University of Virginia IRB for Health Sciences Research
Vulnerable Population Checklist-Minors


IRB-HSR# or UVA Study Tracking  
Reviewer:    
Do the minors to be enrolled in this study meet the definition of an adult/emancipated minor?  FORMCHECKBOX 
 Ye FORMCHECKBOX 
  No

Answer YES if the minor meets either of the two criteria noted below. 

If yes, no additional sections of this form need to be completed.   Sign and date the last page.  
If no, continue to the tables on page 2 of this form to document appropriate determinations.  
Under Virginia law, minors are deemed to be adults for purposes of consenting to the following:
1. venereal disease or other reportable infectious or contagious disease

2. birth control, pregnancy or family planning except for the purposes of sexual sterilization,
3. outpatient care, treatment or rehabilitation for substance abuse,
4. outpatient care, treatment or rehabilitation for mental illness or emotional disturbance,
5. for pregnant minors, consent for both herself and her child to surgical and medical treatment relating to the delivery of her child, during the hospital admission for delivery; thereafter, consent for any treatment for the child, but not for herself unless it falls into categories 1-4 above.  

6. any treatment for a minor who is or has been married, except sexual sterilization.  

OR 
Per the Code of Virginia, an “emancipated minor” is a person below the age of 18 years who has obtained a court order declaring him or her to be such based upon one or more of the following factors:
· Legally married or divorced; and/or

· On active duty in a branch of the U.S Armed Forces; and/or

· Willingly living separate and apart from a parent or guardian with consent and acquiescence of parents or guardian and supporting him or herself and competently managing his or her own financial affairs.

Check One Box Below From 404, 405, 406 or 407 Regarding Participation by Children
Regulations starting with 21CFR apply only if the protocol is regulated by the FDA (has an IND /IDE)

	Enrollment of Children in Research

	 FORMCHECKBOX 

(404)

(51)


	
	NOTE:  this criteria is rarely applicable for a study requiring Full Board Review

It was determined that this research:

· involves minimal risk 45CFR46.404/21CFR50.51 because      ______________.
· the permission of one parent is required.45CFR46.408(b)/21CFR50.55(e)(1)

In addition:

· Adequate provisions are made for soliciting the assent of the children and permission of their parents or guardians per 45CFR46.408 (see .408 below) 

· NOTE:  Enrollment of minors in the placebo arm of a study may be approved under this criteria 
Comment:       


	Enrollment of Children in Research

	 FORMCHECKBOX 

(405)

(52) 


	
	It was determined that this research:

· involves greater than minimal risk but benefits subject 45CFR46.405/21CFR50.52 because      _________.
· the permission of one parent is required.45CFR46.408(b)/21CFR50.55(e)(1)
In addition:

· The risk is justified by the anticipated benefit to the subject.
· The relation of the anticipated benefit to the risk is at least as favorable to the subjects as that presented by available alternative approaches.
· Adequate provisions are made for soliciting the assent of the children and permission of their parents or guardians per 45CFR46.408 (see below) 
IRB-HSR Guidance: 
· Protocols including genetic testing would fall under this category if results will not be given back to subject, parents, subject’s physician and/or placed in medical record.

· NOTE:  Enrollment of minors in the treatment arm of a study may be approved under this criteria if there is the potential for benefit.

Comment:       


	Check One Box Below Regarding Assent from the Child (complete this section if 404 or 405 was checked above) 

	 FORMCHECKBOX 

(408)

(55)
	
	Assent from the child should be solicited  

45CFR46.408(a)/21CFR50.55
Assent should be obtained in the following manner:

 FORMCHECKBOX 
 Verbal – confirm that applicable signature lines are at the end of the parental/ guardian consent form 

 FORMCHECKBOX 
 Written – confirm that parental permission/ assent forms are appropriate
Comment:       

	 FORMCHECKBOX 

(408)

(55)
	
	Assent from the child is not required because: (PICK ONE) 
45CFR46.408(a)/21CFR50.55(c)
 FORMCHECKBOX 
 the capability of some or all of the children is so limited that they cannot reasonably be consulted (if all subjects are under the age of 7 check this item)


 FORMCHECKBOX 
 the intervention or procedure involved in the research/clinical investigation 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.

Comment:       



	 FORMCHECKBOX 

(406)

(53)


	
	Enrollment of Children in Research

It was determined that this research:

· involves greater than minimal risk, (slight increase over minimal risk) does not directly benefit subject, but will yield knowledge of subject’s condition;  or the monitoring procedure is not likely to contribute to the well-being of the subject and 
45CFR46.406/21CFR50.53

· permission of two parents is required, unless one is one parent is deceased, unknown, incompetent or not reasonable available.
45CFR46.408(b)/21CFR50.55(e)(2)

In addition
· The risk represents a minor increase over minimal risk because      ______________.
· The intervention or procedure presents experiences to subjects that are reasonably commensurate with those inherent in their actual or expected medical, dental, psychological, social or educational situations

· The intervention or procedure is likely to yield generalizable knowledge   INSERT KNOWLEDGE TO BE GAINED:      )___________________________________________  about the subjects’ disorder or condition which is of vital importance for the understanding or amelioration of the subjects’ disorder or condition AND

· Adequate provisions are made for soliciting assent of the children and permission of their parents or guardians as set forth in 45CFR46. 408
ADDITIONAL GUIDANCE:
For background, if the risk level of the study is determined by the board to be a “minor increase over minimal risk” then both children and cognitively impaired subjects can enroll in the non-therapeutic study. For federal law and state statutes see:

· Children under 45CFR46.406 - DHHS link: https://www.hhs.gov/ohrp/regulations-and-policy/guidance/special-protections-for-children/index.html
SACRHP Guidance:

What is a minor increase over minimal risk?
The subjective finding of the IRB that a procedure does not meet the criteria for minimal risk, nor constitute more than a minor increase over minimal risk. 

