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Among other regulations aimed at the implementation of the Agreement on the Uniform Principles 
and Rules for Market Circulation of Medical Devices within the Eurasian Economic Union dated                                      
23 December 2014 (hereinafter - the 'Agreement'), on 3 November 2016 the Council of                
the Eurasian Economic Commission (EAEC) adopted: 

 Decision No. 79 'On Approval of the Rules of Good Clinical Practice of the Eurasian 
Economic Union' (hereinafter - the 'Clinical Practice Rules'); 

 Decision No. 81 'On Approval of the Rules of Good Laboratory Practice of the Eurasian 
Economic Union in the Area of Circulation of Medicines' (hereinafter - the 'Laboratory 
Practice Rules').  

Both instruments come into force upon expiry of 10 calendar days after the entry into force of                              
the Protocol dated 2 December 2015, on accession of the Republic of Armenia to the Agreement.  

 

EAEU Good Clinical Practice Rules  

The Clinical Practice Rules are based on ICH GCP - Guideline for Good Clinical Practice being    
E6 (R1) instruments of the International Conference on Harmonization of Technical Requirements 
for Registration of Pharmaceuticals for Human Use; ICH. 

These Rules must be complied with in the course of any clinical trials (testing), the results of which 
are submitted to the competent authorities of the Eurasian Economic Union (the 'EAEU') member-
states. 

The principles of good clinical practice include, inter alia: 

1) obligatory pre-trial evaluation of the ratio of anticipated (foreseeable) risk and 
inconveniences to the expected benefits to the trial subject and society; 

2) obligatory pre-trial obtaining from each trial subject of a voluntary informed consent;  

3) adequacy of information (both pre-clinical and clinical) on the medication under trial to justify 
the anticipated clinical trial;  

4) compliance with the scientific requirements and their obligatory clear and detailed 
description in the clinical trial protocol (hereinafter - the 'Protocol');  

5) compliance with the protocol approved by the institutional review board (IRB) (independent 
ethics committee (IEC)). 

Recommended IRB (IEC) composition is at least 5 people. 

The IRB (IEC) duties includes, inter alia: 

 evaluating compliance of the Investigator's qualification with the proposed trial; 

 continuing review of each ongoing trial at intervals appropriate to the degree of risk to trial 
subjects, but at least once a year. 

Sponsor of a clinical trial is an individual or entity, which takes responsibility for the initiation, 
management, and financing of the clinical trial, including for: 

 selecting the investigators (medical institutions); each Investigator shall be qualified by 
training and experience and have adequate resources to properly conduct the respective 
trial; 

 implementing and maintaining quality assurance and quality control systems with              
the standard operating procedures (SOPs) in writing; 



 

 

 ensuring agreement from all parties involved to provide direct access to all trial related 
centres, source data/documents, and reports for the purpose of monitoring and auditing by 
the Sponsor, and inspection by domestic and foreign regulatory authorities. 

A Sponsor may transfer any or all of the Sponsor's trial-related duties and functions to a contract 
research organisation, however the Sponsor bears the ultimate responsibility for the quality and 
integrity of the trial data. 

A Sponsor is responsible for ensuring proper monitoring of trials, for this purpose the Sponsor: 

 appoints monitors, who are appropriately trained and have the scientific and(or) clinical 
knowledge needed to monitor the trial properly; 

 define needed scope of monitoring based on the purposes, tasks, methodology, complexity, 
masking, amount and analysing trial parameters.  

A monitor acts as the primary link between the Sponsor and Investigator and makes sure that                               
the Investigator has adequate qualifications and resources and remains adequate throughout the 
trial period.  

In addition, a Sponsor shall ensure auditing, independently of and separately from routine 
monitoring or quality control functions, to evaluate trial compliance with the SOPs, Clinical Practice 
Rules, and applicableregulatory requirements. To conduct audit, the Sponsor appoints individuals, 
who are independent of the clinical trials. 

The Sponsor may decide to establish an independent data monitoring committee (IDMC) to 
consider the progress of a clinical trial, including the safety data and the critical efficacy 
parameters, and to recommend to the Sponsor whether to continue, stop, or modify the trial. 

