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	CICERO CHECKLIST: Waiver or Alteration of the Consent Process

	
	NUMBER
	DATE
	PAGE

	
	HRP-415
	11/26/2010
	22 of 22



View 1
Type of Waiver or Alteration
*1 Does this research seem to meet the criteria for waiver or alteration for research that involves no more than minimal risk to the subjects in which the research could NOT practicably be carried out without the waiver or alteration? 

[image: image1.wmf]Yes  [image: image2.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*2 Does this research seem to meet the criteria for waiver or alteration of the consent process for research or a demonstration project conducted by or subject to the approval of state or local government officials?
[image: image3.wmf]Yes  [image: image4.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*3 Does this research seem to meet the criteria for waiver of the consent process for FDA-regulated device research involving anonymous tissue specimens? (See Guidance on Informed Consent for In Vitro Diagnostic Device Studies Using Leftover Human Specimens that are Not Individually Identifiable – April 25, 2006)
[image: image5.wmf]Yes  [image: image6.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*4 Does this research seem to meet the criteria for waiver or alteration of the consent process for planned emergency research?
[image: image7.wmf]Yes  [image: image8.wmf]No  Clear
Click here to add a concern/contingency: [Add]
Logic- If Yes to 1, go to View 2. If Yes to 2, go to View 3. If Yes to 3, go to View 4. If Yes to 4, go to View 5. Otherwise, go to View 7. 

View 2
Waiver or Alteration of the Consent Process

*1 Is the research is FDA-regulated?

[image: image9.wmf]Yes  [image: image10.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*2 Does the research involve non-viable neonates?

[image: image11.wmf]Yes  [image: image12.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*3 Does the research involve no more than minimal risk to the subjects?

[image: image13.wmf]Yes  [image: image14.wmf]No  Clear
Click here to add a concern/contingency: [Add]
4 If yes, provide protocol specific findings justifying that this research involves no more than minimal risk to subjects:
[image: image15.png]



Click here to add a concern/contingency: [Add]
*5 Does the waiver or alteration adversely affect the rights and welfare of the subjects?

[image: image16.wmf]Yes  [image: image17.wmf]No  Clear
Click here to add a concern/contingency: [Add]
6 If no, provide protocol specific findings justifying that the rights and welfare of the subjects are not adversely affected by the waiver/alteration:
[image: image18.png]



Click here to add a concern/contingency: [Add]
*7 Could the research be practicably carried out without the waiver or alteration?

[image: image19.wmf]Yes  [image: image20.wmf]No  Clear
Click here to add a concern/contingency: [Add]
8 If no, provide the justification that the research could not be practicably out without the waiver/alteration:
[image: image21.png]



Click here to add a concern/contingency: [Add]
*9 Whenever appropriate, will the subjects be provided with additional pertinent information after participation? (Check “Yes” if it is not appropriate to provide with additional pertinent information after participation.)
[image: image22.wmf]Yes  [image: image23.wmf]No  Clear
Click here to add a concern/contingency: [Add]
10 If yes, provide the justification that the subjects will be provided with additional pertinent information after participation or that such information would be inappropriate:
[image: image24.png]



Click here to add a concern/contingency: [Add]
Logic-If No to questions 1,2 5 and 7 and yes to questions 3, and 9 go to  View 8; Otherwise, go to View 7. 

View 3
Waiver or Alteration of the Consent Process

*1 Is the research is FDA-regulated?

[image: image25.wmf]Yes  [image: image26.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*2 Does the research involve non-viable neonates?

[image: image27.wmf]Yes  [image: image28.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*3 Will the research or demonstration project be conducted by or subject to the approval of state or local government officials?

