
https://www.coe.int/en/web/conventions/full-list/-/conventions/treaty/164
https://www.who.int/research-observatory/monitoring/processes/clinical_trials_2/en
https://www.who.int/research-observatory/monitoring/processes/clinical_trials_2/en
https://www.who.int/research-observatory/monitoring/processes/clinical_trials_2/en
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https://www.pharmaceuticalprocessingworld.com/pharmerging-markets-expected-to-lead-healthcare-growth/
https://www.pharmaceuticalprocessingworld.com/pharmerging-markets-expected-to-lead-healthcare-growth/
https://www.pharmaceuticalprocessingworld.com/pharmerging-markets-expected-to-lead-healthcare-growth/
https://clinicaltrials.gov/ct2/results/details?cond=COVID-19&term=&cntry=TR&state=&city=&dist=&Search=Search
https://clinicaltrials.gov/ct2/results/details?cond=COVID-19&term=&cntry=TR&state=&city=&dist=&Search=Search
https://clinicaltrials.gov/ct2/results/details?cond=COVID-19&term=&cntry=TR&state=&city=&dist=&Search=Search
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