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Vice Presidency for Academic Affairs

Office of Research Integrity and Compliance 
INSTRUCTIONS

Exempt Review Process

The Exempt Form IRB-F08 will be used to submit a study/research that may be considered for exempt review. Download and refer to the Exempt Checklist Sheet for other documents that should be submitted with this application.  All studies must comply with categories as defined in the Federal Regulations (45 CFR 46.104) governing research involving human subjects and Ethical Principals Belmont Report. A summary of these categories are as follows: 
· Research, conducted in established or commonly accepted educational settings, that specifically involves normal educational practices that are not likely to adversely impact students' opportunity to learn required educational content or the assessment of educators who provide instruction. This includes most research on regular and special education instructional strategies, and research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.

· Research that only includes interactions involving educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior (including visual or auditory recording).

· Research involving benign behavioral interventions in conjunction with the collection of information from an adult subject through verbal or written responses (including data entry) or audiovisual recording if the subject prospectively agrees to the intervention and information collection.

· Secondary research for which consent is not required: Secondary research uses of identifiable private information or identifiable biospecimens.

· Research and demonstration projects that are conducted or supported by a Federal department or agency, or otherwise subject to the approval of department or agency heads (or the approval of the heads of bureaus or other subordinate agencies that have been delegated authority to conduct the research and demonstration projects), and that are designed to study, evaluate, improve, or otherwise examine public benefit or service programs, including procedures for obtaining benefits or services under those programs, possible changes in or alternatives to those programs or procedures, or possible changes in methods or levels of payment for benefits or services under those programs. Such projects include, but are not limited to, internal studies by Federal employees, and studies under contracts or consulting arrangements, cooperative agreements, or grants. 

· Taste and food quality evaluation and consumer acceptance studies

· Storage or maintenance for secondary research for which broad consent is required: Storage or maintenance of identifiable private information or identifiable biospecimens for potential secondary research use, in circumstances when an IRB conducts a limited IRB review and makes the determinations required by §46.111(a)(8).  This exempt category will not be accepted or approved by UAGM IRB. 

· Secondary research for which broad consent is required: Research involving the use of identifiable private information or identifiable biospecimens for secondary research use. This exempt category will not be accepted or approved by UAGM IRB. 
A more detailed and a full description of the previous categories may be found in Part VII of the IRB_F08 Form and must be completed accordingly with the category your study/investigation is applying for. 
Research involving prisoners do not qualify for exempt status. Research involving other vulnerable subject populations may not qualify as exempt. Please contact your Institutional Compliance Officer, contact information is available in our IRB web page or discuss the specifics of your study/research if you are not sure whether your study qualifies for an exempt status.
Approval of exempt study/research will be determined by UAGM IRB.  As per Federal guidance, determinations of exemption are not to be made by the investigator.  All study/research approved exempt will submit changes (amendments), continuing review, closures, and others to UAGM IRB.
All submission forms, templates, instructions are available under IRB Web Page - uagm.edu/compliance.  After downloading and completing necessary forms and templates they should be saved in a computer under a file identified as study documents.  Investigators are advised not to save current forms for future use because IRB forms are updated on a regular basis. Forms that are not currently published online at the moment of submission will be not be accepted. 
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Vice Presidency for Academic Affairs

