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FOR IRB REVIEW- The Office Regulatory Research and Compliance must receive each of the following:
· An original printed IRB Application/Protocol form including all other related materials (i.e., consent forms, survey instruments, agreements for agency participation, marketing and promotional flyers, RFPs, etc.)
· An electronic copy of the IRB Application/Protocol form

The subject line of the e-mail should read:  IRB Application for committee review with your Principal investigator’s Name 

(Example:  SUBJECT- IRB SUBMISSION for committee review- J. Doe - Principal Investigator).
· 10 copies of the IRB Application/Protocol form including all other related materials (i.e., consent forms, survey instruments, agreements for agency participation, marketing and promotional flyers, RFPs, etc.)
All documentation should be submitted to:

Office of Regulatory Research and Compliance

Dr. Marcia C. Shelton, Director

research@pvamu.edu
POB 519 MS 1200 






Anderson Hall, Suite 103
Prairie View, TX 77446-0519 




Prairie View A&M University
V. 936.261.1588       F.936.261.1599

The protocol application is due in the office by the close of business on the 15th of each month. If the fifteenth is on a weekend or holiday, the protocol application is due prior to that scheduled holiday or weekend. The protocol application will be reviewed at the IRB meeting during the month following its submission. The protocol review will be delayed if it is missing any of the required information. If you have any questions after reading the application, call 936.261.1588 or 936.261.1585 for assistance. The ability to execute a protocol is contingent upon satisfactory completion and subsequent approval of all applicable elements of compliance including Biosafety and the Animal Welfare Board approval.  Allow sufficient time for protocol/application processing as it may take several months to obtain IRB Approval.
Checklist for Application/Protocol to Involve Human Participants in Research 

The following is a checklist of the items you must provide to the IRB in order for the committee to review and approve your research protocol application.  All submitted protocol/applications require the following, when applicable.   Please check and attach all items that apply to your research.
	· 
	Required Items

	
	Part A: Summary Cover Sheet

	
	Part B: Protocol Format

	
	Signature Page

	
	Conflict of Interest Statement

	
	Education/Training Certificate(s)

	
	Informed Consent Document (with all elements of consent)

	
	Consent Form

	
	Videotape/audio tape release form (if not included in the consent/assent form)

	
	Information Sheet

	
	Telephone script for telephone surveys

	
	Cover Letter for mail out surveys

	
	Justification for Waiver of Signed Consent (Required if using an Information Sheet)

	
	Assent form if research involves minors, ages 7-17

Note: If consent or assent form is longer than one page, number each page in the format, "page x of y", and leave blank space for date and initial "Date ___ Initial ___". Page #'s will be separate from IRB Application

	
	Debriefing form (if deception is used)

	
	Survey/Assessment Instruments

	
	Recruitment Media/Newspaper Advertisements

	
	Compensation conditions, schedule of payment

	
	FDA Form 1572 (for investigators involved in drug or biologic studies)

	
	Drug or Device Accountability Record

	
	Animal Welfare approval required

	
	Biosafety Committee approval required

	
	Other Human Participant University Boards involved

	
	Funding Source, If externally funded-Agency RFP and proposal submitted

	
	Liaison Agreement, if principal investigator (PI) is not a PVAMU employee 


Graduate Student Research – Thesis & Dissertation 
For proposed graduate research studies, the research regulatory compliance office requires:  
 FORMCHECKBOX 
 Thesis           FORMCHECKBOX 
 Dissertation
 FORMCHECKBOX 
 Proof of proposal defense submitted to the Graduate School – (original signatures)

 FORMCHECKBOX 
 Proposal submitted to graduate school  FORMCHECKBOX 
 Funded  FORMCHECKBOX 
 No  FORMCHECKBOX 
 Yes, If funded cite source and provide approved proposal and RFP ________________________________________________

Part A. Summary Cover Sheet

	Title of Research Project: 



	Principal Investigator(s):



	Physical Campus Address: 



	Campus Phone: 
	Fax:
	Cell: 
	E-mail: 

	

	Campus Phone: 
	Fax: 
	E-mail: 


 FORMCHECKBOX 
 New Submission
 FORMCHECKBOX 
 Resubmission (Revised and submitted for Board reconsideration) 
 FORMCHECKBOX 
 Funded Research – attach copy of Agency Request for Proposal (RFP) and proposal submitted 
Section I: Principal Investigator/Faculty Advisor Agreement
As the Principal Investigator or Faculty Advisor for this research project, I certify the following:

· The information provided in this application is complete and accurate.

· That I assume full responsibility for the protection of human participants /subjects and the proper conduct of the research.

· I have read the Belmont Report.

