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Texas A&M International University

IRB Protocol Checklist and Application

Protocol for Human Subjects in Research

Procedure:  Submit the original of the complete IRB protocol (application and required documentation) to the Office of Research and Sponsored Projects, KL326, 5201 University Blvd, Texas A&M International University, Laredo, TX 78041.

Initial review will begin within seven business days to determine if:


1. The application is complete.


2. If the application is Exempt, Expedited or should be submitted for Full Review. 
If the application is incomplete then the proposal will be reviewed within seven business days of receipt of a complete application. If the proposal is Exempt or Expedited then it will be reviewed within 14 business days. If the proposal is determined to need Full Review then the committee will meet within 30 days of receipt of a COMPLETE application.

For assistance call the IRB Chair - Dr. Jennifer Coronado (956)326-2673 or email irb@tamiu.edu. 

TAMU System policy states that all research involving human participants must be reviewed by the IRB even if it may be considered exempt by federal regulations. Specifically it states "Each protocol shall be approved by the component's IRB for human participants before the initiation of the research project."
Clearly any survey/research conducted for the purpose of collecting data about human behavior, activities, or opinions for the purpose of publication must be reviewed by the IRB. In addition any survey/research that would normally be considered research – for example “pilot studies” must also be submitted. If in doubt ask:  call Dr. Coronado (956)326-2673 or email irb@tamiu.edu.
DO NOT BEGIN RESEARCH WITH HUMAN SUBJECTS UNTIL IRB APPROVAL IS RECEIVED

Checklist:
      
Part I - Summary

Part II - Protocol and Subject Summary


Part III - Subject Risks and Benefits


Part IV – Experimental Protocol, Conflict of Interest


Part V – Signature Assurance

Attachments:


Experimental Protocol


Informed Consent Form


Child Assent Form (if needed – minors 7-17 years old)



Note:  If informed consent/assent documents are longer than one page, number each page in the 


format "page x of y" and blank space for date and initial "Date ____ Initial ____". Page #'s will 


be separate from IRB Application


Surveys, Questionnaires, Forms, or other Instruments


Debriefing Form (if needed)


Grant Proposal (if externally funded, or applying for an external grant)


Conflict of Interest Explanation (if needed)

Recruitment Flyers/Media/Newspaper Advertisements
You do NOT need to submit this page.
Texas A&M International University
IRB Protocol Application

Part I – Summary

Investigator Information

Principal Investigator Name:       
 FORMCHECKBOX 
 Faculty      FORMCHECKBOX 
 Staff      FORMCHECKBOX 
 Graduate Student*      FORMCHECKBOX 
 Undergraduate Student* 

Department          College         Office Location      
Mailing Address (if not TAMIU)      
Phone        Fax          Email       
Co-Investigator Name:  
 FORMCHECKBOX 
 Faculty      FORMCHECKBOX 
 Staff      FORMCHECKBOX 
 Graduate Student*      FORMCHECKBOX 
 Undergraduate Student* 

Department       FORMTEXT 

     
    College    Office Location      
Mailing Address (if not TAMIU)      
Phone        Fax          Email       
If more than one co-investigator please list additional investigators.

Additional Investigators: 
*For students answer the following and list your faculty advisor

Is this study part of a Thesis or Dissertation? 
 FORMCHECKBOX 
 Yes   
 FORMCHECKBOX 
 No 

If Yes, do you have approval from your Dissertation Committee?  

 FORMCHECKBOX 
 Yes   
 FORMCHECKBOX 
 No 

Graduate Committee Chair/Faculty Advisor Name (if student):       
Department         College           Office Location      
Mailing Address (if not TAMIU)      
Phone        Fax           Email       
Project Information:

Project Title:       

Anticipated Start and End Dates         
DO NOT BEGIN RESEARCH WITH HUMAN SUBJECTS UNTIL IRB APPROVAL IS RECEIVED

Will Only Existing Documents Be Used? 
 FORMCHECKBOX 
 Yes   
 FORMCHECKBOX 
 No 
Will Only Existing Specimens Be Used? 
 FORMCHECKBOX 
 Yes   
 FORMCHECKBOX 
 No 

Research Methodology: 
 FORMCHECKBOX 
 Qualitative   
 FORMCHECKBOX 
 Quantitative   
 FORMCHECKBOX 
 Both 

Funding Status:
 FORMCHECKBOX 
 Externally Funded (include copy of grant)   FORMCHECKBOX 
 Not Funded      FORMCHECKBOX 
 Grant Application*




 FORMCHECKBOX 
 Internally Funded via a “Grant” Application (include copy of grant)

Funding Agency:
     
*Must include a draft of the grant application, once grant is completed/submitted a final draft must be submitted to the IRB.

Part II – Protocol and Subject Summary
Project Title:       
Principal Investigator Name:       
Does the study involve children?
  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If the study involves children a child assent form must be included if the children are 7 or more years old.

Does the study involve a school district?
 FORMCHECKBOX 
 Yes
  FORMCHECKBOX 
 No        Which ones?      
If the study involves a school district approval must FIRST be obtained from the school district, except in the case of grant applications. A copy of school district approval MUST be included with the protocol.
If the study involves school children the PARENTAL Consent from MUST be in English AND Spanish. The language of the child assent form will be determined on a case-by-case basis, in most cases English is sufficient.

Subjective Estimate of Risk:

 FORMCHECKBOX 
 None
 FORMCHECKBOX 
 Low
 FORMCHECKBOX 
 Medium
      FORMCHECKBOX 
 High

Invasive/Sensitive Procedures:
 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No
Sensitive Subject Matter:    FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Sexual Activity

 FORMCHECKBOX 
 HIV/AIDS


 FORMCHECKBOX 
 Physical Measurements (eg. Electrodes)
 FORMCHECKBOX 
 Psychological Inventory
 FORMCHECKBOX 
 Urine Samples

 FORMCHECKBOX 
 Review of Medical Records
 FORMCHECKBOX 
 Alcohol, Drugs

 FORMCHECKBOX 
 Blood Samples

 FORMCHECKBOX 
 Review of Criminal Records
 FORMCHECKBOX 
 Depression/Suicide
 FORMCHECKBOX 
 Stress Exercise

 FORMCHECKBOX 
 Review of Education Records
 FORMCHECKBOX 
 Learning Disability
 FORMCHECKBOX 
 Body-Composition
 FORMCHECKBOX 
 Other (specify)      
 FORMCHECKBOX 
 Physical Disability

 FORMCHECKBOX 
 DNA Samples

 FORMCHECKBOX 
 Other (specify)      
 FORMCHECKBOX 
 Deception (If used attach a debriefing form)
Provisions for Confidentiality/Anonymity of Subjects

 FORMCHECKBOX 
 Replies Coded 

 FORMCHECKBOX 
 Secure Storage (Required)


 FORMCHECKBOX 
 Anonymous Response
 FORMCHECKBOX 
 Confidential Response        Note can not be both anonymous and confidential. Anonymous = subject can NOT be identified; Confidential = subject could be identified with study documents
Document retention – federal regulations require that human research documents be retained for a minimum of three years AFTER the completion of the study AND data analysis. Some disciplines or granting agencies require longer retention times.
Length of time retained after completion of study      
Person responsible for data retention (if a student list faculty mentor in most cases)      
Use of Video or Audio Tapes
 FORMCHECKBOX 
  Not Applicable 
 FORMCHECKBOX 
  Video
 FORMCHECKBOX 
  Audio

Retained
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If yes, length of time retained      
Destroy/Erase
 FORMCHECKBOX 
 Yes
     FORMCHECKBOX 
 No

If no, explain      
Use specified in consent form?     FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

Use/Access to tapes/digital content:      
Selection and Sources of Subjects:


Gender:    FORMCHECKBOX 
 Male
 FORMCHECKBOX 
 Female

Includes all races? 
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No (specify)      
Ages:      
Special Physical or Psychological Conditions of Subjects, if any:      
If any genders, races, or (in some cases) ages are exclude you must indicate the justification for exclusion.

Justification:


Source of subjects:      
Number of subjects:      
Method of recruitment and selection:      
Recruitment will involve:
 FORMCHECKBOX 
 Flyers
 FORMCHECKBOX 
 Newspaper
         FORMCHECKBOX 
 Radio

 FORMCHECKBOX 
 Television
Check all that apply. If any flyers or advertisements are used these must be include with the application. Radio/Television scripts must be included. All flyers and advertisements are subject to IRB review.

Part III – Subject Risks and Benefits

Vulnerable Subjects
Are vulnerable subjects included?
 FORMCHECKBOX 
 Children
 FORMCHECKBOX 
 Pregnant Women
 FORMCHECKBOX 
 Prisoners
 FORMCHECKBOX 
 Employees



Other (specify)      
If yes indicate what special safeguards are in place to protect this population, if any:
     
Do you have any relationship with any of the subjects, other than your investigator role? 
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No 

If yes, you must explain the relationship clarify how you will avoid any type of coercion (doctor-patient, teacher-student, counselor-student, etc.).

     
Subject Privacy and Confidentiality
What specific steps are in place to ensure confidentiality/anonymity of the participant:

     
Experiment:

Location:      
Duration:      
Compensation, if any:      
Time required for participation:      
Risks – including physical, psychological, and social:

     
Benefits – specific to participants (do NOT include benefits to society)

     
Alternatives to participation/opportunity to withdraw

     
Informed Consent:
In most cases informed consent is required. A common exception is surveys of adults that only include non-sensitive subject matter. Include a copy of the Consent Form (and the Child Assent form if needed) as an attachment. Make sure to complete the Informed Consent Checklist.

Is an exception to informed consent being requested?    FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If yes justification must be provided in the Experimental Protocol section of the application.
Part IV – Experimental Protocol, Conflict of Interest, etc.
Project Title:       
Principal Investigator Name:       
Experimental Protocol:
In the Boxes below include the experimental protocol. Include the following:

1. Abstract – please provide in lay terminology. Why you are doing this research project and what you propose to learn. The following issues must be addressed:

a. What is the objective of the study.


b. What is the justification for doing the study - include as appropriate - preliminary data, and/or references to previous research, or gaps in our knowledge.

     
2. Specific experimental procedures employed. (Including justification of alterations to informed consent if requested.) If doing a non-invasive survey "See attached survey." is often sufficient. Research procedures must be in sufficient detail to allow evaluation of the research. For more involved procedures please provide a step by step explanation of what the participant will do.
     
3. If quantitative methods are used, include a brief description of the statistical analysis planned.

     
4. If surveys, questionnaires, forms, or other instruments are used to collect data include a copy of each.

Conflict of Interest Statement (required of Principal Investigator, Co-investigators, Thesis Advisor):

NAME
(circle one and sign after printing)





SIGN HERE
     
DO
DO NOT 
have a personal/financial conflict of interest   ______________

     
DO
DO NOT 
have a personal/financial conflict of interest   ______________

     
DO
DO NOT 
have a personal/financial conflict of interest   ______________

     
DO
DO NOT 
have a personal/financial conflict of interest   ______________

If more than four investigator use a separate sheet.

If you have a conflict of interest you must specify that conflict of interest and describe what safeguards are in place to ensure that the conflict of interest does not effect the experimental results. (As an attachment.)

Other Compliance Issues

If the study involves the use of animals, infectious biohazards (eg. blood), and/or recombinant DNA, it is required that approval be granted for the use of such through the appropriate compliance committee.
Part V - Signature Assurance

Principal Investigator/Graduate Student Assurance Statement

I understand Texas A & M International University’s policy concerning research involving human subjects and I certify that:

1. I have read The Belmont Report, “Ethical Principles and Guidelines for the Protection of Human Subjects of 
Research” and subscribe to the principles it contains. In light of this Declaration, I present for the 
Board’s consideration this application.
2. I accept responsibility for the scientific and ethical conduct of this research study, including those assisting me in conducting of this study;

3. I will obtain prior approval from the Institutional Review Board before amending or altering the research    

          protocol or implementing changes in the approved consent form:

4. I will immediately report to the IRB any adverse reactions and/or unanticipated effects on subjects which 
may occur as a result of this study;
5. I will retain the consent forms and other research documents in a locked/secure manner for a minimum of 3 years. TAMIU students must turn over all documents to the primary faculty advisor upon completion of the study in most cases.
6. I will complete, on request by the IRB, the Continuation/Final Review Forms.

Principal Investigator (please use blue ink)
Signature: ____________________ Date: ______________Typed Name:      
DO NOT BEGIN RESEARCH WITH HUMAN SUBJECTS UNTIL IRB APPROVAL IS RECEIVED

Co-Investigators
Signature: ____________________ Date: ______________Typed Name:      
Signature: ____________________ Date: ______________Typed Name:      
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 to perform this research, and will receive adequate supervision while performing this research. 
Signature: ____________________ Date: ______________Typed Name:      
______________________________________________________

____ Approved, Exempt (sign) __________________________ Date ________________________

____ Approved, Expedited 


Reviewer 1 (sign) __________________________ Date ________________________


Reviewer 2 (sign) __________________________ Date ________________________

____ Referred for Full Review (sign) __________________________ Date ________________________

____ Approved, Full Review (sign) __________________________ Date ________________________




Date of Full Review (attach minutes) ____________________
CONSENT FORM CHECKLIST (Not required for all studies.)
NOTE: This checklist is for your use in the preparation of a consent/assent form. Please refer to the Texas A&M International IRB Website for a Guide to the IRB Application, Elements of the Informed Consent Document, for additional information related to this list.

	ITEMS
	YES
	NO
	N/A
	Comments

	Does the title of the study appear at the top of the consent/assent form?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Is the consent/assent form written in first person?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Is the number of potential subjects clearly specified?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Is the consent/assent form written in simple lay language?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Is the consent/assent form written in the native language of the potential subject?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Does the consent/assent form state the general purpose of the study, what the researcher expects to learn?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	In the case of students, does the consent/assent form state how the study relates to your program of work (project, thesis, dissertation)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Does the consent/assent form indicate that a Certificate of Confidentiality has been obtained? If so, do you have it in your possession?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Does the consent/assent form state if the study is confidential or anonymous?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	For sensitive subjects, does the consent/assent form indicate that in certain cases of detected abuse, this information must be reported to proper authorities?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Does the consent/assent form indicate to the subject his/her right to choose to participate?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Is there a statement indicating why and how this subject was selected as a possible participant? Are the population and sample clearly identified?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Does the consent/assent form clearly explain the procedure to be followed in implementing the project (time, frequency, nature of information, questions asked, observations made)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Is there a statement, which addresses possible discomforts and inconveniences that the participant might expect? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Does the consent/assent form describe any participant risks that are involved in the project? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	If pregnancy presents a risk, have specific precautions been taken?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	If there are any benefits to the subject, are they identified in the consent/assent form? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Otherwise, does it state that there are no personal benefits to the subject?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	If the project requires that any standard treatment is withheld, is this clearly designated in the consent/assent form? If alternative treatments are available, are they described
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


CONSENT FORM CHECKLIST continued
	ITEM
	YES
	NO
	N/A
	Comments

	Is the subject’s confidentiality explained in the consent/assent form? Is the use of any tapes or other materials (such as audio tapes, videotapes, photos, use of data for other purposes) explained and the final disposition made clear?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Are compensation and costs included in the project, and are they identified specifically for the subject?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Are you using a company’s employees as research subjects?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	If so, have you stated in the consent form the subjects’ status with regard to Workman’s Compensation insurance while they are participating in the investigation?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Does the consent/assent form indicate where the subject can contact the Principal Investigator (PI) and /or research advisor to have questions answered?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Address
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Phone-Number
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	E-mail Address
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	In the case of faculty member PI s, is there someone else identified as a contact person, i.e., department head, section leader, etc?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Does the consent/assent form have the TAMIU IRB statement along with the address, telephone number and e-mail address of the IRB Chair?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Does the consent/assent form indicate to the subject that he/she can withdraw at any time from the project? Does the form indicate any procedures that might be necessary for ordinary withdrawal from a complex study? Are situations where the subject’s participation can be terminated described?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Does the consent/assent form indicate to the subject that he/she is entitled a written copy of said form?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Does a statement exist expressing that the subject’s signature indicated a willingness to participate?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Does the consent/assent form have a place for the subject’s signature, investigator’s signature and date?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Does a parental consent form have a blank line for the child’s printed name?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Is there a child’s assent form (required for children ages 7-17)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	Is this a high-risk protocol?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	If so, is the TAMIU statement regarding non-availability of medical care in the consent form?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     

	If appropriate, does the consent form have the statement regarding FDA review of all records?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     


IRB USE ONLY





Last Name ____________


IRB #: ______________








PAGE  
1
TAMIU IRB – Application Form – E-mail irb@tamiu.edu or call (956) 326-2673 with any questions regarding this form.


