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Joint Application for Expedited Review

to the

University of Miami School of Medicine Medical Sciences Subcommittee for the Protection of Human Subjects in Research

and the

Miami Veterans Affairs Medical Center 

Human Studies Subcommittee of the Research Service

as part of the Resident Scholarly Activity Program

I. TITLE OF PROJECT:

II. PRINCIPAL INVESTIGATOR:

(Faculty Preceptor responsible for the study)

Name:

Title/Department:

Division:

Mailing Address:

Telephone:

COLLABORATORS:


Name:


Status:


PGY


Mailing Address:


Home Address:


Page No:

III. PERFORMANCE SITE(S):

(Institutions where records will be reviewed:

JMH, CORAL GABLES CAMPUS, OUTPATIENT CLINICS, UMHC, BPEI, VAMC, other)



Institution:

IV. PROPOSED START DUE:

V. PROPOSED TERMINATION DATE:

VI. FUNDING AGENCY:

(if applicable, please provide date submitted to agency, name, address, amounts, etc.)

VII. STATE THE CATEGORY OF PROTOCOLS UNDER WHICH THIS PROJECT QUALIFIES FOR EXPEDITED REVIEW:

VIII. PROJECT OBJECTIVES:

IX. METHODS AND PROCEDURES:  (Must include description of specific statistical analyses to be carried out.)
Retrospective chart review of patient characteristics and course.

(Provide additional details)

X. SUBJECT POPULATION:

Estimated Number of Patients:

Sex and Range of Ages:

Advertising for Study Subjects:    Yes_______    No_______

Period of Patient Care Under Study:

How are Patients Identified for Record Review:

TYPES OF SUBJECTS:

( )
Fetuses

( ) 
Abortuses

( ) 
Minors

( )
Pregnant Women

( )
Prisoners

( ) 
Mentally Retarded

( )
Normal Healthy Subjects

( )
Hospitalized Persons:


(specify) ____________________________________

XI. CONSENT FORM (select one of the following two options):

( ) 
A signed consent form for each subject in this study will be obtained.  Attached is a copy of the consent form.


THE INVESTIGATOR MUST RETAIN THE ORIGINAL IN HIS/HER FILE AND PLACE A COPY IN THE SUBJECT’S MEDICAL RECORDS/HOSIPTAL RECORDS/STUDY RECORDS.


Investigator must have their subjects sign the approved IRB stamped consent form.

( ) 
A waiver of Informed Consent is being requested based on the following justification:

(a) The research involves no more than minimal risk to the subjects:

(b) The waiver of alteration will not adversely affect the rights and welfare of                        the subjects:

(c) The research could not practicably be carried out without the waiver or alteration:

(d) Whenever appropriate, the subjects will be provided with additional pertinent information after participation:

Request for Waiver of Authorization for use of PHI   (must be completed if requesting a Waiver of Informed Consent (see above)

(e)
The use or disclosure of protected health information (PHI) involves no more than a minimal risk to the privacy of individuals, based on, at least, the presence of the following elements:

(1) An adequate plan to protect the identifiers from improper use/disclosure

(2) An adequate plan to destroy the identifiers at the earliest opportunity consistent with conduct of the research, unless there is a health or research justification for retaining identifiers or such retention is otherwise required by law

(3) Adequate written assurances that PHI will not be reused/disclosed to any other person or entity, except as required by law, for authorized oversight of research project, or for other research for which use/disclosure of PHI would be permitted by this subpart

(f)
The research could not practically be conducted without the alteration or waiver

(g) The research could not practically be conducted without access to and use of the protected health information

XII. RECORDKEEPING:

State where the records of this protocol will be kept.

XIII. DESCRIBE THE PROVISIONS WHICH HAVE BEEN MADE FOR PRESERVATION OF ANONYMITY AND CONFIDENTIALITY:

XIV. POTENTIAL PHYSICAL, PSYCHOLOGICAL OR SOCIAL RISKS TO THE SUBJECT:

XV. CHANGES IN PROCEDURES:

NO CHANGE IN THE PROTOCOL (OR CONSENT FORM, IF APPLICABLE) FOR THIS STUDY IS TO BE IMPLEMENTED WITHOUT PRIOR APPROVAL BY THE INSTITUTIONAL REVIEW BOARDS INVOLVED.

XVI. REVIEW PROCEDURE:

A FOLLOW-IP REPORT MUST BE SUBMITTED BY THE INVESTIAGTOR ANNUALLY, UNLESS MORE FREQUENT REPORTS ARE SPECIFICALLY REQUESTED. A FINAL REPORT MUST ALSO BE SUBMITTED.

XVII. SIGNATURES

THE UNDERSIGNED AGREE TO COMPLY WITH THE POLICIES AND PROCEDURES FOR RESEARCH INVOLVING HUMAN SUBJECTS OF THE UNIVERSITY OF MIAMI AND OF THE DEPARTMENT OF VETERANS AFFAIRS.

I HAVE RECEIVED A COPY OF THE MULTIPLE PROJECT ASSURANCE OF COMPLIANCE WITH DHHS REGULATIONS FOR PROTECTION OF HUMAN RESEARCH SUBJECTS:


____________________________________________


Signature of Principal Investigator (Faculty Preceptor)


____________________________________________


Signature of Collaborator(s) (Houseofficer)

THE UNDERSIGNED ASSUME RESPONSIBILITY FOR THIS STUDY.

_____________________________________________

____________

Signature of Principal Investigator (Faculty Preceptor)

         Date

_____________________________________________

____________

Signature of Resident






         Date

Approved:
_______________________________

____________




  Department Chairperson’s Signature

         Date

_______________________________________


____________

RSAP Coordinator’s Signature





         Date


FOR QUESTIONS CONCERNING THE APPLICATION, PLEASE CONTACT:



UM Office of Human Subjects Studies:
(305) 243-3327



VA Research Service Office:
(305) 575-3179

(Please specify “Joint Application for Resident Scholarly Activity Program” in discussing this Application with either Office.)
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