The Sponsor and other data holders must keep all main Sponsor-related documents for at least     
2 years after approval of the latest application for a medicine registration in a member-state and 
until no applications are under consideration or are expected, or for at least 2 years after the official 
termination of a clinical stage of development of the respective medicine. 

Financial aspects of a trial must be documented by an agreement between the Sponsor and 
Investigator (medical institution). 

Before entering into an agreement with an Investigator to conduct a trial, the Sponsor shall provide                      
the Investigator (medical institution) with the protocol and an up-to-date Investigator's brochure. 

Investigator, an individual responsible for the conduct of a clinical trial at a trial centre must 
immediately report to the IRB (IEC) on: 

 deviations from, or changes of, the protocol made to eliminate immediate hazards to the trial 
subjects; 

 changes increasing the risk to trial subjects and(or) affecting significantly the conduct of    
the trial; 

 all unexpected material adverse reactions; 

 new information that may show the risk increase for the subject and affect adversely         
the conduct of the trial. 

An Investigator shall also notify the Sponsor: 

 promptly of all serious adverse events (SAE) except for those SAE, which are defined in                        
the protocol or another document as not requiring immediate reporting; 



 

 

 of all adverse events and(or) laboratory abnormalities identified in the protocol as critical for 
safety evaluation. 

The Investigator shall ensure that all persons involved in the trial are adequately informed about                               
the protocol and information on the product under trial, as well as about their duties and functions. 

The Investigator shall not deviate from, or make changes to the protocol without the sponsor's 
consent and prior review and documented approval (opinion) of the IRB/IEC of the changes to     
the protocol, except where necessary to eliminate an immediate hazard to trial subjects, or when 
the changes involve only administrative or technical aspects of the trial. 

As a general rule, a non-therapeutic clinical trial may only be conducted with participation of 
subjects who give their consent thereto and sign personally the informed consent. Upon consent of 
their representatives, trial subjects can be included into a trial provided certain conditions are met, 
in particular: the foreseeable risk to the subjects is low and negative impact on the subject’s well-
being is minimised and low.  

A trial can be early terminated or suspended upon initiative of the Investigator, Sponsor, or in case 
of a final or temporary withdrawal by IRB (IEC) of the approval (opinion) of the trial.  

Whether the trial is completed under the protocol or early terminated, the Sponsor shall ensure that                                
the clinical trial reports are prepared and provided to the competent authorities (in the form 
specified in the annex to the Rules). 

The Clinical Practice Rules provide for a minimum list of the principal documents related to          
the clinical trial depending on the stage when they are usually issued: 

1) before the clinical phase of the trial; 

2) during the clinical phase of the trial; 

3) after completion or early termination of the trial. 

Besides, there are detailed requirements to the structure and content of: 

 a clinical trial protocol; 

 an Investigator's brochure, which is a free summary of the clinical and pre-clinical data on                             
the product under trial, which is relevant to the study thereof involving human as a trial 
subject; 

 a clinical trial report. 

 

EAEU Good Laboratory Practice Rules  

The Laboratory Practice Rules apply to the pre-clinical (non-clinical) safety testing of medicines 
and(or) substances contained in medicines.   

The Rules were developed to harmonize international treaties and acts that comprise the law of                                                 
the EAEU in the area of circulation of medicines with the EU laws. The Rules are based on                                             
the documents of the Organisation for Economic Cooperation and Development (OECD) of         
the series 'Principles of Good Laboratory Practice and Compliance Monitoring', in particular, 
ENV/MC/CHEM(98)17 (OECD Principles of Good Laboratory Practice), OECD/GD(95)66 
(Guidelines for GLP Compliance Monitoring Procedures). 

Compliance with the Laboratory Practice Rules is a statutory requirement for approval of pre-
clinical (non-clinical) trials. 



 

 

A testing laboratory engaged in the pre-clinical (non-clinical) trials shall have a documented quality 
control system to ensure that trials comply with the Laboratory Practice Rules.  The system shall 
include approved Standard Operating Procedures (SOPs) that provide for details and description of 
the procedure for the conduct of all laboratory and industrial operations. 

