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[NOTE:] If you have difficulty accessing the embedded PDF files, 

email hsirb@davidson.edu, and we will send you the individual files.

 I have reviewed the Exemption Category Decision Charts above and determined that my research is exempt under:


 FORMCHECKBOX 
 Exempt Category 1: Educational Setting


 FORMCHECKBOX 
 Exempt Category 2:  Surveys, Tests, Observations


 FORMCHECKBOX 
 Exempt Category 3:  Benign Behavioral Interventions


 FORMCHECKBOX 
 Exempt Category 4:  Secondary Use of Identifiable Data or Specimens
	All investigators (faculty, staff and students – anyone named as personnel on a non-exempt research project) and faculty serving as faculty sponsor for non-exempt student research projects are required to complete human subjects research training before human subjects research can begin.  Training is recommended for exempt research but not mandatory at this time.  However, if a request for exemption is deemed to be non-exempt, training must be completed prior to approval.  Faculty sponsors must complete training in line with the student’s research approval request.  If training has been completed, please attach certification with this protocol application or indicate that certification is already on file.  Please see the Training page for more information.

	1.
Research Project 
 New       Modification
(This section to be completed for ALL exemptions.)

	Protocol Title:  

	Research project start date1:       
1The project start date cannot be earlier than the protocol's approval date.  If you want to start your research as soon as your protocol is approved, you may put "upon approval" for the project start date.
	Research project end date2:       
2The project end date should be the date after which you will no longer be working with human subjects data collected for this project. 

	  Unfunded
	

	  Internal Funding (Davidson College award)
	Source:  

	  External Funding (provide grant title and award # below)
	Sponsor/Agency:  

	Grant Title:  
	Grant Award #:  

	2.  Principal Investigator (PI)
(This section -- 2a OR 2b – to be completed for ALL exemptions.)

	
2a.  STUDENT PI*

	Name:  
	Telephone:  xxx-xxx-xxxx
	e-mail:  

	Course # and Name3:  
	Training certification
  On file  Attached


	3Use “Independent Student Research” for course name if research is not for specific course.

	Faculty Sponsor:  
	Faculty Sponsor e-mail:       

	Training certification
  On file  Attached

	

	*ALL student investigators must have a faculty sponsor for their project.   
Faculty sponsor needs to review and approve the protocol before it is submitted, and indicate their approval by 
signing and submitting a Faculty Sponsor Assurance Form to hsirb@davidson.edu.

	
2b. FACULTY/STAFF PI (Do not complete this section if you are a student.)

	Name:  
e-mail:       
	Department:  

	 Class Research Project
	Course # and Name:  

	 Independent Research Project
	Training certification 
 On file  Attached


	3.
Co-Investigators                (This section to be completed for all exemptions, if applicable.)

	Name:

e-mail:

	Institution (if not Davidson):  
Training certification 
 On file  Attached


	Name:

e-mail:

	Institution (if not Davidson):  
Training certification 
 On file  Attached


	Name:

e-mail:

	Institution (if not Davidson):  
Training certification 
 On file  Attached


	Name:

e-mail:

	Institution (if not Davidson):  
Training certification 
 On file  Attached


	Name:

e-mail:

	Institution (if not Davidson):  
Training certification 
 On file  Attached


	Name:

e-mail:

	Institution (if not Davidson):  
Training certification 
 On file  Attached


	

	4.  Cooperating Institutions 
(This section to be completed for all exemptions.)

	4 (a) Will the research be conducted on the Davidson campus?     Yes   No
If “no,” please indicate the location(s):



	4 (b) Have you obtained permission to conduct the research at the off-campus location?     Yes   No
**If “yes,” please attach a copy of the documentation of permission if it was provided.**

	4 (c) Is this research being done in cooperation with any institutions, individuals or organizations not affiliated with 

Davidson College?   Yes   No  If “yes,” please list:



	4 (d) Have you received IRB approval for this study from an IRB at another institution?   Yes   No

**If “yes,” please attach a copy of the IRB approval.**

	5.
Research Project Description 
(This section to be completed for all exemptions.)

	5 (a) Provide, in lay terms, a detailed summary of your proposed study.  Clearly state the purpose of the study.  Describe the research procedures.  You may attach the research project description to this form if you like or type in the box below.

