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                Institutional Review Board                                revised: June, 2010

University of South Alabama 

BIOMEDICAL RESEARCH 

PROTOCOL APPLICATION – NEW PROJECT
For Human Subjects Research

Address:




Campus Mail

Office Contact for Questions:

College of Medicine


CSAB #138


IRB Office(251) 460-6308
IRB Office








Facsimile: (251) 461-1595

307 University Boulevard






SuzAnne Robbins
CSAB #138








email : srobbins@usouthal.edu
Mobile, Alabama 36688







Date of Submission to IRB:     


Date Received by IRB: _______________

 IRB Assigned Protocol Number:  __________

	Research Risk and Level of Review Required

Research participants will be placed at as defined below:

 FORMCHECKBOX 
  No more than minimal risk (expedited review)
 FORMCHECKBOX 
  More than minimal risk (full board review)
Minimal risk means that probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests [45 CFR 46.102(i)]


	Type of Review Requested 

Full Board   FORMCHECKBOX 

Expedited  FORMCHECKBOX 



	Project Title:       

	

	Principal Investigator :

	Name/Degree:      
	Title:      
Telephone #:      

	Campus Address:      
	

	Department:      
	Email Address:      

	

	Co-Investigator(s): 

	Name/Degree:      
	Title:      
Telephone #:      
Email Address:      

	Campus Address:      
	

	Department:      
	

	

	Name/Degree:      
	Title:      
Telephone #:      

	Campus Address:      
	Email Address:      

	Department:      
	

	
	

	Name/Degree:      
	Title:      
Telephone #:      

	Campus Address:      
	Email Address:      

	Department:      
	

	
	


	HUMAN SUBJECTS PROTECTION TRAINING & HIPAA CERTIFICATION
List ALL key personnel, including PI and Co-PI(s) who will be involved in obtaining consent from participants. NOTE: All Key Personnel at USA must complete Human Subjects Protection Training as a condition of the USA Federal Wide Assurance.  The NIH NIH on-line training is located at: 

 http://phrp.nihtraining.com/users/login.php
In addition to Human Subject Training, all key personnel at USA must complete the “HIPAA in Research” training tutorial at: http://southalabama.edu/com/research/humansubjects/hipaa.shtml if the research occurs within the USA Health System or other covered entity ( i.e., USA Hospitals, USA Physician’s Group,  USA Speech Pathology and Audiology, USA Psychology Clinic, Mitchell Cancer Institute and USA Center for Strategic Health Innovations)
 KEY PERSONNEL 

	Name

	Department

	Human Subjects 
Training
	HIPAA in Research Training

	
	
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	
	
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	
	
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	
	
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	
	
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	
	
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	
	
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	
	
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Type of Funding:


 FORMCHECKBOX 
 None

 FORMCHECKBOX 
 Grant  (NOTE: include human subjects section of grant application)

 FORMCHECKBOX 
 Subcontract

 FORMCHECKBOX 
 Departmental    

 FORMCHECKBOX 
 Other:      
	Source of Funding:
 FORMCHECKBOX 
 Federal Government    FORMCHECKBOX 
 Industry

 FORMCHECKBOX 
  Not applicable

 FORMCHECKBOX 
  Other:                      
	
	

	

	Indemnification:
	 Is the sponsor of the study providing indemnification for research related injuries?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
   No

	Location Where Research Is To Be Conducted:
	 FORMCHECKBOX 
 USA Women and Children’s Hospital

 FORMCHECKBOX 
 USA Medical Center

 FORMCHECKBOX 
 USA Physician’s Group Clinic: specify      
 FORMCHECKBOX 
 USA Mitchell Cancer Institute

 FORMCHECKBOX 
 Mobile Infirmary West

 FORMCHECKBOX 
 Mobile Infirmary Medical Center

 FORMCHECKBOX 
 Other: specify      
NOTE: If other, attach approval letter from external site


