North Texas Regional Institutional Review Board
University of North Texas Health Science Center


Protocol Synopsis for Research Involving Surveys
	1. Protocol Information 

	Title of the Project:       
Principal Investigator (Faculty):      
Institution (UNTHSC or JPS): 
Co-Investigators (Faculty/Staff/Employees):     
Student Investigators/Residents:      


	2. Purpose of the Study (brief summary of project concept)

	     

	3. Background and Significance ​ (brief summary of project importance)

	     

	4. Other

	Will you contract with an organization (agent) outside your institution to conduct this survey?

  FORMCHECKBOX 
yes*         FORMCHECKBOX 
no

*If yes, please provide information about the agent and their role in the conduct of this study:      

	5. Methodology 

	How will the survey will be conducted (select all that apply):

 FORMCHECKBOX 
 in person 
Describe the location(s) where the survey will be distributed and who will oversee this process:      
 FORMCHECKBOX 
 internet survey (using software such as Survey Monkey, Zoomerang, etc.)
 FORMCHECKBOX 
 email 

Describe how you will obtain the email addresses:      
 FORMCHECKBOX 
 mail survey  (US Postal Service, campus mail, etc). 
Describe how you will obtain the mailing addresses:      
 FORMCHECKBOX 
 telephone
Describe how you will obtain the phone numbers:      

	6. Subject Recruitment

	Describe how subjects will be recruited to participate in the survey. Please include all recruitment flyers, emails, phone scripts, etc. that will be used in the recruitment process for review/approval with the IRB Application:      

	Please provide a description of the survey instrument:      

	7. Subject Information

	Will any individual identifying information (names, addresses, and phone numbers, email addresses) be used to recruit subjects for this study? 
                        FORMCHECKBOX 
 yes*              FORMCHECKBOX 
 no

*If yes:

a) Describe the source and process for obtaining this information:     
b) Will any of the identifying information collected during the recruitment process be “linked” to individual survey responses or the survey data?       

	Will you ask the subject for any identifying information on the survey instrument (name, address, phone number, social security number, employee ID, etc)?
                       FORMCHECKBOX 
yes*                   FORMCHECKBOX 
 no

* If yes, describe the identifying information that you will collect:      

	How many subjects will participate in this study?     

	How will you obtain informed consent from the subjects before they begin the survey?
 FORMCHECKBOX 
 Written (signed) informed consent 

 FORMCHECKBOX 
 Study cover letter/research statement*

 FORMCHECKBOX 
 Oral consent*

*Please complete a request for “Waiver of Documentation of Informed Consent” form and submit with your IRB application
A copy of the consent document, study cover letter/research statement, and/or oral consent script should be included with the IRB submission. 

	Inclusion Criteria-Describe the age, gender, and racial/ethnic breakdown of subjects who will participate in the survey:      

	Exclusion Criteria:      

	8. Health Information 

	Will you ask the subject for any health information on this survey?
                     FORMCHECKBOX 
 yes*                     FORMCHECKBOX 
no
*If yes:
Please describe the health information that you will collect on the survey:      
Protected Health Information (PHI) under HIPAA is any information about health status, provision of health care, or payment for health care that can be linked to a specific individual. Will the health information that you collect be linked (connected) to any of the following subject identifiers collected during recruitment or on the survey instrument?
 

1. 

Names;

 

2. 

All geographical subdivisions smaller than a State, including street address, city, county, precinct, zip code, and their equivalent geocodes, except for the initial three digits of a zip code, if according to the current publicly available data from the Bureau of the Census: (1) The geographic unit formed by combining all zip codes with the same three initial digits contains more than 20,000 people; and (2) The initial three digits of a zip code for all such geographic units containing 20,000 or fewer people is changed to 000.
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3. 

All elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, date of death; and all ages over 89 and all elements of dates (including year) indicative of such age, except that such ages and elements may be aggregated into a single category of age 90 or older;
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4. 

Phone numbers;
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5. 

Fax numbers;
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6. 

Electronic mail addresses;
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7. 

Social Security numbers;
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8. 

Medical record numbers;
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9. 

Health plan beneficiary numbers;
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10. 

Account numbers;
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11. 

Certificate/license numbers;
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12. 

Vehicle identifiers and serial numbers, including license plate numbers;

[image: image11.png]



 

13. 

Device identifiers and serial numbers;
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14. 

Web Universal Resource Locators (URLs);
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15. 

Internet Protocol (IP) address numbers;
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16. 

Biometric identifiers, including finger and voice prints;
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17. 

Full face photographic images and any comparable images; and
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18. 

Any other unique identifying number, characteristic, or code (note this does not mean the unique code assigned by the investigator to code the data)
                  FORMCHECKBOX 
 yes*            FORMCHECKBOX 
 no
*You need to submit a HIPAA Research Authorization OR a request for a HIPAA Research Waiver. Contact IRB staff for guidance to determine if your project will need a HIPAA Research Authorization or a HIPAA Research Waiver. 

	9. Risk Assessment 

	In your opinion, will this survey pose any informational risk to subjects who complete it (i.e. if the subject’s responses were made known to someone other than the researchers could this cause harm to the subject’s reputation, employment, student status, civil or criminal liability)?

  FORMCHECKBOX 
yes*              FORMCHECKBOX 
no

*If yes, please describe the procedures that will be in place to help reduce/manage this informational risk to subjects (i.e. describe how you will manage this risk):      
Please describe any other potential risks associated with this study, and how those risks will be managed:       

	Will you re-contact or follow up with subjects after they complete the survey?

 FORMCHECKBOX 
yes*                   FORMCHECKBOX 
no

*If yes, please describe the procedures for re-contacting subjects (note: any telephone scripts, follow-up letters, emails, etc that will be used to follow up with subjects should be submitted with the IRB application for review and approval):      

	10. Subject Compensation 

	Will subjects be compensated for completing this survey?

  FORMCHECKBOX 
 yes*       FORMCHECKBOX 
no

*If yes
1) Describe how much subjects will receive and the form of the subject payment:      
2) Describe how subjects will receive the compensation (i.e. in person, check sent via postal mail, etc):      
Note: If you plan to include subject compensation, we recommend that you contact your institution’s Accounting Department prior to IRB submission to determine their requirements and work out the appropriate details to prevent future protocol modifications.    

	11. Data Storage and Confidentiality-Describe how the data will be secured during storage. The investigator must take necessary steps to maintain confidentiality of the data.  This includes coding data and choosing an appropriate and secure data storage mechanism which will prevent unauthorized access to the data. State who will have access to the data. If data with subject identifiers will be released, specify the person(s) or agency to whom the information will be related and the purpose of the release.

	     

	12. Key Personnel List all individuals directly involved in the conduct, design, or reporting of research involving human subjects in the study, and describe their role.

	     

	13. Signatures Required from the Principal Investigator as well as the student/medical resident/ Co- Investigator(s). Signature certifies that the Principal Investigator understands and accepts responsibility to ensure that this research and the actions of all project personnel involved in conducting the study will conform to the North Texas Regional IRB approved protocol, institutional and IRB requirements/policies and procedures, and all applicable federal regulations. 


	Signature of Principal Investigator: _____________________________________     Date: _______
Signature of Student/Resident/Co- Investigator:____________________________     Date _______
Signature of Student/Resident/Co- Investigator:  ____________________________   Date _______
Signature of Student/Resident/Co- Investigator:   ___________________________    Date _______
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