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______________________________________________________________________
IT IS VERY IMPORTANT THAT ALL SECTIONS OF THIS DOCUMENT ARE FILLED OUT IN ORDER TO COMPLY WITH FEDERAL REGULATIONS.  

The IRB is required to review the protocol according to criteria found in 45CFR46. 111.
By completing the sections below- you are documenting that the IRB has followed this regulation.  

If you find you are missing hard copies of things such as checklists or pages in protocol/consent you may find them on the flashdrive in your green bag!

______________________________________________________________________
Scientific Reviewer's Oral Presentation 

Please Note:  This presentation should take about 5-7 minutes. 

The scientific reviewer should state the following during their oral presentation to the IRB. Planned responses need to also be written below. 
1. Background
· What does the study involve in 2-3 sentences?  

Include why the research is being done and briefly describe what will be done to participants.  

     
· Describe the target group and state if this is an appropriate group for this study.      
Points to Consider:

Is selection of subjects equitable in relation to the purposes of the research and the setting in which the research will be conducted?
Are inclusion/exclusion criteria appropriate? 

· Add your thoughts here about the potential usefulness of the protocol to present and future patients in the targeted group.      
2. Risk/Benefit Assessment

· Are there potential benefits?   FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
i. If yes, what are they?      
· What are the major risks that you are concerned about?
If none state none.      
· Has the PI reduced the risk as much as possible? 

Points to Consider for all studies:
 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO  
Risks minimized by using procedures which are consistent with
sound research design.

 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO  
Risks minimized whenever appropriate by using procedures already being
 performed on subjects for diagnostic or treatment purposes. 

 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO  
Inclusion/exclusion criteria are appropriate.
 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO  
Stopping rules are adequate (individual subject and full study).

 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO  
Safety tests, procedures and monitoring plan are adequate to protect the 



subjects? 
If any of the above are NO,  explain additional steps PI should take.      
Other points to consider for this study (specify):  
     
Points to Consider for genetic research/ specimen banking 
 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO  Specimens are adequately coded/ de-identified
 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO  Risks, including loss of confidentiality, social, psychological, economic, community
 harms are minimized and disclosed in the consent

 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO  The purpose of the genetic research/ specimen banking is adequately addressed in the 


consent

 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO  Any possible effect on the genetic research on current treatment or therapy is 


adequately explained in the consent. 

If any of the above are NO, explain additional steps PI should take.      
Other points to consider for this study (specify):  
     
· Are the risks proportional to the anticipated benefits and the importance of the knowledge that may be reasonably expected to result?  FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
· If no, explain what changes must be made to the protocol to make them proportional.      
3. Vulnerable Populations

· Does the research involve subjects likely to be vulnerable to coercion or undue influence?  FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
· If Yes, Check the vulnerable population being recruited:

 FORMCHECKBOX 
 Children

 FORMCHECKBOX 
 Pregnant Women, Fetuses, Neonates


 FORMCHECKBOX 
 Prisoners


 FORMCHECKBOX 
 Cognitively Impaired
· What additional safeguards are in place to protect vulnerable populations from undue influence? 

Click on the applicable checklist from the list below to determine additional safeguards needed.  (Attach completed checklist to this form) 
· Children 


· Pregnant Women, Fetuses, Neonates

· Prisoners

· Cognitively Impaired 


· Are the additional safeguards adequate?  FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
· If no, what additional safeguards should others be added?      
Refer to items checked on vulnerable populations checklist.

4. Summarize any other major concerns.
e.g.  study design will not yield useful information?, compensation acceptable? , ethical issues?, consenting process issues?, inadequate monitoring?,  specific inappropriate inclusion/exclusion criteria? 

     
5. Regulatory Issues

Children: 

 FORMCHECKBOX 
 NA- no children to be enrolled
Children:  Part A: Parental Permission (Check one)

 FORMCHECKBOX 
 One parent signature require

 FORMCHECKBOX 
 Two parents signature required
Children:   Part B:  Assent of Child (Check one)


 FORMCHECKBOX 
 Assent not required

 FORMCHECKBOX 
 Assent required (If checked, check below the type of assent documentation to be used)
 FORMCHECKBOX 
  Verbal Assent
 FORMCHECKBOX 
 Written Assent 

Surrogate Consent (One adult giving consent for another adult) 
(Check one)


 FORMCHECKBOX 
 NA surrogate assent not requested


 FORMCHECKBOX 
 Surrogate assent approved


 FORMCHECKBOX 
 Surrogate assent not approved
Drugs/IND
Does this study involve research on a drug, biologic, supplement or food additive? 
 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
If yes, do the following criteria from 21CFR312.2  apply?
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	The investigation is intended to be reported to FDA as a well-controlled study in support of a new indication for use or intended to be used to support any other significant change in the labeling for the drug;

	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	If the drug that is undergoing investigation is lawfully marketed as a prescription drug product, the investigation is intended to support a significant change in the advertising for the product;



	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	The investigation does involve a route of administration or dosage level or use in a patient population or other factor that significantly increases the risks (or decreases the acceptability of the risks) associated with the use of the drug product. 