	 FORMCHECKBOX 
  In patient

 FORMCHECKBOX 
 Out patient

 FORMCHECKBOX 
 Intensive Care Unit
	


	Financial Conflict of Interest
USA policy states that any individual responsible for designing/directing research, enrolling subjects, obtaining informed consent, making decisions related to eligibility to participate in research or analyzing/reporting the data must disclose financial or other interests that are, or may be perceived to be related to the study. The IRB is required to consider any potential conflicts of interest, regardless of funding type, type of conflict or level of financial conflict.
Conflicts of Interests include, but are not limited to:   Stock (holding or options) in a sponsoring organization; PI or study personnel serving as a consultant to the sponsoring organization or with other vested interests such as the inventor and/or patent holder of the test article; finders fees for referral of potential subjects; or anything of monetary value related to the study.  
Do you, your spouse or dependent children, or any of the study personnel involved in this project have financial or other interests related to this project or may be perceived to be related to this project?
  FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No     If NO, proceed to next section.
If YES, has this potential conflict of interest been disclosed and/or managed?

 FORMCHECKBOX 
  No - complete the Financial Conflict of Interest Disclosure form at: http://www.southalabama.edu/researchcompliance/forms.html
for review by your department chair/supervisor and submit to the Office of Research Compliance, CSAB 128, or email to dlayton@usouthal.edu   
 FORMCHECKBOX 
  Yes – The IRB will verify that a management plan is in place if warranted.
Final IRB approval cannot be granted until all potential conflict matters are reviewed and resolved.  Additionally, the IRB provides recommended language for conflicts disclosure in informed consent available on the Human Subject website. 
Financial Conflict of Interest/ Conflict of Commitment policy is defined in the USA Faculty Handbook, Chapter 7 located at: http://www.southalabama.edu/academicaffairs/handbook.pdf

	
	

	Drugs & Biologics
	1. Does the project involve an investigational New Drug            

         (IND)?

           FORMCHECKBOX 
   Yes     FORMCHECKBOX 
   No

2. If Yes, provide the name of the study drug(s)

                and the IND#       
3. Does the project involve the use of any commercially   

available drugs?   FORMCHECKBOX 
   Yes    FORMCHECKBOX 
   No

4. If Yes, provide:
      name:      
       dosage:      
       route:       
5. Are the drugs/biologics controlled by the pharmacy? 

            FORMCHECKBOX 
   Yes    FORMCHECKBOX 
   No

           If no, provide the location where the drug/biologics will  

           be stored:       

	Device:
	     1.   Does the project involve an Investigation New Device?

            FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

           If yes, provide the name of the device and the  

           investigational device exemption (IDE) number:      
2. IDE Number:       
3. Does the project involve a commercially available device?

       FORMCHECKBOX 
   Yes   FORMCHECKBOX 
   No

           If yes, provide the name of the device and the 

           manufacturer:      

	Other Approvals/Regulated Materials:
Does this study require approval or authorization from any of the following regulatory committees, or involve the use of regulated materials?  FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No


	 FORMCHECKBOX 

	Institutional Biosafety Committee

College of Medicine – Office of Research Compliance
	 FORMCHECKBOX 

	Human Gene Transfer/Recombinant DNA Research

Attach – Gene Transfer Registration College of Medicine – Office of Research Compliance

	 FORMCHECKBOX 

	Institutional Animal Care and Use Committee College of Medicine – Office of Research Compliance
	 FORMCHECKBOX 

	Controlled Substances

	 FORMCHECKBOX 

	Radiation Safety Committee
	
	

	

	STUDY DESIGN

	Purpose (This must be in lay language) – Specify the hypothesis, aims and/or objectives.    

	     


	Background – Describe past experimental and/or clinical findings leading to the formulation of this study.  Include any past or current research by the Principal Investigator.  The IRB needs to understand how this study adds to the knowledge on this topic in order to be able to judge the risks and benefits to the research subjects.

	     


	Study Methodology – Describe the study methodology that will effect the subjects, particularly in regard to any inconvenience, danger or discomfort. 

