IRB-02 PRIMARY REVIEWER CHECKLIST
New Projects
Protocol & Primary Reviewer Identification

Principal Investigator:       
IRB ID:       
Study Title:       
Primary Reviewer:       
Meeting Date:       


Please use this checklist when reviewing this protocol.  Make notes in the space provided for leading the discussion with the full board.  Please contact the investigator with your questions prior to the meeting date.  If you see any significant problems with this study, please contact the IRB chair in advance of the meeting to alert him/her of your concerns.

	Primary Reviewer Self-Assessment

	1.   Do you, as the primary reviewer assigned to this project, have a conflict of interest with this project?

1. Conflict of Interest Policy: 
 An IRB member may not vote on a project, and is not counted towards a quorum, when 
1) s/he serves as a co-investigator or other member of the research team, or 
2) an immediate family member (spouse or domestic partner and dependent children) serves as a co-investigator or other member of the research team, or
3) when s/he or an immediate family member (spouse or domestic partner and dependent children) has a significant financial interest with a project being reviewed.  
2. Conflict of interest in research involves situations in which an investigator has a significant financial interest that may compromise, or have the appearance of compromising, professional judgment in the design, conduct, or reporting of research. The terms "investigator" and "significant financial interest" are defined below.   

3. Investigators conducting research funded by the Public Health Service (including National Institutes of Health) and National Science Foundation, as well as those conducting studies regulated by the Food and Drug Administration, are subject to agency specific regulations (II-18.8 UI Operations Manual). These regulations set forth the obligations of investigators, sponsors and institutions for research involving significant financial or other conflicts of interest, and affected parties are advised to review the relevant regulations prior to submission of a research proposal or application.

a) "Investigator" means the principal investigator and any other person, whether faculty, staff, or student, who is responsible for the design, conduct, or reporting of research. "Investigator" also includes the investigator's spouse and dependent children. 

b) "Significant financial interest" means anything of monetary value, including, but not limited to, salary or other payments for services (e.g., consulting fees or honoraria); equity interests (e.g., stocks, stock options, or other ownership interests); and intellectual property rights (patents, copyrights, and royalties from such rights) held by an investigator or the investigator's immediate family(Immediate family means spouse or domestic partner, and dependent children), individually or in aggregate, when such interest involves:

i. Payments in excess of $10,000 (including salary, consulting fees, royalty or licensing payments from intellectual property, and honoraria and/or gifts) received within the past 12 months or anticipated for the next 12 months (excluding salary and other payments for services from the University); 

ii. An equity interest in a publicly traded company worth more than $10,000 or more than 5 percent of the business entity as determined by reference to its publicly listed price (excluding mutual funds);

iii. Any equity interest if the value cannot be determined by reference to publicly listed prices (i.e., an equity interest in a privately held company, such as a start-up company);

iv. A position giving rise to a fiduciary duty, such as director, officer, partner, trustee, employee, or any other position of management; or

v.  Intellectual property rights (patents or copyrights) or royalties from such rights whose value may be affected by the outcome of the research, including royalties distributable under University policy or any royalty-sharing agreements involving the University.


4. Personal agreements between sponsors and investigators, IRB members, or their immediate family members where the amount of compensation (consulting, board honoraria, or any other kind) could change depending on the outcome of a study or any other activity the faculty/IRB member performs as part of their University service are prohibited. In some cases, such arrangements are illegal under state law.


	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	

	2.   Do you think there is a need for someone with additional expertise (i.e. a consultant) to assist in the review of this protocol?


The need for a consultant should be made based on the scientific design of the study,  the ethical issues of the study, the potential risks or benefits of the study, specific privacy and confidentiality concerns, or considerations relative to a particular study population.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	


If your answer to question #1 OR #2 is Yes, STOP HERE. 
Call the Human Subjects Office at 335-6564 and/or the IRB chair as soon as possible to inform us of this conflict or need for a consultant.
	HawkIRB 

Question
	Checklist Question
	
	
	

	Section I; VI.14-15; VII.E


	3. Does the use of human subjects have research relevance?

Consider 




· The use of human subjects in this project is relevant and appropriate to answer the questions being asked. 

