MIAMI VAHCS IRB
REQUEST FOR AMENDMENT TO RECRUITMENT PLAN 

OF PREVIOUSLY APPROVED RESEARCH
Principal Investigator:        .

Project Title:         .
Project #:         .
Funding/Administration:         .
Submit  7 copies of the Amendment package.   Components to be included in the Request for Amendment package are as follows:

1. Research Application form for the study to be amended. (Copy of the form submitted for original protocol review)

2. This Request form

3. Amendment documentation (either a revised protocol with changes highlighted or clearly indicated in some other way, or a revised Informed Consent (IC) with changes highlighted).   Requests which do not make clear specifically what changes are involved will not be considered.

4. Revised (or new) IC(s) with changes clearly indicated with underlining or highlighting. 
5. Previously approved IC(s) (with IRB approval/expiration stamp)


Please provide a short summary of the changes to the Recruitment Plan that you are asking to make at this time in the box below:
     
The recruitment plan described below will REPLACE the recruitment plan previously approved for this study.   Therefore, it must reflect all recruitment activities that will be carried out once this amendment request is approved.

SUBJECT SELECTION AND VULNERABLE POPULATIONS

1. Recruitment Plan

Do you plan to recruit subjects for this study?

        no   FORMCHECKBOX 
 If “no”, This a Chart-review Study - skip to Section 4 on this form

yes  FORMCHECKBOX 
  If “yes”, continue

2. Recruitment Methods 

 
Please indicate which of the following recruitment methods you plan to use:

a. The Principal Investigator will recruit his/her own patients to participate in this study:

yes  FORMCHECKBOX 
  
If “yes”, explain in the space provided
If “yes”, you must complete Waiver of Informed Consent /HIPAA Authorization form (required when using patient records or databases to identify potential participants for a study).

no    FORMCHECKBOX 
                     

If “yes”, explain here:       
b.    Patients will be recruited using advertising (e.g. print ads, flyers, radio):

 yes   FORMCHECKBOX 
    If “yes”, explain in the space provided.  Be sure to answer the questions #3a through 3d below. 

 no     FORMCHECKBOX 
   If “no”, skip to c.

Note: Ads may be submitted after the study has been initiated.

If “yes”, explain here:       
c. The Principal Investigator (or designee) will approach subjects in VA clinics (e.g. appropriate specialty) to ask subjects about their interest in participating in the study:   

yes  FORMCHECKBOX 
        If “yes”, explain in the space provided

no    FORMCHECKBOX 

If “yes” explain here      
d. VA practitioners not involved in this research will be asked to refer their own patients to the study: 

yes  FORMCHECKBOX 
    If “yes”, explain in the space provided


no    FORMCHECKBOX 

If “yes”, explain here      
e.  Potential study participants will be identified/recruited from patient records or databases: 

 yes  FORMCHECKBOX 
 If “yes”, explain in the space provided.   

If “yes”, you must complete a Waiver of Informed Consent/HiPAA Waiver (required when using patient 

records or databases to identify potential participants for a study).

  no   FORMCHECKBOX 

If “yes”, explain here:       
f. (i)Subjects will be recruited for phone surveys.     

 yes  FORMCHECKBOX 

If “yes”, explain in the space provided.   
 

 no    FORMCHECKBOX 
 

If “yes”, explain here:       
Note: In order to recruit subjects for phone surveys, the Principal Investigator should first send a letter along with an informed consent document to the potential subject explaining the purpose of the study and any other information he/she may need to make a decision about whether or not to participate.  Simply agreeing to participate during the initial phone contact does not constitute informed consent in and of itself.  If the patient returns the signed consent form, the study may proceed.  Similar procedures are applicable for studies employing centralized informed consent phone systems. However, an alternative to this informed consent process may be granted which would not require return of an informed consent document.  
       f. (ii)  Did you include  a phone script  for IRB review?

yes    FORMCHECKBOX 



 no    FORMCHECKBOX 
 If “no” explain in the space provided.

If “no”, explain here:       
       g.  Potential study participants will be recruited in a manner other than the methods listed in questions a-f above:  

    
yes  FORMCHECKBOX 
   
If “yes”, explain in the space provided.   


no    FORMCHECKBOX 

If “yes”, explain here:       
3. a. Will subjects be recruited using advertising?



