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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 and key personnel (i.e. Primary Investigators, Mentors, Students)  involved in Research must complete the 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 in order to receive approval of their protocols from the IRB . 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 (contact information can be found at the end of this form).
	PART I - GENERAL INFORMATION


A.  PRINCIPAL INVESTIGATOR INFORMATION (PI)
	1. Name 
	Last 
     
	First/Initial
     
	Highest Degree Obtained
     

	2. Mailing Address
	     


	
	

	3. Institution/Campus/    


School/Department/

Program
	     

	Name of    FORMCHECKBOX 
 Dean  or    FORMCHECKBOX 
 Supervisor
      


	4. Phone/Email
	Phone

     
	E-Mail
     

	5. Category
	 Graduate Student    Undergraduate      Faculty     Visiting Faculty     Other              

           FORMCHECKBOX 
                          FORMCHECKBOX 
                        FORMCHECKBOX 
                   FORMCHECKBOX 
                   FORMCHECKBOX 
       



B.   PERSONAL INFORMATION OF (Key Personnel):
     FORMCHECKBOX 
    Mentor 
 FORMCHECKBOX 
  Co-Investigator (Co-PI)
The Key Personnel of research must complete courses (HSR, HIPS & RCR) which are mentioned in the instructions provided previously in this form. Completion Reports of these courses must be submitted using the web-based Electronic System provided by UAGM for this purpose. Submission will also be verified by the Compliance Officers before the research can be submitted for IRB review.
Good Clinical Practice (GCP) - The IRB requires that this course be obtained by the Key Personnel of an investigation related to clinical trials with human participants.
	1. Name 
	Last  
     
	First
     

	Highest Degree Obtained
     


	2. Mailing Address 

	     

	3. Institution/Campus/    


School/Department/
     Program
	     


	4. Telephone/E-Mail
	Phone

     
	E-Mail
     

	5. Category
	    FORMCHECKBOX 
 Faculty          FORMCHECKBOX 
 Visiting Faculty       FORMCHECKBOX 
Other      




	6. Role of the CO-PI
	Describe the CO-PI’s role in the research/study, indicate all activities.  Other additional team workers could be grouped by categories.

     



NOTE:  If the study has more than one CO-PI, please attach the information at the end of this document following this same format.
C.  STUDY/RESEARCH PERSONNEL ASSISTANT – The PI is responsible of training all personnel assistants (team workers) that will collect or manage data obtained in a research study.  Training must include education on Confidentiality and Privacy (HIPS), Protection of Human Subjects (IRB) and Responsible Conduct on Research (RCR). The PI must submit a signed attendance sheet of the training offered that will confirm date and place of training.  Changes in a research study already approved, should be informed completing the Form_F03 including a new list if necessary with changes of key personnel or personnel assistant (team workers).  List your personnel assistants, include information required and indicate if research study e-mails should be shared with assistants. 
	Full Name
	University/Campus
	Specific Role
	Highest Academic Degree Obtained
	E-Mail

(if necessary)

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


Good Clinical Practice (GCP) - The IRB requires that this training course be obtained by the personnel assistants (staff ) of a research study related to clinical trials with human participants.
D. BASIC STUDY INFORMATION
	1.  Study/ResearchTitle 
	     


	
	

	2.  
Estimated Project 
Duration, after IRB 
approval*
	 Starting Date:          /     /            Completion Date:      /     /     
                                            MO    DAY     YR                                        MO    DAY     YR      
*Estimated starting date (consider thirty (30) additional working days from the date of submission).                                         

	
	

	3.  Research Purpose
	 FORMCHECKBOX 
 Undergraduate      FORMCHECKBOX 
 Master Thesis     FORMCHECKBOX 
 Doctoral Dissertation    FORMCHECKBOX 
 Other      


	
	

	4.  Type of Funding
	 FORMCHECKBOX 
  Internal                           FORMCHECKBOX 
  Non-Funded                           FORMCHECKBOX 
External
      

                           



	5.  Type of Study/Research
	 FORMCHECKBOX 
 Social Behavior      

 FORMCHECKBOX 
 Clinical Study (refer to our UAGM Webpage and visit the “Junta para la protección de seres humanos en la investigacion”  page to verify if any other document is required.)

	6.  External Research information of other IRB’s
	Submit official documents required by the external IRB for approval.  UAGM IRB will not approve any study / research until the student or researcher who belongs to another institution receives the approval of their IRB.
1. Has this research study been presented to any other IRB?  
 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 No

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


 FORMCHECKBOX 
 Pending, explain      
4. If study/research has been submitted to more than one IRB, list the Institutions and their determination (if possible).