[image: image29.wmf]Yes  [image: image30.wmf]No  Clear
Click here to add a concern/contingency: [Add]
4 If Yes, provide protocol specific findings justifying this determination:
[image: image31.png]



Click here to add a concern/contingency: [Add]
*5 Is the research or demonstration project designed to study, evaluate, or otherwise examine one or more of the following? 
· Public benefit or service programs.
· Procedures for obtaining benefits or services under those programs.
· Possible changes in or alternatives to those programs or procedures.
· Possible changes in methods or levels of payment for benefits or services under those programs.
[image: image32.wmf]Yes  [image: image33.wmf]No  Clear
Click here to add a concern/contingency: [Add]
6 If Yes, indicate which of the four is true and provide protocol specific findings justifying this determination:
[image: image34.png]



Click here to add a concern/contingency: [Add]
*7 Could the research be practicably carried out without the waiver or alteration?

[image: image35.wmf]Yes  [image: image36.wmf]No  Clear
Click here to add a concern/contingency: [Add]
8 If no, provide the justification that the research could not be practicably carried out without the waiver/alteration: (In other words, explain why if consent were required, the research could not be practicably conducted.
[image: image37.png]



Click here to add a concern/contingency: [Add]
Logic-If No to 1, 2 and 7, Yes to 3 and 5, go to  View 8; Otherwise, go to View 7.
View 4
Waiver of the Consent Process for FDA-Regulated Research Involving Anonymous Tissue Specimens
*1 The research does not involve Human Subjects as Defined by DHHS.
[image: image38.wmf]Yes  [image: image39.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*2 The study involves an in vitro diagnostic device investigation.
[image: image40.wmf]Yes  [image: image41.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*3 The testing is noninvasive.

[image: image42.wmf]Yes  [image: image43.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*4 The testing does not require an invasive sampling procedure that presents significant risk.

[image: image44.wmf]Yes  [image: image45.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*5 The testing does not by design or intention introduce energy into a subject.

[image: image46.wmf]Yes  [image: image47.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*6 The device is not used as a diagnostic procedure without confirmation of the diagnosis by another, medically established diagnostic product or procedure.

[image: image48.wmf]Yes  [image: image49.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*7 For a product in the laboratory research phase of development, and not represented as an effective in vitro diagnostic product, all labeling bears the statement, prominently placed: “For Research Use Only. Not for use in diagnostic procedures.”

[image: image50.wmf]Yes  [image: image51.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*8 For a product being shipped or delivered for product testing prior to full commercial marketing (for example, for use on specimens derived from humans to compare the usefulness of the product with other products or procedures which are in current use or recognized as useful), all labeling bears the statement, prominently placed: “For Investigational Use Only. The performance characteristics of this product have not been established.”

[image: image52.wmf]Yes  [image: image53.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*9 The study uses one of more of the following:

· Specimens collected for routine clinical care or analysis that would have been discarded.

· Specimens obtained from specimen repositories.

· Leftover specimens that were previously collected for other research purposes.
[image: image54.wmf]Yes  [image: image55.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*10 The identity of the subject is not known to the investigator or any other individuals associated with the investigation, including the sponsor meaning neither the investigator nor any other individuals associated with the investigation, including the sponsor can readily ascertain the identity of the subject.

[image: image56.wmf]Yes  [image: image57.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*11 One of the following is true:

· Specimens are not coded where “Coded” means that 1) a number, letter, symbol, or combination thereof (i.e., the code) has replaced identifying information (such as name or social security number) that would enable the investigator or any other individuals associated with the investigation, including the sponsor to readily ascertain the identity of the individual to whom the specimen pertains; and 2) a key to decipher the code exists, enabling linkage of the identifying information to the specimen.

· Neither the investigator(s) nor any other individuals associated with the investigation or the sponsor can link the specimen to the subject from whom the specimen was collected, either directly or indirectly through coding systems.

[image: image58.wmf]Yes  [image: image59.wmf]No  Clear
*12 One of the following is true:

· The specimens are not accompanied by clinical information.