	

	For protocols involving tests, surveys or interviews:
 N/A

	5 (b) What type(s) of instruments/activities will be used (Check all that apply.)  


 Educational (cognitive, diagnostic, aptitude, achievement)     


 Tests   Type of test:   published/standardized or    researcher-created


 Questionnaire Survey   Type of survey:   paper       telephone      online

 Interviews     Type of interview:   face-to-face          telephone      e-mail/chat room
Please attach a copy of any tests, questionnaires, interview questions, surveys, scripts, etc. that will be used. 

NOTE:  If your research is being conducted in a language other than English, these documents must be submitted in the original language and in an English translation.  Please verify the accuracy of the original documents by selecting one or more of the following statements:

 FORMCHECKBOX 
 I am a native speaker.

 FORMCHECKBOX 
 I have studied       (language) for       (number) years.

 FORMCHECKBOX 
 Documents have been reviewed by a native speaker or individual fluent in       (language).


	6. 
PARTICIPANTS                       (This section to be completed for Exemption I, II and III.)

	
6a  Participant Population

	

	6a(1) What is the age range of participants in the study?  



	6a(2) How many participants are needed for the study?  



	6a(3) What will the ratio of males to females be? 



	6a(4) Please list inclusion and exclusion criteria.  


	
6b  Participant Recruitment

	Describe how participant recruitment will be performed.  Include how and by whom potential participants are introduced to the study.  Check all boxes below that apply.



	  Davidson College directory
	  Postings, flyers
	  Radio, TV

	  E-mail solicitation.  Indicate how the e-mail addresses will be obtained and describe the sampling technique that will be used.


	  Web-based solicitation.  Specify sites.



	  Participant Pool.  Specify what pool (ex. PSY 101 students).


	  Other.  Please specify.



	**Please attach any recruiting materials and/or the text of e-mail or web-based solicitations you will use.**

	
6c  Participant Compensation and Costs

	Are participants to be compensated for the study?   No   If “yes,” what is the amount, type and source of funds. Yes  

	Amount:  


	Type (ex. gift card, cash, etc.): 

 
	Source:

     


	Will participants who are students be offered class credit?
 N/A No      Yes  

	If you plan to offer course credit for participation, please describe what alternative assignment(s) students may complete to get an equal amount of credit should they choose not to participate in the study.



	Are other inducements planned to recruit participants?  

 No     If yes, please describe.
 Yes  


	
6d  Participant Risks and Benefits

	What are the benefits, if any, to participants in this study?



	What are the risks (physical, social, psychological, legal, economic), if any, to participants in this study?

	

	Describe how confidentiality will be protected.


Will deception be involved?   No Yes  
If “yes,” please explain.

     
NOTE:  Exemption is not applicable unless the subject authorizes the deception through an agreement to participate in the research having been informed that he or she will be unaware or misled regarding the nature or purposes of the research before their participation begins. 

[Research involving deception requires debriefing (oral or written).
If not using deception, debriefing is optional.]

	** Please attach debriefing script if used. **

	If using a consent form or oral consent script to tell participants about the study, their right to withdraw, how confidentiality will be protected and the risks and benefits of the study, please attach.  
If debriefing is used, please attach script or form.
NOTE:  If your research is being conducted in a language other than English, these documents must be submitted in the original language and in an English translation.  Please verify the accuracy of the original documents by selecting one or more of the following statements:

 FORMCHECKBOX 
 I am a native speaker.

 FORMCHECKBOX 
 I have studied       (language) for       (number) years.

 FORMCHECKBOX 
 Documents have been reviewed by a native speaker or individual fluent in       (language).


	7.
Confidentiality and Data Security 
(This section to be completed for Exemption I, II and III.)

	Will personal identifiers be collected?       Yes   No   Will identifiers be translated to a code?    Yes   No

	Will audio or video recordings and/or photographs, be made of your participants?   No     
If “yes,” please describe.
 Yes  


	If any type of audio or video recording, or photograph, will be made of your participants, please describe how you will obtain the participants’ consent to obtain these recordings, and how you will maintain a record of this consent.



	Who will have access to data (surveys, questionnaires, recordings, interview records, etc.)?



	Describe how you will protect participant confidentiality and secure research records.



	SECTION 8 
(This section to be completed for Exemption IV ONLY.)