Office of Research Integrity and Compliance
Human Research Protection Board (IRB)
Exempt STUDY/RESEARCH SUBMISSION form
This form and all other required documents must be submitted through the Web Based Electronic System provided by UAGM.  Submissions must comply with all required documents otherwise will not be accepted for review.
Instructions: This form should be completed in order to request IRB review for research involving human subjects.   Download this form, complete and upload again in the “Web-Based Electronic System” provided by UAGM with all other documents required. Incomplete or unreadable applications will not be accepted for IRB review.  It will be understood that the date on which you complete and comply with all the UAGM IRB requirements will be considered as the date you submitted your protocol for review. The 45 CFR 46 “Revised Common Rule 2018” and 21 CFR 56 prohibits that any research (including recruitment of subjects or advertising) be initialized without IRB review and approval.  All researchers (i.e. Primary Investigators, Mentors, Students) must receive educational training on Human Subjects Research in order to receive approval of their protocols from the IRB.  All researchers and key personnel involved in Research must complete courses for Human Subjects Research (HSR), Privacy and Confidentiality (HIPS) and Responsible Conduct in Research (RCR) as required by UAGM IRB at http://www.citiprogram.org. Also, Researchers must abide by the Belmont Report ethical principles. For some studies researchers may be required to complete courses for Good Clinical Practice. Please refer to “Instructions for On-line Course Completion” which you can find under the Office of Research Integrity and Compliance (http://uagm.edu/compliance).  You should also upload the obtained “completion reports” on the “Web Based Electronic System” with other required documents.  For more information regarding the web-based tools provided by UAGM to facilitate the researcher's processes, or any other information you should contact a Compliance Officer of the UAGM site / location to which he belongs.  If you are an external investigator who wishes to use the population of the UAGM campus / locations for your investigation, contact the Compliance Officer to which said population belongs.
IT IS HIGHLY RECOMMENDED TO REFER TO AND COMPLETE PART VII OF THIS FORM IN ORDER TO CERTIFY THAT THE STUDY/RESEARCH QUALIFIES FOR EXEMPT REVIEW. ONCE THIS IS CONFIRMED COMPLETE ALL OTHER PARTS OF THIS FORM AND SUBMIT WITH REQUIRED DOCUMENTS FOR IRB APPROVAL
I.  PRINCIPAL INVESTIGATOR/STUDENT INFORMATION 

	1. Name 
	Last  

     
	First/Initial 
     
	Highest Earned Degree (Initials)
     

	2. Mailing Address
	     


	
	

	3. Campus/Location


School/Department
	     

	Name:   FORMCHECKBOX 
 Dean or    FORMCHECKBOX 
 Supervisor

     

	4. Telephone/Mobile and Email
	Phone

     
	E-Mail
     

	5. Category
	 Undergraduate    Graduate Student     Faculty    Visiting Faculty     Other              

           FORMCHECKBOX 
                        FORMCHECKBOX 
                        FORMCHECKBOX 
                   FORMCHECKBOX 
                   FORMCHECKBOX 
       


II. MENTOR OR CO-INVESTIGATOR PERSONAL INFORMATION:
 

All Research Key Personnel must complete all required online educational courses as mentioned in the instructions above.  Completion reports will be verified by the Institutional Compliance Officer in your campus before IRB review is granted. All required documents (completion reports and curriculum vitae/resumés) must be uploaded using the Web Based Electronic System provided by the UAGM for these purposes.
	1. Name 

Select:

 FORMCHECKBOX 
 Mentor     FORMCHECKBOX 
 Co-Investigator
	Last  

     
	First/Initial
     

	Highest Earned Degree initials
     

	2. Mailing Address 


	     

	3. Campus/ Location

    School/Department
	     


	
	

	4. Phone/Mobile and Email
	Phone

     
	E-mail

     

	5. Category
	   FORMCHECKBOX 
  Staff             FORMCHECKBOX 
 Faculty          FORMCHECKBOX 
 Visiting Faculty       FORMCHECKBOX 
Other
     


Specify

	6. CO-IP’s Role
	


NOTE:  If the study has more than one CO-PI, please attach the information at the end of this document following this same format.
III.   ADDITIONAL TEAM MEMBERS PERSONAL INFORMATION: 

It is the PI’s responsibility to train additional team members in the required educational training as mentioned in the instructions above.  Documentation of these trainings must be submitted using the Web-Based Electronic System provided by UAGM for this purpose with all other required documents (i.e., Team Members Information using the format shown below, registration sheet signed by all participants that includes date and place where training took place).  In most cases training does not occur until after IRB approval. Also, PI must inform IRB of any changes that may occur in their listed team members.  All related documents should be sent as an amendment as an additional package using Form F03 to your approved study/research.  If you would like us to share e-mails with any of your team members, please let us know by using a check mark as indicated below.
	Name
	Campus/Location
	Role 
	Highest Earned Degree (initials)
	Share all e-mail communication with Team Member

	     
	     
	     
	     
	 FORMCHECKBOX 


	     
	     
	     
	     
	 FORMCHECKBOX 


	     
	     
	     
	     
	 FORMCHECKBOX 


	     
	     
	     
	     
	 FORMCHECKBOX 




*Good Clinical Practice (GCP) – UAGM IRB requires that PI, CO-PI (key Personnel) and Additional Team Members, involved in clinical studies with human subjects will be required to obtain this educational course. 
IV. BASIC STUDY INFORMATION
	1.
Developmental Approval 

(# usually obtained if a 
Grant Proposal was 
submitted previously for 
approval)
	If you already have developmental approval for this research study, please give the IRB protocol number assigned to the study.        