The IRB may use the following criteria to determine whether the probability and magnitude of harm is only a minor, or slight, increase over minimal risk.
• Any harms associated with the procedure(s) if they occur will be transient (restricted to time of procedure or short post-experimental period) and reversible (requiring no more than a short post-experimental clinical intervention); and 
• There is no, or an extremely small probability, that the potential pain, discomfort, stress or harm associated with the procedure(s) which the subject might experience will be severe. 
• The investigator has presented sufficient evidence to the IRB that criteria, above, are met in consideration of the specific subject population, the measures in place to protect participants and minimize harm, and the qualifications of the research personnel.
Assent from the child should be solicited 

45CFR46.408(a)/21CFR50.55

(NOTE: assent is required if enrollment of children approved under  406)

Assent should be obtained in the following manner:

 FORMCHECKBOX 
 Verbal – confirm that applicable signature lines are at the end of the parental/ guardian consent form 

 FORMCHECKBOX 
 Written – confirm that child’s consent/ assent forms are appropriate
Wards of State

45CFR46.409/21CFR50.56

Wards of state (parents have lost legal custody to state) can be included in research only if the research is:

1. related to their status as wards 
OR

2. conducted in schools, camps, hospitals, institutions, or similar settings in which the majority of children involved as subjects are not wards

Does this protocol meet at least one of the criteria listed above?
Hint- these questions are answered by the PI in the protocol Appendix: Participation of Children.
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

IRB Requirements for Wards of State:

The IRB shall require appointment of an advocate for each child who is a ward, in addition to any other individual acting on behalf of the child as guardian or in loco parentis.  (See 45CFR46.409 and OHRP FAQ  ( see question 19-22) for additional requirements) 

IRB-HSR Guidance:  The IRB-HSR has determined that the following type of protocol would fall under this category:
1. A protocol which includes > minimal risk genetic testing in which the results will be given back to the subject, parents, subject’s physician and/ or put in medical records would fall under this category.
Comment:       



	 FORMCHECKBOX 

(407)


	
	Enrollment of Children in Research

It was determined that this research would not otherwise be approvable, but it offers an opportunity to alleviate a serious problem affecting health of children and is to be conducted with ethical principles; assent by child should be solicited if he/she is capable of meaningful assent, and permission of two parents is required, unless one is deceased, unknown, incompetent or not reasonably available. 
45CFR46.407
IMPORTANT:  If approved under this criteria, approval from the DHHS Secretary must be obtained prior to approval. 

The IRB will also need to discuss this with UVa General Counsel office regarding Virginia Code  
Assent from the child should be solicited 

45CFR46.408(a)/21CFR50.55

NOTE: assent is required if enrollment of children approved under 407
Assent should be obtained in the following manner:

 FORMCHECKBOX 
 Verbal – confirm that applicable signature lines are at the end of the parental/ guardian consent form 

 FORMCHECKBOX 
 Written – confirm that child’s consent/ assent forms are appropriate
Wards of State

45CFR46.409/21CFR50.56

Wards of state (parents have lost legal custody to state) can be included in research only if the research is:

1. related to their status as wards 
OR

2.  conducted in schools, camps, hospitals, institutions, or similar settings in which the majority of children involved as subjects are not wards

Does this protocol meet at least ONE of the criteria listed above? 
HINT- if this study is enrolling patients at UVa, this question is usually answered YES

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

IRB Requirements for Wards of State:

The IRB shall require appointment of an advocate for each child who is a ward, in addition to any other individual acting on behalf of the child as guardian or in loco parentis.  (See 45CFR46.409 and OHRP FAQ  (see question 19-22) for additional requirements) 

Comment:       


Age of Majority Re-consent or Waiver of Consent/Waiver of HIPAA Authorization
Instructions: The IRB will consider whether it is necessary or appropriate to obtain written consent from the child subject when he/she reaches the age of majority or whether a waiver of consent/waiver of HIPAA authorization will be considered.  
Is the study longitudinal, and is continued active participation (intervention and interaction with the subject necessary?   FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

If yes, an Age of Majority Consent form should be included with the submission for review.
If no, Waiver of Consent/Waiver of HIPAA Authorization can be applied so long as all interaction and intervention prescribed by the protocol including follow-up visits has concluded prior to the subject reaching the age of majority. 


 FORMCHECKBOX 
 Waiver of Consent/Waiver of HIPAA Authorization granted for continued use of data and/or samples obtained from the subject. This waiver is justified as the study team will no longer have contact with the subjects. 
     



     
___________________________________________________

_______________________

Scientific Reviewer's Name
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