
Logo ACTO 
Association of Clinical Trials Organizations  

4 Malaya Dmitrovka ul., office 5, 127006, Moscow +7 (495) 699-41-98 
E-mail: info@acto-russia.org 

 
No. 379-к dated 05 March 2019 
 

To: V.I. Skvortsova, Minister of Healthcare of Russia  
M.A. Murashko, Head of Roszdravnadzor  

 
Dear Veronika Igorevna! 
Dear Mikhail Albertovich! 

 
We would hereby like to inform you that the current Russian legislation contains the requirement which cannot 
be reasonably complied with by the international multicenter clinical trials. The companies carrying out such 
trials in Russia become hostages of legal absurdity and involuntary violators of the rules of the game 
established. 

In accordance with Part 11 of Article 40 of the Law " On Circulation of Medicines", within three months 
after completion of the trial the organization that received permission to carry it out, must submit a "report on 
the findings of clinical trial of a medicinal product for medical use on the basis of conclusions of the medical 
organizations involved in this trial" to the Ministry of Health of the Russian Federation.  

Everyone who has ever dealt with the international trials knows that the results of such trials cannot be 
reasonably provided within three months. The final report is prepared by sponsor of the trial based on the 
analysis of data obtained from the clinical centers of all the countries participating therein and is usually 
ready not earlier than six months after the trial is completed. 

Realizing the impossibility of being in compliance with the above legal requirement, ACTO (Association of 
Clinical Trials Organizations), as soon as the requirement has been enacted, developed a "template" report - 
a lengthy and formal document which was submitted by most companies to the Ministry of Healthcare with 
the sole purpose - to meet the requirements provided by the law in a timely manner. The reports thus 
prepared were accepted by the Ministry of Healthcare and were never analyzed/processed in any way - for 
the purpose of that, the current legislation does not even establish any procedures. The second way of 
conditional "circumvention" of the requirement was to apply to the Ministry of Healthcare with a promise to 
submit the final report upon actual release thereof by the company. The procedure described, apparently, 
satisfied all parties of the process and would have existed further, if it wasn’t for the adoption, in 2016, of 
the Order of the Ministry of Health of the Russian Federation, dated 1 April 2016 No. 200н, which 
established the rules of good clinical practice. 

The rules thus adopted determined the content of the report (Paragraph 9 of the rules). In fact, it represents 
an abbreviated version of the international document - ICH E3. It was found unobjectionable, excepting for 
two points: 

1) the report having such a content cannot be reasonably prepared within three months after completion of 
the international project; 

2) such a report cannot be prepared by a single researcher of a clinical center, cannot be provided to 
organizer of the clinical trial and to an independent ethics committee, as required by Paragraph 61 of the 
rules, for one simple reason. Researchers in multicenter trials do not deal with collection, processing and 
statistical analysis of the information, as it is methodologically incorrect. The data is aggregated and 
analyzed by the sponsor's team. 

Thus, the situation that arose with adoption of the rules was absurd: a company is able to provide the report 
required, but other than within the set term and other than based on the "reports of researchers". 
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The requirement for submission of the report (both for the researchers and for the company-organizer of a 
clinical trial) were included in the checklist approved by the order of Roszdravnadzor (Federal Service for 
Surveillance in Healthcare) dated 9 November 2017 No. 9438. So, according to Par. 3.49, an inspector must, 
when carrying out due diligence of a legal entity to whom the permission for implementation of a clinical 
trial has been issued, ensure actual submission of the report on the results of the clinical trial to the Ministry 
of Healthcare of the Russian Federation within a three-month term. And, in accordance with Par. 4.33, when 
carrying out due diligence of a medical organization, inspector must ensure that the researcher has provided 
organizer of the trial and Independent Ethics Committee (IEC) with the report on completion of the clinical 
trial prepared in accordance with Paragraph 9 of the Rules of Good Clinical Practice. 

The requirement for submission of the report prepared according to the established format applies to the 
trials for which the applications were files after 4 September 2016. It concerns those trials which are 
currently being completed or nearly completed. 

The industry's attempt to find a way out of the situation was in vain. It is more complicated now to follow 
the previous experience of writing an "empty" document. Under most items of the "report of the researcher" 
we will have to add "not applicable to the international trials." At the same time, according to the procedure 
established, the report is to be accompanied by a lot of additional documents (Protocol and amendments 
thereto, individual registration card forms and consent forms, etc.). Those are the sponsor's documents, but, 
according to the letter of the law, a researcher of each center must supplement their report therewith and 
submit them to the original author and owner thereof. In theory organization of such work is possible. But it 
requires significant time and mobilization of resources down to the need to allocate individual staff to do 
such work. Let me say it again, the resources are required to give appearance of "reports" which are not, in 
fact, the actual trial reports. The company will still be unable to prepare and submit its report to the Ministry 
of Healthcare within the statutory deadlines. At the same time, let me say it again, neither the reports that 
give appearance, nor any actual reports will be subject to any analysis at the above stage, the current 
regulatory system having no procedure for assessment thereof. 

We do not want to be engaged in absolutely useless and absurd work. We are aware that failure to comply 
with the requirements entails recording of the violations by Roszdravnadzor acting as the supervisory 
authority. We also understand the needlessness of begging indulgence: the law is the law, and it must be 
complied with. The purpose of this appeal is to notify the management of the two relevant departments 
("legislative" and "executive"), in official manner, that the rules prescribed by the industry are inexecutable. 
Diligent participants of the market, being accustomed to meet the most stringent international requirements, 
are exposed to constrained violation of the Russian regulations. Such violation does not pose any threat to 
health of patients, does not entail any negative consequences for the state or for the society. But, 
nevertheless, it is a formal violation of the existing requirements. And as long as the Ministry of Healthcare 
and Roszdravnadzor come to an agreement and amend the legislation, such violation is unavoidably 
widespread. 

 
With best regards, 
 
Executive Director     (signed)     S.S. Zavidova 
 