     

	7.  Performance Site
	

	a)  UAGM
	Select from the following facilities where the study/ research will take place at UAGM Facilities: 

	Select  the campus and/or location
All Research/study needs a support letter of the place where intervention or interaction with the subject will occur and where data will be obtained.  This includes all UAGM’s campus and locations.
If the PI will obtain data in one of  UAGM’s Campus/Location, but his research population is from an external facility, approval of the PI’s Dean or Immediate Supervisor will be required. (A signed letter of approval of this process (by dean or Immediate Supervisor must be submitted with all other required documents).

	Cupey Campus (select more than one, if needed)

	
	 FORMCHECKBOX 
  Principal Campus
	 FORMCHECKBOX 
  South Florida (SFC)

	
	 FORMCHECKBOX 
  Aguadilla
	 FORMCHECKBOX 
  Tampa Bay (TBC)

	
	 FORMCHECKBOX 
  Jayuya
	 FORMCHECKBOX 
  Maryland (CAC)

	
	 FORMCHECKBOX 
  Bayamón
	 FORMCHECKBOX 
  Dallas (DAC)

	
	 FORMCHECKBOX 
 Metro Orlando (MOC)
	 FORMCHECKBOX 
  Other (specify)      

	
	Gurabo Campus (Select more than one, if needed)

	
	 FORMCHECKBOX 
  Principal Campus
	 FORMCHECKBOX 
  Metro Orlando (MOC)

	
	 FORMCHECKBOX 
  Yabucoa
	 FORMCHECKBOX 
  South Florida (SFC)

	
	 FORMCHECKBOX 
   Cayey
	 FORMCHECKBOX 
  Tampa Bay (TBC)

	
	 FORMCHECKBOX 
   Barceloneta
	 FORMCHECKBOX 
  Maryland (CAC)

	
	 FORMCHECKBOX 
   Ponce
	 FORMCHECKBOX 
  Dallas (DAC)

	
	 FORMCHECKBOX 
  Isabela
	 FORMCHECKBOX 
 Other (specify)      

	
	Carolina Campus (Select more than one, if needed)

	
	 FORMCHECKBOX 
  Principal Campus
	 FORMCHECKBOX 
  Tampa Bay (TBC)

	
	 FORMCHECKBOX 
  Cabo Rojo
	 FORMCHECKBOX 
  Maryland (CAC)

	
	 FORMCHECKBOX 
  Santa Isabel
	 FORMCHECKBOX 
  Dallas (DAC)

	
	 FORMCHECKBOX 
  Barceloneta
	 FORMCHECKBOX 
  Other (specify)      

	
	 FORMCHECKBOX 
  Metro Orlando (MOC)
	

	
	 FORMCHECKBOX 
  South Florida (SFC)
	

	
	 FORMCHECKBOX 
  UAGM Online

	
	

	b) External Performance      Sites


	(Please list any additional sites other than UAGM where the research will be performed under the supervision of UAGM Principal Investigator (PI) or Co-PI. Eg. School Name, City or place).


	
	Name of the External Site
	Select as Required and Submit Evidence

	If  research study will take place outside of  UAGM campus or locations, please submit cooperation or support letter of the external performance site
***********************
If there are more than four external places; provide attachment with information.
	     
	  FORMCHECKBOX 
  Cooperation or Support Letter

	
	     
	  FORMCHECKBOX 
  Cooperation or Support Letter

	
	     
	  FORMCHECKBOX 
  Cooperation or Support Letter

	
	     
	 FORMCHECKBOX 
  Cooperation or Support Letter

	c) Internet
	 FORMCHECKBOX 

Internet Research:

The use of internet does not exclude the PI from complying with Federal Law and Regulations, all of the following process required in this document should be described as indicated.  (Other documents may be required). For further information on how to comply with federal regulations: https://www.hhs.gov/ohrp/sachrp-committee/recommendations/2013-may-20-letter-attachment-b/index.html


	8. Additional Review 

The IRB may require review of other UAGM Regulatory Committees. 
 Indicate if review and approval by these committees are applicable and the date of approval. Please provide documentation of review and approval.

Important Notice: If the study /research by its nature must be submitted and reviewed by more than one committee, approval of each committee must be received in order to be considered approved in its entirety.
Submit approval letter with other documents with your protocol.


	Review Type
	Review Required
	Approval Date

	
	Institutional Biosafety Committee (IBC)
Reviews the research of recombinant DNA             
and its derivatives (biohazard agents)


	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No                  
	     /     /                                MO    DAY     YR                                        

	
	Radiological Sub-Committee (IBC)
Reviews the use of radioactive drugs as well           
as the purchase and use of radioisotopes in                  

humans (including research and routine).