No   FORMCHECKBOX 
  
  If no, skip; to question #4.            yes   FORMCHECKBOX 
   If “yes”, go to question b. .    
 b. Does the recruitment material s/ad meet the following criteria?  

yes   FORMCHECKBOX 
     no    FORMCHECKBOX 
 title of study 

yes   FORMCHECKBOX 
     no    FORMCHECKBOX 
 name/address of PI and/or research facility

yes   FORMCHECKBOX 
     no    FORMCHECKBOX 
 condition under study and/or purpose of study 

yes   FORMCHECKBOX 
     no    FORMCHECKBOX 
 summary of criteria that will be used to determine eligibility for the study

yes   FORMCHECKBOX 
     no    FORMCHECKBOX 
 time or other commitment required of subjects 

yes   FORMCHECKBOX 
     no    FORMCHECKBOX 
 location of research and the person or office to contact for further information

yes   FORMCHECKBOX 
     no    FORMCHECKBOX 
 clear statement that this is research and not treatment

 

yes   FORMCHECKBOX 
     no    FORMCHECKBOX 
 statement of any compensation the subject may receive

yes   FORMCHECKBOX 
     no    FORMCHECKBOX 
 Does not include any exculpatory language through which the subject or legally authorized 
                                      representative is made to waive legal rights or release the investigator, institution or its agents from 
                                      liability or negligence. 

yes   FORMCHECKBOX 
     no    FORMCHECKBOX 
 Does not overstate benefits.

yes   FORMCHECKBOX 
     no    FORMCHECKBOX 
 Does not emphasize amount of money to be paid. 

yes   FORMCHECKBOX 
     no    FORMCHECKBOX 
 Does not state it is safe for effective for the purpose under investigation.

yes   FORMCHECKBOX 
     no    FORMCHECKBOX 
 Does not state it is superior than other drugs/devices.

yes   FORMCHECKBOX 
     no    FORMCHECKBOX 
 Does not use terms such as “new” without explaining test article is investigation.

yes   FORMCHECKBOX 
     no    FORMCHECKBOX 
 Does not Promise “free” medical treatment.

If “no” to any of the questions in “b(ii)”, explain here      
c. Did you attach a copy of the recruitment materials?


yes    FORMCHECKBOX 
    


no     FORMCHECKBOX 

If you did not attach a copy, explain here      

d. Explain how and where the recruitment materials will be published, posted or distributed

:      
4. Vulnerable Populations

a. Will any of the following potentially vulnerable population(s) be recruited? 

 FORMCHECKBOX 
 no   FORMCHECKBOX 
 yes      Mentally Disabled Persons 

 FORMCHECKBOX 
 no   FORMCHECKBOX 
 yes      Economically or Educationally Disadvantaged Persons         

 FORMCHECKBOX 
 no   FORMCHECKBOX 
 yes      Pregnant Women

 FORMCHECKBOX 
 no   FORMCHECKBOX 
 yes      Prisoners (requires waiver from VACO – consult IRB Office)

 FORMCHECKBOX 
 no   FORMCHECKBOX 
 yes      Children (requires waiver from VACO – consult IRB Office)

 FORMCHECKBOX 
 no   FORMCHECKBOX 
 yes      Other (e.g. students, employees).  


 If you answered “no” to all of the questions,  skip to question #4.


 If you answered “yes” to any of the questions, go to “b”. 

b. If vulnerable populations will be recruited, please provide adequate justification in the space below. 

Adequate justification:       
c. Which of the following measures will be taken to assure that the rights of vulnerable populations are adequately        
     protected:

 FORMCHECKBOX 
  Surrogate consent

 FORMCHECKBOX 
  Requirement that someone from the IRB oversee the consent process

 FORMCHECKBOX 
  A waiting period between initial contact and enrollment to allow time for family discussion and questions.

