
THIS DOCUMENT MUST BE COMPLETED BY THE INVESTIGATOR.  THE FORM IS A GUIDE FOR THE REVIEW PROCESS AND FINAL DETERMINATIONS OF THE IRB ARE NOTEDIN THE MEETING MINUTES OR EXPEDITED REVIEWER FORM.   
Additional Protections for Children Involved as Subjects in Research 

Directions – The IRB must be able to determine that the research is permissible under the requested category or categories and be able to identify the specific information within the protocol/consent/assent that addresses each required finding.  Note re research conducted or supported by the EPA, or intended for submission to the EPA:  The EPA prohibits, and the IRB cannot approve, research involving the intentional exposure of children to any substance.  
Select the category or categories under which you believe the research to be permissible and then address assent of the child and permission of the parent(s)/guardian(s).  Note:  for a multi-arm study more than one category may apply.  Note:  Use of a placebo, or increase monitoring because of administration of a placebo cannot be considered to provide direct benefit to a subject.  Explain how each required element under the selected category is satisfied and provide page numbers to the protocol (e.g. p4)  and/or consent form (e.g. c5).    Cells will expand to accommodate text. 
​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​
PART I - SELECTION OF RESEARCH CATEGORY

 FORMCHECKBOX 
  Category 1:    Research not involving greater than minimal risk:
 FORMCHECKBOX 
  Applicable to entire research study

 FORMCHECKBOX 
  Applicable to a portion of the research study (e.g. to placebo arm of study)

	Describe to what portion of the study this category is applicable: 




a.
Explain why risks are not greater than minimal.

	Justifications:   



	Protocol page number:       


	Consent page number:    


Instruction:
if the entire research project falls under category 1, skip to Part II regarding parental permission and assent.  If the entire project does not fall under category 1, continue to review categories 2 - 4. 

 FORMCHECKBOX 
  Category 2:  Research involving greater than minimal risk with prospect of direct benefit:
 FORMCHECKBOX 
  Applicable to entire research study (e.g. all children will receive the research intervention that has potential for direct benefit (reminder: use of placebo is not considered to provide direct benefit))
 FORMCHECKBOX 
  Applicable to a portion of the research study (e.g. to arm of study that will receive active test article)

	Describe to what portion of the study this category is applicable: 




a.
Explain why the intervention or procedure holds out the prospect of direct benefit, or why a monitoring procedure is likely to contribute to the subjects’ well-being.

	Justifications:   



	Protocol page number:       


	Consent page number:    


b.
Explain why the risk is justified by the anticipated benefits to the subjects. (Note:  consider risks of all procedures to which the subject will be exposed because of participation in the research not just risk of the intervention itself) 
	Justifications:   



	Protocol page number:       


	Consent page number:    


c.
Explain how the relation of the anticipated benefit to the risk is at least as favorable to the subjects as that presented by available alternative approaches.

	Justifications:   



	Protocol page number:       


	Consent page number:    


Instruction:
if the entire research project falls under category 1 and/or category 2, skip to Part II regarding parental permission and assent.  If the entire project does not fall under category 1 and/or 2, continue to review categories 3 - 4. 

 FORMCHECKBOX 

Category 3 - Research involving a minor increase over minimal risk and no prospect of direct benefit to individual but likely to yield generalizable knowledge about the subject’s disorder or condition:
 FORMCHECKBOX 
  Applicable to entire research study (e.g. all children will undergo a procedure that is a slight increase over minimal risk (e.g. punch biopsy, nasopharyngeal swab) and there is no test article being administered)
 FORMCHECKBOX 

Applicable to a portion of the research study (e.g. to arm of study that will receive placebo and for which subjects will also be subject to a procedure that involves a slight increase over minimal risk (e.g. punch biopsy, nasopharyngeal swab)

	Describe to what portion of the study this category is applicable: 




a.
Explain why the risk represents a minor increase over minimal risk.
	Justification:   



	Protocol page number:       


	Consent page number:    


b.
Explain how 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. 

	Justification:   



	Protocol page number:       


	Consent page number:    


c.
Explain how the intervention or procedure is likely to yield generalizable knowledge about the subject’s disorder or condition which is of vital importance for the understanding or amelioration of the subject’s disorder or condition;
	Justification:   



	Protocol page number:       


	Consent page number:    


Instruction:
if the entire research project falls under category 1 and/or category 2, and or category 3, skip to Part II regarding parental permission and assent.  If the entire project does not fall under category 1 and/or 2 and/or 3, continue to review category 4. 

 FORMCHECKBOX 

Category 4 - Research not otherwise approvable that presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of children 

a.
Explain why the research presents a reasonable opportunity to further the understanding, prevention, or alleviation of a serious problem affecting the heath or welfare of children.

	Justification:   



	Protocol page number:       


	Consent page number:    


b.
Explain the ethical principles that will be adhered to within the conduct of the study.