· That participant/subject safety will be of paramount concern, and every effort will be made to protect subjects’/participants’ rights and welfare. 
· That the research will be performed according to ethical principles and in compliance will all federal, state and local laws, as well as TAMUS system policies, PVAMU institutional rules and guidelines regarding the protection of human subjects/participants.

· That all members of the research team will be kept apprised of research goals and current education certificate(s) are on-file with the Office of Research Compliance.

· That I will obtain approval for this research study and any subsequent revisions prior to initiation.

· That I will report to the IRB any serious injuries or other unanticipated problems involving risk to participants.

· I will not conduct, participate, support, present, or publish, research involving human participants that has not undergone the formal federal review process and received approval.

· I am responsible for annual updates for approved protocol. 
· I will assure that students are adequately prepared to conduct research responsibly. 

___________________________________________________

Signature





Date

Section II: Funding, Training/Education and Protocol-Related Conflict of Interest
1. Funding Source: Please describe the funding source(s) for this study.  Check all boxes that apply:

 FORMCHECKBOX 
External*     FORMCHECKBOX 
Internal/Departmental     FORMCHECKBOX 
Investigator Initiated ______ 
 FORMCHECKBOX 
Other ______

*For externally funded studies, please supply the following information:

· PI on Contract or Grant


· Funding Source


· Contract or Grant Title
· Contract or Grant #
If using more than one funding source for this study, list all funding sources on an attached sheet.  For grants:  attach those sections from the grant application/agreement that pertain to the technical and human subject’s/participant’s portion of this protocol.
2. Human Participant/Subject Protection Education/Training: All investigators and key study personnel (persons involved in the design and/or conduct of research involving human subjects/participants) are required to complete human subject protection education/training (HSPET).  This education/training requirement can be met through the web-based http://www.citiprogram.org/default.asp?language=english.  Please note that investigators who have not completed this education/training requirement cannot participate in study activities until this training is completed. All investigator, key personnel and committee members for doctoral and master’s certificates must be on file in the Compliance Office to receive an approval letter.  
3. Conflict of Interest Statement:  All investigators and key study personnel (those persons involved in the design and/or conduct of the research involving human subjects) are required to read a copy of the Prairie View A&M University Institutional Review Board Committee Policy on Protocol-Related Conflict of Interest (“IRB COI Policy”).   Please note that the IRB COI Policy addresses protocol-related conflict of interest, and is distinct from the annual disclosure required by the Prairie View A&M University Policy on Conflict of Interest and Conflict of Commitment.    

All investigators, key study personnel and committee members for doctoral and master’s  are required to sign their name in the space provided below.  Those who have answered “no” to all screening questions asked in the IRB COI Policy should indicate below that no Protocol-Related COI exists.  Those who answered “yes” to any question in the IRB COI Policy should download a copy of the Protocol-Related Conflict of Interest Disclosure Form, which must be submitted to the IRB along with this Application.

	
	Name
	Signature ***
	Protocol-Related

 COI? 
	Electronic Education

Certificate on file 

	Principal Investigator /
	
	
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	Co-Investigator(s)
	
	
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	
	
	
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	Key Study Personnel
	
	
	 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


*** My signature here indicates that I have read and I am in compliance and will continue to be with the IRB’s Protocol-Specific Conflict of Interest  (COI) Policy.  
4. Department Chair’s and /or Unit Administrator Conflict of Interest Statement (to be completed by the Chair of each department with which the Principal Investigator and co-investigators are affiliated and/or which the research affects): 
Do you know of any real or apparent institutional conflict of interest (e.g., Prairie View A&M University ownership of a sponsoring company) that might compromise this research? 
Yes   FORMCHECKBOX 
    
No   FORMCHECKBOX 

______________________________________
___________________________________

Signature of Department Chair***



Department

***My signature here indicates that I have read and am in compliance with the IRB’s Protocol-Related Conflict of Interest Policy.  I further agree to submit a Protocol-Related Conflict of Interest Disclosure Form if I am aware of any real or apparent institutional conflict of interest.

Principal Investigator/Graduate Student Assurance Statement:

SIGNATURE:                                                  



 DATE:  
TYPED NAME:                                                                            

Faculty/Research Advisor’s Assurance Statement:

I certify that I have read and agree with this proposal, that the PI has received adequate training/education to perform this research, and will receive adequate supervision while performing this research.

SIGNATURE:                                                  



DATE:     
TYPED NAME:                                                                            

If the principal investigator is completing this project to meet the requirements of a Prairie View A & M University academic program (i.e. thesis or dissertation), the student’s faculty/research advisor, the departmental head and graduate student coordinator should sign the Signature Assurance Sheet.