	     


	

	ELIGIBILITY CRITERIA

	Inclusion Criteria:      

	Exclusion Criteria:       

	

	Randomization Process:  Describe how the subjects are randomized (e.g., computer generated schema, IVRS system, cards provided to pharmacist) and the ratio of study drug(s) to placebo (e.g., 2:1 or 1:1 or 3:1)

	     

	

	Study Related Procedures:  list the procedures (including screening procedures), the length of time each will take and the frequency of occurrence

	     

	STUDY PHASE/DESIGN

	 FORMCHECKBOX 
  Pilot   FORMCHECKBOX 
  Phase I    FORMCHECKBOX 
  Phase II     FORMCHECKBOX 
   Phase III   FORMCHECKBOX 
  Phase IV   FORMCHECKBOX 
  Healthy Volunteers       FORMCHECKBOX 
  Registry
 FORMCHECKBOX 
  Randomized    FORMCHECKBOX 
   Blinded    FORMCHECKBOX 
   Placebo-Controlled    FORMCHECKBOX 
   Open-Label Extension

	

	SUBJECT POPULATION(S)

	Age range:

     
	Gender:

 FORMCHECKBOX 
  Male  FORMCHECKBOX 
   Female
	Total # of Univ. of South Alabama  subjects planned for enrollment:      

	
	
	Total # of Subjects Required by Sponsor to Achieve Accural Goals:      


	Type of Subjects: (Check all that apply) NOTE:  the subjects below are considered to be vulnerable and are reviewed at higher risk level.  Please utilize the appropriate form for each special population.  Office of Research and Compliance – IRB Policies/Forms/Regulatory Requirements

	 FORMCHECKBOX 
  Minors under 19 yrs old - attach PI checklist available at:

http://www.southalabama.edu/com/research/pdf/children.checklist.doc
	 FORMCHECKBOX 
  Subjects unable to consent

	 FORMCHECKBOX 
  Pregnant Women - attach PI checklist available at:
http://www.southalabama.edu/com/research/humansubjects/pregfetchecklist.doc
	 FORMCHECKBOX 
  Subjects with diminished capacity to consent

	 FORMCHECKBOX 
  Fetuses     FORMCHECKBOX 
   Neonates - attach PI checklist available at:

http://www.southalabama.edu/com/research/pdf/children.checklist.doc
	 FORMCHECKBOX 
  Subjects unable to read/speak/or understand English

	 FORMCHECKBOX 
  Prisoners - attach PI checklist available at:

http://www.southalabama.edu/com/research/pdf/prisoner.checklist.pdf
	 FORMCHECKBOX 
  Healthy volunteer (no known significant health problems)
 FORMCHECKBOX 
  Patient volunteer (has a known health problem and is needed to better diagnose, treat, or cure that disease or condition)

	

	ACCEPTABLE METHODS OF BIRTH CONTROL

	If required, are the acceptable methods of birth control clearly outlined in the protocol and/or investigator brochure?   FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No     FORMCHECKBOX 
  Not applicable

	If yes, check all that apply for the acceptable methods of birth control defined by the protocol:
 FORMCHECKBOX 
  Abstinence    FORMCHECKBOX 
  FDA Approved oral contraceptive     FORMCHECKBOX 
  Intra-uterine device (IUD)

 FORMCHECKBOX 
  Hormone Implants (Norplant®)    FORMCHECKBOX 
  Contraceptive Injection  (Depo-Provera)

 FORMCHECKBOX 
  Barrier Methods (diaphragm w/ spermicidal gel or condoms w/ contraceptive foam)

 FORMCHECKBOX 
  Transdermal contraceptive (birth control patch)  FORMCHECKBOX 
  Post-Menopausal
 FORMCHECKBOX 
  Sterlization (tubal ligation, hysterectomy or vasectomy)

	

	PROCEDURES

	Check all that apply:

 FORMCHECKBOX 
  Human Biological Specimen Banking – http://www.southalabama.edu/com/pdf/biomateridals.doc
 FORMCHECKBOX 
  Genetic testing

 FORMCHECKBOX 
  HIV testing

 FORMCHECKBOX 
  Human Gene Transfer/Recombiant DNA Research

 FORMCHECKBOX 
  Future Use of Specimens

	NON-ENGLISH SPEAKING PARTICIPANTS

	Will the study be enrolling Non-English speaking participants?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
   No

If yes, is the study site prepared to provide informed consent in the participant’s native language? 