	Justification:   



	Protocol page number:       


	Consent page number:    


c.
Indicate whether the research is funded or supported by the Department of Health and Human Services (DHHS) and/or subject to regulation by the FDA.  
	( Yes, DHHS (  funds and/or ( supports this research (Requires Secretarial Consult before research can begin)

( No,  DHHS does not funds and/or supports this research

( Yes, research is subject to FDA oversight (requires review by the Commissioner before research can begin)

( Research is not subject to FDA oversight




Instruction:
Proceed to Part II regarding parental permission and assent.  
PARTF II - PROVISIONS FOR CHILD ASSENT  AND PARENTAL PERMISSOIN:

1.  Assent of the Child:

a. 
Adequate provisions are made for soliciting the assent of the children.  Indicate whether assent will be sought from some, all or none of the children and provide justification including consideration for the age, maturity, and psychological state of the children. (Note:  The IRB may determine that assent of the children is not a necessary condition for proceeding with the research if it finds 1) that the capability of some or all of the children is so limited that they cannot reasonably be consulted or 2) that the intervention or procedure involved in the research holds out the 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 investigator must provide justification to support such determinations. The IRB reserves the right to waive the assent requirement under circumstances in which consent may be waived.)  
	( All children will be asked to assent
( No children will be asked to assent
( Only those children meeting certain criteria as described below will be asked to assent

	Justification considering age, maturity, psychological status:   



	Protocol page number:       


	Consent/Assent page number:    


b.
Indicate whether assent will be documented and if so how it will be documented
	( A separate assent statement has been submitted for review and approval 
( An assent signature line is on the same consent form that has been submitted for review and approval that the parent/guardian signs
( Assent will not be documented for the following reason:

	Reason for not documenting assent:   




2.  Permission of Parent(s) or Guardian(s):
a.
Adequate provisions are made for soliciting the permission of their parents or guardians.  (Note: if a portion of the research study or the entire research study falls under category 3 or 4 permission from both parents for all children is required unless a 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. ) 
	( Permission from one parents/guardian will be sought 
( Permission from both parents/guardians will be sought
( Parental/guardian permission is not a reasonable requirement (e.g. due to child abuse or neglect) for the reason described below and the mechanism described below is proposed as an alternative. 

	Justification / Alternative Mechanism:   



	Protocol page number:       


	Consent page number:    


Wards
a.
Indicate whether wards of the state, or any other agency, institution ore entity, will be included in the research

	(  Yes.  If yes indicate which of the following two criteria the research satisfies:

(  
the research is related to their status as wards

(  
the research will be conducted in schools, camps, hospitals, institutions, or 
similar settings in which the majority of children involved in the research are nt 
wards
(  No  




b.
If the answer to item a is yes, explain the process for 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.  One individual may serve as an advocate for more than one child. 

	Explain the process for selecting an advocate:
Response:  

	Explain the background and experience of the advocate to act in the best interest of the child for the duration of the child’s participation in the research:
Response:  

	Obtain a statement from the advocate that s/he is not affiliated with the research in any way (other than as advocate or member of the IRB) and that s/he agrees to act in the best interest of the child:
Response:  


FOR REFERENCE - DO NOT SUBMIT TO THE IRB

Definitions:

Assent: 
 a child’s affirmative agreement to participate in research.  Mere failure to object should not, absent affirmative agreement, be construed as assent.
Children: 
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. 
Decisionally 
  Impaired:  
having either a severe psychiatric disorder (e.g. psychosis, neurosis, personality or behavior disorders), an organic impairment (e.g. dementia) or a developmental disorder (e.g. mental retardation) that affects cognitive or emotional functions to the extent that capacity for judgment and reasoning is significantly diminished.  Others, including persons under the influence of or dependent on drugs or alcohol, those suffering from degenerative diseases affecting the brain, terminally ill patients, and persons with severely disabling physical handicaps may also be compromised in the ability to make decisions in their best interest.
Guardian:
an individual who is authorized under applicable State or local law to consent on behalf of a child to general medical care.
Legally Authorized 
  Representative 
An individual or judicial or other body authorized under applicable law to consent on behalf of a prospective subject to the subject’s participation in the procedure(s) involved in the research.  

Parent:
a child’s biological or adoptive parent.

Permission:
the agreement of parent(s) or guardian to the participation of their child or ward in research

Information on Assent and Permissions: 

The IRB shall determine that adequate provisions are made for soliciting the assent of the children, when in the judgment of the IRB the children are capable of providing assent.  In determining whether children are capable of assenting, the IRB shall take into account the ages, maturity, and psychological state of the children involved.  This judgment may be made for all children to be involved in the research under a particular protocol, or for each child, as the IRB deems appropriate.  If the IRB determines that the capability of some or all of the children is so limited that they cannot reasonably be consulted or that the intervention or procedure involved in the research holds out the 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 of the children is not a necessary condition for proceeding with the research.  Even when capable of assenting the IRB may waive the assent requirement under circumstances in which consent may be waived in accord with 46.116 of the Common Rule. 

In accordance with and to the extent that consent is required under the Common Rule, the IRB shall determine that adequate provisions are in place for soliciting the permission of each child’s parents or guardian.  Where parental permission is to be obtained, the IRB may find that the permission of one parent is sufficient for research to be conducted under category 1 and/or 2.  If any portion of the research, or the research in its entirety is covered by category 3 and/or 4 permission is to be obtained from 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. 

In addition to the provisions for waiver of consent contained in the common rule, if the IRB determines that a research protocol is designed for conditions or for a subject population for which parental or guardian permission is not a reasonable requirement to protect the subject (e.g., neglected or abused children) it may waive the consent requirements in the Common Rule and paragraph b of this subpart provided an appropriate mechanism for protecting the children who will participate as subjects in the research is substituted, and provided further that the waiver is not inconsistent with Federal, state or local law.  The choice of an appropriate mechanism would depend upon the nature and purpose of the activities described in the protocol, the risk and anticipated benefit to the research subjects, and their age, maturity status and condition. 

Permission by parents or guardians shall be document in accordance with and to the extent required by the Common Rule. 

When the IRB determines that assent is required, it shall also determine whether and how assent must be documented. 
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