 FORMCHECKBOX 
  Involvement of subject advocates

 FORMCHECKBOX 
  Someone not involved in the research will obtain the consent

 FORMCHECKBOX 
  Independent monitoring

 FORMCHECKBOX 
  Formal capacity assessment 

 FORMCHECKBOX 
  Tests of comprehension.
 FORMCHECKBOX 
  Reading the consent form to subjects slowly and ensuring their understanding paragraph by paragraph.

 FORMCHECKBOX 
  Interpreter for hearing-impaired subjects

 FORMCHECKBOX 
  Translation of informed consent forms 

 FORMCHECKBOX 
  Use of audio-visual aids during the informed consent process

 FORMCHECKBOX 
  Consultation with subject matter expert 

 FORMCHECKBOX 
  Study needs patient record flag 

 FORMCHECKBOX 
  Certificate of Confidentiality (COC) 

 FORMCHECKBOX 
 Additional measures to protect the privacy of students/employees.  

 FORMCHECKBOX 
 Other

Provide an explanation for the items checked above:       
    d. (i) Will subjects with impaired decision making capacity and/or fluctuating capacity be recruited? 



No   FORMCHECKBOX 
  If “no”, skip to #6



Yes FORMCHECKBOX 
  If “yes”, complete i-vi.

(ii). Incompetent subjects or subjects with impaired decision making capacity must not be subjects in research simply because they are readily available.  Justify that there is a compelling reason to include incompetent persons or persons with impaired decision making capacity in your study.  

     
                   (iii). Does the research entail more than minimal risk?  



Minimal Risk: Minimal risk means that the probability and magnitude of harm or discomfort 



anticipated in the search are not greater in and of themselves than those ordinarily encountered in 



daily life or during the performance of routine physical or psychological examinations or tests.



No    FORMCHECKBOX 
  If “no”, continue to question iii.  
Yes  FORMCHECKBOX 
 If “yes”, answer next question. 

If yes, is there a greater probability of direct benefit to the subject? 

No    FORMCHECKBOX 
  If “no”, continue. 

Yes  FORMCHECKBOX 
              
     
    (iv). Describe your plan for determining whether the subject has impaired decision-making capacity and requires 

consent (when,   how, who (names), qualifications, relationship to proposal.  

            Note: The “Recruitment” section of the Miami VAHCS IRB Investigator Manual describes additional VA               
            requirements for determining and documenting decision-making capacity.   

     
     (v). Decision making capacity may fluctuate during the course of the study.  Describe your plan for monitoring 

decision making capacity during the course of the study. 

     

      (vi). What procedures have been devised to ensure that subjects’ representatives are well-informed regarding their 

roles and obligations to protect incompetent subjects or persons with impaired decision-making capacity?

     

      (vii). Will you obtain assent, in addition to surrogate assent?



Yes  FORMCHECKBOX 

 

No    FORMCHECKBOX 
 If “no”, please adequately justify in the space provided



Note: Under no circumstances must a subject be forced or coerced into participating 

     
4. Non-Veteran Subjects

  Will non-Veteran patients be recruited? 

yes  FORMCHECKBOX 

If “yes”, did you submit an Admission of Non Veteran Patients form?


  no   FORMCHECKBOX 
    If “no”, skip to #8.

Note: A $384 fee will be charged to the Principal Investigator’s research project account to establish a new medical chart for any non-VA subject not already enrolled in the VA system.  Please contact the IRB Office if you have any questions. 

Note: Non-veteran subjects may only be recruited when there are not sufficient VA subjects to conduct the study.  

5. Limited Enrollment

               Does the study limit the enrollment of patients based on age, gender or ethnic classification?

yes FORMCHECKBOX 
    
If “yes”, provide adequate justification in the space provided.

no  FORMCHECKBOX 
     

If “yes”, provide adequate justification:       
6. Compensation to Subjects 
a. Will subjects be paid or receive some other compensation for their participation (e.g. coupon)?  

yes    FORMCHECKBOX 
    If “yes” , describe in the space provided.   

no      FORMCHECKBOX 
    If “no”,  skip to #9

If “yes”, describe what compensation will be provided:         

 b. Describe the compensation schedule in the space below (compensation must be equitably distributed over the 
course of he study if subject will be participating longer than three months.  