	2.  Study/Research Title 
	     


	
	

	3. 
If different, add title used 
on consent or other 
document(s)
	     

	4.  
Estimated Project 
Duration, after IRB 
approval
	Estimated start date (consider thirty (30) days after application submission date).
 Starting Date:          /     /            *Completion Date:      /     /     

MO    DAY     YR                                        MO    DAY     YR
*Estimated completion date                                                  

	
	

	5.  Study Purpose:
	In non-technical terms, provide a brief description of the purpose of the study.  Upon conclusion of the study, how will you share your results (e.g., academic publication, evaluation report to funder, conference presentation)  
Description:       



V. FUNDING SOURCE:  Please select all that apply

	 FORMCHECKBOX 
 Submitted for internal funding

 FORMCHECKBOX 
 Internally funded

 FORMCHECKBOX 
 Submitted for external funding

Funding source: if applicable (Do not use initials):       
Proposal number (PPN) for the Office of Sponsored Programs:      
Name of PI on Funding Proposal:       
 FORMCHECKBOX 
 Externally funded

Funding source, if applicable (Do not use initials):       
Proposal number (PPN) for the Office of Sponsored Programs: ​​     
Name of PI on Funding Proposal:       
 FORMCHECKBOX 
 Intend to seek funding.  From whom?
     
 FORMCHECKBOX 
 Not funded




VI. Other IRB Approvals:
	1. Has this research study been presented to any other IRB?  
 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 No

If you answered “YES” continue with the following questions:

2. Where?
     
When?       
3. If yes, what was their decision? 
  FORMCHECKBOX 
 Approved     FORMCHECKBOX 
 Not Approved       FORMCHECKBOX 
 Pending

4. Please attach a copy of any submissions, approvals, or Non approvals from other IRB’s.


VII. Exempt Review Checklist:  To determine whether this study meets the federal requirements for exemption [45 CFR 46.104], please complete the following checklist.  This will indicate if your study can be reviewed under the exemption category.
	The Federal Code 45 CFR 46.104[d] (1-8) permits research activities in the following eight (8) categories to be exempted.  Please check the relevant exemption category / categories.

	 FORMCHECKBOX 
 

	1. Research, conducted in established or commonly accepted educational settings, that specifically involves normal educational practices that are not likely to adversely impact students’ opportunity to learn required educational content or the assessment of educators who provide instruction. This includes most research on regular and special education instructional strategies, and research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.
NOTE:  

· If the research involves significant time and attention away from the delivery of regular curriculum or withholding of standard educational content, this exemption would not apply.

· There must be protection against negative impact on employment if instructors are being evaluated.

· Research involving randomization to an unproven educational technique, or research conducted by supervisors involved in employment decisions may not be approvable under this exemption.

	 FORMCHECKBOX 
 

	2. Research that only includes interactions involving educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior (including visual or auditory recording) if at least one of the following criteria is met: (Select one or more options)

	
	 FORMCHECKBOX 

	(i) The information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects; 

	
	 FORMCHECKBOX 

	(ii) Any disclosure of the human subjects’ responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, educational advancement, or reputation; or 

	
	 FORMCHECKBOX 

	(iii) The information obtained is recorded by the investigator in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects. *If you select that your study / research is considered exempt under this category you must complete Appendix A included with this document.

	
	NOTE:  This category involves interactions (verbal and written responses) and data collection only.


	 FORMCHECKBOX 
 

	3(i). 
Research involving benign behavioral interventions in conjunction with the collection of information from an adult subject through verbal or written responses (including data entry) or audiovisual recording if the subject prospectively agrees to the intervention and information collection and at least one of the following criteria is met: (Please select one or more options) 

	
	 FORMCHECKBOX 

	(A) The information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects; 

	
	 FORMCHECKBOX 

	(B) Any disclosure of the human subjects’ responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, educational advancement, or reputation; or

	
	 FORMCHECKBOX 

	(C) The information obtained is recorded by the investigator in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects. *If you select that your study / research is considered exempt under this category you must complete Appendix A included with this document.