· Clinical information that accompanies the specimens does not make the specimen source identifiable to the investigator or any other individual associated with the investigation, including the sponsor.
[image: image60.wmf]Yes  [image: image61.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*13 The individuals caring for the patients are different from those conducting the investigation and do not share information about the patient with those conducting the investigation.

[image: image62.wmf]Yes  [image: image63.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*14 The individuals caring for the patients do not share information about the patient with those conducting the investigation.

[image: image64.wmf]Yes  [image: image65.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*15 The specimens are provided to the investigator(s) without identifiers.

[image: image66.wmf]Yes  [image: image67.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*16 The supplier of the specimens has established policies and procedures to prevent the release of personal information.
[image: image68.wmf]Yes  [image: image69.wmf]No  Clear
Click here to add a concern/contingency: [Add]
Logic-If all responses Yes go to  View 8; Otherwise, go to View 7.
View 4
Waiver of the Consent Process for Planned Emergency Research

*1 The research is NOT subject to regulation by a Common Rule agency other than DHHS.

[image: image70.wmf]Yes  [image: image71.wmf]No  Clear
Click here to add a concern/contingency: [Add]
*2 Are the Human Subjects in a life-threatening situation?
[image: image72.wmf]Yes  [image: image73.wmf]No  Clear
Click here to add a concern/contingency: [Add]
3 If yes, provide protocol specific findings justifying that the Human Subjects are in a life-threatening situation:
[image: image74.png]



Click here to add a concern/contingency: [Add]
*4 Are available treatments unproven or unsatisfactory?
[image: image75.wmf]Yes  [image: image76.wmf]No  Clear
5 If yes, provide protocol specific findings justifying that available treatments are unproven or unsatisfactory:
[image: image77.png]



Click here to add a concern/contingency: [Add]
*6 Is the collection of valid scientific evidence, which may include evidence obtained through randomized placebo-controlled investigations, necessary to determine the safety and effectiveness of particular interventions?
[image: image78.wmf]Yes  [image: image79.wmf]No  Clear
Click here to add a concern/contingency: [Add]
7 If yes, provide protocol specific findings justifying that the collection of valid scientific evidence, which may include evidence obtained through randomized placebo-controlled investigations, is necessary to determine the safety and effectiveness of particular interventions:
[image: image80.png]



*8 Obtaining informed consent is not feasible because the subjects will not be able to give their informed consent as a result of their medical condition.

[image: image81.wmf]Yes  [image: image82.wmf]No  Clear
Click here to add a concern/contingency: [Add]
9 If yes, provide protocol specific findings justifying that obtaining informed consent is not feasible because the subjects will not be able to give their informed consent as a result of their medical condition:
[image: image83.png]



Click here to add a concern/contingency: [Add]
*10 Obtaining informed consent is not feasible because the intervention under investigation must be administered before consent from the subjects’ legally authorized representatives is feasible.

[image: image84.wmf]Yes  [image: image85.wmf]No  Clear
Click here to add a concern/contingency: [Add]
11 If yes, provide protocol specific findings justifying that obtaining informed consent is not feasible because the intervention under investigation must be administered before consent from the subjects’ legally authorized representatives is feasible:
[image: image86.png]



Click here to add a concern/contingency: [Add]
*12 Obtaining informed consent is not feasible because there is no reasonable way to identify prospectively the individuals likely to become eligible for participation in the research.

[image: image87.wmf]Yes  [image: image88.wmf]No  Clear
Click here to add a concern/contingency: [Add]
13 If yes, provide protocol specific findings justifying that obtaining informed consent is not feasible because there is no reasonable way to identify prospectively the individuals likely to become eligible for participation in the research:
[image: image89.png]



Click here to add a concern/contingency: [Add]
*14 Does participation in the research hold out the prospect of direct benefit to the subjects because they are facing a life-threatening situation that necessitates intervention?
[image: image90.wmf]Yes  [image: image91.wmf]No  Clear
Click here to add a concern/contingency: [Add]
15 If yes, provide protocol specific findings justifying that participation in the research holds out the prospect of direct benefit to the subjects because they are facing a life-threatening situation that necessitates intervention:
[image: image92.png]



