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DESCRIPTION:  The protocol will have justified involvement of children.  This form is designed to give reviewers a greater basis for the regulatory decisions.  Leave no blank answers.  Incomplete or blank answers, or those without the proper documentation will delay your review.  The spaces provided for your answers will adjust in size as you type in them.

MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE.

Send completed package to submit@eandireview.com.
To involve children in a study there are additional considerations.  The IRB must be able to understand and evaluate their involvement, and the risk and benefit to the child and others.  Although this may be covered in the protocol, we ask that this form be completed.  

The IRB reviews studies ranging from pediatric oncology to surveys of adolescents in schools, to research targeting children on the web.  Consider these questions as they relate to your study.
	A. Investigator & Study

	Project Title
	     

	Company
	     

	Assigned Number
	     

	A.1  
Contact Information

	Name (with degrees)
	     
	Phone
	     

	Company
	     
	Cell
	     

	Mailing Address
	     
	Fax
	     

	City, State, Zip
	     
	E-mail
	     

	A.2
What regulations will be used?

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	Common Rule – default rules used
Common Rule – The performance site has a FWA and “checked the box”

FDA

Dept of Education  FORMCHECKBOX 
  NIDRR
Other :       

	 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	FERPA

PPRA   (If one of the 8 protected information areas is involved, parental permission cannot be waived.  Exceptions to consent to release student records are granted by each educational institution for its own education records.


	B. About the Children

	Children are defined as persons who have not attained the legal age for consent to the treatments or procedures involved in the research, under the applicable law of the jurisdiction in which the research will be conducted.

	B.1.  Why Children?

	a
	What is the justification for involving children in this study?  
	     

	b
	Is there sufficient prior work to be reasonably certain of the risk and benefit evaluation?
	 FORMCHECKBOX 
  No    FORMCHECKBOX 

Yes
The study description should include a summary of the prior work.

	B.2.  What Children?

	a
	If not clear in the study, what are the eligibility criteria?  If clear, cite the page or section.
	     

	b
	Describe the most ideal eligible child sought in terms of age, maturation, decisional capacity, dependence and any physical or social elements
	     

	c
	What age children are involved?

 FORMCHECKBOX 

Birth – 2 months (complete B.3.)


(Full board review required.)

 FORMCHECKBOX 

3 months to age 3
 FORMCHECKBOX 

3 – 5 years
 FORMCHECKBOX 

6 – 10 years
 FORMCHECKBOX 

11 – 15 years
 FORMCHECKBOX 

16 – Age of majority  (19 years in NB) 
	As grade level may not equate to age, what grade levels are involved?

 FORMCHECKBOX 

Infant - Pre-verbal
 FORMCHECKBOX 

Toddler - preschool
 FORMCHECKBOX 

Elementary grades
 FORMCHECKBOX 

Middle School
 FORMCHECKBOX 

High School

	d
	What is their capacity for deliberate decision making? 
	 FORMCHECKBOX 
  Normal for age or explain:      

	e
	Will any subjects be wards of the court or in the juvenile justice system? 
	 FORMCHECKBOX 
  No    FORMCHECKBOX 
  Yes 
If no, do not enroll any children who are wards even if they are eligible in all other ways.

	
	If yes, is the study related to 
	 FORMCHECKBOX 
  their status as wards in the system or 

 FORMCHECKBOX 
  conducted in places where the majority of subjects are not wards?

	
	If yes, an advocate for each child who is a ward must be appointed by the IRB. (50.56)
	 FORMCHECKBOX 
  The advocate will serve in addition to other individuals acting on behalf of the child as guardian or in loco parentis

 FORMCHECKBOX 
  Each advocate serves  FORMCHECKBOX 
 one child or  FORMCHECKBOX 
 multiple children
 FORMCHECKBOX 
  The advocate is not associated with the study in any capacity except as the advocate
 FORMCHECKBOX 
  The advocate has the background and experience to act in the best interest of the child 
 FORMCHECKBOX 
  The advocate intends to serve for the duration of the child’s participation in the study.  

	f
	Does this study purposefully require inclusion of children with physical or mental disabilities as research participants?
	 FORMCHECKBOX 
  No    FORMCHECKBOX 
  Yes   If yes, please explain:       


	f
	EMANCIPATION 
Are you likely to include minors who have been legally emancipated?
	 FORMCHECKBOX 
  No    FORMCHECKBOX 
  Yes  If yes, describe the likely circumstances.  