Responsibility for the conduct of the trial in general and preparation of the final report on the trial is 
borne by the Trial Director.  

The Trial Director, inter alia: 

 approves and signs the trial plan and any amendments thereto; 

 ensure that the responsible personnel register all raw data received. 

The Laboratory Practice Rules provides for the requirements to the trial facilities, equipment, 
materials and agents, test systems, treatment of test items (medicines) and comparable samples 
(reference samples).  

The listed aspects of the test laboratory operations shall be provided with written SOPs approved 
by the test laboratory management and designed to ensure the quality and reliability of the data 
obtained by the test laboratory during the trial.  

Each trial shall be preceded by a plan signed by the Trial Director and approved by                      
the representative of the laboratory QAS. When required by the law of EAEU member-states,       
the trial plan is approved by the test laboratory management and the sponsor (developer). 

Deviations from the trial plan shall be documented, described, explained, approved by the Trial 
Director and/or Principal Investigator(s) and shall be maintained with the trial raw data. 

Laboratory trials are conducted in compliance with the trial plan and general requirements to trials 
procedures as specified by the annex to the Laboratory Practice Rules. 

Upon results of each trial in a final report shall be issued, which is signed and dated by the Trial 
Director.  

The Laboratory Practice Rules also provide for certain requirements to the content of the trial plan 
and final report.  

Trial-related documents shall be kept in archives for at least 5 years after completion of                
the respective medicine circulation, unless otherwise established by the legislation of the EAEU 
member-states.  

Compliance with the Laboratory Practice Rules is inspected under the pharmaceutical inspection 
specified by international treaties and instruments that comprise the EAEU law.  

The EAEU member-states: 

 publish information on the systems for monitoring of compliance by trial laboratories (sites) 
with the member-states legislation to observe the good laboratory practice; 

 ensure that an adequate number of inspectors for pharmaceutical inspections is available.  

The good laboratory practice compliance monitoring system can include a limited number of 
medicines. The scope of inspection shall be determined in view of both categories of medicines and 
trials types. 

Upon completion of the inspection and trial audit, the inspector shall prepare a written report on                           
the inspection and audit results. 

If no non-compliance or only 'other non-compliance' have been revealed in the course of               
the inspection, the competent authority of a member-state: 



 

 

a) issues the opinion that the test laboratory has been inspected and its operations comply 
with the Laboratory Practice Rules;  

b) submits to the competent authority, which required the trial audit, a detailed report on         
the audit results. 

Besides, assessment of test laboratories as a standard procedure includes the trial audit (ongoing 
and completed). The audit is conducted to verify the trial recoverability by comparing the final report 
with the trial plan, relevant SOPs, raw data and other kept materials. 

Pursuant to the Laboratory Practice Rules, the ultimate responsibility for ensuring the general test 
laboratory operation is imposed on the test laboratory management. Duties of the director include 
appointment of the appropriate qualified personnel to perform functions of the independent Quality 
Assurance Service (QAS). In small test laboratories, where maintenance of personnel intended 
solely for QAS is impractical, the management shall appoint at least one full-time or part-time 
employee in charge for QAS operation. 

 

 

Best Regards, 

GRATA International Law Firm (Moscow) 

Corporate and Commercial Law Department 

This information is provided for your convenience and does not constitute legal advice. It is 
prepared for the general information of our clients and other interested persons and it may include 
links to websites other than the GRATA International website. This information should not be acted 
upon in any specific situation without appropriate legal advice. 

 What we do: 

 advising on the statutory requirements and restriction regarding the import and circulation in 
Russia and other EAEU member-states of medicines and medical devices; 

 advising and legal support in participating in public procurement;  

 advising on legal compliance of advertising and marketing materials and activities, marking, 
packing, and labels; 

 representing interests in the course of public discussions of the drafts of regulatory legal 
acts including acts of Eurasian Economic Commission.  
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Yana Dianova 

Director of the Corporate and Commercial Law Department,  

GRATA International (Moscow) 

Tel: +7 (495) 660 11 84 

E-mail: ydianova@gratanet.com 

 


