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	Vulnerable Populations Supplement (HRP-514)

	Click Study#:
	





1.0	Select all vulnerable populations that will be included in your study.
	☐ 
	Children (subjects under 18 years of age)  Complete section 2.0

	☐ 
	Adults unable to consent/cognitively impaired adults  Complete section 3.0

	☐ 
	Pregnant women  Complete section 4.0

	☐ 
	Neonates of uncertain viability  Complete section 5.0

	☐
	Non-viable neonates  Complete section 6.0

	☐
	Research Involving Prisoners  Complete section 7.0


2.0	Children (subjects under 18 years of age)
2.1	Describe the criteria that will be used to determine whether a prospective subject has 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 (e.g., individuals under the age of 18 years). 
For research conducted in NYS, review “SOP: Legally Authorized Representatives, Children, and Guardians (HRP-013)” to be aware of which individuals in the state meet the definition of “children.” 
NOTE: Examples of acceptable responses include verification via electronic medical record, driver’s license or state-issued ID, screening questionnaire.
	


2.2	Will this research be conducted outside of New York State?
☐ No
☐ Yes  Provide information that describes which persons have not attained the legal age for consent to treatments or procedures involved the research, under the applicable law of the jurisdiction in which research will be conducted. One method of obtaining this information is to have a legal counsel or authority review your protocol along the definition of “children” in “SOP: Legally Authorized Representatives, Children, and Guardians (HRP-013).” 
	


2.3	Parental permission will be obtained from:
NOTE: The requirement for parent permission is a protocol-specific determination made by the IRB based on the risk level of the research. For guidance, review the “CHECKLIST: Children (HRP-416)”.
☐ One parent, even if the other parent is alive, known, competent, reasonably available, and shares legal responsibility for the care and custody of the child.
☐ Both parents, unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child.
☐ Parent permission will not be obtained. A waiver of parent permission is being requested. NOTE: You will need to complete Section 10.0 to request a waiver of parental permission
[bookmark: _Hlk162259179]2.4	Will permission be obtained from individuals other than parents?
☐ No
☐ Yes  Indicate below who will be allowed to provide permission. Describe your procedure for determining an individual’s authority to consent to the child’s general medical care.
	


2.5	Indicate whether assent will be obtained from all, some, or none of the children. If assent will be obtained from some children, indicate which children will be required to assent:
	


2.6	When assent of children is obtained, describe how it will be documented:
	



2.7	Is it possible that children will become adults during their participation in the study?
☐ No
☐ Yes  The child should be re-consented as an adult, when applicable, before research procedures can be continued. Describe the process you will use to identify these individuals and to consent them as adults:
NOTE: 📎An adult consent (HRP-502) will need to be included if there isn’t already one in the submission
	


[bookmark: waiverparental]2.8	Refer to CHECKLIST: Children (HRP-416) and describe the safeguards and protections in place for this population.
	


2.9	Are you requesting a waiver of parental permission? 
☐  No
☐  Yes, we are requesting a waiver of parental permission  Provide a justification for waiving parental permission:

NOTE: Refer to the HRP-416 Children Checklist

	


3.0	Adults unable to consent/cognitively impaired adults
3.1	Describe the process to determine whether an individual is capable of consent:
	


3.2	When a person is not capable of consent due to cognitive impairment, a Legally Authorized Representative (LAR) should be used to provide consent on their behalf and, where possible, assent of the participant should also be solicited. 
Describe how you will identify a LAR. Indicate that you have reviewed the “SOP: Legally Authorized Representatives, Children, and Guardians (HRP-013)” for research in New York State. 
NOTE: Examples of acceptable responses include verifying the electronic medical record to determine if an LAR is recorded.
	


3.3	Confirm that you have reviewed and will be following “SOP: Legally Authorized Representatives, Children, and Guardians (HRP-013).” 
☐ We have reviewed and will be following “SOP: Legally Authorized Representatives, Children, and Guardians (HRP-013).”
3.4	Will the research be conducted outside of New York State?
☐ No
☐ Yes  Provide information that describes which individuals are authorized under applicable law to consent on behalf of a prospective subject to their participation in the research. One method of obtaining this information is to have a legal counsel or authority review your protocol along with the definition of “legally authorized representative” in “SOP: Legally Authorized Representatives, Children, and Guardians (HRP-013).”
	


3.5	Describe the process for assent of the cognitively impaired adults:
Indicate whether assent will be obtained from all, some, or none of the subjects. If some, indicate which adults will be required to assent and which will not.
	


3.6	If assent will not be obtained from some or all subjects, explain why not:
	


3.7	Describe whether assent of the adult subjects will be documented and the process to document assent: 
NOTE: The IRB allows the person obtaining assent to document assent on the consent document using the “Template Consent Document (HRP-502)” Signature Block for Assent of Adults who are Legally Unable to Consent.
	


3.8	Is it possible that cognitively impaired individuals will regain the ability to consent for themselves during their participation in the study? 
☐ No
☐ Yes  Describe the process to consent these individuals:
	


3.9	Refer to CHECKLIST: Cognitively Impaired Adults (HRP-417) and describe the safeguards and protections in place
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4.1	Refer to CHECKLIST: Pregnant Women (HRP-412) and describe the safeguards and protections in place for this population.
	


5.0	Neonates of uncertain viability 
5.1	Refer to CHECKLIST: Neonates of Uncertain Viability (HRP-414) and describe the safeguards and protections in place for this population.
	


6.	Non-viable neonates 
6.1	Refer to CHECKLIST: Non-Viable Neonates (HRP-413) and describe the safeguards and protections in place for this population.
	


7.0	Research Involving Prisoners
7.1	Refer to CHECKLIST: Prisoners (HRP-415) and describe the safeguards and protections in place for this population.
	


NOTE: Most studies involving prisoners are not exempt.
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