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INSTRUCTIONS FOR COMPLETING A STUDY AMENDMENT REQUEST FORM
This form must be completed and submitted for any amendments to a currently approved study.  This form should be used to inform the IRB of any change that affects the study protocol, approved documents, personnel involved with the study, requests from the investigator to place the study on hold, or for other actions at the request of the investigator.  
Please do not submit more than one amendment on a study at one time.  This will ensure that all items submitted will not be overlooked and consents will be properly approved according to their submission dates.  

The revised Study Amendment Request Form is very similar to the information that will need to be submitted for each requested change when the IRB changes to an electronic submission system.  There are four sections to be completed:  

Section 1:  Study Title and IRB number

Section 2:  Principal Investigator and Contact Information

Section 3:  Type of Amendment submitted

Section 4:  Study Specific Requested Change(s)

A. Personnel Change Request

B. Protocol Change Request

C. Consent Form changes

D. Other Changes Requested

SECTION 1:  IRB NUMBER AND STUDY TITLE
Identify your study by the IRB assigned number and the Study Title.  

SECTION 2:  PRINCIPAL INVESTIGATOR AND CONTACT INFORMATION
Identify the current principal investigator and the primary contact for IRB correspondence (if different from the principal investigator).

SECTION 3.  TYPE OF AMENDMENT
Using the check boxes provided, identify the type(s) of amended information being submitted for IRB review.  

SECTION 4 - Complete the appropriate information specific to your study.  
SECTION 4A.  STUDY INFORMATION – PERSONNEL CHANGE REQUEST
If you are requesting any personnel changes, Section 4A must be completed.  You will provide the name(s) of the individual(s) involved in the change, a copy of a CV or resume, provide information on human subject’s protection training and HIPAA training, and if the individual will be reviewing any PHI, partial waiver and/or complete waiver information will be needed.  
SECTION 4B:  STUDY INFORMATION – PROTOCOL CHANGE REQUEST

If you are submitting protocol change information, Section 4B must be completed.  You will provide full responses to the questions asked and attach all revised materials for review.  Amended information must be highlighted (or submitted with track changes) for the ease of IRB review.  Documents not highlighted will be returned.  Investigators will need to make the initial determination of whether the amendment is eligible for Expedited Review.  Documentation for this determination is included in Section 4B.  
SECTION 4C:  STUDY INFORMATION – CONSENT FORM CHANGES

If you are submitting consent form revisions as part of a protocol change, both Section 4B and 4C will need to be completed.  If you are submitting consent form changes due to personnel changes, both section 4A and 4C need to be completed.  If you are submitting consent form changes in response to a request from the IRB for revised consent document(s), Section 4C must be completed.  

As noted above, revisions to the revised consent form(s) must be highlighted (or submitted with track changes) for the ease of IRB review.  Documents not highlighted will be returned.  

SECTION 4D:  STUDY INFORMATION – OTHER CHANGES REQUESTED

If you are submitting any other type of study specific request to the IRB, Section 4D should be completed.  Use this section for items such as:  

· Investigator requests that the study be placed “on hold” for any reason.  

· Problems requiring IRB assistance in reporting regulatory irregularities to sponsor(s) or government agencies.

· Re-activation of a study that has been permanently closed by the investigator.  

· Re-activation of a study that was closed to enrollment, but the investigator has determined that additional subjects are required for statistical significance.

· For any other purpose not listed above.  You may call the HSPP Office for assistance in determining how to submit your amendment requests.  

