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 The Federal Drug Law (N86, dated 22.06.1998)

 The Decree of the Government of the Russian
Federation (N323 dated 30.06.2004)

 The National Standard on Good Clinical Practice
(dated 2005)

Basic Legal Documents we followBasic Legal Documents we follow



What are the advantages of
working with Russia?

What are the advantages of
working with Russia?

 Country population -142.2 million
(73% -urban citizens)

 Highly urbanized Healthcare system
 High recruitment & low drop-out rate
 Experienced, GCP trained investigators
 Medically educated monitors - up to 90%
 High quality level of data



Clinical Trial Research Sites we 
work with

Clinical Trial Research Sites we 
work with

St.Petersburg - 141

Moscow - 233

Chelyabinsk - 16

Yaroslavl - 23 

Krasnodar - 17 

Nizhny Novgorod - 25

Novosibirsk - 37 

Khabarovsk - 6

Rostov on Don - 18
Ekaterinburg - 26

Smolensk- 16 
Arkhangelsk - 6

Vladivostok - 10

Tomsk - 15 Orenburg - 10

946 SITES in TOTAL
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Expert bodies we deal with in      
Russia

Expert bodies we deal with in      
Russia

 Federal State Institution Scientific Center for
Expertise of Medical Products at
Roszdravnadsor

 Ethics Committee at
the Federal Service on Surveillance in
Healthcare and Social Development



Initial dossier for submission of   
a Clinical Trial

Initial dossier for submission of   
a Clinical Trial

 Delegation letter (*if not applied by the
manufacturing company)

 Clinical trial protocol
 Investigator Drug Brochure
 Informed Consent Form
 Case Report Form
 Insurance liability policy
 List of participating clinical sites
 CVs of PIs
 Patient-related documents (if any)



What can facilitate the approval process?What can facilitate the approval process?

 Consistency of data on the investigational 
product in all submitted documents 

 Information on safety & effectiveness of the 
investigational product and other medicines 
to be used in the clinical trial 

 Labels for the imported medicines (with all 
required information)

 Laboratory Manual



What  is important to know?                                     
Tips and tricks for the start(1)

What  is important to know?                                     
Tips and tricks for the start(1)

No approval can be granted for:
 clinical trials of medical devices and equipment
 clinical trials without the aim to evaluate the

features of the definite medicine
 vulnerable groups of patients, such as:
 Under -aged patients
 Military Servicemen
 Convicted persons
 Pregnant women



What  is important to know?                                     
Tips and tricks for the start(2)

What  is important to know?                                     
Tips and tricks for the start(2)

 Clinical trials can be performed only by research
sites included in the official database of
Roszdravnadzor

 Only a person with at least two years of
professional experience in research area can be
a PI

 The developer or manufacturer of the medicine is
responsible to insure all participants of the CT
(all study personnel)



Final submission dossier to 
Roszdravnadzor

Final submission dossier to 
Roszdravnadzor

 Positive response from  Federal State 
Institution Scientific Center 

 Approval letter from the Ethics Committee
 Delegation Letter (*if not applied by the 

manufacturing company)
 Clinical trial protocol
 Investigator Drug Brochure
 Informed Consent Form
 Case Report Form
 Insurance liability policy
 List of participating clinical sites
 CVs of PIs



What  brings potential risk  for    
getting   a study approval?

What  brings potential risk  for    
getting   a study approval?

 Incomplete set of documents
 Non-compliance of data in attached documents
 Incorrect/absent Delegation letter
 Non-compliance of the names & sites’ details in

the enclosed list of sites and insurance liability
policy

 The name of the research site that is not the
place of work of the PI (as being mentioned in
the CV ) and does not coincide with the ones
indicated in the Insurance liability policy and the
enclosed list of sites.



Helping us you help  yourself as we
are in the same boat…

Helping us you help  yourself as we
are in the same boat…

I’m sure glad the 
hole isn’t in our 

end ……


