
Description of Procedure of Expertise of Materials of Clinical Trials / Essential Amendments
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Part 1/2

Yes

The applicant 
Provided the 

Materials of CT / 
SA?

Distribution and 
logistics of 

materials for 
examination

Expertise of 
materials for 

preclinical trials in 
the submitted 

materials

Expertise of the 
materials of the CT 

of the 
pharmaceutical part

An Expert, Head of 
Department, Head of 

the Sector and 
Director of the 

Department signs 

An Expert, Head of 
Department and 
Director of the 

Department signs

Approving the 
consolidated conclusion

(see part 2)

Expertise of 
materials of CT for 
compliance with 
normative-legal 

framework

No

Cancellation 
of application

A letter asking 
for cancellation 

of the 
application

Acceptacnce and 
verification of the 
completeness of 

materials of СT / SA

Providing the 
necessary 

materials and 
explanations

No

Are there any 
remarks to the 

materials of CT?

Creation of the 
Form 16Yes

Signing the 
Form 11

The Form 11 is 
added to the log

Signing the 
Form 16

Transfer of the 
form 16 to the 

applicant

Registration and 
transfer of the 

cover letter

Approving the 
cover letter

Approving the 
cover letter

Transfer of 
accompanying 

materials

Distribution and 
logistics of 

materials for 
examination

Creation of 
referral for 
expertise of 
additional 
materials 
(Form 11)

Signing the Form 
11

Signing the Form 
11

Expertise of 
materials for 

preclinical trials in 
the submitted 

materials

Expertise of the 
materials of the CT 

of the 
pharmaceutical part

Expertise of 
materials of CT for 
compliance with 
normative-legal 

framework
An Expert, Head of 

Department, Head of 
the Sector and 
Director of the 

Department signs 

An Expert, Head of 
Department and 
Director of the 

Department signs

Consolidation 
and examination 

of expert 
conclusions

Signing the form 
11

The applicant submits 
the application and 

receives a preliminary 
consultation if 

necessary

Creation of 
referral for 
expertise
(Form 11)

The Form 11 is 
added to the log

Tasks fulfilled in EDMS

Automatic task (Script)

Receiving electronic 
documents (messages)

Sending electronic 
documents (messages)

Electronic means of 
communication (e.g. email
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Part 2/2

Preparation of the ASC agenda

Preparation of the section of the Agenda 
"Removal of the materials of the CT / SA 

according to the current legislation"

Are there any 
remarks to the 
CT materials?

Yes

No
Preparation of the section of the Agenda 
"Consideration and approval of CT / SA 

materials"

Expertise of the 
materials of CT / SA

(see part 1)

Approving the 
agenda of the 

ASC

Approving the 
agenda of the 

ASC

Approval the 
agenda of the 

ASC

ASC Meeting
The examination 
results of the CT / 
SA are accepted?

Yes

Preparation of the list of CT / 
SA materials, which were 

considered by the ASC, and 
their transfer for publication 

on the Agency’s website

Preparation of a 
consolidated conclusion on 

conducting a CT / SA

Signing the 
conclusion

Signing the 
conclusion

Drawing and 
signing of 

excerpts from 
the ASC 
meeting

Signing the individual 
order for approval (or 
refusal to approve) of 

the CT / SA

Preparation of information 
about the Individual order 

and publication on the 
Agency website

Clinical Trial / Essential Amendment 
is approved (or refused in approval)

In case of refusal to 
approve the CT / SA 

the applicant 
submitted an appeal 

(incl. additional 
materials that 

substantiate the 
disagreement with 
the decision of the 

Agency)?

Consideration of 
the appeal and 
referral to the 
Agency for re-
examination

Yes

No

Second expertise of 
additional materials

No

Referral for expertise of 
additional materials of CT

Amending the DB "Pharma 
Solution"

in accordance to the 
approved substantive 

amendment

The conclusion Is 
doubtful from 

scientific point of 
view?

No

Yes

Signing the 
conclusion

Preparation of the 
draft individual 

order

Tasks fulfilled in EDMS

Sub-process

Receiving electronic 
documents (messages)

Sending electronic 
documents (messages)

Electronic means of 
communication (e.g. email


