Application form 
for initial review;


Application registration No.:_______________________________________
Date of submission: «___»_________ 202_

Contact details of the research center/ scientific organization
          Title
          Address: ________________________________________
          Telephone: __________________________________
          Fax:_______________________________________
          E-mail: ____________________________________________________________

Title of the protocol/ study: ______________________________________________
Study protocol number: ____________________________________________________

Participating investigators:

	№
	Full name,
academic degree, position
	Research center/ scientific organization
	License number
	Telephone / e-mail

	1
	Principal Investigator
	
	
	

	2
	Other investigators 
	
	
	

	3
	
	
	
	

	4
	
	
	
	

	5
	
	
	
	

	6
	
	
	
	

	7
	
	
	
	



Study sponsor
	Study sponsor
	Address: ________________________________________
	Telephone / e-mail

	
	
	

	
	
	



Type of review
	· initial
· repeat
· amendments
· expedited
	· emergency
· ongoing
· review of a report
· review upon completion of the clinical trial



Number of participants: ________________________

type of study;
꙱ survey            ꙱ social           ꙱ medical            ꙱ population …꙱ individuals
꙱ screening       ꙱ observation          ꙱ epidemiology…… ꙱ intervention
꙱ clin. trials         ꙱ phase           ꙱ phase I           ꙱ phase II       ꙱ phase III       ꙱ phase IV
꙱ genetic             ꙱ retrospective          ꙱ prospective              ꙱other

Study groups:
꙱ healthy ꙱ patients ꙱ vulnerable ꙱groups

Characteristics of the study participants:

Age range    ꙱ 0-17 years         ꙱ 18-44 years        ꙱ 45-65 years          ꙱ over 66 years

Children:                                ꙱ no                 ꙱  over 1            ꙱ 1-3 years            ꙱ 4-14 years

Deviations from the norm:    ꙱ none                 ꙱ physical     ꙱ intellectual      ꙱ mental

Exclusion from study participation:  ꙱ none                       ꙱ men
                                                                                    ꙱ women ꙱ children
                                                                                    ꙱ others (specify)________________

Resource      ꙱ intensive care                 ꙱ isolation room                    ꙱ operating room
requirements:              ꙱ paediatric intensive care   ꙱ blood transfusion   ꙱ CT scan
                              ꙱ gene therapy ꙱ controlled drugs
                              ꙱ prostheses ꙱ gynecological services
                              ꙱ organ transplantation ꙱ other     

Use of ionizing radiation               ꙱ no
(X-ray, isotopes):                                                        ꙱ only where medically indicated

Investigational new drug (IND)/                           ꙱ no
new medical equipment (NME):                   ꙱ IND 
                                                                                          ꙱NME 
Title
sponsor;
Manufacturer: ________________________

Investigational procedures                              ꙱ invasive                             ꙱ non-invasive

Multicenter study                               ꙱ yes                             ꙱ no   

Provision of financial information                   ꙱ yes                             ꙱ no   

Study timelines              start date: «___»_____________ _________
                                                                              completion date: «___»_____________ _________


	Study summary
	Describe the aim, objectives, study plan (design), methods and procedures, expected results, etc.






	Criteria for the selection of study participants.
	Describe the number of participants and their important characteristics (age, sex, location, etc.). How will participants be recruited?
Specify the inclusion and exclusion criteria
Indicate the involvement of vulnerable groups





	Risk–benefit assessment
	Indicate the level of risk that the study presents. Describe the potential benefit, if any, to the study participants





	Feedback to study participants
	Explain what feedback or information will be provided to participants after their participation in the study (for example, access to the study results, etc.)





	Compensation 
	Will participants receive remuneration for their participation?
Financial            ꙱yes               ꙱ no
Non-financial       ꙱ yes               ꙱ no

	Data storage and confidentiality 
	Describe where the data obtained will be stored during and after completion of the study, and how they will be protected




	Informed consent form
	Conditions for receipt
Availability of contact details







Signatures: 
Date: «__»___________ __________
Lead investigator: _____________________

Date: «__»___________ __________
Head of the clinical trial: _____________________
          (if necessary)

Date: «__»___________ __________
LEC Secretary











