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LOCAL ETHICS REVIEW APPLICATION FORM

Electronic Application and accompanying documents should be submitted to the Ethics Review Committee.

Documents required for application all in electronic format include:
1. Completed ERC Application form in word format
2. Completed and signed ERC Application form in PDF format
3. Study Protocol 
4. CV of the principal investigator 
5. Payment receipt or related explanation letter   
6. Informed Consent Form (ICF) / if applicable (see the 2.9 section for ICF requirements)
7. Study data sheet/data collection instrument / if applicable 

Protocol modification 
In case of any amendments to the protocol/proposal after getting approval, the Ethics Review Committee must be informed on those modifications by email at ERC@hrdi.am.

Please, note that the application will be considered for revision after receiving the application fee.

Application payment could be made by transferring the money to the following bank account:
 
BENEFICIARY: TB RPC Research and Prevention Center NGO 
BANK: ARMECONOMBANK
BENEFICIARY’S ACCOUNT NUMBER: 163058809589 

During the payment in the subject line you should mention the name of the principal investigator and the reason of payment (Name Surname, for ethics application)

[bookmark: appfee][bookmark: _GoBack]The application fee is 50,000 AMD for an observational study and 315,000 AMD for an experimental study.
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1. [bookmark: _Toc29542390]AUTHORS INFORMATION

	1.1. [bookmark: _Toc29542391]Study/Research Title


	1.2. [bookmark: _Toc29542392]Study Site(s)


	1.3. [bookmark: _Toc29542393]Principal Investigator/Researcher

	1.3.1. [bookmark: _Toc29542394]Full Name:
	

	1.3.2. [bookmark: _Toc29542395]Position:
	

	1.3.3. [bookmark: _Toc29542396]Institution where employed:
	

	1.3.4. [bookmark: _Toc29542397]Full address:
	

	1.3.5. [bookmark: _Toc29542398]Email address:
	

	1.4. [bookmark: _Toc29542399]Co-Authorship
Name, and affiliations of all co-authors of papers reporting this study


	1.5. [bookmark: _Toc29542400]Research partners (other organizations involved in the study)


	1.6. [bookmark: _Toc29542401]Source of funds/grants
If there are any conditions related to financing that may influence the conduct of the research or reporting of results.      ☐Yes (If Yes, please  explain)  ☐  No 
                                              

	1.7. [bookmark: _Toc29542402]Conflict of Interest
Please explain if there is any potential Conflict of Interest between members of the research team or their institution and the funding agency. (A potential conflict of interest might arise from various relationships, past or present, including employment, consultancy, investments and stock ownership, funding for research, family relationship, etc.)		
☐  There is No any conflict of interest.
☐  If there is conflict of interest explain: ________...


	1.8. [bookmark: _Toc29542403]Signitures    

Signature of Principal investigator ______________  Date: ____ /__________ /20____

 



 


2. [bookmark: _Toc29542404]STUDY DETAILS

	2.1. [bookmark: _Toc29542405]Background



	2.2. [bookmark: _Toc29542406]Scientific Justification / Rationale for Research / Importance of proposed work (Aim):


	2.2.1. [bookmark: _Toc29542407]Expected benefits 
2.2.1.1. Specific patient benefits

2.2.1.2. Community participation and benefits


	2.3. [bookmark: _Toc29542408]Goals / Aims / Purposes of the Research


	2.4. [bookmark: _Toc29542409]Research Questions / Specific objectives 


	2.5. [bookmark: _Toc29542410]Methods 

2.5.1. [bookmark: _Toc29542411]Study design (descriptive, case-control, cohort) and rationale for that design

2.5.2. [bookmark: _Toc29542412]Study Setting – general, study site and study period

2.5.3. [bookmark: _Toc29542413]Study Population /Participants (time periods)
[bookmark: OCRUncertain005]Sample size, inclusion and exclusion criteria, gender, age, localisation (provide justification for single gender or group). On greater than minimal risk studies, provide a justification for the sample size


2.5.3.1. Procedures involving the subjects of the research
[bookmark: OCRUncertain006]Distinguish procedures which are a part of routine care from those which are part of the study (if applicable)


2.5.3.2. An information on incentives (if any)
Any incentives which can be suggetsed to participants to participate in the study/research 


2.5.4. [bookmark: _Toc29542414]Data variables to be collected
2.5.4.1. Exposure (determinant) and outcome variables

2.5.4.2. Data collection Instrument (if applicable)
[bookmark: OCRUncertain008]If the study includes an instrument, a copy is to be appended to this application. If the instrument is in the developmental stages, provide an outline of the types of questions to be asked and the expected date of completion and submission.

2.5.5. [bookmark: _Toc29542415]Sources of data
2.5.5.1. Who will collect the data?  
2.5.5.2. Where will data be collected?
2.5.5.3. How will records or data be sampled? (brief outline)
2.5.5.4. What are the expected number records or participants that will be studied?
2.5.5.5. Data validation 

2.5.6. [bookmark: _Toc29542416]Analysis and statistics (sample size calculation if applicable)


	2.6. [bookmark: _Toc29542417]Confidentiality of Data 
· Will names or any other identifying characteristics of study participants be collected?
· If names will be collected, please explain how confidentiality will be maintained so that participants cannot be individually identified? 
· If names are not collected, are there other possible means of identifying study participants? For example, are study numbers small or are individuals’addresses recorded or facilities named?
· If yes to previous point, explain how confidentiality will be maintained:
· State where data will be stored and who will have access to study data?
· Will researchers who collect data or who have access to data sign a confidentiality agreement?
· If no confidentiality agreement, please explain how confidentiality will be ensured


	2.7. [bookmark: _Toc29542418]Risk / Benefit
The study will be reviewed by the IRB committee to determine risk/benefit ratio. They need the following information

2.7.1. [bookmark: _Toc29542419]A description of risks and the level of research burden
Description of major and minor, physical and non-physical activities including inconveniences to subjects. A description of measures that will be taken to minimize risks and deal with the anticipated results. 