     

	g
	Describe the recruitment process beginning with the identification of potential subjects and ending at enrollment.  Is there any prior relationship?  Include any institutional permission needed.
	     


	B.3.  Neonates

	a
	Neonate – Purpose/Benefit
	 FORMCHECKBOX 
  No    FORMCHECKBOX 
  Yes   
Does the study hold out the prospect of enhancing the probability of survival of the neonate to the point of viability?
 FORMCHECKBOX 
  No    FORMCHECKBOX 
  Yes   
Is the purpose to develop important biomedical knowledge which cannot be obtained by any other means?
 FORMCHECKBOX 
  No    FORMCHECKBOX 
  Yes 
Can the purpose be achieved without the involvement of neonates?

	b
	Neonate  - 
Risk
	 FORMCHECKBOX 
  No    FORMCHECKBOX 
  Yes  
Is there any added risk to the neonate resulting from participation?
 FORMCHECKBOX 
  No    FORMCHECKBOX 
  Yes  
Will vital functions of the neonate be artificially maintained?
 FORMCHECKBOX 
  No    FORMCHECKBOX 
  Yes  
Might the research cause termination of the neonates’ heartbeat or respiration?

 FORMCHECKBOX 
  No    FORMCHECKBOX 
  Yes  
If yes to any of these, do the procedures pose the least possible risk necessary for achieving the objective?


	C. About The Procedures

	C.1.  Procedures, risks, and benefits particular to children

	1
	What research procedures are involved?  How does participation alter the child’s experience?  

In this question, it is critical to separate baseline procedures (clinically indicated tests, participation in an after-school program) from the study procedures (additional tests or evaluation).
	     

	2
	What harm is possible as a result of participating?  Include physical, social, emotional, familial, legal, or financial harms as appropriate.
	     

	3
	What alternatives or choices are reasonably available to the child?
	 FORMCHECKBOX 
 None   FORMCHECKBOX 
  Leave the room, doodle on test, etc. 

or Explanation:      


	D. Regulatory Category

	The decisions below rest on the question of minimal risk.  The definition from the regulations is:

Minimal Risk means: “the probability and magnitude of harm or discomfort anticipated in the research are not greater, in and of themselves, than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests”.

	D.1.  Regulatory Risk/Benefit Category

	The federal regulations provide four categories of research.  Which category do you believe applies to your study?  Please make sure that the protocol goals and objective and any other risk analysis support your choice.

	 FORMCHECKBOX 

	46.404  50.51
	Research not involving greater than minimal risk 

	 FORMCHECKBOX 
 
	46.405  50.52
	Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual subject 

 FORMCHECKBOX 

The risk is justified by the anticipated benefit to these subjects;

 FORMCHECKBOX 

The relation of the anticipated benefit to the risk is at least as favorable to the subjects as that presented by available alternative approaches

	 FORMCHECKBOX 
 
	46.406  50.53
	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.

 FORMCHECKBOX 

The risk represents a minor increase over minimal risk;
 FORMCHECKBOX 

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;
 FORMCHECKBOX 

The intervention or procedure is likely to yield generalizable knowledge about the subjects' disorder or condition that is of vital importance for the understanding or amelioration of the subjects' disorder or condition; and

	 FORMCHECKBOX 
 
	46.407  50.54
	Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of children.  

RESEARCH PROPOSED IN THIS CATEGORY WILL REQUIRE EITHER

OHRP OR FDA APPROVAL BEFORE IRB APPROVAL.

	D.2. Regulatory Coverage by PPRA  (For school Based Studies)

	 FORMCHECKBOX 
  N/A
	PPRA applies to the programs and activities of an SEA, LEA, or other recipient of funds under any program funded by the U.S. Department of Education. It governs the administration to students of a survey, analysis, or evaluation that concerns one or more of the following eight protected areas: 
1. political affiliations or beliefs of the student or the student’s parent; 

2. mental or psychological problems of the student or the student’s family; 

3. sex behavior or attitudes; 

4. illegal, anti-social, self-incriminating, or demeaning behavior; 

5. critical appraisals of other individuals with whom respondents have close family relationships; 

6. legally recognized privileged or analogous relationships, such as those of lawyers, physicians, and ministers; 

7. religious practices, affiliations, or beliefs of the student or student’s parent; or 

8. income (other than that required by law to determine eligibility for participation in a program or for receiving financial assistance under such program). 
PPRA also concerns marketing surveys and other areas of student privacy, parental access to information, and the administration of certain physical examinations to minors. The rights under PPRA transfer from the parents to a student who is 18 years old or an emancipated minor under State law. 