· The study design is appropriate to answer the questions being asked.  

· The investigator has adequate access to the population under study to allow for recruitment of the required number of participants to conduct this study.  
	 FORMCHECKBOX 
Yes

	 FORMCHECKBOX 

No


	


Points for discussion:      
	HawkIRB 

Question
	Checklist Question
	
	
	

	HawkIRB Entire Application
	4. Are there any ethical issues regarding the study’s design and conduct?

Consider 




· Ethical issues may include but are not limited to the Belmont report principles:  respect for persons (voluntary, fully informed consent), beneficence (obligation to protect subjects from harm and secure their well-being), and justice (benefits and burdens of research are fairly distributed).
	 FORMCHECKBOX 
Yes

	 FORMCHECKBOX 

No


	


Points for discussion:      
	HawkIRB 

Question
	Checklist Question
	
	
	

	Section VIII: Risks


	5. Are risks (physical, emotional, financial, legal, social) to subjects minimized?

Consider 




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

	 FORMCHECKBOX 

No


	


Points for discussion:      
	HawkIRB 

Question
	Checklist Question
	
	
	

	Section VIII: Risks; 

Section IX:  Benefits


	6. Are risks to subjects reasonable in relation to anticipated benefits?

Consider 




· 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. 
	 FORMCHECKBOX 
Yes

	 FORMCHECKBOX 

No


	


Points for discussion:      
	HawkIRB 

Question
	Checklist Question
	
	
	

	Question VIII.2
	7. Are appropriate measures in place to provide the medical or psychological resources that subjects might require as a consequence of participating in this research (e.g. availability of emergency medical care, psychological counseling, etc.)?



	 FORMCHECKBOX 
Yes

	 FORMCHECKBOX 

No


	 FORMCHECKBOX 
NA


Points for discussion:      
	HawkIRB 

Question
	Checklist Question
	
	
	

	Sections VI:  Subjects; VII.D.19-26
	8. Is subject selection equitable?
Consider: 

· 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, cognitively or decisionally impaired persons, economically or educationally disadvantaged persons, students or other groups that require special consideration.
	 FORMCHECKBOX 
Yes

	 FORMCHECKBOX 

No


	


Points for discussion:      
	HawkIRB 

Question
	Checklist Question
	
	
	

	Section VIII.3-8


	9. Are there procedures for monitoring safety?

Consider:
· When appropriate, research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects.  
	 FORMCHECKBOX 
Yes

	 FORMCHECKBOX 

No


	


Points for discussion:      
	HawkIRB 

Question
	Checklist Question
	
	
	

	Questions X.1-X.3


	10. Are there procedures for protecting the privacy of subjects?

Consider: 

· When appropriate adequate provisions exist to protect the privacy of subjects. Privacy means freedom from unauthorized intrusion or the state of being let alone and able to keep certain personal information to oneself.
· Researchers should be collecting the minimum private information needed to answer the research question.
	 FORMCHECKBOX 
Yes

	 FORMCHECKBOX 

No


	


Points for discussion:      
	HawkIRB 

Question
	Checklist Question
	
	
	

	Sections VII.D.1-VII.D.7
	11. Does the partial HIPAA waiver request described in Section VII.D.2-7 satisfy all of the criteria under section 164.512 of the Privacy Rule? 

Consider: 

This partial waiver of authorization for recruitment purposes satisfies the following criteria:  

(1) The use or disclosure of the requested information involves no more than a minimal risk to the privacy of individuals based on, at least, the presence of the following elements: 

(a) An adequate plan to protect the identifiers from improper use and disclosure 


(b) An adequate plan to destroy the identifiers at the earliest opportunity consistent with conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law; and 

(c) Adequate written assurances that the requested information will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research study, or for other research for which the use or disclosure of the requested information would be permitted by the Privacy Rule; 

(2) The research could not practicably be conducted without the waiver or alteration; and 

(3) The research could not practicably be conducted without access to and use of the requested information.

	 FORMCHECKBOX 
Yes

	 FORMCHECKBOX 

No


	 FORMCHECKBOX 
NA


Points for discussion:      
	HawkIRB 

Question
	Checklist Question
	
	
	

	Questions X.4-6
	12. Are there procedures for protecting the confidentiality of subject information?