	 FORMCHECKBOX 

	3(ii).  For the purpose of this provision, 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. Provided all such criteria are met, examples of such benign behavioral interventions would include having the subjects play an online game, having them solve puzzles under various noise conditions, or having them decide how to allocate a nominal amount of received cash between themselves and someone else.

	 FORMCHECKBOX 

	3(iii). If the research involves deceiving the subjects regarding the nature or purposes of the research, this exemption is not applicable unless the subject authorizes the deception through a prospective agreement to participate in research in circumstances in which the subject is informed that he or she will be unaware of or misled regarding the nature or purposes of the research.

	 FORMCHECKBOX 

	4.Secondary research for which consent is not required: Secondary research uses of identifiable private information or identifiable biospecimens, if at least one of the following criteria is met: (Please select one or more of the following options) and complete Part VII A.

	
	 FORMCHECKBOX 

	(i) 
The identifiable private information or identifiable biospecimens are publicly available;

	
	 FORMCHECKBOX 

	(ii)
Information, which may include information about biospecimens, is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained directly or through identifiers linked to the subjects, the investigator does not contact the subjects, and the investigator will not re-identify subjects;

	
	 FORMCHECKBOX 

	(iii) 
The research involves only information collection and analysis involving the investigator’s use of identifiable health information when that use is regulated under 45 CFR parts 160 and 164, subparts A and E, for the purposes of “health care operations” or “research” as those terms are defined at 45 CFR 164.501 or for “public health activities and purposes” as described under 45 CFR 164.512(b); or 

	
	 FORMCHECKBOX 

	(iv) 
The research is conducted by, or on behalf of, a Federal department or agency using government-generated or government-collected information obtained for non-research activities, if the research generates identifiable private information that is or will be maintained on information technology that is subject to and in compliance with applicable federal privacy standards found in the E-Government Act, Privacy Act and the Paperwork Reduction Act.

	
	NOTE:  

· Exemption Category 4 only applies to the re-use of data and specimens that were or will be collected for non-research purposes or from research studies other than the proposed research study.

· The research materials typically will be publicly available materials, medical records or existing repositories of clinical specimens. No contact between investigator and subject is allowed.

· If an investigator wants to collect information/specimens directly from research subjects, then another approval path would be required.

	 FORMCHECKBOX 
 


	5. Research and demonstration projects that are conducted or supported by a Federal department or agency, or otherwise subject to the approval of department or agency heads (or the approval of the heads of bureaus or other subordinate agencies that have been delegated authority to conduct the research and demonstration projects), and that are designed to study, evaluate, improve, or otherwise examine public benefit or service programs, including procedures for obtaining benefits or services under those programs, possible changes in or alternatives to those programs or procedures, or possible changes in methods or levels of payment for benefits or services under those programs. Such projects include, but are not limited to, internal studies by Federal employees, and studies under contracts or consulting arrangements, cooperative agreements, or grants. 
Exempt projects also include waivers of otherwise mandatory requirements using authorities such as sections 1115 and 1115A of the Social Security Act, as amended. Each Federal department or agency conducting or supporting the research and demonstration projects must establish, on a publicly accessible Federal website or in such other manner as the department or agency head may determine, a list of the research and demonstration projects that the Federal department or agency conducts or supports under this provision. The research or demonstration project must be published on this list prior to commencing the research involving human subjects.
NOTE:  Note that projects eligible for this exemption will be posted on a Federal website.

	 FORMCHECKBOX 
 

	6.
Taste and food quality evaluation and consumer acceptance studies,

a. if wholesome foods without additives are consumed, OR

b. if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture. 
NOTE:  

· This is the only exemption that is allowable for FDA-regulated research.

· Research that targets a prisoner population is not eligible for this exemption. 

· Research involving decisionally-impaired persons could be allowed if their inclusion was justified. 

	*
	7. Storage or maintenance for secondary research for which broad consent is required: Storage or maintenance of identifiable private information or identifiable biospecimens for potential secondary research use if an IRB conducts a limited IRB review and makes the determinations required by §46.111(a)(8) 

	*
	8. Secondary research for which broad consent is required: Research involving the use of identifiable private information or identifiable biospecimens for secondary research use, if the following criteria are met: 

	
	 FORMCHECKBOX 

	(i) Broad consent for the storage, maintenance, and secondary research use of the identifiable private information or identifiable biospecimens was obtained in accordance with §46.116(a)(1) through (4), (a)(6), and (d);

	
	 FORMCHECKBOX 

	(ii) Documentation of informed consent or waiver of documentation of consent was obtained in accordance with §46.117;

	
	 FORMCHECKBOX 

	(iii) An IRB conducts a limited IRB review and makes the determination required by §46.111(a)(7) and makes the determination that the research to be conducted is within the scope of the broad consent referenced in paragraph (d)(8)(i) of this section; and 479.