	 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No           
	
     /     /                                    
MO    DAY     YR

	
	Clinical Trials Review Committee                        
	
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No                                                    


	
     /     /                                
MO    DAY     YR

	
	Institutional Animal Care and Use    
                                                    

Committee (ACUC)                                               
Reviews the use and care of animals 

as part of  human subjects research.
	
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No
	
     /     /                                        
MO    DAY     YR

	
	Explosives/Carcinogenics/Drugs
	
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No
	     /     /                                MO    DAY     YR

	
	Hazardous Waste Generation
	
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No
	     /     /                                MO    DAY     YR

	
	Other Potentially Dangerous Substance
	
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No
	     /     /                                MO    DAY     YR


E. PURPOSE OF THE STUDY/RESEARCH
1. Summarize the purpose of the research/study using non-technical language (Lay language must be used). 
	     



2. What do you hope to obtain by doing this research? (Objectives of the study).
	     



	PART II - PARTICIPANTS/HUMAN SUBJECTS POPULATION


A.  DESCRIPTION OF HUMAN SUBJECT POPULATION


As defined under the law 45 CFR 46, human subjects is a living individual about whom an investigator (whether professional or student) conducting research obtains (1) information or biospecimens through intervention or interaction with the individual, and uses, studies, or analyzes the information or biospecimens; or, or (2) uses, studies, analyzes, or generates identifiable private information or identifiable biospecimens.
	1.  Number of Subjects

     (Justify numbers)
If the study will only focus in one type of gender the PI must justify his decision in all documents submitted where required.
	   FORMCHECKBOX 
Both Genders  (Total population to be use randomly)
: maximum of       
   FORMCHECKBOX 
 If the study is directed to only one gender:  
Males
: maximum of       
                                                                            
Females   
: maximum of       

	2.  Type of Subjects
	 FORMCHECKBOX 
  UAGM Students
	 FORMCHECKBOX 
 UAGM Employees;  FORMCHECKBOX 
 UAGM Faculty

	If the UAGM PI will use participants that are part of another institution.  Must contact the Compliance Officer of his campus for information on which is the process on how to submit to UAGM IRB and to the IRB of the other institution where interaction with participants will occur and information will be obtained.
	 FORMCHECKBOX 
  Students other Institution/University
	 FORMCHECKBOX 
  Employee;  FORMCHECKBOX 
 Faculty other 
Institution/University

	
	 FORMCHECKBOX 
  In patients    
	 FORMCHECKBOX 
  Outpatients

	
	 FORMCHECKBOX 
  School Students (private or public)
	 FORMCHECKBOX 
  School Teachers  (private or public)                                   

	
	 FORMCHECKBOX 
  Healthy Volunteers  
	 FORMCHECKBOX 
  Public Officials; Specify                    

	
	 FORMCHECKBOX 
  Managers or Business owners              
	 FORMCHECKBOX 
  Other:  Specify      

	3.  Subjects Age Range
	Select from the following all that apply:

	
	 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 (submit the required consent)

	
	 FORMCHECKBOX 
 66 years or more (submit the required consent)

	4.  Special (vulnerable) 
Study Populations
	Select all that apply

	You must provide a rationale for using vulnerable population in the Research Proposal.
Other documents may be required depending on the type of special population participating in the study/research.
	 FORMCHECKBOX 
  N/A
	 FORMCHECKBOX 
  Pregnant Women

	
	 FORMCHECKBOX 
  Minors under age 21                                         
	 FORMCHECKBOX 
  Terminally ill   

	
	 FORMCHECKBOX 
  Diminished capacity to give consent
	 FORMCHECKBOX 
  Illiterate

	
	 FORMCHECKBOX 
  Aborted fetuses or products of labor and 
delivery
	 FORMCHECKBOX 
  Non-Spanish speaking

	
	 FORMCHECKBOX 
  Economically disadvantaged  
	 FORMCHECKBOX 
  Prisoners (complete addendum)

	
	 FORMCHECKBOX 
  Physically or mentally challenged
	 FORMCHECKBOX 
 Other, specify      

	
	 FORMCHECKBOX 
  Departmental Students as Subject Pools, (Dept.      ) Specify:      

	5.  Summarize the inclusion and exclusion criterias.

	Inclusion (indicate all inclusion criterias)
     
Exclusion (indicate all exclusion criterias) 
     


B. RECRUITMENT METHOD
	1. Will participants receive recruitment incentives or awards before and after the study?


(Indicate even if the study/research will be by internet, explain how participants will  receive the benefits). Include information in the consent process.
	 FORMCHECKBOX 
  Yes       FORMCHECKBOX 
   No    

	
If yes, explain       

	2. 
Select the method that will be used for recruitment (check all that apply).  Include documents that may apply for this method even if recruitment will be done by internet. All materials and/or link should also be included. 



