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	Boston College Institutional Review Board

Office for Research Protections

140 Commonwealth Ave., Waul House
Chestnut Hill, MA 02467

(617) 552-4778 Fax: (617) 552-0498 E-mail: irb@bc.edu 

	Research with Minors Form
	

	I. Study Title:
(If funded must match the sponsored title)
	     

	II. Name of Principal Investigator:       
	     

	III:  Study Information

	A. Minimal Risk Research

Are the risks involved in participating in this research are those that parents would allow their minors to experience in the course of their everyday lives (45 CFR 46.404).)   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No*

*Please elaborate      


	B. Greater than minimal risk with direct benefit
The research risk is greater than minimal and it presents the prospect of direct benefit to the participant (45 CFR 46.405)

  FORMCHECKBOX 
 Yes*  FORMCHECKBOX 
 No

*Please justify:     


	C.  Greater than Minimal Risk

The research risk is greater than minimal with no direct benefit to the minors but is it likely to yield generalizable knowledge about the subject’s disorder or condition (45 CFR 46.406)      And

The minors being recruited have a disorder or condition that would place them in a group other than average healthy child therefore, the research qualifies as a minor increment over minimal risk.  (This risk is slightly more than what the average healthy minor would experience but is reasonable for these participants because it is not more than they would experience or expect given their condition.)   FORMCHECKBOX 
 Yes*  FORMCHECKBOX 
 No

* Provide Source:      
*When were these data collected:     
And

 FORMCHECKBOX 
 1.The risk represents a minor increase over minimal risk;                                                                                                                                                   

 FORMCHECKBOX 
 2.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 
 3. The intervention or procedure is likely to yield generalizable knowledge about the subjects' disorder or condition which is of vital importance for the understanding or amelioration of the subjects' disorder or condition;

 FORMCHECKBOX 
 4. Both parents must give their permission 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; or 

 FORMCHECKBOX 
   The research uses healthy minors and is greater than minimal risk.  It presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health and welfare of minors but presents no direct benefits to the participants (45 CFR 46.407)  (Please note, research in this category must be reviewed by the BCIRB and then submitted to the DHHS Secretary for review by a panel of experts.)



	D. Justification for inclusion of minors:

 Please provide a scientific or medical rationale for the inclusion of minors (Refer to 45 CFR Part 46, Subpart D and the NIH Policy).

     

	E. Assent Process

1.  In addition to obtaining permission from the minor’s parent or guardian, federal regulations require that you obtain the minor’s assent to participate in the research. The assent process must be compatible with the minors’ developmental level.

 Please discuss the assent process:     
2.  Have you attached an assent document that describes the process  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
No*

 * If No. please justify:       


	F. Guidance on Remuneration

(reference: Children’s Workgroup Report, National Human Research Protections Advisory Committee, 4/5/01 draft)  

•  Minors may receive small gifts of appreciation for participation.  Gifts should rarely be cash and should never be contingent upon  study completion.

•  Parents or legal guardians may be compensated for travel or time lost from work.



	G. Consent (permission ) requirements

If “yes” is checked in either III(A) or III(B)above, the consent of only one parent is required, III (C) requires the consent of both parents

Emancipated minors (those with children, married, or those that have been legally emancipated) may be consented as adults.

Adolescents in the State of Massachusetts have the legal authority to consent for treatment without parental permission when treatments are for sexually transmitted diseases and pregnancy.  To protect the best interests of the minor, the BCIRB will make the final determination as to whether or not parental permission is required for these types of research studies.



	SIGNATURE OF PRINCIPAL INVESTIGATOR

	The undersigned accept(s) responsibility for the study, including adherence to the ethical guidelines set forth in the Belmont Report, Declaration of Helsinki, the Nuremberg Code, the ethical principles of your discipline, the Common Rule and Boston College policies regarding protections of the rights and welfare of human participants participating in this study. In the case of student protocols, the faculty supervisor and the student share responsibility for adherence to policies.


	     
	     
	     

	Print Name of Principal Investigator
	Signature of Principal Investigator
	Date

	SIGNATURE OF FACULTY RESEARCH SUPERVISOR- REQUIRED FOR STUDENT RESEARCH

	By signing this form, the faculty research supervisor attests that (s)he has read the attached protocol submitted for IRB review, and agrees to provide appropriate education and supervision of the student investigator, above and share the above Principal Investigator responsibilities.


	     
	     
	     

	Print Name of Faculty Research Supervisor
	Signature of Faculty Research Supervisor
	Date


	BC Research  with Minors Form
	Submit Materials in a Single PDF by E-mail to irb@bc.edu 
	Page 1 of 2

	Rev. 1/11/10
	

 
	