	E. About Informed Consent

	Because consent can be given only by a person of legal age, and can be given only for one’s self, legal consent cannot be given by either the child or the adult.  The regulation says that a child is assenting and the parent is giving permission.  

	E.1.   Informed Consent Process

	a.
	In what state(s) will this study take place?  What is the age of majority in that state?  
	     

	
	Were there no study involved, would the children be able to give consent on their own for each of the procedures?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	b
	In what setting will the consent process occur?  (e.g., hospital, home, school, mall?)
	     

	c
	Describe the recruitment process beginning with how potential subjects are identified and ending at enrollment.  Is there any prior relationship?  Include any institutional permission (e.g., the school district) needed.
	     

	d
	Who is to interact with the children?  What is the training of that person?
	     

	e
	SUBJECT (ASSENT):  Will the minor be asked to give his or her own assent?  To what extent will the minor be involved in decision-making?  To what extent might the child comprehend?  

What will be done if the minor reaches age of majority during the study?
	     

	f
	ADULT (PERMISSION):  What adult will grant permission to enroll the minor?  

If other than a parent(s) or legal guardian, what are the state rules about who can serve as a legally authorized representative?  

Are there any circumstances that would diminish the adults’ ability to make this decision voluntarily? (e.g., lack of resources or recent diagnosis?)
	     


	g
	Are there any circumstances that would diminish the adults’ ability to make this decision voluntarily? (e.g., lack of resources or recent diagnosis?)
	     

	E.2.   Regulatory Decisions About children’s assent  (50.55) 

	"Assent" means a child's affirmative agreement to participate in research. Mere failure to object should not, absent affirmative agreement, be construed as assent.

The ability of children to consider the questions involved in consent is variable and depends upon maturity, development and education.  The IRB must take into account the ages, maturity, and psychological state of the children involved.   






(Select a, b, c, or d)

	a
	Assent will be sought and gained from all children.
	 FORMCHECKBOX 
  True

	b
	All intended subjects are too young or immature or not capable of giving assent.  
	 FORMCHECKBOX 
  True for all the children
 FORMCHECKBOX 
  True for some of the children  (see E.2.e)

	c
	The children might be capable but the intervention or procedure involved in the 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 clinical investigation.
	 FORMCHECKBOX 
  True for all the children
 FORMCHECKBOX 
  True for some of the children  (see E.2.e)

	d
	The children are capable of assenting but waiver of assent is requested.  All of the following (46.116) apply.  

1) 
The clinical investigation involves no more than minimal risk to the subjects;

2)
The waiver will not adversely affect the rights and welfare of the subjects;

3) 
The clinical investigation could not practicably be carried out without the waiver; and

4) 
Whenever appropriate, the subjects will be provided with additional pertinent information after participation.
	 FORMCHECKBOX 
  True for all the children
 FORMCHECKBOX 
  True for some of the children  (see E.2.e)

	e
	If  “some of the children” were selected above, please explain.
	     

	E.3.  Regulatory Decisions about Parental Permission 

	Parents include biological and adoptive parents.  Single parents should have custodial rights in the state appropriate to the decision being made.

	a.
	Parents will not be asked for permission.  (This includes passive requests for parental permission.)
	 FORMCHECKBOX 
 True   FORMCHECKBOX 
 False

	b
	Permission of only one parent will be gained.  


	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
 No

	c
	Permission of a second parent will be obtained if reasonably available.  
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
 No

	d
	Permission of two parents is required 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 if consistent with state law.
	 FORMCHECKBOX 
   Permission from two parents (if available) will be our requirement.

	E.4.   Informed Consent Documentation

	a
	Complete consent documents will be used for assent and for permission unless there is a waiver of some elements.  The forms can be separate or can be combined on one form.   (A teen and parent might co-sign as a sign of good faith while an elementary student might need a separate form.)
	 FORMCHECKBOX 
  Child and parents sign separate forms   

 FORMCHECKBOX 
  Dual signature form (not allowed for FDA)

 FORMCHECKBOX 
  Other


	Signatures
	Principal Investigator

	Signature
	

	Printed name
	     

	Title
	     

	Date
	     


[image: image1.jpg]

[image: image2.png]


[image: image3.png]