Consider: 

· When appropriate, adequate provisions exist to protect subject confidentiality. Confidentiality means the ethical or legal right that information is considered private and will be held secret unless consent is provided permitting disclosure.
	 FORMCHECKBOX 
Yes

	 FORMCHECKBOX 

No


	


Points for discussion:      
	HawkIRB 

Question
	Checklist Question
	
	
	

	Questions VII.A.1-10
	13. If this research indicates that the investigator is the lead investigator of a multicenter study or the UI is the lead site of a multicenter study, is the management of information among sites adequate to ensure the protection of research subjects?

Consider the adequacy of:

· the procedures to identify and report unanticipated problems involving risks to subjects or others a) from the sites to the UI and b) from the UI to the sites,

· the procedures that will be used to communicate protocol modifications from the UI to the other sites,

· the procedures that will be used to communicate from the UI to the other sites any interim results,

· the procedures that will be used to communicate from the UI to the other sites other new information which may impact a subject’s willingness to participate, or continue participating in the research 
	 FORMCHECKBOX 
Yes

	 FORMCHECKBOX 

No


	 FORMCHECKBOX 
 NA


Points for discussion:      
	14.    Should any of the following additional elements be included in the Consent?  

         If an element is present in the consent, please select the appropriate option.  


               Consider: 

· Where appropriate, one or more of the following elements of information shall also be provided to each subject. Consider the nature of the research (i.e. educational, psychological, or physical intervention), the study design, the population under study (pregnant women or women capable of becoming pregnant, etc.), subject safety and welfare, as well as the relevance of the information in allowing the prospective subject to make an informed decision about participation.

	Indicate any items that are not in the submitted Informed Consent that you believe should be included:

	Section VIII
	Intervention or procedure may involve risks to the subject which are currently unforeseeable. 
[This should be included whenever the research involves investigational methods and whenever the risks of the procedures are not well known. For example, whenever the research is being conducted to evaluate the safety of a new intervention or method of care.]  
	 FORMCHECKBOX 
Yes

	 FORMCHECKBOX 

No


	 FORMCHECKBOX 

NA

	Section VIII
	If the participant is or becomes pregnant, the intervention or procedure may involve risks to the embryo or fetus which are currently unforeseeable.  
[This should be included for studies involving pregnant women where the risks of the intervention or other procedures on a fetus are not well known. Also include in studies involving women of child bearing potential where the risks of the intervention or other procedures on a fetus are not well known.] 
	 FORMCHECKBOX 
Yes

	 FORMCHECKBOX 

No


	 FORMCHECKBOX 

NA

	Section VIII; attached protocol
	Circumstances under which subject's participation may be terminated by the investigator without regard to the subject's consent.


[This should be included whenever there are anticipated circumstances under which the subject’s participation will be terminated by the investigator without regard to the subject’s consent]
	 FORMCHECKBOX 
Yes

	 FORMCHECKBOX 

No


	 FORMCHECKBOX 

NA

	Section VIII
	Any additional costs to the subject that may result from participation in the research.

[This should be included when the subject may experience additional costs by being in the research.] 
	 FORMCHECKBOX 
Yes

	 FORMCHECKBOX 

No


	 FORMCHECKBOX 

NA

	Section VIII
	Consequences of a subject's decision to withdraw from the research.
[Inlcude if there are any adverse consequences (physical, social, economic, legal or psychological) of a subject’s decision to withdraw from the research.]
	 FORMCHECKBOX 
Yes

	 FORMCHECKBOX 

No


	 FORMCHECKBOX 

NA

	Attached protocol
	Procedures for orderly termination of participation by the subject.
[Inlcude if the protocol includes procedures for orderly termination of participation by the subject.]
	 FORMCHECKBOX 
Yes

	 FORMCHECKBOX 

No


	 FORMCHECKBOX 

NA

	
	Significant new findings developed during the course of the research which may relate to the subject's willingness to continue participation will be provided to the subject.
[Include if there is a possibility that new information will be developed during the course of the study that may affect a subjects willingness to continue to take part]
	 FORMCHECKBOX 
Yes