	 FORMCHECKBOX 
  Advertisements (newspapers/magazines, among others)
	 FORMCHECKBOX 
  Television

	 FORMCHECKBOX 
  Brochures 
	 FORMCHECKBOX 
  Contact Letters (physicians, professors, among others)

	 FORMCHECKBOX 
  Newsletters 
	 FORMCHECKBOX 
  Internet/link:          (submit a hardcopy of documents) 

	 FORMCHECKBOX 
  Posters
	 FORMCHECKBOX 
  Direct Contact

	 FORMCHECKBOX 
  Flyers
	 FORMCHECKBOX 
  Letters

	 FORMCHECKBOX 
  Radio
	 FORMCHECKBOX 
  Other: Specify                                                                                                                                                        

	 FORMCHECKBOX 
 Email (include templates of the electronic mails)
	

	3.  Will subjects be recruited from a non-public registry?      
	 FORMCHECKBOX 
   Yes      FORMCHECKBOX 
   No    

	If YES, indicate the source and refer to the note stated below:      

	NOTE: Subjects that will be recruited from a non-public registry should be contacted and informed of the study by an authorized personnel responsible of the non-public registry.  If otherwise, the person responsible must provide the investigator with a letter authorizing access to the subject’s identifiable data for the purpose of the study.  The letter needs to describe how access to the identifiable information is ethically possible (to confirm that subjects have given permission for contact and has authorized the distribution of their names and contact information for the purpose of research).  

	4. Explain how, when and where the recruitment process will take place:       


	III – INFORMATION MANAGEMENT


A. COLLECTED INFORMATION
 Specify if your research proposal involves any of the following procedure(s).  Be sure to include them in the proposal.   For each item     checked “Yes”, please justify the necessity for it in your research proposal.  Describe the precautions that will be taken to minimize risk (If necessary, additional sheets can be enclosed with document to complete this part).
	YES
	NO
	Please answer the appropriate yes/no check box and answer the questions if applicable.

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	1.  
* Does the study involve existing or archived information?   If YES indicate dates when the information will be collected:      

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	2.  
Will the information be collected anonymous?  (the participant cannot be identified:  directly or indirectly) Explain how the information will be collected:      

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	3.  
Will the information be collected partially anonymous?  (the participant can only be identified by the 
investigator) 
Explain  how the information will be collected:      

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	4.  Does this study include Surveys/Questionnaires?  Explain:      

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	5.  
If the information will be collected partially anonymous or can be directly identified, does it cover sensitive or psychologically distressing topics that may put participants at risk of (criminal or civil liability, or be damaging to the subject’s financial standing, employability or reputation) if a breach of confidentiality may occur? Explain:      

	* A copy of an institutional permission/consent form that authorizes the study investigator the access to this information must be provided.  If it does not exist, please provide a certification statement from the person with access to information/tissue or of the person with access to the records or specimens involved in the study.


B. [image: image1] SENSITIVE OR INCRIMINATING STUDY RELATED INFORMATION: This part should be answered “YES or “NO”, even if the Researcher understands that the study/research submitted does not include sensitive or incriminating information.
	YES


	NO

	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	1.  Does the study collect incriminating or sensitive information?

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	a.  Will the collected information be related with sexual attitudes, preferences, or practices/abortion?

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	b.  Will the collected information be related with the use of alcohol, drugs or other addictive products?

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	c.  Will the collected information be pertaining with illegal conduct?

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	d.  Will the collected information be related with learning disabilities?

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	e.  If the information is released, could it reasonably damage an individual’s financial standing, employability, or reputation within the community?

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	f.  Will the collected information be considered as one that can normally be obtained from a patient’s medical record and could the disclosure reasonably lead to social stigmatization or discrimination?

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	g. Will the collected information be pertaining to an individual’s psychological well-being, mental health?

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	h.  Will the collected information be related with depression or suicide?

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	i.  Will the collected information be related with genetics or heritage?

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	2.  Does the research include third party information such as family history or sexual contact? 

     If YES, describe protection for consent and privacy of third party.

      

	
	3. Provide a detailed explanation, indicating how the subjects’ sensitive information obtained in the study will be stored and protected. If applies.
      

