Addendum Checklist: Neonate Research

  Full Board Review




  Initial Review

  Expedited Review               



  Continuing Review

	Reviewer: 
	Principal Investigator :      


	Protocol #:      
	Submission ID:      


Individuals from birth to 30 days are referred to as neonates.
A. VA -regulated research – research involving neonates is acceptable as long as it is observational and/or retrospective and the research is conducted in accordance with DHHS Subpart D.  Is the VA-regulated research observational and/or retrospective?

Yes  FORMCHECKBOX 

   
No  FORMCHECKBOX 
     N/A (Not VA research)   FORMCHECKBOX 
  
B. For all studies involving neonates:

To include neonates in research, the IRB must find:

 FORMCHECKBOX 
  Any risk is the least possible for achieving the objectives of the research

 FORMCHECKBOX 
  Individuals engaged in the research have no part in determining the viability of a neonate

Special Review Considerations (Expedited Review Only)

 FORMCHECKBOX 
 The study is retrospective in nature only.
 FORMCHECKBOX 
 Only viable neonates are human subjects because at the point the research is conducted, any non-viable neonates would no longer be living (not human subjects) and any neonates of uncertain viability would either have become viable or are no longer living; the Children Research Checklist is completed.

 FORMCHECKBOX 
 Consent is waived in this study according to the criteria in 45 CFR 46.116.
 FORMCHECKBOX 
 This research does not involve placenta, dead fetus, or fetal material.
If the above determinations can be made, sign here and this checklist is complete; otherwise continue.

_     _________________________



_     ____________
Chair signature






Date
This study involves (check all that apply): 

 FORMCHECKBOX 
 Viable neonates means being able, after delivery, to survive (given the benefit of available medical therapy) to the point of independently maintaining heartbeat and respiration

 FORMCHECKBOX 
 Neonates of uncertain viability [Where it has not been ascertained that the fetus is viable]  



 FORMCHECKBOX 
 Non-viable neonates [a neonate after delivery that, although living, is not viable].
Rationale for above categories:       

For the appropriate category of neonates consider the following:

1. FOR VIABLE NEONATES 

Subpart D applies. The Children research checklist must also be completed.  FORMCHECKBOX 

2. NEONATES OF UNCERTAIN VIABILITY

Until it has been ascertained whether or not a neonate is viable, a neonate may not be involved in research unless the following conditions are met ([a]+[b]) or [c]:

 FORMCHECKBOX 
 a. The research holds out the prospect of enhancing the probability of survival of the PARTICULAR fetus to the point of viability; AND
 FORMCHECKBOX 
 b. Any risk is the least possible; 


  OR

 FORMCHECKBOX 
 c. The purpose of the research is the development of important biomedical knowledge which cannot be obtained by other means and there is no added risk to the neonate from the research;

The following determinations must also be made:

a. Where scientifically appropriate, preclinical and clinical studies have been conducted and provide data for assessing potential risks to neonates.  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
  

Discuss:      
b. Either parent provides consent [The LAR of either parent may provide consent if neither parent is able to consent because of unavailability, incompetence, or temporary incapacity except that the consent of the father or his LAR need not be obtained if the pregnancy resulted from rape or incest.]  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
  
c. Individuals providing consent are fully informed regarding the reasonably foreseeable risks to neonates.  Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
  
Discuss:      
3. FOR NONVIABLE NEONATES, the following must be met:

 FORMCHECKBOX 
 Vital functions will not be artificially maintained;

 FORMCHECKBOX 
 The research will not terminate the heartbeat or respiration of the fetus;

 FORMCHECKBOX 
 The purpose of the research is the development of important biomedical knowledge which cannot be obtained by other means and there is no added risk to the neonate from the research;

The following determinations must also be made:

a. Where scientifically appropriate, preclinical and clinical studies have been conducted and provide data for assessing potential risks to neonates.  Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
  

Discuss:      
b. There is no added risk to the neonate resulting from the research.  Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
  
Discuss:      
c. Individuals providing consent are fully informed regarding the reasonably foreseeable impact of the research on the neonates.  Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
  

Discuss:      
d. Both parents consent to the research. LAR consent is NOT permitted. Waiver or alteration of consent provision cannot be used.  [If either parent is unable to consent because of unavailability, incompetence, or temporary incapacity, the informed consent of one parent of a nonviable neonate will suffice, except that the consent of the father need not be obtained if the pregnancy resulted from rape or incest.]  Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
  
e. The consent waiver and alteration provisions are not applied. Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
  

C. For Research not Otherwise Approvable Under this section:

 FORMCHECKBOX 
 The IRB must determine that the research has the reasonable probability of providing important biomedical knowledge; AND
 FORMCHECKBOX 
 The IRB determination must be forwarded to the Secretary of HHS who will consult with experts and determine whether the research should go forward.

D. Research Involving, After Delivery, the Placenta, the Dead Fetus, or Fetal Material (Subpart B)
There is no applicable State or local laws in Colorado. If the study is being conducted outside of Colorado, University Legal Counsel will need to be contacted.

The IRB must determine that an appropriate description has been provided as to how tissue/samples will be obtained.  Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
  
AND

If any information associated with the above material will be recorded for research purposes in a manner that living individuals can be identified, directly or through identifiers then the IRB must determine that:


There is a plan to obtain appropriate consent


Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
  

The individual’s privacy has been appropriately protected

Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
  

The individual’s confidentiality has been appropriately protected
Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
  
Describe the plan to ensure the above points:      


_     _________________________

_     ___________

Reviewer Signature




Date
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