	 FORMCHECKBOX 

No


	 FORMCHECKBOX 

NA

	Questions VI.1; VI.6
	Approximate number of subjects involved in the study (study-wide, at Iowa).  
 [Check to be sure this is included and matches the protocol information.]  
	 FORMCHECKBOX 
Yes

	 FORMCHECKBOX 

No


	 FORMCHECKBOX 

NA


	HawkIRB 

Question
	Checklist Question
	
	
	

	Questions VI.28-36
	15. For studies involving cognitively or decisionally impaired individuals, have the following points been considered?

See U I Investigator’s Guide.  PI should consider:  

· potential conflicts of interest when subjects cannot understand the difference between research and treatment;

· subject’s potentially fluctuating capacity for consent;

· how capacity to consent will be assessed;

· whether or not an Assent process should be used and if so, how assent should be obtained (e.g. written or verbal) 

· measures for ensuring voluntary participation throughout the study.
	 FORMCHECKBOX 
Yes

	 FORMCHECKBOX 

No


	 FORMCHECKBOX 
NA




Points for discussion:      
	HawkIRB 

Question
	Checklist Question
	
	
	

	Questions VI.26-34
	16.  Does this research project involve any vulnerable populations of subjects?

Consider: 

· Vulnerable populations may include pregnant women, fetuses and neonates, children, prisoners, cognitively impaired individuals as well as others (e.g. students, mentally disabled persons, or educationally or economically disadvantaged persons) who are likely to be vulnerable to coercion or undue influence.

If Yes, are appropriate safeguards included in the protocol to protect their rights and welfare?      
If No, to the above question, what additional safeguards do you recommend for the protection of the rights and welfare of these vulnerable subjects?      

	 FORMCHECKBOX 
Yes

	 FORMCHECKBOX 

No


	

	HawkIRB 

Question
	Checklist Question
	
	
	

	Attachments list


	17.  If there is a grant application or industry protocol for this study, do the HawkIRB Application and the Informed Consent Document correspond to the grant application/protocol?





	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

NA


Points for discussion:      
	HawkIRB 

Question
	Checklist Question
	
	
	

	Section VIII:  Risks; Attachments list


	18.  If there is a grant application or industry protocol for this study, do the HawkIRB Application and the Informed Consent Document correspond to the grant application/protocol?





	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

NA


Points for discussion:      



	HawkIRB 

Question
	Checklist Question
	
	
	

	Questions VII.D.1-11

	19. Is the recruitment  process (including telephone scripts, 

advertisements, brochures, letters, compensation) fully described, understandable, fair, honest,  appropriate, and non-coercive and does not create undue influence?
Consider the following issues regarding the recruitment process:

· should not state or imply a certainty of a favorable outcome or other benefits beyond what is outlined in the consent document and protocol;

· Should not make claims, either explicitly or implicitly, that the intervention or procedure is safe and effective for the purposes under investigation;

· Should not make claims, either explicitly or implicitly, that the methods used in the study are known to be equivalent or superior to any existing or commonly used methods.

· Should not use terms such as “new treatment” or “new method” without explaining that it is investigational.

· Should not promise “free services or testing,” when the intent is only to say subjects will not be charged for taking part in the investigation;

· Should not include exculpatory language;

Should not emphasize the payment or the amount to be paid by such means as large or bold or underlined type.
-- include exculpatory language,

-- emphasize the payment or the amount to be paid, by such means as large or bold type.
	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

NA


Points for discussion:      
	HawkIRB 

Question
	Checklist Question
	
	
	

	Questions VII.D.8-18


	20. Do the circumstances of the consent process minimize the possibility of coercion or undue influence?  





	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

NA


Points for discussion:      
	HawkIRB 

Question
	Checklist Question
	
	
	

	Questions VI.28-36


	21. In this research, is the legally effective informed consent of the subject or the subject’s legally authorized representative required?