Click here to add a concern/contingency: [Add]
*16 Have appropriate animal and other preclinical studies been conducted, and the information derived from those studies and related evidence support the potential for the intervention to provide a direct benefit to the individual subject?
[image: image93.wmf]Yes  [image: image94.wmf]No  Clear
Click here to add a concern/contingency: [Add]
17 If yes, provide protocol specific findings justifying that appropriate animal and other preclinical studies have been conducted, and the information derived from those studies and related evidence support the potential for the intervention to provide a direct benefit to the individual subject:
[image: image95.png]



Click here to add a concern/contingency: [Add]
*18 Are the risks associated with the investigation reasonable in relation to what is known about the medical condition of the potential class of subjects, the risks and benefits of standard therapy, if any, and what is known about the risks and benefits of the proposed intervention or activity?
[image: image96.wmf]Yes  [image: image97.wmf]No  Clear
Click here to add a concern/contingency: [Add]
19 If yes, provide protocol specific findings justifying that risks associated with the investigation are reasonable in relation to what is known about the medical condition of the potential class of subjects, the risks and benefits of standard therapy, if any, and what is known about the risks and benefits of the proposed intervention or activity:
[image: image98.png]



Click here to add a concern/contingency: [Add]
*20 The research could not practicably be carried out without the waiver. 

[image: image99.wmf]Yes  [image: image100.wmf]No  Clear
Click here to add a concern/contingency: [Add]
21 If yes, provide protocol specific findings justifying that the research could not practicably be carried out without the waiver:
[image: image101.png]



Click here to add a concern/contingency: [Add]
*22 The proposed investigational plan defines the length of the potential therapeutic window based on scientific evidence, and the investigator has committed to attempting to contact a legally authorized representative for each subject within that window of time and, if feasible, to asking the legally authorized representative contacted for consent within that window rather than proceeding without consent. The investigator will summarize efforts made to contact legally authorized representatives and make this information available to the IRB at the time of continuing review.

[image: image102.wmf]Yes  [image: image103.wmf]No  Clear
Click here to add a concern/contingency: [Add]
22 If yes, provide protocol specific findings justifying that the proposed investigational plan defines the length of the potential therapeutic window based on scientific evidence, and the investigator has committed to attempting to contact a legally authorized representative for each subject within that window of time and, if feasible, to asking the legally authorized representative contacted for consent within that window rather than proceeding without consent and that the investigator will summarize efforts made to contact legally authorized representatives and make this information available to the IRB at the time of continuing review:
[image: image104.png]



Click here to add a concern/contingency: [Add]
*23 Additional protections of the rights and welfare of the subjects will include consultation (including, where appropriate, consultation carried out by the IRB) with representatives of the communities in which the research will be conducted and from which the subjects will be drawn.

[image: image105.wmf]Yes  [image: image106.wmf]No  Clear
Click here to add a concern/contingency: [Add]
24 If yes, provide protocol specific findings justifying that additional protections of the rights and welfare of the subjects will include consultation (including, where appropriate, consultation carried out by the IRB) with representatives of the communities in which the research will be conducted and from which the subjects will be draw:
[image: image107.png]



Click here to add a concern/contingency: [Add]
*25 Additional protections of the rights and welfare of the subjects will include public disclosure to the communities in which the research will be conducted and from which the subjects will be drawn, prior to initiation of the research, of plans for the investigation and its risks and expected benefits.

[image: image108.wmf]Yes  [image: image109.wmf]No  Clear
Click here to add a concern/contingency: [Add]
26 If yes, provide protocol specific findings justifying that additional protections of the rights and welfare of the subjects will include public disclosure to the communities in which the research will be conducted and from which the subjects will be drawn, prior to initiation of the research, of plans for the investigation and its risks and expected benefits:
[image: image110.png]



Click here to add a concern/contingency: [Add]
*27 Additional protections of the rights and welfare of the subjects will include public disclosure of sufficient information following completion of the research to apprise the community and researchers of the study, including the demographic characteristics of the research population, and its results.