 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

If yes, the study site must provide the IRB with a copy of the consent form in the native language and a copy of the consent form translated into English.  The study site must also provide the IRB with a plan for following the patient at each visit in their native language (such as the use of a medical iinterpreter).

If no, the study site is discouraged from recruiting the Non-English speaking participants if informed consent cannot be provided to the fullest extent needed.

	STUDY SUBJECT REIMBURSEMENT

	Will the study subject be compensated for participating in this research project?

 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

If yes, please indicate the amount per visit and the total amount for completing the study. 

     
NOTE:  If participants are compensated, the amount should be indicated in the informed consent

	BIOLOGICAL SAMPLES

	Will biological samples be stored for future use?   FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

* If NO, proceed to the next section entitled “Risks”
* If Yes, will the samples be used for future research of the disease being studied in this project?

    FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No     If yes, respond to all of the following questions:

How will the specimens be obtained, processed, distributed and stored?       
How will the specimens be labeled (e.g., unique identifier, initials, barcode)?      
How will clinical data associated with the specimens be collected and stored?      
What subject identifying information will be collected and linked to the specimens?      
What steps will be taken to maximize the confidentiality linked identifiers?       
Will specimens be shared with other investigators in the future?   FORMCHECKBOX 
   Yes    FORMCHECKBOX 
  No

If yes, what identifiers, clinical information, will be shared; or will the specimens be stripped or anonymized?       
If specimens will be shared, outline briefly the procedure for assuring IRB approval prior to release of specimens.      

	RISKS

	What are the potential risks of the research? {check all that apply}

 FORMCHECKBOX 
  physical harm                                              
 FORMCHECKBOX 
  release of confidential information          
 FORMCHECKBOX 
  presentation of materials which subjects may consider sensitive, offensive or degrading

 FORMCHECKBOX 
  psychological harm

 FORMCHECKBOX 
  other:  specify:       


	List all know risks/side effects of the study product  (this should include the top 5-10 known adverse effects)       
NOTE:  The described risks/harms must be fully disclosed in the consent form

	Alternative treatments:  Describe any alternative treatments currently available to treat the disease under study.       
Check here  FORMCHECKBOX 
 if not applicable.

	Describe withholding of normal treatment (such as they use of drug wash out periods)      
Check here  FORMCHECKBOX 
 if not applicable.

	

	BENEFITS

	What are the anticipated benefits to the subject, if any, as a result of being in the study?

     


	What are the anticipated benefits of this research for society, if any, and explain how the benefits outweigh the risks.

     


	DATA SAFETY MONTIORING 

	Will a Data and Safety Monitoring Board (DSMB) or other monitoring committee review the data throughout the study?   FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

If yes, provide the DSMB charter to the IRB and indicate if there will be an interim analysis.      
If no, describe who will be reviewing the data and at what intervals.      

	CONSENT FORM PROCESS

	Describe how consent will be obtained, who will obtain the consent and the time frame between informing the subject and soliciting a decision to subject:      
As an IRB approved best practice, the teach back method will be used to assess that the subject has at least a basic understanding of what the research involves imparted above the standard of care.

 FORMCHECKBOX 
   YES     FORMCHECKBOX 
  NO (consent certification template posted on human subjects website)
Describe how subjects will be recruited (e.g., brochures, advertisements, websites)      
Will additional project specific instruments be used in the consenting process?  FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

If yes, attach a copy of the instrument.

	


	CONFIDENTIALITY OF DATA

	Will you record any personal identifiers, names, addresses, telephone numbers, etc?

