
Klinische Studien zu COVID-19

Lars G. Hemkens

Jahrestagung der AKEK
(Arbeitskreis Medizinischer Ethik-Kommissionen in der Bundesrepublik Deutschland e.V.)

online, 11. November 2021

Lars G. Hemkens MD MPH

lars.hemkens@usb.ch

online version



“Klinische Studien”

§ Randomisierte Studien: A vs B
§ Jede Intervention / Strategie
§ Auch ohne Kliniken.



Never before
have clinical trials drawn as much public attention as those testing 
interventions for COVID-19.

We aimed to describe the 
worldwide COVID-19 clinical research 
response and its evolution over the
first 100 days…

Janiaud et al. F1000. 2020: 9;1193



§ Descriptive analysis of planned, ongoing or 
completed trials by April 9, 2020 

§ Testing any intervention to treat or prevent 
COVID-19

§ Systematically identified in trial registries, 
preprint servers, and literature databases. 

Janiaud et al. F1000. 2020: 9;1193

First 100 days…



689 trials 
§ Median sample size 120 (IQR 60-300)
§ 522 randomized (75.8%)
§ 352 China (51.1%)
§ 76 USA (11%)
§ 607 evaluated treatments (88.1%)
§ 78 prevention (11.3%); 14 vaccine trials
§ Interventions tested in 11 trials with >5,000 

participants were also tested in 169 smaller 
trials (median sample size 273; IQR 90-700). 

§ Hydroxychloroquine alone was investigated in 
110 trials.

§ No trial investigated social distancing.

Janiaud et al. F1000. 2020: 9;1193

First 100 days…



Cumulative number of registered trials over time 
A by continent 
B countries with at least 10 registrations (excluding China) 

Janiaud et al. F1000. 2020: 9;1193

First 100 days…



2814 RCTs registered as of Feb 2021
§ 283 publications
§ Majority small (18% plan include n > 500)
§ Often same interventions:

> 300 RCTs w. hydroxychloroquine in 
intervention arm (60 of them registered after
RECOVERY press release)

§ Almost all on therapeutics; vaccines: 6.2% 
RCTs (vs. 10.8% on hydroxychloroquine !)

Janiaud et al. Can J Cardiol. 2021

First year… (approx.)



§ We included all planned, ongoing, or completed 
RCTs assessing interventions to treat or prevent 
COVID-19, registered in 2020, that recruited or 
planned to recruit at least one participant in 
Germany

è any intervention/strategy
(drug, vaccine, device, testing, social, 
public health, behavioural…)

Hirt et al. F1000. 2021:10;913

Deutschland 2020…



§ Source

o ClinicalTrials.gov

o WHO International Clinical Trials Registry 

Platform

o German Clinical Trials Register (DRKS)

§ Publications (incl. preprints and registry entries)

o Living OVerview of Evidence platform for COVID-

19 (L-OVE)

o Cochrane COVID-19 Study Register

o MEDLINE/PubMed

o Google Scholar using the trial registry number

Last update/search: 1 April 2021

Hirt et al. F1000. 2021:10;913

Deutschland 2020…



65 RCTs registered 
§ 17 published results
§ 27 completely, 38 partially conduct in Germany
§ 86.2% Treatments
§ 67.7% in hospitalized patients
§ 53.8% industry funding
§ 21.5% completed 

Hirt et al. F1000. 2021:10;913

Deutschland 2020…



17 RCTs (26.2%) had published results
§ 15 partially conducted in Germany
§ 12 industry-funded
§ 12 peer-reviewed articles or preprints
§ 5 exclusively press release or in registry

Deutschland 2020…

Hirt et al. F1000. 2021:10;913



Target (planned) sample size:

§ Internationally/Overall: N=300 per trial

(IQR, 174 to 830) 

German participants: N=106 per trial 

(IQR 40 to 345)

Recruited:

§ From the planned German participants, 

13.4% were recruited

(median 15 per trial (IQR 0 to 44))

Limitation:

Full recruitment data for only 34.3% of the industry-funded 

trials compared to 80% of the publicly-funded trials

Deutschland 2020…

Hirt et al. F1000. 2021:10;913



No trial was conducted in 
§ Nursing homes
§ Kindergarten
§ Childcare
§ Schools

No trial was conducted on NPIs:
§ Air filters
§ Masks, face shields
§ Testing strategies
§ Hygiene education
§ Access restriction
§ School closure organization/schedule
§ Home office policies
… 

Deutschland 2020…

Hirt et al. F1000. 2021:10;913



N=41 as of August 2021

10 trials:   USA
3 trials:   France, UK
2 trials:   Australia, Bangladesh, Canada (±Israel), 

Norway
1 trial: China, Colombia, Congo, Denmark, 

Guinea-Bissau, India, Spain, 
Switzerland

0 trial: …

RCTs on Non-
pharmaceutical 
interventions in RCTs

Hirt et al. medRxiv 2021.08.20.21261687



§ Der deutsche Beitrag zur weltweiten klinischen Forschung zu COVID-19 war 
insgesamt relativ bescheiden

§ Sehr wenige Studien lieferten Evidenz für Entscheidungsträger, d.h. publizierte
Ergebnisse

§ Keine Forschung aus Deutschland, die zuverlässige Evidenz liefert für bessere
Entscheidungen bzgl. kritischer NPI

§ Es braucht dringend Meta-Forschung zur weiteren Bewertung und zum
internationalen Vergleich von Herausforderungen und Hindernissen bei der 
Durchführung von klinischen Studien in Deutschland

§ …

Conclusion
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