	
	4. Describe the specific procedures that will be used in order to ensure subjects information confidentiality, when the information obtained is considered sensitive or incriminating.

 

	
	5. How long will the documents be stored (questionnaires, consents and others)? Please indicate where the questionnaires will be kept and how will they be destroyed, after the study period has been completed. If the data collection will be done through an internet tool/provider or recordings, “delete” will not be accepted as a mechanism to destroy the information. Indicate a program or software that will be used for this purpose.

 


	PART IV - RISKS/BENEFITS


A. RISKS
	Summarize the nature and risk (including side effects), substantial stress or discomfort that may occur by participating of this study. Consider the following questions:
1. 
What are the potential risks/discomforts associated with each intervention or research procedure? If data is available, estimate:  a) the probability that a given harm will occur, b) its severity, c) its potential reversibility.  What procedure(s) will be utilized to prevent/minimize any potential risks or discomfort? Examples or risks include physical risks, psychological risks (such as substantial stress, discomfort or invasion of privacy) and social risks (such as jeopardy to insurability or employability). Internet research (e.g.: the possibility that third parties can view the information shared (hackers) resulting in an invasion of privacy that could result in loss of employment, social risks, among others.).
Summary:      

	2. According to the above select the overall risk classification of the research:
 FORMCHECKBOX 
 Minimal Risk (fatigue, discomfort that is normally encountered in daily lives activities) 

 FORMCHECKBOX 
 Greater than minimal risk (substantial stress, physical, psychological, social or economic risks)                                


B. RESEARCH SUBJECT INVOLVEMENT

Specify if your research proposal involves any of the following procedures.  Be sure to include them in the proposal.
Please justify the necessity for each selected item in your research proposal.  Describe the precautions that will be taken to minimize risk.
	1. Check all that apply:

	 FORMCHECKBOX 
  Study of existing data¹; indicate the date when the data was originally collected:      /     /                                                               

                                                                                                                                          Mo  /  Day /   Yr    

	 FORMCHECKBOX 
  Study of existing human biological specimens²                                  
	 FORMCHECKBOX 
  Use of controlled substances

	 FORMCHECKBOX 

Study of prospectively collected human biological specimens³
	 FORMCHECKBOX 
  Use of radioisotopes and/or radioactive agents

	 FORMCHECKBOX 
  Audio and/or visual recordings (indicate how long will the IP keep these recordings)
	 FORMCHECKBOX 
  Surveys/questionnaires

	 FORMCHECKBOX 
  Use of deceptive techniques4                                           
	 FORMCHECKBOX 
  Venipuncture

	 FORMCHECKBOX 
  Interviews (submit an interview guide with your documents) 
	 FORMCHECKBOX 
  Genetic information

	 FORMCHECKBOX 
  Observation of behavior                                                         
	 FORMCHECKBOX 
  Surgical Procedure(s)

	 FORMCHECKBOX 
  Manipulation of psychological or social variables     
	 FORMCHECKBOX 
  Possible invasion of the privacy of the participant or family


	 FORMCHECKBOX 
  Use of Microorganisms or recombinant DNA                              
	 FORMCHECKBOX 
  Use of Medical devices

	 FORMCHECKBOX 
 
Deprivation of physiological requirements (i.e. nutrition 
or sleep)
	 FORMCHECKBOX 
  Materials/issues commonly regarded as socially unacceptable

	 FORMCHECKBOX 
  Use of Drugs and/or additive substances                                 
	 FORMCHECKBOX 
  Other procedure(s) Specify:        

	Justify each selected process:

     


	1   Provide a copy of the institutional permission/consent form authorizing access to this information by the study investigator. If 
consent does not exist; please provide a certification statement for data/tissue access from the source of the records or specimens.

2   Specimens must be “on the shelf” at the time of submitting the application.
3   Specimens will be collected after the study has started. 
4
If the study involves deception or intervention (behavioral or biological), when and how will the subjects be debriefed?  Attach a copy of the debriefing script or letter.


C.  BENEFITS
	1.  The participant’s potential benefits include:

     

	2. The society’s potential benefit from the obtained knowledge include:
     

	3.  Explain how the potential benefits of the research surpass the potential risks and how these risks are justified.
     


	PART V - PRIVACY AND CONFIDENTIALITY OF DATA


A.   SCREENING PROCEDURES

	HIPAA Privacy Regulations 

The HIPPA Privacy regulations Screening Procedures are those performed to determine if an individual is eligible to participate in the study.  When there is a prescreening, data may be obtained that can identify possible or eligible participants of your study.  Only minimal eligibility requirement questions (inclusion-exclusion) should be addressed.  Please check one of the following options utilized to handle the pre-screened data obtained for your study. 