 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
   No

	If yes, explain why it is necessary to record findings using these identifiers.  Describe the method you will use to protect against disclosure of these identifiers:       


	Where, how long and in what format (i.e., paper, digital, electronic media, video, audio or photographic) will data be kept? Additionally, explain security provisions taken to protect data (i.e., password protection, encryption, etc):        


	

	If the data collected contains information about illegal behavior, subjects sexual attitudes, genetic information, visit the NIH Certificates of Confidentiality Kiosk http://grants.nih.gov/grants/policy/coc/ for information.

Will you obtain a Federal Certificate of Confidentiality for this research?

 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
   No

If yes, submit documentation of application (and a copy of certificate if granted) with this application form.

	

	HIPAA Research Requirements: Use of Protected Health Information

	The authorization language provided in the following link should be inserted in the confidentiality section of the consent form.  All of the information in the link must be included in the consent form with inclusion of the study specific information.  http://www.southalabama.edu/com/research/pdf/hipaaauth112005.doc


	

	1.  Does your research occur within the USA Health System or other Covered Entity as defined above on page 2, section entitled Human Subjects Protection Training and HIPAA Certification?    FORMCHECKBOX 
  Yes   FORMCHECKBOX 
   No 
(if no, skip the HIPAA section and proceed to the signature form)

	2.  Does your research use health information that contains ANY of the following identifiers (check all that apply):

 FORMCHECKBOX 
 Names






 FORMCHECKBOX 
 Account numbers

 FORMCHECKBOX 
 Geographic subdivisions smaller than a State


 FORMCHECKBOX 
 Certificate/license numbers

 FORMCHECKBOX 
 Elements of dates (except year) related to an individual
 FORMCHECKBOX 
 Vehicle identifiers and serial numbers

 FORMCHECKBOX 
 Device identifiers and serial numbers



 FORMCHECKBOX 
 Biometric identifiers

 FORMCHECKBOX 
 Telephone numbers





 FORMCHECKBOX 
 Web universal resource locators (URLs)

 FORMCHECKBOX 
 Fax numbers






 FORMCHECKBOX 
 Email addresses


 FORMCHECKBOX 
 Social security numbers




 FORMCHECKBOX 
 Internet protocol address numbers

 FORMCHECKBOX 
 Medical record numbers




 FORMCHECKBOX 
 Full-face photographic images 

 FORMCHECKBOX 
 Health plan beneficiary numbers
 FORMCHECKBOX 
 None (If none, skip to question #4,      

 

      data security)

 FORMCHECKBOX 
 Any other unique identifying number (codes are not identifying as long as the researcher cannot link the data to an individual) 

3.  Is the health information obtained from ANY of the following (check all that apply):

 FORMCHECKBOX 
 USA Hospitals



             FORMCHECKBOX 
  Mitchell Cancer Institute
 FORMCHECKBOX 
 USA Physician’s Group


             FORMCHECKBOX 
  USA Psychology Clinic
 FORMCHECKBOX 
 USA Speech and Hearing Center

 FORMCHECKBOX 
  College of Nursing: Our Neighborhood                
 FORMCHECKBOX 
 USA Center for Strategic Health Innovation                Healthcare Clinic
 FORMCHECKBOX 
 None (if PHI is not obtained from any of the above sources (within USA’s covered entity), HIPAA privacy rule does not apply to human subjects research)



	4.  You are:  (check applicable box)
 FORMCHECKBOX 
 Obtaining Subject Authorization to use the health information in research


(Include Subject Authorization to Use/Disclose PHI in the confidentiality section of the informed consent document – use USA authorization template language)

 FORMCHECKBOX 
 Requesting a Waiver of Subject Authorization

(Attach Request for Waiver of Subject Authorization Form)

 FORMCHECKBOX 
 HIPAA does not apply to this human subjects research study

        

	5.  Data Security :

Do you plan to maintain electronic identifiable health information specific to this study? (ie, research databases, spreadsheets, computing applications) 

 FORMCHECKBOX 

Yes (complete sections a, b)
 FORMCHECKBOX 
    No (if no, skip to the Signature Form)
a.    Please indicate how study data will be kept secure. Check all that apply:

 FORMCHECKBOX 

Data coded; data key is destroyed at end of study

 FORMCHECKBOX 

Data coded; data key is kept separately and securely

 FORMCHECKBOX 

Data kept in locked file cabinet

 FORMCHECKBOX 

Data kept in locked office/suite

 FORMCHECKBOX 

Electronic data protected with a password

 FORMCHECKBOX 

Data stored on a secure network

 FORMCHECKBOX 

Portable storage (e.g., laptop, flash drive) 


Describe how data will be protected for any portable device:      
 FORMCHECKBOX 
      Other:       

	b.    Complete and submit a separate application for the establishment of a research    

  database or repository with this IRB new projects application.  Form available at:

http://www.southalabama.edu/com/research/pdf/researchdbapp.rtf



	SIGNATURE FORM
     
Project Title 

     
Principal Investigator

     
Department/Campus Address

     
Sponsor

Will this protocol use hospital staff, resources or facilities?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No
If yes, check all that apply:

 FORMCHECKBOX 
   Laboratory                  FORMCHECKBOX 
   Radiology     FORMCHECKBOX 
   Pharmacy   FORMCHECKBOX 
  Respiratory
 FORMCHECKBOX 
   GI lab                          FORMCHECKBOX 
    Cardiology (ECG, ECHO)

 FORMCHECKBOX 
   Neurology  (EMG, Nerve Conduction Studies)
 FORMCHECKBOX 
   Other: (specify)      
If no, please sign and obtain department chair’s signature and submit protocol to the IRB.
If yes, review is required by the Hospital Administrator prior to review by the IRB.  NOTE:  Please answer the following questions and attach to this application.

1. Please provide a detailed description of the hospital resources to be used (e.g., lab studies, radiology studies, cardiology studies, etc.) as noted above.  

2. Who will be financially responsible for hospital charges incurred as part of this study?  Is there separate funding or is the patient’s insurance responsible? 

3. Approximately how many subjects will be enrolled in this study within the USA Hospital System? 

4. Over what period time will enrollment take place?  

My signature, as Principal Investigator, certifies that I will:

►Conduct all aspects of the project as approved by the IRB,

►Promptly report any revisions or amendments to the research activity for review/approval by the IRB prior to commencement of the revised protocol, with the only exception to this policy would be to eliminate apparent, immediate hazards to the subject,

►Promptly report any unanticipated problems or adverse advents, and

►Assume full responsibility for selecting subjects in strict accordance with the  inclusion/exclusion criteria outlined in the application materials, and,
►Where consent form(s) have been approved for the research activity, only IRB-approved, stamped consent forms will be used in the consent process.

______________________________________________________________________________

Signature, Principal Investigator





Date

______________________________________________________________________________

Signature, Departmental Chair





Date

______________________________________________________________________________

Signature, Senior Hospital Administrator (if applicable)


Date
((

	CHECKLIST FOR NEW RESEARCH PROJECT SUBMISSION 

	 FORMCHECKBOX 
  35 copies (full review) – OR - 3 copies (expedited review)

      of the completed and signed IRB application and consent form/assent form (if applicable)

	 FORMCHECKBOX 
  4 copies of the study’s protocol (if applicable)

	 FORMCHECKBOX 
  4 copies of the Investigator Brochure (if applicable)

	 FORMCHECKBOX 
  Signed copy of the FDA 1572

	 FORMCHECKBOX 
  Financial conflict of interest forms for PI, co-investigators and study personnel, if required 

	 FORMCHECKBOX 
  For research involving children and/or minors less than 19 years of age, the Investigator’s 

       Checklist for Research Involving Children must be included

http://www.southalabama.edu/com/research/pdf/children.checklist.doc

	 FORMCHECKBOX 
  For research involving prisoners, the Investigator’s Checklist for Research Involving    

       Prisoner’s must be included

http://www.southalabama.edu/com/research/pdf/prisoner.checklist.pdf

	

	NOTE: FAILURE TO COMPLY WITH THE REQUIRED INFORMATION WILL RESULT IN DELAY OF REVIEW AND APPROVAL FOR RESEARCH PROJECTS 
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1