	
	 FORMCHECKBOX 

	(iv) The investigator does not include returning individual research results to subjects as part of the study plan. This provision does not prevent an investigator from any legal requirements to return individual research results.


*Note:  Research/Study that qualify under Categories 7 & 8 will not be permitted or accepted for review or approval as determined by UAGM IRB.
VII.A. If you selected Exemption Category 4, please complete the following questions:

	1. What are the types of data or specimens?       

	2. What is the source of the data or specimens?  

	3. Are the data or specimens publicly available?  (That is, can the general public obtain the data or specimens?  Data are not considered publicly available if access is limited to researchers.)


 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 No
If yes, please contact the Institutional Compliance Officer for consultation.  You may not be conducting research involving human subjects as defined in the federal regulations governing research involving human subjects (45 CFR 46.102).

	4. If the data or specimens are not publicly available, how are you obtaining permission to access these or to use them for research purposes?       
Please attach a copy of the correspondence or agreement granting you permission.

	5. How will the data be made available to you (e.g., electronic file, access to hard copy records at record-holder’s institution)?       

	6. How are the data or specimens identified when they are made available to you?

 FORMCHECKBOX 

a. Direct Identifier (e.g., subject name, address, or social security number).

 FORMCHECKBOX 
  b. Indirect Identifier (e.g., an assigned code that could be used by the investigator or the source providing the data or specimens to identify a subject, such as a pathology tracking number or a tracking code used by the source).

If you will receive data with indirect identifiers only, please contact the Institutional Compliance Officer for consultation.  You may not be conducting research involving human subjects as defined in the federal regulations governing research involving human subject (45 CFR 46.102). 

 FORMCHECKBOX 
  c. Not Identifier (i.e., neither the researcher not the source providing the data or specimens can identify a subject based upon information provided with the data or specimens).

If it will be impossible for anyone to identify subjects based upon information provided with the data or specimens, you will not be conducting research involving human subjects as defined in the federal regulations governing research involving human subjects (45 CFR 46).  Please contact the Institutional Compliance Officer for confirmation.

	7. If (a) is checked above #6, will you record any direct identifiers that are available to you?

*  FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	8. Will any data or specimens be collected from participants after the submission of this application?  (Data or specimens are considered to “exist” if ALL the data or specimens to be used for the research have been collected prior to the submission of this application.)

*  FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
*If your answer YES to this question your research does not qualify for exemption from IRB review under Exemption Category 4.
IMPORTANT:  If you are applying for exemption only under Exemption Category 4, you have completed this application.


VIII. STUDY SAMPLE: (Groups specifically targeted for study) 
	Describe the population you plan to recruit, and the criteria used in the selection process.  Indicate inclusion or exclusion criteria. 

Describe:       
Inclusion criteria (who are the participants of the study):      
Exclusion criteria (who are not going to participate in the study):      
NOTE:  If individuals who are incarcerated will be participants, your research does not qualify for exempt review.  Please complete the F01 Application Form. (It may be required to complete other documents)




	Age range of participants:  

 FORMCHECKBOX 
 
0 – 6 (submit consent of parent or legally authorized representative)

 FORMCHECKBOX 
 
7- 13 (submit consent of parent or legally authorized representative and child assent will be required from 7-13 years of age)

 FORMCHECKBOX 
 
14-20 (submit a consent for participant and parent or legally authorized 
representative, if applicable)

 FORMCHECKBOX 
 
21 – 65
 FORMCHECKBOX 
 
66 year or more
	Projected number of participants: 

Minimum of participant(s):       
Maximum of participant(s):       


	Select Study Population: (all that apply)



	 FORMCHECKBOX 
 Employees
	 FORMCHECKBOX 
 Students


	 FORMCHECKBOX 
 Pregnant women *
	 FORMCHECKBOX 
 Minors (under 21) *

	 FORMCHECKBOX 
 Fetuses /neonates *
	 FORMCHECKBOX 
 Educationally / economically disadvantaged*

	 FORMCHECKBOX 
 Minors who are wards of the state, or any



other agency, institution, or entity *

	 FORMCHECKBOX 
 Individuals who are prisoners* (does not qualify for exempt review)

	 FORMCHECKBOX 
 Military personnel
	 FORMCHECKBOX 
 Persons incompetent to give valid consent*

	 FORMCHECKBOX 
 Other-specify:      
	 FORMCHECKBOX 
 Non-Spanish Speaking*:  

	*Justify your selection if it is considered a vulnerable population.      


