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	Bon Secours Richmond Health System (BSRHS) IRB 

VULNERABLE SUBJECTS FORM

	
Children and pregnant women, fetuses, and neonates are vulnerable populations with unique protections under Federal regulations. In Virginia, children/minors are under the age of 18 and are not legally emancipated. In addition, the Ethical and Religious Directives for Catholic Health Care Services, 4th edition state, “Medical research that will not harm the life or physical integrity of an unborn child is permitted,” AND, “Abortion is never permitted” and “Non-therapeutic experiments on a living embryo or fetus are not permitted.” This form is intended to assist investigators and members of the BSRHS IRB in assessing research risks and benefits related to vulnerable subjects.


	Principal Investigator: 

	Name (Last, First, MI):
	     

	Title and Degrees:
	     

	Address:
	     

	Phone/Pager/Fax #’s:
	     

	Email:
	     

	TITLE OF STUDY/PROJECT:
     

	Subjects to be enrolled in this research study include:   

	
 FORMCHECKBOX 
 Children  (In Virginia, are under the age of 18 AND not legally emancipated; Federal law defines children as under age of 21)                                                       

	
 FORMCHECKBOX 
 Pregnant Women,  Fetuses, or Neonates                                                                                        


	 Section 1: Select the risk/benefit category that describes your research plan & answer ALL questions within the selected category

	

	 FORMCHECKBOX 
 Category 404 Minimal Risk  46.404 
The proposed research does not involve risk (physical or emotional) to children greater than that ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.                                                        Go to Section 2

	 FORMCHECKBOX 
 Category 405 Greater than Minimal Risk with benefit 46.405 
The proposed research poses greater than minimal risk to children and includes an intervention or procedure that holds the prospect of direct benefit for the child or a procedure that is likely to contribute to the child’s well-being.
1. Explain how the risk is justified by the anticipated benefit to subjects:
     
2. 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.
     





3. Briefly explain how you plan to ensure that provisions are made for soliciting the assent of the children and permission of their parents or guardians, as set forth in Sec. 46.408
                                                                                                                                  Go to Section 2                                                                                                         

	 FORMCHECKBOX 
 Category 406 Slightly greater than MINIMAL RISK with No Direct Benefit  46.406
Research involving greater than minimal risk with no direct benefit to individual subjects, but likely to yield generalizable knowledge about the subject’s disorder or condition 
1. Describe how the risk represents only a minor increase over minimal risk.
     

2. Describe 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.
     
3. Explain how 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.
     
4. Briefly explain how you plan to ensure that provisions are made for soliciting the assent of the children and permission of their parents or guardians, as set forth in Sec. 46.408
     

                                                                                                                    Go to Section 2  

	 FORMCHECKBOX 
  Category 407 NOT OTHERWISE APPROVABLE 46.407 
Research not otherwise approvable, which presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of children. NOTE:  if the research is not HHS funded, then only the first condition must be met
1. Explain how the research presents a reasonable opportunity to further the understanding, prevention, or alleviation of a serious problem affecting the health or welfare of children.  Note: The IRB will make a determination based upon the clarity of information protocol-specific information provided here.
     
2. HHS Supported Research ONLY The Secretary, after consultation with a panel of experts and following public review and comment has made its required determination. OHRP Guidance, Special Protections for Children as Research Subjects, will be followed by BSRHS IRB with review and consider of approval ONLY AFTER the Secretary has issued determinations in writing to the IRB. 

Has the Secretary issued a written determination?   FORMCHECKBOX 
  Yes      FORMCHECKBOX 
 NO                                                                 Go to Section 2  

	

	Section 2: Child Assent and Parental Consent

	

	Assent or Waiver of Assent for Children: Describe the process you will use to obtain assent from each child OR, if applicable, your rationale for requesting waiver of assent for particular ages or situations. 

     

Unless age-specific waiver of assent is requested and approved, children aged 7 and higher are expected to be part of the discussion about the research.  Provide justification if requesting waiver of assent, describing your rationale for excluding potential participants due to age or some anticipated condition. IRB approval of waiver of assent for children below age 7 is not required.

	PARENTAL CONSENT: Describe the process you will use to obtain parental consent and, if applicable, your reason for requesting waiver of documentation of informed consent. 

     
For Categories 406 and 407, Federal regulations require that both parents give permission unless one parent or guardian is deceased, unknown, incompetent, not available, or does not have legal responsibility for the care and custody of the child.

	


	Section 3: Women, Human Fetuses, and Neonates: 

	Do you plan to include data on subjects who are pregnant women, human fetuses, or neonates?                                     
	 FORMCHECKBOX 
 Yes *
	 FORMCHECKBOX 
 No

	* If YES, identify the appropriate research category or categories below:

	

	 FORMCHECKBOX 
 
	Research involving pregnant women or fetuses 46.204

	 FORMCHECKBOX 
 
	Research involving neonates of uncertain viability and nonviable neonates 46.205

	 FORMCHECKBOX 
 
	Research involving neonates of certain viability 46.205

	 FORMCHECKBOX 
 
	Research involving after delivery, the placenta, the dead fetus or fetal material 46.206 Please answer the question below:

	
	Was fetal tissue procured from a fetus that has been electively aborted?  
	 FORMCHECKBOX 
 Yes *
	 FORMCHECKBOX 
 No

	
	* If YES, this study does not comply with Ethical and Religious Directives for Catholic Health Care Services

	 FORMCHECKBOX 
 
	Research not otherwise approvable, which presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of pregnant women, fetuses, or neonates 46.207


	Federal regulations & Catholic Directives require adherence to the following conditions for pregnant women/fetuses as described in 46.204 and the Ethical and Religious Directives for Catholic Health Care Services, 4th edition

	

	Confirm your understanding by checking each condition and providing appropriate details in the space provided.

	

	 FORMCHECKBOX 

	1. Provide an overview of preclinical and clinical studies that have been conducted, summarizing the therapeutic purpose and any potential risks to pregnant women and fetuses that may occur during the course of your study.
                           

	 FORMCHECKBOX 

	2. Describe any risk to the fetus from interventions that hold out the prospect of direct benefit for the woman or the fetus. 
                         

	 FORMCHECKBOX 

	3. Describe any risk is the least possible for achieving the objectives of the research.  

                           

	 FORMCHECKBOX 
 
	4. Note how consent is obtained in accord with the informed consent provisions of subpart A   


                           

	 FORMCHECKBOX 
 
	5. If the research holds out the prospect of direct benefit solely to the fetus, then the consent of the pregnant woman and the father is obtained in accord with the informed consent provisions of subpart A, except that the father's consent need not be obtained if he is unable to consent because of unavailability, incompetence, or temporary incapacity or the pregnancy resulted from rape or incest.  


                           

	 FORMCHECKBOX 
 
	6. Each individual providing consent is fully informed regarding the reasonably foreseeable impact of the research on the fetus or neonate  


                           

	 FORMCHECKBOX 

	7. For children as defined in §46.402(a) who are pregnant, assent and permission are obtained in accord with the provisions of subpart D  

                           

	 FORMCHECKBOX 

	8. No inducements, monetary or otherwise, will be offered to terminate a pregnancy.  

                           

	 FORMCHECKBOX 

	9. Individuals engaged in the research will have no part in determining the viability of a neonate.  

                           

	 FORMCHECKBOX 

	10. Regulations for the special protection of children apply to viable neonates (newborns).  

	 FORMCHECKBOX 

	11. Neonates of uncertain viability may not be involved in research. 


	Signature of Principal Investigator                                                                                                                                      Date
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