	 FORMCHECKBOX 
   Screening data will NOT be shared with individuals outside of the research staff.

	 FORMCHECKBOX 
   Screening data WILL be shared with individuals outside of the research staff.  Submit a “Waiver of Authorization”.

	 FORMCHECKBOX 
   This study/research does not involve pre-screening.  All subjects are either recruited through advertisements or through direct contact with them.  There is no prior review of the participant’s medical record other than standard care.


B. RELATIONSHIP BETWEEN THE INVESTIGATOR AND PARTICIPANTS OF A STUDY/RESEARCH 
	1. Indicate if there is any type of relation between the investigator and the participant of the study.  (e.g., professor, student, supervisor/employee, health professional/patients or clients, among others). This also applies for Social Network (Internet Research)

	 FORMCHECKBOX 
   No, there is no relation between the investigator and participants.

	 FORMCHECKBOX 
   Yes, a relationship exists between investigator and participant.

	2. If your answer is “Yes”, explain and describe what precautions will be taken to avoid conflict of interest and voluntariness that will guarantee: lack of coercion, freedom of choice, and undue influence.

     
Note:  This information should also be included in the consent document.


C. CONFIDENTIALITY
	1. Are subjects asked to fill out any materials that are shared with other groups (e.g., voluntary health organizations, advocacy groups) that provide identifiers?   

If YES, specify:       
	 FORMCHECKBOX 
   No     FORMCHECKBOX 
  Yes



	2. Will the subjects’ data be coded?    

If YES, specify:      
	 FORMCHECKBOX 
  No    FORMCHECKBOX 
  Yes

	3. Will the generated data be used for purposes other than this research project?  

If YES, describe:      
	 FORMCHECKBOX 
   No     FORMCHECKBOX 
  Yes

	4. Will subject information or coded data be available for any of the following? 

     Check all that apply.  NOTE: Data obtained should always be available for IRB review.



	 FORMCHECKBOX 
  Principal Investigator  
	 FORMCHECKBOX 
  Mentor                                      
	 FORMCHECKBOX 
  NIH                                           
	 FORMCHECKBOX 
  FDA

	 FORMCHECKBOX 
  Study sponsor                                  
	 FORMCHECKBOX 
  Other, specify:      

	5. Will any data be gathered through photographic, video or sound recording devices?   

If YES, specify:      
	 FORMCHECKBOX 
   No     FORMCHECKBOX 
  *Yes


	6. Will the study include questionnaires, surveys or any other collectable data document?

If YES, specify:      
	 FORMCHECKBOX 
   No     FORMCHECKBOX 
  *Yes  

	*Important: Include in the consent document the security levels that will be used to protect the confidentiality of the materials and audio and visual recordings (e.g., Who will have access to them?, How will they be stored?, and How long will they be stored?, among others). Investigations on the internet where data collection will be done using a service provider, UAGM IRB has authorized the use of Survey Monkey and Microsoft Form. If the investigator wants to use another internet provider must consult with Institutional Compliance Officer at his campus/locality.

	7.  What are the plans for the final disposition or destruction of any identifiable data?  Include electronic media, such as audio, photo, videotape or web-site data, questionnaires or any other collectable data document used in the study.

Explain:      


	8. Explain how disposition of the data obtained through survey programs/software, online surveys (internet), among others will be made. Indicate the programs that will be used for the disposition of this information (it will not be acceptable "delete and/or erase/eliminate"). In the case of surveys, online questionnaires, where in most cases the data is obtained using service providers via the Internet (monkey survey, among others) a written document indicating how the provider will dispose of the data stored in their servers must be submitted. (Other documents may be required).
Explain:      


D.FINANCIAL INFORMATION
	1. Will subjects be paid or otherwise compensated for research participation?

If Yes, please respond to the following questions and include details in the Consent Form.
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No 

	a) Describe the nature of any compensation to subjects.  Include cash, gifts, gift cards, discount coupons, travel reimbursements, among others.       

	b) 
Indicate the amount, if applicable, and indicate cash or check.     FORMCHECKBOX 
  Cash     FORMCHECKBOX 
  Check $      

	c)  
Explain how and when the compensation will be provided.       

	d)  
Based on the extent of participation, is it distributed proportionally?

If YES, describe the disbursement and amounts: $      
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No


	2. Indicate costs involved as a result of the research procedures, that are over and above than those normally incurred through standard treatment?  (e.g., Additional diagnostic tests, hospitalization, drugs, devices, among others).  
Indicate who will be responsible for payment.
      