	
8a.  Data/Documents/Records/Specimens

	From where will the data/documents/records/specimens be obtained? 

      

	Is de-identified information being provided to the investigator?   Yes   No

	If the information being recorded by the investigator?  

 Yes   No

If “yes,” describe how the investigator will record data without identifiers.



	Is the information related to the provision of healthcare? 

 Yes   No

Does the data meet the HIPAA de-identification requirements?
 Yes   No      Don’t know    N/A

	Describe the information being used in the research.



	
8b.  Confidentiality and Data Security

	Describe how you will protect anonymity and secure research records.




	SUBMISSION CHECKLIST (This section must be FULLY completed.):

	For submission to be complete, all applicable documents must be sent as attachments to hsirb@davidson.edu. Incomplete protocol submissions will not be sent out for review and will be returned to the investigator.

	

	My submission contains the following documents (IF APPLICABLE, DOCUMENT MUST BE ATTACHED):

	

	Attached
N/A

	      

This application form, fully completed and signed by researcher.

	    

Training certification documentation if available (not mandatory for exempt research).

	    

(#4b) Documentation of permission to conduct research in a location other than Davidson College.

	    

(#4d) IRB approval documentation from another institution.

	    

(#5a) Research project description (check N/A if typed on form).

	    

(#5b) Tests, questionnaires, interview questions, surveys, scripts, etc.

	    

(#6b) Recruiting materials, text of e-mail or web-based solicitation.

	    

(#6d) Consent form or oral consent script

	    

(#6d) Debriefing script.

	

	ADDITIONAL SUBMISSION REQUIREMENTS FOR ALL STUDENT PRINCIPAL INVESTIGATORS (including students conducting independent research projects):

	
Application and all other related documentation has been reviewed by faculty sponsor.

	
Faculty Sponsor Assurance Form has been completed by student and forwarded to faculty sponsor for their 


signature and submission to hsirb@davidson.edu. 

STUDENT PI protocol submissions will be sent out for review after the following requirements are met:

1. Protocol application and supporting documentation has been reviewed and approved by the faculty sponsor designated in 2(a) and then submitted to hsirb@davidson.edu by the researcher.
2. The HSIRB has received a completed Faculty Sponsor Assurance form sent from the Davidson e-mail account of the faculty sponsor.

	


	Principal Investigator’s* Assurance Statement for Using Human Subjects in Research

	I certify that the information provided in this IRB application is complete and accurate.

I understand that as Principal Investigator, I have ultimate responsibility for the conduct of IRB approved studies, the ethical performance of protocols, the protection of the rights and welfare of human participants, and strict adherence to the study’s protocol and any stipulations imposed by the Davidson College Human Subjects Institutional Review Board.

If applicable, I understand that it is my responsibility to ensure that the human participants’ involvement as described in the funding proposal(s) is consistent in principle, to that contained in the IRB application.  I will submit modifications and/or changes to the IRB as necessary.

I agree to comply with all Davidson College policies and procedures, as well as with all applicable federal, state, and local laws, regarding the protection of human participants in research.

	

	     
	     

	Principal Investigator Name and Signature**
	Date


** Please type in name and date.  If e-mailed from the PI’s Davidson College e-mail account, a handwritten signature is not needed.  
Questions?  E-mail hsirb@davidson.edu. 
	COMMENTS:

	     


[Links to the policies and Federal regulations for the protection of human research subjects:  45 CFR Part 46.]
Revised Common Rule, Implemented January 21, 2019
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_1609332520.pdf
2018 Exempt Category 3
Benign Behavioral Interventions
[Exempt Research: 45CFR46.104 (d) (3)]

START
Meets the definition of research.*

Will the subjects agree to the intervention
in advance?

Is deception involved?

Criteria 1
Information obtained will be recorded by
the investigator in such a manner that the
identity of the human subjects cannot be
readily ascertained, directly or through
identifiers linked to the subjects.

May qualify as
Exempt Category 3 if a
limited IRB review approves
the plan for the privacy and
confidentiality of the data.

Will subjects be informed before
participating that they will be unaware of
or misled regarding the research purpose?

Criteria 2
Disclosure of the human subject’s responses
outside the research would not place the
subject at risk of criminal or civil liability or
be damaging to the subject’s financial
standing, employability, educational
advancement, or reputation.

