The Institutional Review Board #1 of the CO "Ukrainian Institute of Public Health Policy"
SOP No. 1 Initial examination of the research protocol (primary delivery) Version 1.0

Annex 2

STATEMENT
[bookmark: _heading=h.gjdgxs]for approval to The Institutional Review Board #1 of the CO "Ukrainian Institute of Public Health Policy" to conduct the research

1. Name of protocol:  Click or tap here to enter text.
2. Protocol number: Click or tap here to enter text. 
3. Version Click or tap here to enter text. Date version (if available): Click or tap here to enter text. 
4. [bookmark: _heading=h.30j0zll]Term study: Start: Click or tap here to enter text. End Click or tap here to enter text.
5. Applicant:
Name of the person responsible for the preparation of the Appeal: Click or tap here to enter text. 
Position/ scientific degree Click or tap here to enter text. Place: Right to Care, EQUIP
Address: Click or tap here to enter text.
Phone: Click or tap here to enter text. 
E-mail: Click or tap here to enter text.

6. REQUEST BY RESEARCHER
I, ____________________________, principal investigator, his signature below I certify that I take responsibility for the performance of duties within the above protocol:
· I certify that I and the co-investigators have no conflict of interest;
· I certify that the information, data, and/or samples obtained during the study will be used, disclosed, and stored by the requirements of the protocol and applicable law;
· The study will be conducted by a protocol approved by the Commission, except in cases where there is a risk to the patient's safety;
· Certify that the personnel involved in data collection or interaction with research participants, including those who will receive the informed consent of participants passed the appropriate training.
· I certify that the researchers who will perform the protocol procedures have the appropriate qualifications and experience.
· During the study, all necessary/important information will be submitted to the Commission for review by the requirements of standard operating procedures and relevant legislation;
· The research will be conducted in compliance with all regulatory requirements/legislation of Ukraine and international legal norms.

Signature of principal investigator: 						Date:


7. Research team staff:
Indicate each of the research team (including the Researcher), note the role of the research in whether the researcher has a financial interest, and briefly describe his responsibilities in the study (protocol development, recruitment, informed consent, data collection, protocol maintenance, analysis of results, preparation of reports, etc.), indicate the qualification. 
To add a new person, click on [+] in the lower right corner of the table.
	First name
	Role
	Financial interest?*
	Responsibilities in the study, qualification

	Click or tap here to enter text. 
	Chief Researcher
	☐ No
☐ Yes
	Click or tap here to enter text.

	Click or tap here to enter text. 
	Co-investigator
	☐ No
☐ Yes
	Click or tap here to enter text.

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	* Financial interest - for each of these researchers mark up Yes or No depending on whether at least one of the following points regarding the case investigator or his immediate relatives:
· The share of participation in the right of ownership, share option, or other equity interest, which in any way relates to the duties of the researcher;
· Ownership, including, but not limited to, a patent, trademark, copyright, licensing agreement;
· Relationships with members of the board, regardless of the amount of compensation;
· Any other financial interest.



8. Is required Protocol for medical care?		 ☐ Yes	☐ No
If so, who will provide medical supervision?
☐ Principal investigator -OR-
Name: Click or tap here to enter text. 	 Phone: Click or tap here to enter text.
If this is not the Responsible Researcher, a person's signature is required as evidence readiness to provide medical supervision:

Signature _____________________________Date ________________________
9. Research funding:
Who is funded by the research (Sponsor) Click or tap here to enter text. and the total cost of the research? Click or tap here to enter text.
 
10. Locations of the study (testing):
List all the institutions that will be involved in the research; note addresses, and contact details.
To add a new site, click [+] at the bottom right of the table.
	Name
	Address
	Phone
	contact person

	Click or tap here to enter text. 
	Click or tap here to enter text. 
	Click or tap here to enter text. 
	Click or tap here to enter text. 

	
	
	
	

	
	
	
	

	
	
	
	


Do all the research space with Ethics Committee?   ☐ Yes  ☐ No
Will this protocol be submitted to the Ethics Commission of other research sites?  ☐ Yes  ☐ No
In case as provide information about the status of each of the Commission’s report (approval received (please provide a copy), considered unapproved (provide a copy of the decision)): Click or tap here to enter text.
11. Medicines:
Does the study protocol describe the use of medicines?  ☐Yes  ☐ No
If so, please provide the names of all medicines (means of groups), and indicate the status of the remedy.
To add a new product, click on [+] on the bottom right of the table.
	Name of the medicinal product
	Status and proposed use

	Click or tap here to enter text.
	Choose an item.

