FORM 5:  UAH Institutional Review Board Application for Extension of Approval 

Instructions:
In MS Word, highlight the shaded underlined box and replace with your text.  Double-click checkboxes to check/uncheck.  Provide signatures where appropriate and submit the original IRB approved Form 1 with Form 1R. 
Are there any changes to your procedures or methods since the last approval or exemption?

 FORMCHECKBOX 
Yes 
 FORMCHECKBOX 
No
If “Yes”, then please fill out a new Form 1 and note relevant revisions as requested.

Previous IRB Application Number:      

Date of IRB Expiration:      

Previous IRB Action: 
 FORMCHECKBOX 
 Exemption from Review
Principal Investigator:      






 FORMCHECKBOX 
 Expedited Approval
Study Title:      







 FORMCHECKBOX 
 Full Approval
1. STATUS OF THE RESEARCH

Check the one choice that best describes the current state of this research study: 
 FORMCHECKBOX 
   No subjects have been enrolled to date.   
 FORMCHECKBOX 
   Recruitment and/or enrollment of new subjects or review of records/specimens continue.
 FORMCHECKBOX 
   The study is no longer enrolling, but subjects still receive research-related interventions, (e.g., surveys still being conducted).

 FORMCHECKBOX 
   The study is no longer enrolling and subjects have completed research-related interventions. The study remains active only for long-term follow-up.

 FORMCHECKBOX 
   Study enrollment is permanently closed, subjects have completed all research-related interventions, and long-term follow-up has been completed.  The remaining research activities are limited only to data analysis that may require contact with records or specimens.

2. SUMMARY OF PROGRESS SINCE THE PREVIOUS IRB APPROVAL 
A.        Maximum number of subjects previously approved by the UAH IRB for the life of the study

B.        Total number of subjects involved in study to date (including any withdrawals by participant, Principal Investigator)


       How many of the total number of consented participants were withdrawals?

C.        If you still selecting subjects, how many more subjects do you anticipate selecting?
3.  FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No
Have you had any unanticipated problems involving risks to subjects or others UAH sites that require reporting to the UAH IRB?
If “Yes”, attach a narrative summary of these risks or problems and a proposed solution to them.

4.  FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No
Since the previous IRB approval or exemption, have any unanticipated problems involving risks to subjects or others occurred at non-UAH sites and, in the case of multi-center research, sites where a UAH investigator is not involved in the conduct of the research?
If “Yes”, attach a narrative summary describing the unanticipated problems involving risks to subjects or others, including the number of events.

5.  FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No
Since the most recent IRB approval or exemption have there been any subject complaints regarding the research?
If “Yes”, attach a narrative summary describing the complaints.

6.  FORMCHECKBOX 
Yes 
 FORMCHECKBOX 
No    Are there any changes to your procedures or methods since the last approval or exemption?



If “Yes”, elaborate below under question 10.
7.  FORMCHECKBOX 
Yes 
 FORMCHECKBOX 
No    Since the most recent IRB approval or exemption, has there been any other information relevant to this research discovered, especially information about the risks and benefits associated with the research?



If “Yes”, attach copies of the information and a narrative summary.
8.  FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No    Did the IRB require the use of a written informed consent document for this study?
If “Yes”, submit a copy of the currently approved informed consent document (used for the previous IRB continuing review approval or exemption period) AND a clean copy of the identical informed consent document for approval and date stamping for use during the next approval period.
9.  FORMCHECKBOX 
Yes 
 FORMCHECKBOX 
No    Do you have any other changes or issues to report to the IRB?




If “Yes”, attach a narrative summary of these changes or issues.

10. SINCE PRIOR IRB APPROVAL, HAVE THERE BEEN CHANGES TO ANY OF THE FOLLOWING? IF SO EXPLAIN IN AS MUCH DETAIL AS POSSIBLE BELOW AND ON YOUR NEW FORM 1 SUBMISSION. 
a) The number of subjects in this study:

b) Where subjects are recruited from (addition of or removal of a recruitment site): 

c) Where the study is conducted (addition of or removal of a testing site):

d) The research staff conducting the study (addition of or removal of a research staff member):

e) The addition of or the removal of an instrument or measure (i.e. survey, questionnaire, task, etc.):

f) Any other changes from the previously approved study not listed above: 
PLEASE FILL OUT THE ENTIRE FORM 1R.
11.
CONTACT INFORMATION
Principal Investigator:
Student -  FORMCHECKBOX 
Yes      FORMCHECKBOX 
No
	First Name: 



	Middle Initial: 


	Last Name:


	Department:


	Phone: 
	Address:
	Email: 


      Supervisor (if PI is student) FORMCHECKBOX 



	First Name: 


	Middle Initial: 


	Last Name:


	Department:



	Phone: 
	Address:
	Email: 


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 participant(s); 

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

· I will apply for the appropriate 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.

________________________________________
____________________
Principal Investigator’s Signature

Date

________________________________________
____________________

Supervisor's Signature (if student is P.I.)

Date
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