**Department Head**
This is to certify that I have reviewed this research protocol and agree that the research activity is within the mission of the Department and appropriate for the responsibilities and assigned duties of the principal investigator.
SIGNATURE:  







DATE:

TYPED NAME:                                                                           

**If the principal investigator is also the Head of the Department, the College Dean or equivalent should sign the Assurance Sheet for this section. 

APPROVED FOR SUBMISSION TO IRB:
__________________________________________
________________________________
_______


Signature of Primary Reviewer



Printed Name of Primary Reviewer

Date

For IRB Use Only
__________________________



____________________________________

Date Approved





Institutional Review Committee Chair
Protocol is valid until: ___________________________

PART B.  PROTOCOL FORMAT
Section III: General Information
1. Choose all that apply: (* See indicated section in IRB Guidelines for Investigators)
	 FORMCHECKBOX 
 Children/minors* (Section E.1)
	 FORMCHECKBOX 
 Pregnant women/fetuses/placenta

	 FORMCHECKBOX 
 Decisionally impaired* (Section E.2) 
	 FORMCHECKBOX 
 Prisoners 

	 FORMCHECKBOX 
 Females of childbearing potential

 FORMCHECKBOX 
 Radioactive Materials

 FORMCHECKBOX 
 IND # ______________

 FORMCHECKBOX 
 IDE # ______________A or B(Section C.1)


	 FORMCHECKBOX 
 Non-English Speaking

 FORMCHECKBOX 
 Research involving Employees

 FORMCHECKBOX 
 Students 

 FORMCHECKBOX 
 Secondary Data Only 



2. Location of study: Please identify the facility, school, or other agency that will serve as the location of the research.  

 FORMCHECKBOX 
 PVAMU – main campus     FORMCHECKBOX 
 PVAMU College of Nursing, Houston     FORMCHECKBOX 
 PVAMU Northwest 
 FORMCHECKBOX 
 Other locations, Specify (Please indicate the location(s) where the research will take place):

 ________________________________________________________________________________
NOTE:  When other institutions are engaged in the research, it may be necessary to secure the approval of their Institutional Review Boards (IRB) and/or to insure that the institution has obtained a Federal Wide Assurance (FWA).  

3. Probable Duration of Project: Please state the expected duration of the project, including all follow-up and data analysis activities.  [Please answer this and all other questions on this form with a size 12 font.]
Date the proposed research will begin? 
Date the proposed project will end? 
4. Number of Subjects: Please state the number of subjects to be enrolled at PVAMU.  For multi-center studies, indicate the total number of subjects to be enrolled across all sites.  If different subject populations will participate, state the anticipated number in each group and their location.

Answer each section completely, as indicated.  

“See attached” in place of information requested is not acceptable 

and can delay protocol application review.

This is a mandatory document.

Section IV: Research Plan
1. Statement of Purpose: What are the scientific aims of the study, or the hypotheses to be tested?

2. Background: Describe the background information that led to the plan for this project.  Please provide references to support the expectation of obtaining useful scientific data.  When available, previous work in animal and/or human studies should be included.  

3. Research Plan: Please provide an orderly scientific description of the study design and research procedures as they directly affect the subjects.  

4. Statistical Considerations:  Describe the statistical analyses that support the study design.  This section should include:

· The number of subjects expected to enter the study.

· A statement about the statistical power of the study to test the major hypothesis.

· A summary of the plans for data analysis.

Section V: Human Participants/Subjects
1. Recruitment Procedures:  How will potential subjects/participants be identified, contacted and recruited?  Attach copies of any recruitment materials – such as flyers, telephone scripts, or introductory letters – that will be used.

Please note that a researcher may not use an individual’s Protected Health Information (PHI) for recruitment into research without first obtaining an authorization from the individual, or a Waiver of Authorization from the IRB.  A treating provider does, however, have the option to:

· Discuss with his/her own patients the option of enrolling in a study.

· Obtain written authorization from the patient for referral into a research study.

· Provide background information about the study to the patient so that the patient can initiate contact with the researcher.

· Provide the individual’s PHI to a researcher without authorization when the researcher has obtained an approved Waiver of Authorization for recruitment purposes from the IRB.

If PHI will be accessed without subject authorization, please state whether any member of the research team has an existing clinical relationship with the potential subject.  Researcher-clinicians are permitted to access the PHI of their own patients, or patients of co-investigators listed on the protocol, for recruitment purposes.  

2. Inclusion/Exclusion Criteria: What are the criteria for subject inclusion or exclusion?  How will eligibility be determined, and by whom? 