	3. Will there be any financial liability to the subject or 3rd party insurance carriers?  
If Yes, indicate the amount:  $                      
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No     

	4. What is the maximum amount for which the subject could be liable, regardless of 3rd party insurance

Specify: $     

	5. Will there be any additional cost for the participant’s involved in this study?  
If your answer is “YES”, please include and describe in the consent document.
                               

     
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No     


E. CONSENT PROCEDURES

	Federal regulations require a written and signed consent document unless an alteration or waiver is justifiable. For information on the required elements of a consent, please refer to the UAGM Policy and Procedures in Research that Includes Human Subjects.  Which can be found at UAGM Web-Page under IRB Regulatory Committee. Provide a copy of the written consent document.  Write in second or third person and use at least a 12-point font, and leave 2 inches in the footer where an official stamp will be located. Also, all documents must include page numbers in format 1 of 1.  Avoid using jargon and technical terms.  Write at a sixth to eighth grade reading level depending upon reading level of prospective subjects. Note: Each subject must be provided with a copy of the consent document after it has been signed.

All of the following must also apply for an alteration or waiver to be granted (45 CFR 46.116 (d))

(1) The research involves no more than minimal risk to the subjects. 

(2) The waiver or alteration will not adversely affect the rights and welfare of the subjects 
(3) The research could not practicably be carried out without the waiver or alteration;
(4) Whenever appropriate, the subjects will be provided with additional pertinent information after participation.

In addition, one of the following must apply in accordance with 45 CFR 46.117 (c):

(1) That the only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality.  Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject's wishes will govern; or

(2) That the research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context.


	1. SUBJECT CONSENT INFORMATION

	A. Indicate type of consent required for your study:

	Option 1
 FORMCHECKBOX 
  
Signed Consent Required


	Consent will be signed by the subject or the subjects’ legally authorized representative 45 CFR 46.117.  If subject is a minor the consent document must be signed by the parent or legal authorized representative.  If the minor is (7 to 13 years of age) assent should be obtained; (minors 14 to 20 years of age) will sign the consent with parent or legally authorized representative 45 CFR 46.408(a). Documents here mentioned should be submitted with your request to IRB.


	Option 2

 FORMCHECKBOX 

Waiver of Consent
	Because the only record linking the subject and the research would be the consent document, and the principal risk would be potential harm resulting from a breach of confidentiality.  Each subject will be asked whether the subject wants linking the subject with the research, and the subject’s wishes will govern. 45 CFR 46.117.c.(1). Select all that apply:
 FORMCHECKBOX 
 
Request for waiver of consent written document.

 FORMCHECKBOX 
 
Request for waiver of consent written document and the 


consent process
 FORMCHECKBOX 

Other 
Justify: 


	Option 3
 FORMCHECKBOX 

Waiver of Consent (Minimum risk)
	Because the research presents no more than minimal risk of harm to subjects, and involves Minimal Risk no procedures for which written consent is normally required outside of the research context. 45 CFR 46.117.c.(2). Select all that apply:
 FORMCHECKBOX 
 
Request for waiver of consent written document.

 FORMCHECKBOX 
 
Request for waiver of consent written document and the 
consent process
 FORMCHECKBOX 

Other 
Justify: 


	NOTE:  If waiver of written consent document is requested an informative sheet must be given to all participants.  This sheet should be included with all other documents required for IRB review.

	Select what will be the process utilized to obtain consent (even if waiver of consent is solicited or even if the research will be done by internet) 

	1. 
Indicate how consent will be obtained:


	 FORMCHECKBOX 

In person (face to face)
	 FORMCHECKBOX 
 
e-mail (submit templates with all other documents)

	 FORMCHECKBOX 

Telephone
	 FORMCHECKBOX 
 
Weblink (submit hard copy of all documents)      

	 FORMCHECKBOX 

Written document
	 FORMCHECKBOX 
 
Other: 

	 FORMCHECKBOX 

USPS mail


	 FORMCHECKBOX 
 N/A: waiver of written consent document and waiver of consent process has been requested.

	2. Explain how, when and where the consent will be obtained (signed) or the process of consent (Informative sheet) describe the place where the study will be discussed with subjects. As a reminder, you must answer this question even if waiver for consent written document has been requested.  Explain how consent of the process will be obtained. Internet Research will not be excluded from obtaining consent the PI must indicate how this process will be managed online.   
     

	3. How will participants understanding be assessed?  The answer of this question should allow you to determine if they understand the study in all its parts.  You may ask them to explain, the purpose of the study, duration, and procedures. Internet Research will not be excluded from assessing understanding, the PI must indicate how this process will be managed online.
      