CHECKLIST FOR SUBMISSION:
1. Completed Study Amendment Request Form

2. Summary of changes either on the form or as a separate protocol

3. Attach all applicable documents (such as, copy of sponsors amended protocol, letter of explanation, revised informed consent, personnel change documents, copy of Curriculum Vitae if the study involves a change in the Principal Investigator, verification of training, etc)

4. Submit two copies of all requested materials for review and approval.  
Submit all materials to:




Human Subjects Protection Program Office (HSPPO)
MedCenter One  - Suite 200
501 East Broadway
Louisville, KY 40202-1798

Office:  
(502) 852-5188

Fax:

(502) 852-2164

SECTION 1:  IRB NUMBER AND STUDY TITLE







	IRB #
	Study Title
	Amendment # & Date

	
	
	


SECTION 2:  PRINCIPAL INVESTIGATOR AND CONTACT INFORMATION
PRINCIPAL INVESTIGATOR/PROJECT DIRECTOR (PI/PD)
	Name (Last Name, First Name MI)


	Highest Earned Degree

	Mailing Address


	Telephone Number

	Human Subjects Protection Training Information

Date of HUMAN SUBJECTS training:___________     Expires:

Date of HIPAA and Research training:_________


	Pager/Cell Phone Number

	
	Fax Number

	UofL Employee ID
	Email Address

	Occupational Position

Faculty  (      Staff    (         Other    (
Describe Other:
	University Department (if applicable)

	As Principal Investigator of this study, I assure that the following statements are true:  
The information provided in this Study Amendment Request Form is correct.  I will seek and obtain prior written approval from the IRB for any modifications in the proposal, including any changes in procedures, any changes in study personnel, an changes in informed consent language, funding agencies, etc.  I will promptly report any unexpected or otherwise significant adverse events or unanticipated problems or incidents that may occur in the course of this study.  I will report in writing any significant new findings which develop during the course of this study which may affect the risks and benefits to participation.  I will not begin my research until I have received written notification of final IRB approval.  I will comply with all IRB requests to report on the status of the study.  This includes filing Progress Reports 8 weeks in advance of the study approval expiration.  I will maintain records of this research according to IRB guidelines.  If these conditions are not met, I understand that approval of this research could be suspended or terminated.  

	
	
	

	Original Signature of PI
	Title of PI
	Date Signed


PRIMARY CONTACT FOR CORRESPONDENCE (Complete if different from PI/PD)
	Name (Last Name, First Name MI)


	Highest Earned Degree

	Mailing Address


	Telephone Number

	Human Subjects Protection Training Information

Date of HUMAN SUBJECTS training:___________     Expires:

Date of HIPAA and Research training:_________


	Pager/Cell Phone Number

	
	Fax Number

	UofL Employee/Student ID
	Email Address

	Occupational Position

Faculty  (      Staff    (     Student (     Other    (
Describe Other:
	University Department (if applicable)


SECTION 3.  TYPE OF AMENDMENT


Consent form change (
Personnel change (

Protocol Change (

Other
 (

SECTION 4A.  STUDY INFORMATION – PERSONNEL CHANGE REQUEST
Will this request change the Principal Investigator to another individual?
Yes (     No  (     
If yes, name the current Principal Investigator:

__________________________________________
Name the individual who will be the new Principal Investigator:________________________________________
If this is a Personnel Change, please note the name of the individual involved and check the appropriate box to inform the IRB whether the person is being added or removed from the study.  
	NAME OF PERSONNEL
	ADD TO STUDY
	REMOVE FROM STUDY

	
	
	

	
	
	

	
	
	


Please complete the following information for each person being added to the study.  
	** KEY PERSONNEL – COMPLETE FOR EACH PERSON **

Co-investigator  (  Sub-investigator  (   Key Personnel   (   
	Will this person be enrolling research subjects?:

Yes (     No  (     

	Name (Last Name, First Name MI)


	Highest Earned Degree

	Mailing Address


	Telephone Number

	Human Subjects Protection Training Information

Date of HUMAN SUBJECTS training:___________     Expires:

Date of HIPAA and Research training:_________


	Pager/Cell Phone Number

	
	Fax Number

	UofL Employee/Student ID
	Email Address

	Occupational Position

Faculty  (      Staff    (     Student (     Other    (
Describe Other:
	University Department (if applicable)


	** KEY PERSONNEL – COMPLETE FOR EACH PERSON **

Co-investigator (  Sub-investigator  (  Key Personnel   (  
	Will this person be enrolling research subjects?:

Yes (    No  (    

	Name (Last Name, First Name MI)


	Highest Earned Degree

	Mailing Address


	Telephone Number

	Human Subjects Protection Training Information

Date of HUMAN SUBJECTS training:___________     Expires:

Date of HIPAA and Research training:_________


	Pager/Cell Phone Number

	
	Fax Number

	UofL Employee/Student ID
	Email Address

	Occupational Position

Faculty  (      Staff    (     Student (     Other    (
Describe Other:
	University Department (if applicable)


If the individual(s) being added will review protected health information (PHI), a partial or complete waiver of research authorization (depending upon your research), will also need to be submitted with this request.  Check below if those documents are attached to this Study Amendment Request Form.  

Partial Waiver

Yes (    No  (    Complete Waiver

Yes (    No  (    
SECTION 4B:  STUDY INFORMATION – PROTOCOL CHANGE REQUEST
Do you believe the changes are:  
Minor (minimal risk)
Yes (

Substantive
Yes (
Is this study sponsored?

Yes (    No  (    

If Yes, who is the study sponsor?

________________________________________________________________________________________
If Yes, was the protocol amendment initiated by:  
Sponsor-initiated
(
Investigator-initiated
(

What is the sponsor’s amendment number?________________________________________

What is the date of the sponsor’s amendment?_____________________________________

Is a copy of the amendment being submitted with the Study Amendment Request Form?  Yes (    No  (    
If yes, the revisions being requested must be highlighted and explicitly explained below.  
If No, explain why not.  
	


The following questions should be answered in lay language or language understood by a person unfamiliar with the research being submitted.  Area-specific or technical jargon should be avoided or explicitly explained.  Do not say “see protocol” or “protocol attached”.  

	Describe the proposed changes to the protocol. Give a brief non-technical explanation of the proposed changes.  



Give a rationale for the proposed changes and describe how the amendment/revision will affect the risk/benefit ratio for the subjects.  
	


If the changes are considered minor (minimal risk), the following federal regulations may apply.  

§46.110 Expedited review procedures for certain kinds of research involving no more than minimal risk, and for minor changes in approved research.
(a) The Secretary, HHS, has established, and published as a Notice in the Federal Register, a list of categories of research that may be reviewed by the IRB through an expedited review procedure. The list will be amended, as appropriate, after consultation with other departments and agencies, through periodic republication by the Secretary, HHS, in the Federal Register. 
(b) An IRB may use the expedited review procedure to review either or both of the following: 
(1) some or all of the research appearing on the list and found by the reviewer(s) to involve no more than minimal risk,
(2) minor changes in previously approved research during the period (of one year or less) for which approval is authorized.

Do you believe that your Study Amendment Request is a minor change in previously approved research?
  
Yes (    No  (    If the IRB reviewer agrees with your determination, your amendment will be expedited.  
If the changes are substantive, the Study Amendment Request will be scheduled for review at the next regularly scheduled IRB meeting.  

SECTION 4C:  STUDY INFORMATION – CONSENT FORM CHANGES

Does the proposed amendment affect the informed consent? 

If the answer is no, include a copy of the most recently approved consent.

If the answer is "yes", check the appropriate line and attach a copy of the revised informed consent.  The revised informed consent included with this form must have any changes highlighted (either by showing the changes in bold through the word processing program, or by highlighting the changes with a marker).  If a word processor is used, the deletions should be marked with strikeover. 

_______   The new informed consent is in addition to the current one.  
Date of consent revision:  
_______   The new informed consent is to replace the current one.    
Date of consent revision: 
SECTION 4D:  STUDY INFORMATION – OTHER CHANGES REQUESTED

If your amendment does not fit any of the categories listed above, please explain the study amendment in detail, give the rationale for the change, and explain how the change affects the risk/benefit ratio to the subjects.
	


NOTE TO INVESTIGATORS:  Study amendments may not be instituted until written approval from the IRB is received.  
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