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Minute of history: Registration of clinical trials

• U.S. Congress Health Omnibus Programs Extension Act of 1988 – free public access to information about

CT connected with AIDS

• Food and Drug Administration Modernization Act of 1997 (Public Act 105-115) – free access of the public to

o Federally and privately funded clinical trials

o The purpose of each experimental drug

o Subject eligibility criteria to participate in the clinical trial

o The location of clinical trial sites being used for a study

o A point of contact for patients interested in enrolling in the trial.

• 29 February 2000 – site ClinicalTrials.gov came online

• Food and Drug Administration Amendments Act of 2007 (U.S. Public Law 110-85) – mandatory wide

reported information:

o Elements of data

o Basic reports with results of study



(Pre)registration of preclinical trials: Aims

• To avoid duplication of experiments

o a significant portion of negative results or data that contradict generally

accepted ones remains unpublished

• To increase replication of experimental results

o replication crisis

• To open possibility to use data massive

o data pulling

o new approaches to analysis of results



One more minute of history: Registry of preclinical trials

• open science framework registry (https://osf.io/, USA)

• https://preclinicaltrials.eu (Niderlandes)

• https://animalstudyregistry.org (Germany)
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OSF registry: How to registry a project
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OSF registry: What do our actions result in?



OSF registry: Pro et contra

Pro

• Easy registration (supports registration via ORCID)

• Simple interface and easy form filling

• Ability to post project-related data sets

• Ability to post information in Russian

Contra

• Non-specialized website

• Lack of external review of study design

• No option to block general access during the embargo period

• No protocol number in the registry



PreclinicalTrials.eu: How to registry a project
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PreclinicalTrials.eu: What do our actions result in?



PreclinicalTrials.eu: Pro et contra

Pro

• Specialized website

• Simple interface, tooltips available

• External review available

• Registration number available

• Possibility to embargo public access (till 1 year)

Contra

• English only

• No possibility to post project-related data arrays 



AnimalsStudyRegistry.org: How to registry a project
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AnimalsStudyRegistry.org: Pro et contra

Pro

• Specialized website

• Simple interface, tooltips available

• DOI available

• Possibility to embargo public access (till 5 years)

Contra

• English only

• No possibility to post project-related data arrays

• No external review



(Pre)registration in Russia: Eternal Russian questions

• Question 1: Why?

o PreclinicalsTrials.eu – 267 registrated protocols for 8 years

o AnimalsStudyRegistry.org – 217 registrated for 6 years

❖ Potential answers:

o Protocol as a reporting publication

o Guaranteed publication of results, regardless of their nature

• Question 2: Who pays for registry maintenance??

❖ Potential answer: Government

• Question 3: Access of competitor labs to information to sensitive?

❖ Potential answer: No



Thanks for attention!
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