If yes, check all that apply:

 FORMCHECKBOX 
 Subject 

 FORMCHECKBOX 
 Subject’s Legally Authorized Representative
 If no, please describe why this is not a requirement for approval: 

 FORMCHECKBOX 
 Waiver

 FORMCHECKBOX 
 Alteration of Consent
 FORMCHECKBOX 
 Other      

	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

NA


Points for discussion:      
	HawkIRB 

Question
	Checklist Question
	
	
	

	Questions VI.16-17; VI.35; VII.D.29;  Consent Document; Assent Document

	22. Does the consent process communicate the information in a language understandable to the subject population or their legally authorized representative?





This refers to all communication, including verbal explanations, instructions, and questions before and after the decision to take part, and is not limited to the consent document and recruitment materials.

Consider if some subjects are not native English speakers, is the information provided to the subjects in their language, for example, through the use of translators.

If there are subjects with language barriers due to cognitive, educational, or cultural limitations, the research team should communicate information to them in a language that these individuals can understand.


	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

NA


Points for discussion:      
	HawkIRB 

Question
	Checklist Question
	
	
	

	Questions VI.35; VII.D.29
	23. Do the circumstances of the consent process provide the prospective participant or the subject’s legally authorized representative sufficient opportunity to consider whether to participate?





	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

NA


Points for discussion:      
	HawkIRB 

Question
	Checklist Question
	
	
	

	Section VI:  Subjects; VII.E.9-13

	24. Is the compensation to subjects appropriate for this study?


Consider the following:

· Subject payments accrue as the study progresses and are not contingent upon the subject completing the entire study.

· Any amount paid as a bonus for completing the study is reasonable and not so large as to unduly induce subjects to stay in the study when they might otherwise withdraw.

· All information concerning payment, including the amount and schedule of payments, is set forth in the informed consent document.

· Compensation for participation in a study offered by a sponsor does not include a coupon good for a discount on the purchase price of the experimental product once it has been approved for marketing.


	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

NA


Points for discussion:      
	HawkIRB 

Question
	Checklist Question
	
	
	

	Entire application
	25. Does this protocol require IRB review more than annually?

Examples of when the IRB might consider review more frequently than annually may include:
 a) Study procedures in which the clear potential for significant                         adverse experiences have been identified at the time of review; or

b) Non-therapeutic projects based on risk information provided at the time of initial review; or

c) Projects in which new information provided during the duration of the study (including at the time of continuing review) indicates a high probability of significant adverse experiences not previously reported; or

d) Projects in which local or outside adverse experience reports create new concerns regarding the need for closer project scrutiny; or

e) Projects where the UI IRB has concerns with regard to previous or potential serious or continuing noncompliance; or

f) Other, as determined by the convened IRB.

In such cases, the IRB may consider granting approval for time periods less than one year, or for a limited number of subjects over a period not to exceed one year, or additional monitoring can be required. 


	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 

No
	 FORMCHECKBOX 

NA


Points for discussion:     
30. For studies involving children, indicate the category below. Check whether or not the additional approval criteria within the shaded box are true.   (See questions VI.6-13 in HawkIRB) 
Children are persons who have not attained the legal age for consent to treatments or procedures involved in the research, under the applicable law of the jurisdiction in which the research will be conducted. Generally, for research with children in the state of Iowa, a child is an unmarried person under the age of 18. NOTE: If you are unsure of the applicable law where the research will be conducted, please call the Human Subjects Office (335-6564) for guidance.

Minimal risk means that the probability and magnitude of the harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily lif or during the performance of routine physical or psychological exams or tests.

Assent means a child’s affirmative agreement to participate in research.  (See questions VII.D.15 and VII. D.30-36 in HawkIRB)  In determining whether children are capable of assenting, the IRB should take into account the age, maturity, and psychological state of the children involved in the research. When soliciting the assent of children, the PI should consider the age of the subjects, their maturity, and their ability to read and comprehend a written document in deciding how the assent will be obtained (e.g verbally or written.)
(For the following items:  See Sections VII.E and VIII in HawkIRB)
.
 FORMCHECKBOX 

Research not involving greater than minimal risk (45 CFR 46.404, 21 CFR 50.51)
___ a) No greater than minimal risk to children is presented in this research; 
___ b) Adequate provisions are made for soliciting the permission of the parents or guardians; 

____ The permission of one parent/guardian is required. 


OR

____ The permission of both parents/guardians is required.


OR


____ The permission of the parents/guardians is waived.

___ c) Adequate provisions are made for soliciting the assent of the children;

____ (i)Assent is required of all children in this research 
       
OR


____(ii) Assent is required for some of the children in this research 
        
OR


____(iii) Assent is not required for any of the children in this research

For (i) and (ii) above, should assent be documented?  If so, describe the process below.