[image: image111.wmf]Yes  [image: image112.wmf]No  Clear
Click here to add a concern/contingency: [Add]
28 If yes, provide protocol specific findings justifying that additional protections of the rights and welfare of the subjects will include public disclosure of sufficient information following completion of the research to apprise the community and researchers of the study, including the demographic characteristics of the research population, and its results:
[image: image113.png]



Click here to add a concern/contingency: [Add]
*28 Additional protections of the rights and welfare of the subjects will include establishment of an independent data monitoring committee to exercise oversight of the research.

[image: image114.wmf]Yes  [image: image115.wmf]No  Clear
Click here to add a concern/contingency: [Add]
29 If yes, provide protocol specific findings justifying that additional protections of the rights and welfare of the subjects will include establishment of an independent data monitoring committee to exercise oversight of the research:
[image: image116.png]



Click here to add a concern/contingency: [Add]
*30 If obtaining informed consent is not feasible and a legally authorized representative is not reasonably available, the investigator has committed, if feasible, to attempting to contact within the therapeutic window the subject’s family member who is not a legally authorized representative, and asking whether he or she objects to the subject’s participation in the research. The investigator will summarize efforts made to contact family members and make this information available to the IRB at the time of continuing review. 

[image: image117.wmf]Yes  [image: image118.wmf]No  Clear
Click here to add a concern/contingency: [Add]
31 If yes, provide protocol specific findings justifying that if obtaining informed consent is not feasible and a legally authorized representative is not reasonably available, the investigator has committed, if feasible, to attempting to contact within the therapeutic window the subject’s family member who is not a legally authorized representative, and asking whether he or she objects to the subject’s participation in the research and that the investigator will summarize efforts made to contact family members and make this information available to the IRB at the time of continuing review:
[image: image119.png]



Click here to add a concern/contingency: [Add]
*32 Procedures are in place to inform, at the earliest feasible opportunity, each subject, or if the subject remains incapacitated, a legally authorized representative of the subject, or if such a representative is not reasonably available, a family member, of the subject’s inclusion in the research, the details of the investigation and other information contained in the informed consent document.

[image: image120.wmf]Yes  [image: image121.wmf]No  Clear
Click here to add a concern/contingency: [Add]
33 If yes, provide protocol specific findings justifying that procedures are in place to inform, at the earliest feasible opportunity, each subject, or if the subject remains incapacitated, a legally authorized representative of the subject, or if such a representative is not reasonably available, a family member, of the subject’s inclusion in the research, the details of the investigation and other information contained in the informed consent document:
[image: image122.png]



Click here to add a concern/contingency: [Add]
*34 There is a procedure to inform the subject, or if the subject remains incapacitated, a legally authorized representative of the subject, or if such a representative is not reasonably available, a family member, that he or she may discontinue the subject’s participation at any time without penalty or loss of benefits to which the subject is otherwise entitled.

[image: image123.wmf]Yes  [image: image124.wmf]No  Clear
Click here to add a concern/contingency: [Add]
35 If yes, provide protocol specific findings justifying that there is a procedure to inform the subject, or if the subject remains incapacitated, a legally authorized representative of the subject, or if such a representative is not reasonably available, a family member, that he or she may discontinue the subject’s participation at any time without penalty or loss of benefits to which the subject is otherwise entitled:
[image: image125.png]



Click here to add a concern/contingency: [Add]
*36 If a legally authorized representative or family member is told about the research and the subject’s condition improves, will the subject also to be informed as soon as feasible?
[image: image126.wmf]Yes  [image: image127.wmf]No  Clear
Click here to add a concern/contingency: [Add]
37 If yes, provide protocol specific findings justifying that if a legally authorized representative or family member is told about the research and the subject’s condition improves, the subject is also to be informed as soon as feasible:
[image: image128.png]



