
Description of procedure for expertise of materials of Clinical research / Essential amendments
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Beginning (1/2)

20-22 Days for CT 
& 10 Days for SA)

Yes

The applicant 
filed the CT 

(within 30 days) 
or the SA?

3 days

The applicant sends a 
statement and a cover 

letter to the Single 
Window of the MoH

Direction for payment 
for SEC services

47 days before the meeting of the ScEC / STC
(or 27 days for SA)

Direction for 
payment of services 

(Form 3)

Distribution 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

Preparation of 
the agenda of 
the SEC / STC 

(See 
continuation)

Expertise of 
materials of CT for 
compliance with 
normative-legal 

framework

Registration of 
referral for expertise

(Form 11)

No

Cancellation 
of application

A letter asking for 
cancellation of the 

application

Checks on the 
completeness of 
materials of СT / 

SA

Expertise of CT 
materials in the 
profile section 

(nosology)

Providing the 
necessary materials 

and explanations
(60 days for SC and 

30 days for SA)

No

An Expert and the 
Head of AEG

Are there any 
remarks to the 

materials of CT?

Preparation of 
Form 16 and 
signing by the 

Director of 
DESMCT

Yes

Registration of referral 
for expertise

Approva of the letter-
referral for the 

expertise
Signing the form 

11

Registration form 
11

Logistics of 
materials for 

expertise

Copy and paste 
into the form log 

11

Approval  of the letter-
referral for the 

expertise

Signing the form 
16

Registration and 
transfer to the 

applicant of the 
form 16

Suspension of the period 
of expertise of materials

Registration and 
transmission of 
the cover letter

Approving the 
cover letter

Approving the 
cover letter

Continuation of 
materials expertise

Registration of 
the cover letter 
and materials to 

it

Transfer of 
accompanying 

materials

Distribution of 
materials for 

expertise

Registration of referral for 
expertise of additional 

materials 
(Form 11)

Signing the form 
11

Registration form 
11

Logistics of 
materials for 

expertise

Copy and paste 
into the form log 

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

Expertise of CT 
materials in the 
profile section 

(nosology)

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

An Expert and the 
Head of AEG

Preparation of 
the form 13

Confirmation of 
payment of 

services

Consolidation 
and examination 

of expert 
conclusions

Collection of 
signed original 

forms 11

Receiving the 
original forms 11

Collection of 
signed original 

forms 11

Receiving the 
original forms 11

Is simplified after the 
introduction of electronic 
document flow
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Beginning (2/2)

Preparation of the SEC / 
STC 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"

Continuation

Verification and 
adjustment of the SEC / 

STC agenda

Approving the agenda 
of the SEC / STC

Approving the agenda 
of the SEC / STC

Approval the agenda 
of the SEC / STC

Meeting of
the SEC / STC

The examination 
results of the CT / 
SA are accepted?

Yes

Preparation of the list of CT / 
SA materials, which were 
considered by the SEC / 

STC, and their transfer for 
publication on the SEC 

website

Preparation of a 
consolidated conclusion 

on conducting a CT / 
SA and an 

accompanying letter, 
agreed by the expert 
and the head of the 

department.

Signing a conclusion

Signing a conclusion

Signing of 
excerpts from 
the meeting 
SEC / STC

Preparation of 
draft addendum to 

the order of the 
MoH

Registration of the 
cover letter

Transmission of 
summary report, 
cover letter and 

draft addendum to 
the MoH

Signing an order for 
approval of the CT / 

SA and making it 
public on the website 

of the MoH

5 working 
days

Preparation of 
information about 
the order of MoH  
and transfer for 

publication on the 
SEC website

Preparation of 
excerpts from the 
order of the MoH 

and the cover 
letter

2 working days

Signing of extracts 
from the order of the 
MoH and transfer to 

the applicant 
through the Single 

window

Registration of the 
cover letter

Clinical research / Essential amendment 
is approved (or refusal in approvement)

Obtaining acts of 
reception-transfer 

of services for 
transfer to the 

applicant

Receiving of 
reception-transfer 

services

The applicant 
submitted additional 

materials that 
substantiate the 

disagreement with 
the decision of the 
MoH to refuse to 

approve? 
(Up to 30 days)

Consideration of 
additional 

materials and 
referral to the 
SEC for re-
examination

(Up to 30 days)

Yes

No

Repeated expertise 
of additional 

materials of SEC / 
STC

No

Direction for expertise of 
additional materials of 

CT

Amending in the database "Farmakorishennya"
In accordance to approved substantive amendment