For (ii) and (iii) above, describe below why assent is not required. 
                   Consider the following:
· Children are not capable of providing assent because of their age, maturity, or psychological state;

· The capability of children in this research is so limited that they could not reasonably be consulted;

· The research holds out a prospect of direct benefit that is important to the health or well-being of the children and is available only in the context of the research;

· The assent could be waived based on the criteria for a waiver of informed consent.
Points for discussion:      
 FORMCHECKBOX 

Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual subjects (45 CFR 46.405, 21 CFR 50.52)

___ a) More than minimal risk to children is presented by an intervention or procedure that holds out the prospect of direct benefit for the individual subject or by a monitoring procedure that is likely to contribute to the subject’s well-being; 
___ b) The risk is justified by the anticipated benefit to the subjects; 
___ c) The relation of the anticipated benefit to the risk is at least as favorable to the subjects as that presented by available alternative approaches; 
___ d) Adequate provisions are made for soliciting the permission of the parents or guardians; 


____ The permission of one parent/guardian is required.



OR


____ The permission of both parents/guardians is required.



OR


____ The permission of the parents/guardians is waived.

___ e) Adequate provisions are made for soliciting the assent of the children;

____ (i)Assent is required of all children in this research 

       
OR


____(ii) Assent is required for some of the children in this research 

        
OR


____(iii) Assent is not required for any of the children in this research


For (i) and (ii) above, should assent be documented?If so, describe the process below.


For (ii) and (iii) above, describe below why assent is not required. Consider the following:

· Children are not capable of providing assent because of their age, maturity, or psychological state;

· The capability of children in this research is so limited that they could not reasonably be consulted;

· The research holds out a prospect of direct benefit that is important to the health or well-being of the children and is available only in the context of the research;

· The assent could be waived based on the criteria for a waiver of informed consent.
Points for discussion:      
 FORMCHECKBOX 

Research involving greater than minimal risk and no prospect of direct benefit to individual subjects, but likely to yield generalizable knowledge about the subject’s disorder or condition 
(45 CFR 46.406, 21 CFR 50.53)

___ a) More than minimal risk to children is presented by an intervention or procedure that does NOT hold out the prospect of direct benefit for the individual subject or by a monitoring procedure which is NOT likely to contribute to the subject’s well-being; 

___ b) The risk represents a minor increase over minimal risk; 

___ c) The invervention/procedure presents experiences to subjects that are reasonably commensurate with those inherent in their actual or expected medical, dental, psychological, social, or educational situations; 

___ d) The intervention/procedure is likely to yield generalizable knowledge about the subjects’ disorder or condition which is of vital importance for the understanding or amelioration of the subjects’ disorder or condition;

___ e) ____ Adequate provisions are made for soliciting the permission of BOTH parents/ guardians unless one parent is deceased, unknown, incompetent, not reasonably available, or only one parent has responsibility for the care and custody of the child; 



OR


____ Permission of parents/guardians is waived.

___ f) Adequate provisions are made for soliciting the assent of the children;

____ (i)Assent is required of all children in this research 

       
OR


____(ii) Assent is required for some of the children in this research 

        
OR


____(iii) Assent is not required for any of the children in this research


For (i) and (ii) above, should assent be documented?If so, describe the process below.