3. Subject Population: Provide a detailed description of the proposed involvement of human subjects/participants.  Describe the characteristics of the subject population, including their anticipated number, age range and health status.

NOTE:  The selection of subjects should be equitable. Generally speaking, the subject selection should reflect a reasonable cross-section of the population that is being studied.  In research that requires a more restricted population, the rationale for this need should be fully justified.  Investigators must also provide scientific justification for the exclusion of underrepresented populations such as women, children, or minorities.

4. Vulnerable Subjects:  Certain populations are considered to be vulnerable and require special protections when asked to participate in a research study.  (Vulnerable populations include, but are not limited to pregnant women, fetuses, human embryos, prisoners, children, and cognitively impaired individuals or persons with questionable capacity to consent.  Others which may require special consideration include elderly persons, economically disadvantaged persons and educationally disadvantaged persons.)
Children include all persons who have not attained the legal age for consent to treatments or procedures involved in the research under the applicable law of the jurisdiction in which the research will be conducted (the age of majority is 18 years in Texas).  Parental permission and the child’s assent is required for participation in the study.  (Assent is defined as “a child’s affirmative agreement to participate in research” and should be sought in addition to parental permission when the minor subject is sufficiently mature to understand the nature of his or her participation in a research study.)  Please refer to the IRB Guidelines for Investigators at NIH.

Will vulnerable subjects be enrolled in the study?  If so, identify the vulnerable population and provide a justification for their involvement.  Also address any additional safeguards necessary to protect the rights and welfare of vulnerable subjects.  
5.   Do you have a relationship with any or all of your participants, other than an investigatory role?  
       FORMCHECKBOX 
 No 


 FORMCHECKBOX 
 Yes  

If yes, explain the source of participant selection and the participant will be protected from coercion or undue influence.  (teacher /faculty-student, counselor- student, etc.)
Section VI: 
Consent/Assent Procedures
1. Consent Personnel: Please list all personnel who will be obtaining consent.

2. Assessment of Capacity to Consent: For research involving subjects with limited decision-making capacity, how will the capacity to consent be assessed?

3. Process of Consent: Describe the setting and conditions under which consent will be obtained, including any steps taken to enhance subjects’ independent decision-making. A consent form checklist is available to guide you through the process.
4. Non-English-Speaking Subjects: For research involving non-English-speaking subjects, fully explain provisions in place to ensure comprehension.  In addition, please submit translated copies of all consent materials. 

5. Parental Permission and Assent: For research involving minors, please explain how parental permission and child assent will be obtained.  

6. Documentation of Consent: Specify the forms that will be used among the following: adult consent form, parental permission form, LAR (Legally Authorized Representative) permission form, adult assent form, adolescent assent form (ages 13-17 inclusive), child assent form (ages 7-12 inclusive), and information sheet.  Copies of all forms should be appended to the protocol, in the same format that they will be given to subjects.

7. Waiver of Consent:  Will you request either a waiver of consent, or a waiver of signed consent, for this study?  If so, please address the following:

Waiver of consent:

a) Does the research pose greater than minimal risk to subjects?

b) Will the waiver adversely affect subjects’ rights and welfare?

c) Why would the research be impracticable without the waiver?

d) How will pertinent information be returned to subjects, if appropriate at a later date?

Waiver of signed consent:

a) Does the research pose greater than minimal risk?  If so, does a breach of confidentiality constitute the principal risk to subjects?

b) Would the signed consent form be the only record linking the subject and the research?

c) Does the research include any activities that would require signed consent in a non-research context?

8. HIPAA Authorization: If the research involves the creation, use or disclosure of PHI, separate authorization is required under the HIPAA Privacy Rule.  Please provide the HIPAA Research Authorization Form and/or a request for waiver of HIPAA authorization.
Section VII: Protection of Research Subjects
1. Risks: What are the reasonably foreseeable risks, discomforts, or inconveniences associated with participation in the research?

Please note: Potential research risks include more than physical harm; risks may also include, for example, emotional or psychological harm, risk of social stigmatization, economic or legal risk.

2. Minimizing Risks: How will the above-mentioned risks be minimized?

3. Data and Safety Monitoring Plan: Please include a Data and Safety Monitoring Plan (DSMP) that includes an explicit statement of overall risks, addresses attribution and grading of adverse events and describes procedures for monitoring the ongoing progress of the research and reporting adverse events.
4. Confidentiality: 
a) Will private identifiable information about individuals be collected and used?

b) How will research data be collected and recorded?  

c) What methods and procedures will be used to safeguard the confidentiality of subjects and their data? 

d) What mechanisms are in place to ensure proper use and continued protection of these data?

e) Do any limits to confidentiality exist?

f) What will be done with the data when the research is completed?

g) Will any external individuals or agencies (such as the study sponsor, FDA, etc.) have access to study data?

h) If appropriate, has a Certificate of Confidentiality been obtained?
5. Potential Benefits: Please identify any benefits that may be reasonably expected to result from the research, either to subjects/participants or to society at large.  