2.7.2. [bookmark: _Toc29542420]A description of benefit
[bookmark: OCRUncertain018][bookmark: OCRUncertain019][bookmark: OCRUncertain020][bookmark: OCRUncertain021][bookmark: OCRUncertain022]A description of how subjects may benefit from participation as well as the significance and likelihood of benefit to others. If there are no benefits from participation to subjects, state it.


	2.8. [bookmark: _Toc29542421]Availability of Study Results
Describe how results will be disseminated, including to participants or communities whose data is studied, health care managers, government agencies, scientific publications etc.  


	2.9. [bookmark: _Disclosure_/_Consent][bookmark: _Toc29542422]Disclosure / Consent Processes 
[bookmark: OCRUncertain025]Any kind of contact with human beings selected as research participants requires a prior disclosure/consent process. 

[bookmark: OCRUncertain031][bookmark: OCRUncertain032][bookmark: OCRUncertain033][bookmark: OCRUncertain034][bookmark: OCRUncertain035][bookmark: OCRUncertain036]All disclosure/consent forms should contain the title of the study, name of the principal investigator, date of submission, page number on each page as well as the following items: 
•     Purpose
[bookmark: OCRUncertain044]•     Who is doing the study 
[bookmark: OCRUncertain046][bookmark: OCRUncertain048]•     Why the Subject was contacted
•     Procedures to be used if subject agrees to participate
•     Experimental nature of the procedures (if applicable)
•     Risk/discomfort (including time factor)
•     Benefit or lack of benefit
•     How confidentiality will be maintained
[bookmark: OCRUncertain049]•     Alternatives to participation
•     Voluntary nature of the study/Right to withdraw at any time 
•     Who to contact if subject has questions about the study
[bookmark: OCRUncertain056][bookmark: OCRUncertain057]•     Written consent must include date and be signed by the study subject. If oral consent is to be obtained, a written rationale and text must be provided. A description of the system of documentation of oral consent is to be included. If children, a copy of the Assent Form is to be included - varies with age. (See attached sample consent statement and guidelines for assent.)
[bookmark: OCRUncertain058][bookmark: OCRUncertain059]•    If an advance letter and/or solicitation by telephone is to be used in lieu of or in addition to the consent process, justification must be provided for the use of this procedure; specify at what point in the study this letter/phone call will be introduced to potential subjects and by whom. Advance letters and "scripts" of the disclosure to be made by telephone must be submitted with the application for CHR approval.
[bookmark: OCRUncertain061][bookmark: OCRUncertain062]•    Copies of the consent form should be submitted at this time in all languages that will be used. A complete English translation of the consent form must be provided.
[bookmark: OCRUncertain063][bookmark: OCRUncertain064]•    Any request to waive consent must be accompanied by a justification for this waiver. (See Children's Assent Section on waivers for minors.) If the study involves collection of data on individuals, but without actual contact, such as in a record review and consent will not be obtained, details regarding confidentiality and location of stored data must be addressed in Item 6 below.
[bookmark: OCRUncertain065][bookmark: OCRUncertain066][bookmark: OCRUncertain067] •   If the study is a clinical trial the following items must also be addressed in the consent form:
· Detailed treatment information 
· Special procedures
· Patient responsibilities and safeguards
      

	2.9.1. [bookmark: _Toc29542423]Checklist for consent document

	Elements in the consent form
	Yes/No/NA
	Explanation if applicable

	The study involves research
	
	

	An explanation of the purposes of the research
	
	

	An explanation of how selected for the study
	
	

	An explanation of why selected for the study
	
	

	The expected duration of the subject's participation
	
	

	A description of the procedures to be followed
	
	

	Identification of any procedures which are experimental
	
	

	A description of any benefits to the subject or to others which may reasonably be expected from the research
	
	

	A description of any reasonably foreseeable risks or discomforts to the subjects
	
	

	A disclosure of appropriate alternative procedures or courses of treatment if any.
	
	

	A statement that participation is voluntary 
	
	

	A statement that the subject can withdraw at any time and will not affect any benefits that they would normally receive or they will not be penalized for withdrawing from the study.
	
	

	The consequences of a subject's decision to withdraw from the study. 
	
	

	A statement under which the subject’s participation may be terminated by the investigator, where appropriate.
	
	

	A statement describing the extent, if any, to which confidentiality of records identifying the subjects will be maintained
	
	

	An explanation of whom to contact for information about the research study itself [name and phone number for primary investigator]
	
	

	An explanation of whom to contact for answers to pertinent questions about the research and research subject’s rights 
	
	

	Language is understandable and written at the eighth-grade level and in no smaller than 12-point type. If not written at 8th grade level, please provide at what reading level the consent form was written
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