For (ii) and (iii) above, describe below why assent is not required. Consider the following:

· Children are not capable of providing assent because of their age, maturity, or psychological state;

· The capability of children in this research is so limited that they could not reasonably be consulted;

· The research holds out a prospect of direct benefit that is important to the health or well-being of the children and is available only in the context of the research;

· The assent could be waived based on the criteria for a waiver of informed consent.
Points for discussion:      
 FORMCHECKBOX 

Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of children (45 CFR 46.407, 21 CFR 50.54)

If the IRB does not believe the research meets the requirement of 404, 405, or 406, approval may be given only if: ___(a) the IRB finds that the research presents a reasonable opportunity to further the understanding, prevention, or alleviation of a serious problem affecting the health or welfare of children, and 
___(b) the Secretary of DHHS, after consultation with a panel of experts in pertinent disciplines and following opportunity for public review and comment has determined either 
      (1) that the research in fact satisfies the conditions of 404, 405, or 406, or 
     (2) the research presents a reasonable opportunity to further the understanding, prevention or alleviation of a serious problem affecting the health or welfare of children and the research will be conducted in accordance with sound ethical principles and adequate provisions are made for soliciting the assent of children and the permission of their parents or guardians.

Points for discussion:      
31. For studies involving prisoners, indicate the category below.  Check whether or not the additional approval criteria within the shaded box are true.  (See questions VI.13, VI.37-45 in HawkIRB) 
 FORMCHECKBOX 

Study of the possible causes, effects, and processes of incarceration, and of criminal behavior, provided that the study presents no more than minimal risk and no more than inconvenience to the subjects (45 CFR 46.306(a)(2)(i))  (See Sections I,  VII.E,  VIII in HawkIRB)

 FORMCHECKBOX 

Study of prisons as institutional structures or of prisoners as incarcerated persons, provided that the study presents no more than minimal risk and no more than inconvenience to the subjects 
(45 CFR 46.306(a)(2)(ii))  (See Sections I,  VII.E, and VIII in HawkIRB.)

 FORMCHECKBOX 

Research on conditions particularly affecting prisoners as a class (for example, vaccine trials and other research on hepatitis which is much more prevalent in prisons than elsewhere; and research on social and psychological problems such as alcoholism, drug addiction, and sexual assaults) provided that the study may proceed only after the Secretary has consulted with appropriate experts including experts in penology, medicine, and ethics, and published notice, in the Federal Register, of his intent to approve such research (45 CFR 46.306(a)(2)(iii))  (See Sections I and VII.E in HawkIRB.)
 FORMCHECKBOX 

Research on practices, both innovative and accepted, which have the intent and reasonable probability of improving the health or well-being of the subject. In cases in which those studies require the assignment of prisoners in a manner consistent with protocols approved by the IRB to control groups which may not benefit from the research, the study may proceed only after the Secretary has consulted with appropriate experts, including experts in penology, medicine, and ethics, and published notice, in the Federal Register, of the intent to approve such research 
(45 CFR 46.306(a)(2)(iv))  (See Sections I and VII.E in HawkIRB.)

45 CFR 46.305(a)  

Approval may be given only if the IRB finds that: 
___(1) the research under review represents one of the categories of research permissible (above);

___(2) any possible advantages accruing to the prisoner through his/her participation in the research, when compared to the general living conditions, medical care, quality of food, amenities and opportunity for earnings in the prison, are not of such a magnitude that his/her ability to weigh the risks of the research against the value of such advantages in the limited choice environment of the prison is impaired; 

___(3) the risks involved in the research are commensurate with risks that would be accepted by nonprisoner volunteers; 

___(4) procedures for the selection of subjects within the prison are fair to all prisoners and immune from arbitrary intervention by prison authorities or prisoners.  Unless the principal investigator provides to the Board justification in writing for following some other procedures, control subjects must be selected randomly from the group of available prisoners who meet the characteristics needed for that particular research project; 

___(5) the information is presented in language which is understandable to the subject population; 

___(6) adequate assurance exists that parole boards will not take into account a prisoner’s participation in the research in making decisions regarding parole, and each prisoner is clearly informed in advance that participation in the research will have not effect on his or her parole; and 

___(7) where the Board finds there may be a need for follow-up examinations or care of participants after the end of their participation, adequate provision has been made for such examination or care, taking into account the varying lengths of individual prisoners’ sentences, and for informing participants of this fact.