F.  INVESTIGATOR’S CERTIFICATION REGARDING CONFLICT OF INTEREST
	It is expected that all investigators sign an appropriate Conflict of Interest statements at their place of employment.  If you have not done this, please be sure that required documents have been signed before submitting to the Institutional Review Board.  This policy, in addition to the statements requested below, constitutes the Disclosure Statements of UAGM IRB.  If you have questions, please call the Office of Research Integrity and Compliance at 787-751-0178 extensions 7195-7197.
Have you, a spouse, a child, any member of your household or any other person working with you at this site (co-investigator or sub-investigator) responsible in the award and/or administration of sponsored programs solicited or accepted gratuities, favors, or anything of monetary value from contractors, or parties to sub-agreements in the amount of one hundred dollars ($100.00) or more?  


 FORMCHECKBOX 
   No

 FORMCHECKBOX 
  Yes (If YES, please supply a letter outlining any potential conflicts of interest.)  

· Have you, a spouse, a child, any member of your household or any other person working with you at this site (co-investigator or sub-investigator) responsible in the award and/or administration of sponsored programs used your positions for purposes that are or give the appearance of being motivated by a desire for private financial gain for themselves or others such as those with whom they have family, business, or other ties?



 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes (If YES, please supply a letter outlining any potential conflicts of interest.)  

· Have you, a spouse, a child, any member of your household or any other person working with you at this site (co-investigator or sub-investigator) responsible in the award and/or administration of sponsored programs retained an equity interest that, when aggregated for the officer, employee, associate or agent of UAGM and the officer’s, employee’s, associate’s or agent’s spouse and dependent children, exceed $10,000 in value, and represent more than a 5% ownership interest in any single entity?


 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes (If YES, please supply a letter outlining any potential conflicts of interest.)  

· Have you, a spouse, a child, any member of your household or any other person working with you at this site (co-investigator) responsible in the award and/or administration of sponsored programs received salaries, royalties or other payments from contractors or parties to sub-agreements that, when aggregated for the officer, employee, associate or agent of UAGM and the officer’s, employee’s, associate’s or agent’s spouse and dependent children, are expected to exceed $10,000 during a twelve month period?


 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes (If YES, please supply a letter outlining any potential conflicts of interest.)




G. STUDENT’S/ PRINCIPLE INVESTIGATOR ASSURANCE:  To submit and complete this form through the “Web-Based Electronic System” it is necessary to endorse (sign electronically) your project when indicated in the process.  By endorsing this form, you are committing to the following: 
	I certify that the information provided in this application is complete and correct.  

I understand that as Principal Investigator, 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 agree to comply with all of Universidad Ana G. Méndez (UAGM) policies and procedures, as well as with applicable federal, state and local laws regarding the protection of human subjects in research, including but not limited to, the following:

· The protocol will be performed by qualified personnel according to UAGM IRB approved protocol,

· No changes will be made in the protocol or consent form until approved by the UAGM IRB,

· Legally effective consent will be obtained from human subjects if applicable, and

· Adverse events will be reported to the IRB per UAGM Policy and Procedures for Human Research Protection

I further certify that the proposed research is not currently being conducted and will not begin until IRB approval has been obtained.


H. INSTITUTIONAL ENDORSEMENT   

	To submit and complete this form by the IRBNet Platform it is necessary to receive endorsement (sign electronically) when indicated in the process by the following staff of your institution:
MENTOR/COINVESTIGATOR- REQUIRED FOR STUDENT RESEARCH

By endorsing this form, the faculty research supervisor attests that he/she has read the attached protocol submitted for IRB review, and agrees responsibility on educating and supervising the student in the process of recruiting participants, obtaining consent and of data collection. 

DEAN, IMMEDIATE SUPERVIOSR OR DESIGNEE This is to certify that I have reviewed this research protocol and that I attest to the scientific merit of this study and the competency of the investigator(s) to conduct the project.


Contact your Institutional Compliance Officers if you should need further assistance: 
                                     Cupey (787) 766-1717 ext. 6362/ 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 - Email : jimeneza1@uagm.edu 
UAGM Online y Adm. Central 787 751-0178 ext. 7195 E-mail :  wvazquez@uagm.edu
To report an adverse event E-mail:  cumplimiento@uagm.edu;   (787) 751-0178 ext 7195 and 7197
or non compliance in Research: E-mail  cumplimiento@uagm.edu;  (787) 751-3120
Web Page - uagm.edu/compliance
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