	IRB Guidance
	If any of the criteria listed above are answered Yes, an IND # from the FDA is required. 

Withhold approval to enroll subjects until IND # is received.  


Devices /IDE
The Food and Drug Administration (FDA) defines a medical device as any instrument, apparatus, or other article that is used to prevent, diagnose, mitigate, or treat a disease or to affect the structure or function of the body, with the exception of drugs. This means that the FDA classifies common hospital products such as catheters, thermometers, patient restraints and syringes as medical devices.

 FORMCHECKBOX 
 NA- no device


 FORMCHECKBOX 
 Exempt from IDE regulations
1. a legally marketed device when used in accordance with its labeling 

2. a diagnostic device if it complies with the labeling requirements in §809.10(c) and if the testing: 

a. is noninvasive; 

b. does not require an invasive sampling procedure that presents significant risk; 

c. does not by design or intention introduce energy into a subject; and 

d. is not used as a diagnostic procedure without confirmation by another medically established diagnostic product or procedure; 

Additional guidance for an in vitro diagnostic device studies can be found in "Regulating In Vitro Diagnostic Device (IVD) Studies." http://www.fda.gov/cdrh/comp/ivdreg.html
3. consumer preference testing, testing of a modification, or testing of a combination of devices if the device(s) are legally marketed device(s) [that is, the devices have an approved PMA, cleared Premarket Notification 510(k), or are exempt from 510(k)] AND if the testing is not for the purpose of determining safety or effectiveness and does not put subjects at risk; 

4. a device intended solely for veterinary use; 

5. a device shipped solely for research with laboratory animals and contains the labeling "CAUTION – Device for investigational use in laboratory animals or other tests that do not involve human subjects." 

6. a custom device

According to 21CFR812.2(c) (7) a custom device as defined in 812.3(b) is exempt unless the device is being used to determine safety or effectiveness for commercial distribution.  A custom device means a device that:

(1) Necessarily deviates from devices generally available or from an applicable performance standard or premarket approval requirement in order to comply with the order of an individual physician or dentist;

(2) Is not generally available to, or generally used by, other physicians or dentists;

(3) Is not generally available in finished form for purchase or for dispensing upon prescription;

(4) Is not offered for commercial distribution through labeling or advertising; and

(5) Is intended for use by an individual patient named in the order of a physician or dentist, and is to be made in a specific form for that patient, or is intended to meet the special needs of the physician or dentist in the course of professional practice.

 FORMCHECKBOX 
 NOT Exempt from IDE regulations:  check one below:

 FORMCHECKBOX 
  Significant Risk:  if SR- requires IDE from FDA. 

 FORMCHECKBOX 
  Non-significant Risk
According to 21CFR812.3(m) a  Significant Risk (SR) device study is one that presents a potential for serious risk to the health, safety, or welfare of a subject and 

· is intended as an implant; or  

· is used in supporting or sustaining human life; or  

· is for use of substantial importance in diagnosing, curing, mitigating or treating disease, or otherwise prevents impairment of human health; or 

· otherwise presents a potential for serious risk to the health, safety, or welfare of a subject*.  

* Tips for determining if the device otherwise presents a potential for serious risk to the health, safety or welfare of a subject

·  If the participant must undergo a procedure as part of the investigational study, e.g., a surgical procedure to implant the device, the IRB-HSR must consider the potential harm that could be caused by the procedure in addition to the potential harm caused by the device.

· Determine the Class of the device.  If not sure see FDA Device Advice for additional help in making this determination 

· If the device is a Class I device it is generally NSR.

· If the device is a Class III device it is generally SR.

· If the device is a Class II device- the following additional information must be taken into account:

· Evaluate the safety profile from previous use of the device:  animal studies or previous human use.

· Evaluate the safety profile of any similar device that might be on the market

· Evaluate the risk to the subject if the device fails or must be removed
· Review the SOM CTO recommendations or Contact the FDA for advice.  