Points for discussion:      
32. For studies involving pregnant women, human fetuses, or neonates, check whether or not the additional approval criteria are true in the relevant shaded box.  (See questions VI.13 and VI.26-27 in HawkIRB.)
 FORMCHECKBOX 

Pregnant women or fetuses may be involved in research if all of the following conditions are met (45 CFR 46.204):

 ___(a) where scientifically appropriate, preclinical studies, including studies on pregnant animals, and clinical studies, including studies on nonpregnant women, have been conducted and provide data for assessing potential risks to pregnant women and fetuses;

___(b) the risk to the fetus is caused solely by interventions or procedures that hold out the prospect of direct benefit for the woman or the fetus; or, if there is no such prospect of benefit, the risk to the fetus is not greater than minimal and the purpose of the research is the development of important biomedical knowledge which cannot be obtained by any other means;

___(c) any risk is the least possible for achieving the objectives of the research; 

___(d) if the research holds out (1) the prospect of direct benefit to the pregnant woman, (2) the prospect of a direct benefit both to the pregnant woman and the fetus, or (3) no prospect of benefit for the woman nor the fetus when risk to the fetus is not greater than minimal and the purpose of the research is the development of important biomedical knowledge that cannot be obtained by any other means, the woman’s consent is obtained; 

OR

___(e) if the research holds out the prospect of direct benefit solely to the fetus, then the consent of the pregnant woman and the father is obtained, except that the father’s consent need not be obtained if he is unable to consent because of unavailability, incompetence, or temporary incapacity or the pregnancy resulted from rape or incest; 

___(f) each individual providing consent under (d) or (e) above is fully informed regarding the reasonably foreseeable impact of the research on the fetus or neonate; and 

___(g) for children who are pregnant, assent and permission are obtained in accord with Subpart D for studies involving children;

___(h) no inducements, monetary or otherwise, will be offered to terminate a pregnancy;

___(i) individuals engaged in the research will have no part in any decisions as to the timing, method, or procedures used to terminate a pregnancy; and

___(j) individuals engaged in the research will have no part in determining the viability of a neonate.

 FORMCHECKBOX 

Neonates of uncertain viability and nonviable neonates may be involved in research if all of the following conditions are met (45 CFR 46.205a):

 ___(1) where scientifically appropriate, preclinical and clinical studies have been conducted and provide data for assessing potential risks to neonates;

___(2) each individual providing consent is fully informed regarding the reasonably forseeable impact of the research on the neonate;

___(3) individuals engaged in the research will have no part in determining the viability of a neonate; AND

46.205(b) if the neonate is of uncertain viability, until it has been ascertained whether or not a neonate is viable, the following additional conditions are met:

___(1) the IRB determines that ___(I) the research holds out the prospect of enhancing the probability of survival of the neonate to the point of viability, and any risk is the least possible for achieving that objective, or ___(ii) the purpose of the research is the development of important biomedical knowledge which cannot be obtained by other means and there will be no added risk to the neonate resulting from the research; and

___(2) the legally effective informed consent of either parent of the neonate or, if neither parent is able to consent because of unavailability, incompetence, or temporary incapacity, the legally effective informed consent of either parent’s legally authorized representative is obtained in accord with Subpart A, except that the consent of the father or his legally authorized representative need not be obtained if the pregnancy resulted from rape or incest.

OR  46.205(c) if the neonate is nonviable after delivery, all of the following additional conditions are met:

___(1) vital functions of the neonate will not be artificially maintained;

___(2) the research will not terminate the heartbeat or respiration of the neonate;

___(3) there will be no added risk to the neonate resulting from the research;

___(4) the purpose of the research is the development of important biomedical knowledge that cannot be obtained by other means; and

___(5) the legally effective informed consent of both parents of the neonate is obtained, except that the waiver and alteration provisions of Subpart A do not apply.  However, if either parent is unable to consent because of unavailability incompetence, or temporary incapacity, the informed consent of one parent of a nonviable neonate will suffice to meet the requirements of this paragraph, except that the consent of the father need not be obtained if the pregnancy resulted from rape or incest.  The consent of a legally authorized representative of either or both of the parents of a nonviable neonate will not suffice to meet the requirement of this paragraph.
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