Section VIII: Research Alternatives and Economic Considerations
1. Alternatives: For studies offering treatment, what treatment alternatives are available outside of the research?  

Please note: Some categories of non-treatment research may also require a section outlining alternatives to participation.  For example, a study that provides screening for a particular illness or condition should state whether testing is available outside of the research.    

2. Payments for participation (Economic Considerations):  Describe any payments that will be made to subjects/participants (including direct monetary payment, payment in the form of a gift, or reimbursement for costs such as travel, parking, childcare, etc.), and the conditions for receiving this compensation.  

Costs for participation (Economic Considerations):  Clearly describe the subject’s/participant’s costs associated with participation in the research.  If it is possible that the subject’s insurance, health plan benefits, or other third party payers will not cover research procedures or tests, this should be indicated.  Clearly describe the parts of the research visits (drugs, tests, procedures, etc.) that will be provided at no cost to the subjects.

Please note: If payment will be prorated for subjects who do not complete the study, this should be clearly explained. If payment is conditional on completing the study, this should be clearly explained.

In Case of Injury: Will medical treatment be available if injury occurs?  Where and from whom may treatment be obtained?  Are there any limits to the treatment being provided?  Who will pay for this treatment?  How will it be accessed by subjects?  

Section IX: Formatting
Please ensure that your protocol contains the header and footer formatting as demonstrated on this document and version date.  Consent, assent, permission, and information sheets must also contain these headers, footers and version dates.

Section X: Research Involving Drugs, Devices or Biologics
Please note: protocols using chemicals, hormones, other natural substances, or devices not regulated by the U.S. Food and Drug Administration (FDA) must still complete this section of the application form.  Based upon the information provided in items 1-4, the IRB will determine whether an Investigational New Drug (IND) or Investigational Device Exemption (IDE) application must be submitted to the FDA.

1. Identification of Drug, Device or Biologic: What is the name of the drug, device or biologic being used?  Please identify whether FDA approval has been granted, and for what indication(s).

2. Background Information: Please provide a description of previous human participation/involvement, known risks, and data addressing dosages, intervals, routes of administration, and any other factors that might influence risks.

3. Source: Please identify the source of the drug, device or biologic to be used.

4. Preparation and Use: Please describe the method of preparation, storage, stability information, and for parenteral products, method of sterilization and method of testing sterility and pyrogenicity.

5. Use of an Investigational Drug, Device or Biologic: Protocols which utilize a drug, device or biologic not approved by the FDA must provide the following information.

· What is the Investigational New Drug (IND) or Investigational Device Exemption (IDE) number assigned by FDA?

· For IDE’s:  Did the FDA approve this IDE as a Category A (experimental/investigational) or as a Category B (non-experimental/investigational)?

· Who holds the IND or IDE?

· Is the drug or device provided free of charge by the Sponsor?  Yes ___ No ___
6. The FDA requirements to qualify for an exemption from filing an IND are as follows 
[21 CFR 312.2(b)]:

 Exemptions – The clinical investigation of a drug product that is lawfully marketed in the United States is exempt from the requirements filing for an IND if ALL the following apply:

i. The investigation is not intended to be reported to FDA as a well controlled study in support of a new indication for use nor intended to be used to support any other significant change in the labeling for the drug;

ii. If the drug that is undergoing investigation is lawfully marketed as a prescription drug product, the investigation is not intended to support a significant change in the advertising for the product;

iii. The investigation does not involve a route of administration or dosage level or use in populations or other factor that significantly increases the risks (or decreases the acceptability of the risks) associated with the use of the drug product;

iv. The investigation is conducted in compliance with the requirements for institutional (IRB) review and with the requirements for informed consent of the FDA regulations (21 CFR Part 50 and 21 CFR Part 56); 

v. The investigation is conducted in compliance with the requirements regarding promotion and charging for investigational drugs and

vi. The investigation is not emergency research (21 CFR Part 50.24).

7. Use of Placebo:  Does any part of the study involve placebo? Yes ___ No ___

a. If yes, please address each one of the following:

i. The safety and efficacy of other available therapies (if any).

ii. The maximum total length of time a participant may receive placebo on study.

iii. The greatest potential harm that may come to a participant as a result of not receiving effective therapy (immediate or delayed onset).

iv. Protocols in place to safeguard participants receiving placebo.
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