	
	

	
	


Please note that other forms are used in the application for the ethical review of clinical trials.
12. Medical equipment:
Are new medical equipment or registered equipment used for the purpose not approved by regulatory authorities?	 ☐ Yes		☐ No
If so, please describe the equipment and method of application: Click or tap here to enter text.
13. [bookmark: _heading=h.1fob9te]Using samples:
Does the protocol have samples taken (eg blood) from participants and stored for further study? ☐ Yes	☐ No
If so, answer the question:
How will samples be collected, processed, and stored? Click or tap here to enter text. 
How will the samples be marked? (eg name, date of birth, medical card number, coded number)? Click or tap here to enter text. 
How will the clinical data associated with the analysis of samples be collected and stored? Click or tap here to enter text. 
What information will be provided to identify the patient to be collected? Click or tap here to enter text. 
Will samples be shipped to other researchers in the future?		☐ Yes		☐ No
If so, how will the samples be labeled? What personal information will the patient be provided? Click or tap here to enter text.
Is genetic testing planned?	 ☐ Yes 		 ☐ No
14. Objective:
What is the main purpose of the study? Click or tap here to enter text. 
15. Participants of the study (screening and selection):
The total number of participants required for research? Click or tap here to enter text. 
Characterization expected (planned) study participants:
Sex: Click or tap here to enter text.
Race / Ethnic origin: Click or tap here to enter text. 
Age: Click or tap here to enter text. 
Health status: Click or tap here to enter text. 
Describe how you will have access to the population referred to participate protocol to collect the required number of participants: Click or tap here to enter text. 
List the inclusion/exclusion criteria: Click or tap here to enter text.
Indicate whether a specific population will be involved in the study:
☐ pregnant women;
☐ foetus;
☐ infants (1 month) / viable infants;
☐ and sentenced;
☐ minor (<18 years);
☐ temporarily incapacitated persons (persons temporarily unable to make decisions);
☐ disabled persons (eg., mentally retarded).
For each of the categories listed, explain why this group is included and what additional measures to protect the rights and welfare of such participants will be used: Click or tap here to enter text. 
Describe the process of attracting potential investigated (all promotional materials to attract patients should be available for review). Describe the process of screening potential patients.
Click or tap here to enter text.
16. Procedures for the protocol, methods, and duration of the study.
Describe the study procedures. Click or tap here to enter text. 
How long is the entire study (from the beginning set of patients to complete data analysis and research)? Click or tap here to enter text.
How long is research for a particular user? Click or tap here to enter text.
List the procedures, their duration, and frequency; indicate if the process goes solely for research or held for diagnosis or treatment within routine practice
	Procedure
	The duration of the procedure for participants
	frequency
	Provided

	Click or tap here to enter text.
	Click or tap here to enter text.
	Click or tap here to enter text.
	☐ dosl.
☐ routines



17. Costs and Compensation investigated:
Do bear participants any costs as a result of participation in the study? ☐ Yes☐ No
If yes, please specify the cause and amount of expenditures. Click or tap here to enter text.
Will participants be compensated for their participation in the study? ☐ Yes ☐ No
If so, please fill in:
i. Type: (eg cash, check, banking card, gift card): Click or tap here to enter text. 
ii. Total: Click or tap here to enter text.
iii. Method (eg., By email, on a visit): Click or tap here to enter text.
iv. Schedule: (eg. On each visit, once a month): Click or tap here to enter text.
v. The maximum payment amount for an individual user: Click or tap here to enter text.
 
18. Benefits:
Describe who benefits received by participants in the survey. Click or tap here to enter text.
19. Risks:
Specify the known risks (physical, psychological, social, economic, and/or legal) for the participants as a result of the study protocol procedures. (All these risks in the record to be included in the informed consent form.) Click or tap here to enter text.
20. Precautions/minimize risks:
What security measures be implemented to avoid risks and monitoring tools are used to determine the risk? Click or tap here to enter text. 
[bookmark: _heading=h.3znysh7]In the event of an increase in risk for a party, describe (1) what are the criteria used to decide whether the party should withdraw from the study; (2) the procedure for withdrawal by the study; (3)Follow-up measures to ensure safety for the participant. Click or tap here to enter text.
21. Informed consent
Do you plan to get the informed consent of research participants?  ☐ Yes  ☐ No
If so, please fill out the items below. If not explain in the following paragraph.
How will informed consent be obtained? Click or tap here to enter text.
Who will hold a conversation with potential participants and receive their consent? Click or tap here to enter text. 
What measures will be taken to minimize the possibility of coercion or undue influence? Click or tap here to enter text. 
What language will be used to obtain consent? Click or tap here to enter text.
If any of the potential participants will be in a state of stress, pain, or under the influence of drugs before or during the process of obtaining informed consent, describe proposed measures to overcome the impact of the condition on consent. If this condition is not expected, write "not provided". Click or tap here to enter text. 
What additional instruments (video, presentation, etc.) were used in the course of consent? To give up. If not, indicate "not used". Click or tap here to enter text. 
How much time after receiving information about potential research do participants will have to decide whether participation in the study? If less than 24 hours explain why there is no possibility to provide food for thought for 24 hours or more. How long do you offer? Click or tap here to enter text.
22. Privacy Procedures
Describe how participants observe confidentiality Click or tap here to enter text.
Describe how the stored research data. If the data is stored electronically, indicate on which server computer systems are used as limited access to research data. Click or tap here to enter text.
Will someone be given information obtained in the course of the study (study participants, sponsors, or focal)?  ☐ Yes  ☐ No
If so, please fill i-iii.
i. To be given information? Click or tap here to enter text.
ii. Confidential information collected? Click or tap here to enter text.
iii. How information is identified, coded, etc? Click or tap here to enter text.

23. Additional Information
Provide details (if any) that may be used in the document review. Click or tap here to enter text.

Signature of applicant:
I, the undersigned hereby confirm (on behalf of the sponsor) that is provided in this application is correct; undertake to inform The Institutional Review Board #1 about the actual start date of the study (as soon as it becomes known).

Name:
Signature:
