THE UNIVERSITY OF ALABAMA IN HUNTSVILLE
FORM 1: INSTITUTIONAL REVIEW BOARD APPLICATION

Instructions: In MS Word, highlight the shaded underlined box and replace with your text.  Double-click checkboxes to check/uncheck.  Provide signatures by typing in your name where appropriate. See submission instructions at the end of this form.  
If this application is to extend IRB approval of a study already reviewed and accepted by IRB then please fill out the entire form including the “Revision” sections and submit this application. 
If this application is for a new protocol that has not been previously approved by IRB then please disregard the “Revision” sections. 
Is this application to extend IRB approval of a previously reviewed and accepted protocol? 

 FORMCHECKBOX 
Yes 
 FORMCHECKBOX 
No
If yes, what is the Previous IRB Application Number: 
Principal Investigator/Study Director Name:      
Status: Faculty  FORMCHECKBOX 


Staff  FORMCHECKBOX 


Student  FORMCHECKBOX 

Department:                                    College/Research Center:      
Telephone:                                       Email:      
Supervising Faculty Information (if student)
Name:      
Campus Address:      
Telephone:                                       Email :      
Funding: External  FORMCHECKBOX 



Internal FORMCHECKBOX 


Unfunded FORMCHECKBOX 

Funding source (if applicable):      
Title of Study:      
Purpose of Study:      

(Summarize the purpose/objectives of this study in nontechnical, lay language).

State the Hypotheses, Research Question, or Practice Question:      
Description of Subjects:      
(Please identify the anticipated sample size and where these subjects will be recruited from. Summarize the subject’s characteristics such as age, sex, race/ethnicity, and health status. If a special population (e.g. children or prisoner) will be included, provide a brief justification, and include form 6 if subjects are under 18 years of age or form 7 if a prisoner. Please note when completing the IRB application forms the use of the term “subjects” is required by federal regulation. However, guidelines provided by other organizations may prefer the term “participant”, you may use the term participant in supportive materials needed for your study. 
FOR REVISIONS TO APPROVED STUDIES ONLY: 
Complete the section below ONLY if there are revisions since the last IRB approval or exemption. Describe any changes/revisions to Descriptions of Subjects here:

(Identify any changes in the anticipated sample size or if there will be a change in where these subjects will be recruited from. If the addition of any special population (e.g. children or prisoner) will be included in this study, provide a brief justification below, and include these changes in form 6 if subjects are under 18 years of age or form 7 if a prisoner. Please disregard if this is a first-time application.)
How Subjects Will Be Selected and Recruited:      
You must provide the following:
· Summarize methods used to select subjects, selection process such as random sampling method, snowballing, convenience sampling etc. and how you will get access the population. 
· Please identify the institution, clinic, or site from which subjects are to be recruited. Describe your procedures for identifying and recruiting subjects. Who will give you access to the population.
· How will subjects be identified and by whom? 
· How will initial contact be made with prospective subjects and by whom (include a script if applicable)? 
· Include a recruitment script that you will use to recruit subjects. 

· Please describe all recruitment materials such as flyers, email invitations, student subject pool posting, social media postings, etc. 
· Please include a copy of all recruitment materials in your IRB application, such as flyers, email invitations, student subject pool posting, social media postings, etc. 

· ALL OF THESE MATERIALS MUST BE REVIEWED AND APPROVED BY THE IRB PRIOR TO USE.
FOR REVISIONS TO APPROVED STUDIES ONLY: 
Complete the section below ONLY if there are revisions since the last IRB approval or exemption. Describe any changes/revisions related to how subjects will be Selected or Recruited here:
·  (Summarize any changes made to how subjects will be selected and recruited. Carefully consider each of the bullet points listed above and if any changes have made from the previously approved protocol in relation to this section explain these changes in sufficient detail. Please disregard if this is a first-time application.)
Background and qualifications of the principal investigator and additional personnel directly involved in the research: ____ 
(Please briefly provide background information on the principal investigator (research background, human subject testing certification, CITI training, etc.) as well as all other researchers involved in the study in any capacity. This information may be attached as separate sheet as needed. Also, include information pertaining to the connection between the principal investigator and recruitment sites.)
FOR REVISIONS TO APPROVED STUDIES ONLY: 
Complete the section below ONLY if there are revisions since the last IRB approval or exemption. Describe any changes/revisions to the qualifications of the principal investigator and additional personnel directly involved in the research here:
 (Provide a brief summary in any changes in the qualifications of the principal investigator as well as all other researchers involved in the study in any capacity. If there have been any additions to the research staff (including undergraduate and graduate assistants) please include documentation of their qualifications (research background, human subject testing certification, CITI training, etc.). If new recruitment or testing sites have been included in this new protocol include information pertaining to the connection between the principal investigator and recruitment sites. Please disregard if this is a first-time application.) 

Description of Procedure:      
· Summarize the process you will ask subjects to follow. 
· Describe in detail what will subjects be asked to do. 
· Provide a copy of the research script if applicable. 
· Briefly describe the setting in which the research will be conducted. 
FOR REVISIONS TO APPROVED STUDIES ONLY: 
Complete the section below ONLY if there are revisions since the last IRB approval or exemption. Describe any changes/revisions to Procedures here:
 (Summarize any changes to the process you will ask subjects to follow. Are there any changes to what subjects will be asked to do? Provide a copy of the research script with any edits if applicable. Briefly describe any changes in the setting in which the research will be conducted. Please disregard if this is a first-time application.) 
Instrumentation (if applicable):      
· Describe all materials such as questionnaires, surveys, cognitive tests, any and all designed materials or measures, equipment, etc. to be used in the study,
·  Provide a brief explanation for their use. 
· Attach a copy of these materials with your application
FOR REVISIONS TO APPROVED STUDIES ONLY: 
Complete the section below ONLY if there are revisions since the last IRB approval or exemption. Describe any changes/revisions to Instruments here:
 (Describe all materials such as questionnaires, surveys, cognitive tests, any and all designed materials or measures, equipment, etc. that has been added that is to be used in the study, and provide a brief explanation for their use. Attach a copy of these materials with your application. Please disregard if this is a first-time application.)
Duration of Study

a. Total amount of time with each subject:      

b. Time to complete study:      
FOR REVISIONS TO APPROVED STUDIES ONLY: 
Complete the section below ONLY if there are revisions since the last IRB approval or exemption. Describe any changes/revisions here:
a) Revision to the Total amount of time with each subject:      
b) Time to complete study:      
Benefit(s) of the Study:      
(Summarize any potential benefits to include physical, psychological, social, economic, and/or legal. These benefits are to be included in consent form as well. Describe potential benefits/significance of the study to science or society. ) Benefits do not include incentives and compensation for participation in the study, see below. 
FOR REVISIONS TO APPROVED STUDIES ONLY: 
Complete the section below ONLY if there are revisions since the last IRB approval or exemption. Describe any changes/revisions to Benefits here: Please disregard if this is a first-time application.
Compensation and Incentives with Monetary Value:      
· Summarize the incentives for participation in the research for example gaining an insight into research, etc. 
· Summarize the compensation that will be received for participating in the research (for example research credit hours for students, monetary incentives for non-students, etc.).
*Financial Compensation options include:

1. A PI may choose to offer an incentive to all subjects equally, but, if so, the compensation must be reasonable and not so high as to be coercive.
2. A PI may choose to not offer any incentives for participating in the study.
3. If the PI does want to offer an incentive but cannot offer an incentive to subject, this option may be more suitable: 

· A PI will require subjects to answer a qualifying question to be eligible to be entered into a drawing, and if the subjects answers the question correctly, their names would be entered into a drawing for an incentive.  (Please note the subjects may select not to enter into the drawing and would not be penalized for opting out of this opportunity for an incentive. Also note, the qualifying question can be any question of the PI's choosing)
FOR REVISIONS TO APPROVED STUDIES ONLY: 
Complete the section below ONLY if there are revisions since the last IRB approval or exemption. Describe any changes/revisions to Incentives and Compensation here:
 (Summarize any changes in the incentives for participation in the research. If there are any changes in compensation please summarize this below. Please disregard if this is a first-time application.)
Possible Risks to Subject(s) and Precautions Taken to Avoid Risks:      
· Summarize any potential risks to include physical, psychological, social, economic, and/or legal. 
· These risks are to be included in consent form as well.
For Biological studies only:  the study must be submitted and approved by the Biosafety Officer at The University Environmental Health and Safety Committee before submission to the IRB. Call 256-824-6053 or Email: https://www.uah.edu/oehs/contact 
FOR REVISIONS TO APPROVED STUDIES ONLY: 
Complete the section below ONLY if there are revisions since the last IRB approval or exemption. Describe any changes/revisions to possible risks and precautions here:
 (summarize any additional potential risks including physical, psychological, social, economic, and/or legal. These additional risks are to be included in a revised consent form. Please disregard if this is a first-time application.)
How You Will Ensure Confidentiality/Anonymity:      
· Summarize provisions to protect privacy interests and the method for securely collecting, storing the data.

· Summarize the disposal of research data. 
· Describe how confidentiality will be assured?
FOR REVISIONS TO APPROVED STUDIES ONLY: 
Complete the section below ONLY if there are revisions since the last IRB approval or exemption. Describe any changes/revisions to Confidentiality and Anonymity here:
 (Summarize any changes in the provisions to protect privacy interests or the method for securely collecting, storing, and possible disposal of research data. Are there any changes in how confidentiality will be assured? Please disregard if this is a first-time application.)
Procedures for Attaining Informed Consent or Assent:       

Describe the procedures to be used to obtain consent, the circumstances under which consent will be sought and obtained, the timing of obtainment: 
· Will there be a delay between obtaining consent and actual participation in the research?

· Which research personnel will obtain consent (please provide personnel qualifications as requested above)? 
· What steps will be taken to minimize the possibility of coercion and/or undue influence? 
· If the study involves minors (under the age of 18) describe the procedure to obtain assent and how it will be documented. Also include how parental permission for the participation of minors will be obtained and documented. See Form 10 Youth Assent Form and Youth/Guardian Consent Form.
· Describe any and all procedures for reobtaining informed consent/assent (for example, in studies involving multiple sessions and how it will be documented.)
FOR REVISIONS TO APPROVED STUDIES ONLY: 
Complete the section below ONLY if there are revisions since the last IRB approval or exemption. Describe any changes/revisions to Obtaining Informed Consent of Assent here:
· (Summarize any changes made to the procedure for attaining informed consent or assent. Carefully consider each of the bullet points listed above and if any changes have made from the previously approved protocol in relation to this section explain these changes in sufficient detail. Please disregard if this is a first-time application.)
Documentation of Informed Consent by Subject(s) Attached?  Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


(Attach consent form. Any waiver of consent justification needs to follow U.S. Health and Human Service justification see links below for details.)
Documentation of all study personnel qualification(s) as stated above attached? 

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Are copies of all materials as stated above attached? Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


http://www.hhs.gov/ohrp/policy/consentckls.html, http://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html#c11, or http://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html#c10.)
INVESTIGATOR ASSURANCE STATEMENT & SIGNATURE

By my signature as Principal Investigator, I acknowledge my responsibilities for this Human Subjects Study and affirm that: 

· I have reviewed and will comply with the Belmont Report: http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.html,
· I have reviewed and will comply with informed consent regulations:  http://www.hhs.gov/ohrp/policy/consent/index.html 

· I will report (and will instruct other key personnel to report) adverse or unanticipated problems to chair of the IRB, 256-824-6100 or irb@uah.edu : http://www.hhs.gov/ohrp/policy/advevntguid.html
· I have reviewed and acknowledge the Investigator Responsibilities: http://answers.hhs.gov/ohrp/categories/1567.
· I will not modify the protocol unless (a) the IRB has approved changes prior to implementation or (b) it is necessary to eliminate an apparent, immediate hazard to a subject(s); 

· I will verify that all personnel are licensed/credentialed for the procedures they will be performing, if applicable;

· I will apply for continuing review of the protocol at least annually unless directed by the IRB to apply more frequently; 

· I understand I may be audited;

· I will conduct the protocol as represented here and in compliance with IRB determinations and all applicable local, state, and federal law and regulations; and will provide the IRB with all information necessary to review the protocol; and will refrain from protocol activities until receipt of formal IRB approval. 

CONFLICT OF INTEREST ACKNOWLEDGMENT

Federal Guidelines require assurances that there are no conflicts of interest in research projects that could affect the welfare of human subjects. If this study presents a potential conflict of interest, additional information will need to be provided to the IRB. Examples of potential conflicts of interest in research involving human subjects may include, but are not limited to:

• A researcher or family member participates in research on a technology, process or product owned by a business in which the faculty member holds a

financial interest.

• A researcher or family member participates in research on a technology, process or product developed by that researcher.

• A researcher or family member has a financial or other business interest in an entity which is supplying funding, materials, products, or equipment for the current research project.

• A research or family member serves on the Board of Directors of a business which is supplying funding, materials, products, or equipment for the current research project.

• A researcher receives consulting income from an entity that is funding the current research project.

Do any members of the study team, or any of their family members, have a financial or other business interest in the source(s) of funding, materials, or equipment

related to this research study? 

Yes  FORMCHECKBOX 
 No FORMCHECKBOX 

If you answered yes, contact the IRB Chair.
“Family Members” is defined to include spouse or any dependent. “Dependent” is any person, regardless of his or her legal residence or domicile, who receives 50 percent or more of his or her support from the Investigator or his or her spouse or who resided with the Investigator for more than 180 days during the reporting period.

Signature: _____________________________
Date: ____________________
Supervising Faculty Signature (if student):____________Date: ______________
This signature acknowledges I am the Principal Investigator and/or Supervising Faculty.
Submission Instructions:

Save file as a pdf file with the extension form 1 (investigator’s last name first initial) (year month date). Example: form1smithj20200401. This will be J. Smith submitting a proposal on April 1, 2020 as a first submission.  If multiple submissions are provided in a single day, append a letter a-z at end of file name. Submit electronically to irb@uah.edu.
Updated 11/2023