IX. STUDY LOCATION: (Select all that apply)
	A. UAGM Campus/Location (Select the site where your population and data will be obtained.  IP’s should also be aware that a permission letter should be submitted even if your study/investigation will be made under your same campus).  Please contact your Institutional Compliance Officer for more information.

	 FORMCHECKBOX 
 UAGM 
 FORMCHECKBOX 
 UAGM Online


	 FORMCHECKBOX 
 Cupey, PR Campus
	 FORMCHECKBOX 
 Carolina, PR Campus
	 FORMCHECKBOX 
 Gurabo, PR Campus

	
 FORMCHECKBOX 
 Aguadilla
	
 FORMCHECKBOX 
 Cabo Rojo
	
 FORMCHECKBOX 
 Yabucoa

	
 FORMCHECKBOX 
 Jayuya
	
 FORMCHECKBOX 
 Santa Isabel
	
 FORMCHECKBOX 
 Cayey

	
 FORMCHECKBOX 
  Bayamón

	
 FORMCHECKBOX 
 Barceloneta
	
 FORMCHECKBOX 
 Barceloneta

	
 FORMCHECKBOX 
 Comerío
	
 FORMCHECKBOX 
 Metro Orlando (MOC)
	
 FORMCHECKBOX 
 Ponce

	
 FORMCHECKBOX 
 Metro Orlando (MOC)
	
 FORMCHECKBOX 
 South Florida (SFC)
	
 FORMCHECKBOX 
 Isabela

	
 FORMCHECKBOX 
 South Florida (SFC)
	
 FORMCHECKBOX 
 Tampa Bay (TBC)
	
 FORMCHECKBOX 
 Metro Orlando (MOC)

	
 FORMCHECKBOX 
 Tampa Bay (TBC)
	
 FORMCHECKBOX 
 Maryland (CAC)
	
 FORMCHECKBOX 
 South Florida (SFC)

	
 FORMCHECKBOX 
 Maryland (CAC)
	
 FORMCHECKBOX 
 Dallas (DAC)
	
 FORMCHECKBOX 
 Tampa Bay (TBC)

	
 FORMCHECKBOX 
 Dallas (DAC)
	
 FORMCHECKBOX 
 Other (Specify)      
	
 FORMCHECKBOX 
 Maryland (CAC)

	
 FORMCHECKBOX 
 Other (Specify)      
	

	
 FORMCHECKBOX 
 Dallas (DAC)

	
	

	
 FORMCHECKBOX 
 Other (Specify)      

	NOTE: If the study data will be obtained at any of UAGM Campus/Location but the participants/population are not from UAGM the PI must have the Department Dean or Supervisor’s approval.

	B. External Location (Select the site where your population and data will be obtained)

	 FORMCHECKBOX 
 School System / Individual Schools       
 FORMCHECKBOX 
 Other University / College        (Sites IRB approval must be submitted)
 FORMCHECKBOX 
 Other – specify       
You need to obtain permission if participants will be recruited or data will be obtained through schools, employers, or community organizations).  You are required to obtain permission to gain access to people or to access data that are not publicly available.  If yes, provide a research site letter from a person authorized to give you access to the participants or to the data

 FORMCHECKBOX 
  Research Site Letter(s) not required.

 FORMCHECKBOX 
  Research Site Letter(s) attached.
If participants will be recruited or data will be obtained in an external location (i.e., medical office, stores, others: see mentioned previous sites) the PI must obtain permission from an authorized person at the site.  The PI must submit an authorized letter with all other documents.  Observe that if the population will be contacted in a public place where this person does not respond to or is under the supervision of another person or company the site authorization letter is not required (i.e, mall pathways, streets, others).


	 FORMCHECKBOX 
 
Internet Research – The use of internet does not exclude the PI from complying with Federal Law and Regulations, all of the following process should be described as indicated.  (Other documents may be required). For more information on Internet Research: https://www.hhs.gov/ohrp/sachrp-committee/recommendations/2013-may-20-letter-attachment-b/index.html



X. RECRUITMENT METHOD
	Describe how research participants will be recruited for the study.  How will you identify potential participants?  How will you contact them?  Submit any material you will use to recruit participants (e.g., advertisements, flyers, telephone scripts, verbal recruitment, cover letters, or follow-up reminders).  The process previously solicited must be described even if your recruitment will be done by internet and all materials (hard copy) and/or link should also be included. 
Describe:       



XI. PARTICIPANT INCENTIVE
	1. Will you pay participants?    FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No

Amount:  $     
When will money be paid?       
2. Will you give participants incentives / gifts / reimbursements?   FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No

Describe incentives / gifts / reimbursements:  
     
Value of incentives / gifts / reimbursements:  
$     
When will incentives / gifts / reimbursements be given?
     
3. Will participants receive course credit?
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No
4. Will participants receive extra credit?
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No
If yes, an equivalent alternative to research participation must be provided and described in your informed consent document(s).


XII. CONSENT
	1. Attach a copy of the informational letter or consent document for signature that you plan to provide to your participants (and their parents or guardians, if applicable).  You can access Consent Document Templates in our webpage Office of Research and Integrity Compliance published under the UAGM’s Website 
 
Indicate how this process will be managed even if the study will be done by internet.      



XIII. PROCEDURE
	1. What data will you collect?       

	2. Please describe in detail the process each participant will experience and how you will obtain the data.       

	3. How many participation sessions and how much time will be required for each participant, including follow up sessions?       

	4. How will you collect data?



	 FORMCHECKBOX 
 in-person contact
 FORMCHECKBOX 
 USPS mail


 FORMCHECKBOX 
 emails (include templates)


 FORMCHECKBOX 
 written documents




	 FORMCHECKBOX 
 telephone

 FORMCHECKBOX 
 website (include link)      
 FORMCHECKBOX 
 other, specify      

	Please include copies of surveys, interview questions, data collection tools and debriefing statements.  If survey or interview questions have not been fully developed, provide written information on the types of questions to be asked, or a description of the parameters of the survey / interview.  Please note finalized survey or interview instruments will need to be reviewed and approved by amendment, before implementation, this includes Internet Research.


	a. Will you audio record participants?  
	 FORMCHECKBOX 
 Yes 

	 FORMCHECKBOX 
 No

	b. Will you video record participants?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	c. Will you photograph participants?
	 FORMCHECKBOX 
 Yes 

	 FORMCHECKBOX 
 No


	If you answer “yes” to any of the previous questions, explain:       
*Note:  If you will collect data using a web-based survey provider UAGM IRB has approved the use of Survey Monkey and Microsoft Forms 365.  Other providers should be consulted with the Institutional Compliance Officer in your campus/location.

	5. Protection of Privacy and Confidentiality:  Describe the security measures you will take to protect the confidentiality of the information obtained. How will you protect the identity of the participants? Where will the data be stored and how will it be secured? How much time will the data be stored?  Who will have access to the data? How will data be destroyed after the study is completed?  This process should also be described even if the data will be obtained by internet. 
Explain:       
*If Identifiable information is necessary for the purpose of the study/research. Please complete Appendix A “Identifiable Information: Privacy and Confidentiality Form”.

	6. Conflict of Interest Statement: Could the results of the study provide an actual or potential financial gain to you (in the present or future) or to a member of your family, or any other key personnel or team member? Is there a relationship between the researcher and the participants outside the field of research? For example: teacher / teacher-students, Teacher-Teacher / peers, supervisor-employees, professional-patient or client, among others, and indicate how the voluntary nature of the participants will be guaranteed and how will the coercion, participants may perceive, be avoided.

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes, (Disclose any actual or potential conflict of interest and indicate how it will be managed).      



XVI.  PI/COPI, MENTOR/DEAN/SUPERVISOR OR DESIGNEE Signature (signature is obtained electronically under the Web-Based Electronic System provided by UAGM) 
	I have reviewed this research protocol and the informed consent document(s), if applicable.  I submit this study to UAGM IRB for approval.  I understand that, I have ultimate responsibility for the protection of the rights and welfare of human subjects, conduct of the study and the ethical performance of the project.  I further certify that the proposed research is not currently being conducted and will not begin until UAGM IRB approval has been obtained.