Click here to add a concern/contingency: [Add]
*38 If a subject is entered into a research with waived consent and the subject dies before a legally authorized representative or family member can be contacted, will information about the research be provided to the subject’s legally authorized representative or family member, if feasible?
[image: image129.wmf]Yes  [image: image130.wmf]No  Clear
Click here to add a concern/contingency: [Add]
39 If yes, provide protocol specific findings justifying that if a subject is entered into a research with waived consent and the subject dies before a legally authorized representative or family member can be contacted, information about the research is to be provided to the subject’s legally authorized representative or family member, if feasible:
[image: image131.png]



Click here to add a concern/contingency: [Add]
*41 The investigator will interpret “family member” to mean any one of the following legally competent persons: spouses; parents; children (including adopted children); brothers, sisters, and spouses of brothers and sisters; and any individual related by blood or affinity whose close association with the subject is the equivalent of a family relationship.

[image: image132.wmf]Yes  [image: image133.wmf]No  Clear
Click here to add a concern/contingency: [Add]
41 If yes, provide protocol specific findings justifying that the investigator will interpret “family member” to mean any one of the following legally competent persons: spouses; parents; children (including adopted children); brothers, sisters, and spouses of brothers and sisters; and any individual related by blood or affinity whose close association with the subject is the equivalent of a family relationship:
[image: image134.png]



Click here to add a concern/contingency: [Add]
*42 If the research is FDA-regulated, the protocol is being performed under a separate investigational new drug application (IND) or investigational device exemption (IDE) that clearly identifies this protocol as including subjects who are unable to consent. (“N/A” if not FDA-regulated)

[image: image135.wmf]Yes  [image: image136.wmf]No  [image: image137.wmf]N/A  Clear
Click here to add a concern/contingency: [Add]
43 If N/A, provide protocol specific findings justifying that the research is not FDA-regulated. If yes, provide protocol specific findings justifying that the protocol is being performed under a separate investigational new drug application (IND) or investigational device exemption (IDE) that clearly identifies this protocol as including subjects who are unable to consent:
[image: image138.png]



Click here to add a concern/contingency: [Add]
*44 If the research is FDA-regulated, a licensed physician who is a member of or consultant to the IRB and who is not otherwise participating in the research has concurred with the above findings. (“N/A” if not FDA-regulated)
[image: image139.wmf]Yes  [image: image140.wmf]No  [image: image141.wmf]N/A  Clear
Click here to add a concern/contingency: [Add]
45 If N/A, provide protocol specific findings justifying that the research is not FDA-regulated. If yes, justify that a licensed physician who is a member of or consultant to the IRB and who is not otherwise participating in the research has concurred with the above findings:
[image: image142.png]



Click here to add a concern/contingency: [Add]
Logic-If 1, 2, 4, 6, 8, 10, 12, 14, 16, 18, 20, 22, 24, 26, 28, 30, 32, 34, 36, 38, 40, 42, and 44 are Yes or N/A go to  View 8; otherwise, Otherwise, go to View 7.
View 6
This is research involving waiver of the consent process for planned emergency research.

The following must be added as modifications required to secure approval:

· The research cannot proceed until the Institutional Official has approved the research.
Click “Continue”

Go to View 8
View 7
Not Approvable

This research does not qualify for a waiver/alteration of the consent process under the initially selected category.

Click “Continue”

Got to View 8
View 8
Final Page

This research qualifies for a waiver/alteration of the consent process.

1 Attachments - if necessary you may upload any files associated with your review:

	Add
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Click here to add a concern/contingency: [Add]
*2 Have you completed this checklist?

[image: image143.wmf]Yes  [image: image144.wmf]No  Clear
Click here to add a concern/contingency: [Add]
[image: image145.png]
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