VA PITTSBURGH HEALTHCARE SYSTEM 

INSTITUTIONAL REVIEW BOARD (IRB)
                        ------------------------------------------------------------------------

CHECKLIST TO BE USED FOR 

EXPEDITED MODIFICATION REVIEW

STUDY TITLE:      
Study ID#:      
Principal Investigator:      
Eligibility Determination for Expedited Review:  

I. The research with the above amendment(s) would present no more than MINIMAL RISK to subjects (considering physical, psychological, social and economic risk), and would fall into one or more of the categories below (list all applicable expeditable categories).     

                 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

                 Comments:      

OR


II. The above amendment(s) to the research is/are minor (i.e.,  does not introduce new risks that exceed those ordinarily encountered by the subjects in daily life or in the performance of routine physical or psychological examinations, does not decrease the benefits of the study and does not substantially change the specific aims or design of the study. See examples below)
                        FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

                        Comments:      

Important: If the answer is no to both questions, the amendment is not eligible for expedited review and must be forwarded to the fully convened IRB

1) Do any of the requested modifications require changes to Appendix C, Appendix D, and/or a request for off-site storage/transfer? 

 FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES

2) If yes, have the appropriate forms and approvals (if necessary) been included in this submission?

 FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES

Comments:      
3) Does this amendment alter the risk associated with biosafety or radiation safety processes? 
 FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES

4) If yes, have the appropriate forms and approvals been included in this submission? 

 FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES

Comment:      
5) Do the requested modifications affect one or more of the required regulatory criteria? (See below for list)

 FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 YES

Comment:      
6) Has information arisen that might affect the willingness of participants to continue to take part in the research, and was it provided to those participants?
  FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No                   FORMCHECKBOX 
 N/A (No new information is available)

Comments:      
7) Does the modification involve advertisement materials?  If yes, do the modified materials meet VA and FDA guidelines (Refer to VAPHS IRB Standard Operating Procedures, Section M and FDA IRB Information Guidance Sheet for Recruiting Study Subjects)?

  FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
8) Does the modification affect research participant payments?  If yes, does the modification meet VA and FDA guidelines (Refer to VHA Handbook 1200.5, Section 12 and FDA IRB Information Guidance Sheet for Payment to Research Subjects)?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A

Comments:      
Recommended Action (Disapprovals must go to full Board):  

 FORMCHECKBOX 
  Approve all modifications                                                                                                  

 FORMCHECKBOX 
  Approve contingent on changes in items numbered                                                        

         Changes required (All suggested changes must be stated with explicit and unambiguous writing that requires a simple concurrence from the investigator and should refer to corresponding modification request form number).:      
 FORMCHECKBOX 
 Send to Full Board (One or more modification is not approvable or the modification is determined to be major)  

         Comment(s):       
 FORMCHECKBOX 
 No changes in Risk, Scrutiny, or AE Reporting Levels are necessary.

 FORMCHECKBOX 
 Change the Risk, Scrutiny, and/or AE Reporting Level as follows:

Risk Level 
Physical Risk 

 FORMCHECKBOX 
 Minimal

 FORMCHECKBOX 
Greater Than Minimal



Psychological Risk
 FORMCHECKBOX 
 Minimal

 FORMCHECKBOX 
Greater Than Minimal



Economical Risk

 FORMCHECKBOX 
 Minimal

 FORMCHECKBOX 
Greater Than Minimal



Social Risk

 FORMCHECKBOX 
 Minimal

 FORMCHECKBOX 
Greater Than Minimal

                             Legal Risk                        
 FORMCHECKBOX 
 Minimal

 FORMCHECKBOX 
Greater Than Minimal



Overall Risk

 FORMCHECKBOX 
 Minimal

 FORMCHECKBOX 
Greater Than Minimal

 IRB Level Of Scrutiny: 
    FORMCHECKBOX 
 Low  (Next Continuing Review in 12 months)


    FORMCHECKBOX 
 Intermediate  (Next Continuing Review in 6 months)


    FORMCHECKBOX 
 High (Next Continuing Review in 3 months)

AE Reporting Level: 
    FORMCHECKBOX 
 AE1

 FORMCHECKBOX 
AE2

Privacy/Data Security Risk Level:
 FORMCHECKBOX 
 Level 1 (VA Sensitive Information is collected/ used and subjects are unaware of the use/disclosure)

 FORMCHECKBOX 
 Level 2 (VA Sensitive Information is collected/used and subjects have given permission for the use/disclosure)







 FORMCHECKBOX 
 Level 3 (Only de-identified or limited data set 







information is collected/used)
Reviewer:      



/es/        
Date:      
Criteria for IRB approval of research:

a) In order to approve research covered by this policy the IRB shall determine that all of the following requirements are satisfied:

1) Risks to subjects are minimized: 

(i) By using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk, and 

(ii)  whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes.

2) Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of the knowledge that may reasonably be expected to result. In evaluating risks and benefits, the IRB should consider only those risks and benefits that may result from the research (as distinguished from risks and benefits of therapies subjects would receive even if not participating in the research). The IRB should not consider possible long-range effects of applying knowledge gained in the research (for example, the possible effects of the research on public policy) as among those research risks that fall within the purview of its responsibility.

3) Selection of subjects is equitable. In making this assessment the IRB should take into account the purposes of the research and the setting in which the research will be conducted and should be particularly cognizant of the special problems of research involving vulnerable populations, such as children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons.

4) Informed consent will be sought from each prospective subject or the subject's legally authorized representative, in accordance with, and to the extent required by Sec. 16.116
(5) Informed consent will be appropriately documented, in accordance with, and to the extent required by Sec. 16.117.
6) When appropriate, the research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects.

(7) When appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.

b) When some or all of the subjects are likely to be vulnerable to coercion or undue influence, such as children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons, additional safeguards have been included in the study to protect the rights and welfare of these subjects.

VA Handbook (List of Expeditable Categories of Research)

(1) 
Clinical studies of drugs and medical devices only when condition (a) or (b) is met:

(a) Research on drugs for which an investigational new drug application (21 CFR 312) is not required.

(b)  Research on medical devices for which (a) an investigational device exemption application (21 CFR 812) is not required; or (b) the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.  Studies involving significant risk devices do not qualify for expedited review at initial review.

(2)  
Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows:

(a) From healthy, non-pregnant adults who weigh at least 110 pounds. For these subjects, the amounts drawn may not exceed 550 ml in an 8 week period and collection may not occur more frequently than two times per week; or

(b) From other adults and children, considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected, and the frequency with which it will be collected. For these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and collection may not occur more frequently than two times per week.

(3) 
Prospective collection of biological specimens for research purposes by noninvasive means.

Examples: 

(a) hair and nail clippings in a non-disfiguring manner; 

(b) deciduous teeth at time of exfoliation or if routine patient care indicates a need for extraction; 


(c) permanent teeth if routine patient care indicates a need for extraction; 


(d) excreta and external secretions (including sweat); 

(e) uncannulated saliva collected either in an unstimulated fashion or stimulated by chewing gumbase or wax or by applying a dilute citric solution to the tongue; 
(f) placenta removed at delivery; 

(g) amniotic fluid obtained at the time of rupture of the membrane prior to or during labor; 

(h) supra- and subgingival dental plaque and calculus, provided the collection procedure is not more invasive than routine prophylactic scaling of the teeth and the process is accomplished in accordance with accepted prophylactic techniques; 

(i) mucosal and skin cells collected by buccal scraping or swab, skin swab, or mouth washings; 


(j) sputum collected after saline mist nebulization.

(4) 
Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x-rays or microwaves. Where medical devices are employed, they must be cleared/approved for marketing. (Studies intended to evaluate the safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical devices for new indications.)

Examples: 

(a) physical sensors that are applied either to the surface of the body or at a distance and do not involve input of significant amounts of energy into the subject or an invasion of the subject’s privacy; 

(b) weighing or testing sensory acuity; 

(c) magnetic resonance imaging; 

(d) electrocardiography, electroencephalography, thermography, detection of naturally occurring radioactivity, electroretinography, ultrasound, diagnostic infrared imaging, doppler blood flow, and echocardiography; 

(e) moderate exercise, muscular strength testing, body composition assessment, and flexibility testing where appropriate given the age, weight, and health of the individual.

(5) 
Research involving materials (data, documents, records, or specimens) that have been collected, or will be collected solely for non-research purposes (such as medical treatment or diagnosis).  Collection of data from voice, video, digital, or image recordings made for research purposes.

(6) 
Research on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies.  


Classification of Modifications:

1) Minor modifications: The IRB chairperson or his/her designee can expedite the review and approval of minor modifications to an IRB-approved research protocol or informed consent document. A minor modification is defined as one that (a) does not introduce new risks that exceed those ordinarily encountered by the subjects in daily life or in the performance of routine physical or psychological examinations and (b) does not decrease the benefits of the study; and (c) does not substantially change the specific aims or design of the study.. Examples of minor modifications may include:

Examples may include but are not limited to: 

1. changes in funding, project title, study staff, 

2.   narrowing the range of inclusion criteria,

3.   broadening the range of exclusion criteria.

4.  changes which improve subject protections or serve only to reduce risks to subjects.

5.  small changes in experimental procedures, design, or analysis which improve benefits.

2) Non-Minor Changes.
A change that is not minor introduces risks to subjects exceeding those ordinarily encountered in daily life or during the performance of routine 

physical or psychological examinations.  Examples of changes that are not minor include:

1. the addition of an intervention of greater than minimal risk not addressed in the original consent form, 

2. disclosure of a previously unidentified risk. 

3. alterations in the dosage or route of administration of an administered drug.

4. extending substantially the duration of exposure to the test material or intervention.

5. the deletion of laboratory tests, monitoring procedures, or study visits directed at the collection of information for safety evaluations.

6. the changes which, in the opinion of the IRB chairperson or his/her designee, do not meet the criteria or intent of a minor modification.
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