6. State your Motion:
 FORMCHECKBOX 
   Approve for one year
 FORMCHECKBOX 
 Approve for one year with suggestions
 FORMCHECKBOX 
  Approve for period of less than 1 year

(Designate time frame: 3 months/ 6 months/after first 6 subjects treated?)      
 FORMCHECKBOX 
 Approved pending minor modifications and review by IRB-HSR Staff and Chair or designee

PI will need to submit one copy revised protocol and two copies of revised consent, final approval will be given by IRB-HSR Chair after modifications have been made.  Examples of items which are considered minor:  grammatical, spelling errors, template issues, providing investigator specific wording to insert 
 FORMCHECKBOX 
 Approved pending minor modifications and review by scientific reviewer, IRB-HSR Staff and Chair or designee 

Examples of items which are considered minor include grammatical or spelling errors, template issues, asking for a section of the consent to be rewritten at a  lower reading level. 
 FORMCHECKBOX 
  Withhold approval pending major modifications 

PI will need to re-submit the protocol and consent at future IRB-HSR Meeting.  
PI may be asked to attend future meeting to answer questions.  
Examples of items which are considered major: 
· the investigator has not answered all the questions in the protocol

· investigator has not provided adequate background information including previous animal/ human data, 
· procedures to be done are unclear- making it impossible to determine risk level. 
 FORMCHECKBOX 
  Rejected  

The investigator may attend a future IRB-HSR meeting to defend the protocol if he/she wishes to pursue the study.  
 FORMCHECKBOX 
   Tabled 

Review of the protocol delayed to a future meeting until additional information may be obtained.  Protocol and consent forms do not need to be revised until after the next review. Principal Investigator may be asked to attend future meeting or provide additional information.

Please list any additional required modifications requested: 

     
Please list any suggestions: Suggestions are items that do not affect the risk/ benefit analysis and are not required- but may make the protocol/ consent better.
     
Criteria for Review and Approval

Please complete the following checklists.  This information does not need to be verbally presented at the IRB meeting 
	CRITERIA FOR IRB REVIEW AND APPROVAL

	
	
	
	COMMENTS or JUSTIFICATION (required)

	1
	The IRB has the expertise needed to review this research.
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	     
If no, contact IRB-HSR staff to arrange consultation with expert

	2
	The statement of purpose/hypothesis is adequate.


	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	     

	3
	Study personnel appear appropriate and qualified.


	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	     

	4
	Are all services/specialties involved in the protocol represented in the personnel?
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	     

	5
	The study procedures in the protocol match the consent document(s).
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	     

	6
	The risks described in the protocol adequately cover all of the study risks.
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	     

	7
	The risks described in the protocol are consistent with the consent form. 
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	     

	8
	Are methods of Data Analysis appropriate?
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	     

	9
	At the time of the next review, should we have documentation from anyone other than the PI to confirm no substantive changes have occurred that would affect the safety of the subjects and that the protocol is being conducted as written?
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	If yes, from whom? (example- DSMB report)

     


	Subject Selection

	10
	The recruitment process will minimize the potential for undue influence or coercion and selection of subjects is equitable. 
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	     

	11
	The amount of compensation and the proposed method and timing of disbursement is not coercive and does not present potential for undue influence. 

	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	     

	12
	Has study team requested a method of payment other than a check via oracle? 

 If yes, is this needed for this protocol? 
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	     

	13
	Has study team stated they cannot obtain SS# for compensation? 

 If yes, is this appropriate for this protocol? 
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	     

	14
	Planned methods of recruitment are appropriate
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	     

	Subject Protections

	15
	The data and safety monitoring plan (DSMP) makes adequate provision for monitoring the data collected to ensure the safety of subjects.
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	     

	16
	The research plan makes adequate provisions to protect the privacy of subjects and maintain the confidentiality of the data.
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	     

	17
	Is a DSMB;/DSMC needed for this protocol? 
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	If yes- check reason:

 FORMCHECKBOX 
  Phase I, II, or III drug study which involves any of the following:  high risk / multi-site / blinded / vulnerable population
 FORMCHECKBOX 
  Device study requiring an IDE (Investigational Device Exemption)
 FORMCHECKBOX 
  If required by NIH Institute funding this protocol. 

	18
	The protocol meets the criteria for approving surrogate consent
IRB-HSR Criteria for allowing surrogate consent:
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
 FORMCHECKBOX 
 N/A
	     

	19
	Would the informed consent process warrant observation by the clinical Research Compliance Coordinator?
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

 FORMCHECKBOX 
 N/A
	If yes, list your concerns:      _

	20
	Does the study involve the use of the placenta after delivery, the dead fetus or fetal material? 
If Yes, could any information associated with the material identify a living individual?   
If Yes, a consent form must be signed by that living individual.  Has consent form for this living individual been submitted?  

	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO
	     

	Consent Form

	
	
	REVIEWER COMMENTS

	Organization/Structure/Flow clear?
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

	     

	Purpose explained accurately?
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

	     

	Drugs and devices clearly identified as investigational?
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

	     

	Procedures described/ Complete?
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

	     

	Risks described / Complete?
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

	     

	Is benefit statement accurate?
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

	     

	Are alternative treatments listed/complete/appropriate?
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

	     

	Is any conflict of interest disclosed?
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

	     


_____________________________________________

____________
Signed (Scientific Reviewer)
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