Qualifies for Exempt Category 3

Does not qualify for

Exempt Category 3

*“Research” means a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to

generalizable knowledge.

**(Benign behavioral interventions” are brief in duration, harmless, painless, not physically invasive, not likely to have a significant adverse
lasting impact on the subjects, and the investigator has no reason to think the subjects will find the interventions offensive or embarrassing.




https://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=83cd09e1c0f5c6937cd9d7513160fc3f&pitd=20180719&n=pt45.1.46&r=PART&ty=HTML#se45.1.46_1104
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2018 Exempt Category 1
Educational Setting
(Use after January 21, 2019)]
[Exempt Research: 45CFR46.104 (d) (1)]

START
Meets the definition of

research.*

Will the research take place in an established W
YES educational setting? NO

[ N

Will only normal educational practices be used (e.g.,
—| regular and special education instructional strategies,
and research on the effectiveness of or the
comparison among instructional techniques or NO
classroom management methods)?

\ /
/ N

YES

A 4

Will the research impact the student’s opportunity to
learn required educational content or the assessment
NO of educators who provide instruction?

" J

YES

Qualifies for
Exempt Category 1

Does not meet
requirements for

Exempt Category 1
Could be exempt under
Category2or3

*”’Research” means a systematic investigation, including research development, testing and evaluation,
designed to develop or contribute to generalizable knowledge.




https://www.ecfr.gov/cgi-bin/retrieveECFR?gp=1&SID=9d514a63ee6716bb2870c913486ffe12&ty=HTML&h=L&pitd=20180719&n=pt6.1.46&r=PART#se6.1.46_1104

https://www.davidson.edu/Documents/Administrative%20Department/Grants%20and%20Contracts/Human%20Subject%20IRB/HSIRB-exempt-research-application-davidson-college-protected.doc

https://www.davidson.edu/Documents/Administrative%20Department/Grants%20and%20Contracts/Human%20Subject%20IRB/HSIRB-exempt-research-application-davidson-college-protected.doc

https://www.davidson.edu/Documents/Administrative%20Department/Grants%20and%20Contracts/Human%20Subject%20IRB/HSIRB-exempt-research-application-davidson-college-protected.doc
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2018 Exempt Category 4
Secondary Use of Identifiable Data or Specimens

[Exempt Research: 45CFR46.104 (d) (4)]

START

Meets the definition of research.*

YES

Will you be using IDENTIFIABLE, PRIVATE data or biospecimens for secondary research?
Use of de-identified data/biospecimens for research does not require an application to the IRB.

YES

Were the data/biospecimens originally
collected for a different primary purpose?

YES

Are the data/biospecimens covered by
HIPAA?

NO

Are the data/biospecimens publicly available?

NO

Is the information recorded in a way that
there is no possible way to link the data to
the subjects’ identities?

NO

Does the researcher plan to have contact with
the subjects or re-identify the data?

NO

Does not qualify for

YES

YES

YES

NO

Exempt Category 4

Special concerns apply.
Contact
hsirb@davidson.edu.

Qualifies for

Exempt Category 4

*“Research” means a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to

generalizable knowledge.




https://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=83cd09e1c0f5c6937cd9d7513160fc3f&pitd=20180719&n=pt45.1.46&r=PART&ty=HTML#se45.1.46_1104
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ategory 2

Surveys, Tests, Observations
(Use after January 21, 2019)
[Exempt Research: 45CFR46.104 (d) (2)]

Meets the definition of research.*

Will minor children be involved in the
educational testing or observation of
public behavior?

Criteria 1
Information obtained will be recorded by
the investigator in such a manner that the
identity of the human subjects cannot be
readily ascertained, directly or through
identifiers linked to the subjects.

May qualify as
Exempt Category 2 if a
limited IRB review approves
the plan for the privacy and
confidentiality of the data.

Does not qualify for Exempt

Will the researcher (investigator) be
participating in the activity?

Criteria 2
Disclosure of the human subject’s responses
outside the research would not place the
subject at risk of criminal or civil liability or
be damaging to the subject’s financial
standing, employability, educational
advancement, or reputation.

Qualifies for
Exempt Category 2

Category 2

*“Research” means a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to

generalizable knowledge.

**“Intervention” includes both physical procedures by which information or biospecimens are gathered and manipulations of the subject or

the subject’s environment that are performed for research purposes.
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