For further information, please contact your Institutional/Systemic Compliance Officer in the following campus/location:
· Cupey - (787) 766-1717 ext. 6366 - e-mail: cacrespo@uagm.edu; Fax : (787) 751-3379

· Carolina - (787) 257-7373 ext. 2279 - e-mail: grcruz@uagm.edu
· Gurabo - (787)743-7979 ext. 4126 - e-mail:  jomelgar@uagm.edu; Fax: (787) 743-7115

· EEUU UAGM - (813) 932-7500 ext. 8711-e-mail : jimeneza1@uagm.edu 

· Adm. Central y UAGM Online - (787) 751-0178 ext. 7195 – e-mail : wvazquez@uagm.edu
To report an adverse event E-mail:  cumplimiento@uagm.edu   (787) 751-0178 ext. 7196 and 7195
or noncompliance in Research:  E-mail cumplimiento@uagm.edu   (787) 751-3120
Web Page – http://uagm.edu/compliance
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Appendix A

Identifiable Information:  Privacy and Confidentiality Form

The revised federal regulations regarding human subjects research (45 CFR 46) requires that research/studies that meet exempt categories 2(iii) & 3(i)(C) criteria must provide specific and additional information intended to protect *“Identifiable Information” which includes both **privacy and ***confidentiality concerns.

Please answer the following:

1. Include a detailed list of the identifiable information to be collected and a list of the source(s) of the information.

     
2. If the use or disclosure of the identifiable information involves no more than a minimal risk to the privacy of the individuals and/or the confidentiality of the data. Explain why.  

     
3. Describe the plan to protect the identifiable information.

     
4. Indicate where the identifiable information will be stored.

     
5. Who will have access to the identifiable information? (Note: researchers must list all of the entities that have access (Office of Research Integrity and Compliance/Institutional Review Board, sponsors, FDA, data safety monitoring boards and any others given authority by law).

     
6. All identifiable information collected during the study will be destroyed at the earliest opportunity consistent with the conduct of research, which is: (explain below). 

     
a. Alternatively, identifiable information collected during the study will not be destroyed because: (explain below).
     
7. Please describe the procedure that will be used to destroy the identifiable information collected during the study (electronically, paper, audio/video, photography, other).

     
8. The research could not practicably be conducted without access to and/or use of the identifiable information (explain below).
     
9. The HHS Revised Common Rule Limited Review provision requires reasonable efforts to limit disclosure or request. Explain below why the identifiable information obtained for this study is/are the minimum information needed to meet the research objectives.

     
10. What is the potential risk of harm to individuals: should the information be lost, stolen, compromised, or otherwise used in a way contrary to the contours of the research under the exemption? (explain below).

     
11. If there are privacy guidelines developed by relevant professional associations and scholarly disciplines (e.g., anthropology, psychology, oral history) please explain below.

     
12. Does the research involve deceiving the subjects regarding the nature or purposes of the research, how will the subject be informed and how will authorization be obtained? (explain below)

     
Definitions:
*Identifiable Information refers to identifiers include but are not limited to: Names (individual, relatives, etc.); Address (street, city, county, zip code); Telephone/Fax Numbers; Social Security Numbers, Dates (except for year) – Birth Date; E-mail addresses/URLS (Web Universal Resource Locators)/IP (Internet Protocol) addresses, Medical Record Number; Account Numbers; certificate/License Numbers; Biometric Identifiers (e.g. finger or voice prints or full face photographic images).

**Privacy refers to a person’s desire to control the access of others to themselves. Privacy concerns people, whereas confidentiality concerns data. The research proposal should outline strategies to protect privacy including how the investigator will access information from or about participants.
***Confidentiality refers to the researcher’s agreement with the participant about how the participant’s identifiable private information will be handled, managed, and disseminated. The research proposal should outline strategies to maintain confidentiality of identifiable data, including controls on storage, handling, and sharing of data.
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. Provided all such criteria are met, examples of such benign behavioral interventions would include having the subjects play an online game, having them solve puzzles under various noise conditions, or having them decide how to allocate a nominal amount of received cash between themselves and someone else. 

Deceiving Research if the research involves deceiving the subjects regarding the nature or purposes of the research, this exemption is not applicable unless the subject authorizes the deception through a prospective agreement to participate in research in circumstances in which the subject is informed that he or she will be unaware of or misled regarding the nature or purposes of the research. 
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