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Vice Presidency for Academic Affairs
Office of Research Integrity and Compliance

Human Research Protection Board (IRB)

UNANTICIPATED PROBLEMS OR ADVERSE EVENTS REPORT
 (Applications without all requested information will not be accepted for IRB review)
Instructions: This form must be downloaded, completed and uploaded with all other documents required on the online electronic platform provided by UAGM.  HHS regulations for the protection of human subjects (45CFR part 46) contains five specific requirements relevant to the review and reporting of unanticipated problems and adverse events. The Universidad Ana G. Méndez (UAGM) requires that all adverse events or anticipated problems be notified to the Office of Research Integrity and Compliance within seven (7) working days after the awareness.  If it is a serious adverse event, it should be notified to the Office of Research Integrity and Compliance within 24 hours of awareness at the following telephone (787) 751-3120 with the indicated documents.
	Proposal  Title:      

	Name of Principal Investigator 
	Last Name


Name/Initial                                                                                
     

	Current Academic Degree
     


	Email:      

	Telephone:      


	Mailing Address:                                             City
           State
       Zip Code
     


	Campus/Location:      

	Telephone:      


	Student:  FORMCHECKBOX 
Yes    FORMCHECKBOX 
No
	School/Department:      

	Name of   FORMCHECKBOX 
 Mentor  FORMCHECKBOX 
 Co-Investigator:
                    
	Telephone:      

	Name of  FORMCHECKBOX 
 Dean   FORMCHECKBOX 
 Supervisor
     
	Telephone:      

	Funding:
     
	

	Contact Person:    
                                    




 Telephone:      

	Initial Approval Date:      -     -                  Expiration Date:      -     -      



(mo-day-yr)    



      (mo-day-yr)  


	Date of most recent continuing (renewal) Approval:      -     -       (mo-day-yr)

	Date of Research Protocol Estimated Completion:       -     -       (mo-day-yr)

	


1. Indicate if this is an:     FORMCHECKBOX 
 Adverse Event     FORMCHECKBOX 
Unanticipated Problems
2. Is this event:   FORMCHECKBOX 
New    FORMCHECKBOX 
Ongoing    FORMCHECKBOX 
Follow up (6 months)    FORMCHECKBOX 
 Follow up (12 months) 
3. Was this event expected?      FORMCHECKBOX 
Yes       FORMCHECKBOX 
 No
Section A- Describe the event 
	1. Place of enrolled subjects (Specify Institution if applicable)

     

	

	2. Was this event reported to the Office of Research Integrity and Compliance?
      If No, Explain in comments why was it not notifed
     

	 FORMCHECKBOX 
Yes         FORMCHECKBOX 
No

	3- Date of awareness.       (     -     -     )

                                            Month     Day         Year


	4- Indicate the date informed to the Office of Research Integrity and Compliance. 
(     -     -     )
   Month    Day     Year



	5-Describe briefly the event:

     


	6- What action was made:

     


	7- Does this event require a follow up?
	 FORMCHECKBOX 
   Yes                                  
	 FORMCHECKBOX 
No



Section B- Comments

	     



Section C- Attach any document related to this event (List all included documents that have been modified.  Also, include consent form)
	1.      

	

	2.      

	3.      

	4.      

	5.      

	6.      


Principal Investigator Assurance:
	To submit and complete this form through the online electronic Platform provided by UAGM,  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.


Institutional Endorsement
	To submit and complete this form by the online electronic Platform provided by UAGM, it is necessary to receive endorsement (sign electronically) when indicated in the process by the following staff of your institution:
MENTOR/CO-INVESTIGATOR 
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, 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.


For assistance, please contact the Compliance Officers at your 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
UAGM Online (787) 751-0178 ext. 9-7195; Email wvazquez@uagm.edu
To report an Adverse Event:  E-mail  cumplimiento@uagm.edu;   (787) 751-0178 ext 7196 and 7195

Or to report Non-Compliance in Research: Email cumplimiento@uagm.edu; Tel. (787) 751-3120

Webpage (http://uagm.edu/compliance)
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