Compensation Schedule:      
   c. Does the plan for compensation meet the following criteria: 

yes  FORMCHECKBOX 
  no  FORMCHECKBOX 
All compensation information is in the informed consent document (e.g. amount, schedule,          

   
         etc.). 
yes  FORMCHECKBOX 
  no  FORMCHECKBOX 
Compensation is not considered and described as a benefit.

yes FORMCHECKBOX 
   no  FORMCHECKBOX 
Compensation is on a schedule.  Exceptions may be considered when participation in the  
 
         study is short-term.


 


yes FORMCHECKBOX 
   no  FORMCHECKBOX 
Compensation may not be withheld has a condition of completing study   


yes FORMCHECKBOX 
   no  FORMCHECKBOX 
Compensation must be prorated for patients who withdraw early from the study. 


yes FORMCHECKBOX 
   no  FORMCHECKBOX 
Compensation for completing a small proportion of the study is not coercive. 

yes FORMCHECKBOX 
   no  FORMCHECKBOX 
Compensation does not include finders’ fee.  

 

yes FORMCHECKBOX 
   no  FORMCHECKBOX 
If a bonus is offered, amount of bonus for completion is not coercive. 


yes FORMCHECKBOX 
   no  FORMCHECKBOX 
A coupon for purchase of study item is not offered.  For example, participants are not offered 
                      coupons for purchasing the study drug     

yes FORMCHECKBOX 
   no  FORMCHECKBOX 
Payment is appropriate because procedures are not part of patient’s medical care and makes 
                      special demands upon the patient. 


yes FORMCHECKBOX 
   no  FORMCHECKBOX 
Payment is acceptable because it is standard practice of non-VA institution or other 


         comparable situation.               

yes FORMCHECKBOX 
   no  FORMCHECKBOX 
Payment is acceptable for transportation expenses that would not incurred in the normal 

         course of receiving treatment and are not reimbursed by any other mechanism.


If you answered “no” to any of the questions above please explain:      
7. Recruitment Plan Minimizes Coercion 

During the recruitment phase of this study, patients interested in participating in the study must be told in the informed consent document and verbally that their participation is:  

yes   FORMCHECKBOX 
    Participation is voluntary

yes   FORMCHECKBOX 
    Participants will not experience a loss of benefits for refusing to participate.

yes   FORMCHECKBOX 
    Once enrolled, participant may discontinue at any time with no loss of benefits.  
	REVIEWER DOCUMENTATION OF EXPEDITED REVIEW OF MINOR CHANGES TO PREVIOUSLY APPROVED PROTOCOL

	I - CONFLICT OF INTEREST DISCLOSURE


As a reviewer, are you an investigator, consultant, collaborator, or study personnel on the proposed study; do you have a financial interest in the study; or do you have any other conflict of interest with this study?     FORMCHECKBOX 
  Yes**    FORMCHECKBOX 
  No


**If yes, please do not perform the review and contact the IRB Office: 305 575-7000 X4462



	II – MINOR CHANGES

Expedited Approval of Minor Changes based on:

38 CFR Sec. 16.110(b)(2)  

Expedited review procedures for Minor changes in previously approved research during the period (of one year or less) for which approval is authorized.

A minor change is one in which, in the judgment of the IRB Reviewer, makes no substantial alteration in:

· The level of risk to subjects 

· The research design or methodology (adding procedures that are not eligible for expedited review [See would not be considered a minor change).
· The number of subjects enrolled in the research 

· The qualifications of the research team 

· The facilities available to support safe conduct of the research

· The likelihood of subjects willingness to participate.(see HRPP SOP)

Any other factor that would warrant review of the proposed changes by the convened IRB 

(Please explain)       


	III - REVIEWER DETERMINATION

EXPEDITED REVIEW OF MINOR CHANGES (check one):

 FORMCHECKBOX 
 Approved – proposed changes in the research meet the definition of minor as indicated above.

 FORMCHECKBOX 
 Refer for Full Committee Review – proposed changes in the research do not meet the definition of minor as indicated above; therefore, this submission does not qualify for Expedited Review procedures. 

Description of Changes:     


	Signature of IRB Chair or Designated Reviewer  




  Date
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