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Attachment C
Research Involving Pregnant Women and Fetuses
Version Date:

IRB #:
     
Principal Investigator:
     
Study Title:
      

The Creighton University IRB does not permit the involvement of the pregnant woman, fetus, or neonate in research that has no direct benefit unless the risk is minimal and important biomedical information can not be obtained by any other means. Creighton University does not permit any research on tissue from electively aborted fetuses.
Investigators are reminded pregnant women who are involved in studies that occur during labor and delivery are considered transiently cognitively impaired. The women should be consented to the study before labor onset.

1. What is the reason for including this vulnerable population (pregnant woman/fetus/placental or fetal tissue)?


     
2. Who does this research involve?

 FORMCHECKBOX 
 Pregnant women and fetuses (complete Section A)

 FORMCHECKBOX 
 Fetus only (complete Section B)

 FORMCHECKBOX 
 Neonates (complete Attachment B – Research Involving Children)

 FORMCHECKBOX 
 Placenta (after delivery)/dead fetus/fetal material (complete Section C)

Section A (Pregnant Women and Fetuses)
1. Describe scientifically appropriate preclinical studies, including studies on pregnant animals, and clinical studies, including studies on non-pregnant women, that have been conducted and provide data for assessing potential risks to pregnant women and fetuses (this information must be included in the protocol):

     
2. Risk (choose one)

The risk to the fetus is caused solely by interventions or procedures that hold out the prospect of direct benefit for the woman or the fetus:


 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No          

If yes, justify this determination with information from the protocol:

     
OR
If there is no such prospect of benefit, the risk to the fetus is not greater than minimal and the purpose of the research is the development of important biomedical knowledge that cannot be obtained by any other means.


 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No          

If yes, justify this determination with information from the protocol:

     
Describe protocol-specific information showing that any risk is the least possible for achieving the objectives of the research:      
3. Consent
If either of the above risk categories are checked yes, then only the woman’s consent (must be competent to consent) need be obtained, in accordance with the informed consent provisions of 45 CFR Part 46, Subpart A, unless alteration or waiver is approved by the IRB in accordance Section 46.116(c) or (d).

Do you plan to only consent the mother?


 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No
Only one signature line is required on the consent.



OR

Are you requesting an alteration or waiver to the consent?  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

[For non-FDA regulated research only]

  
If yes, complete Attachment G - Waiver of Consent 

Section B (Fetus Only)
1. Does the research hold out the prospect of direct benefit solely to the fetus?   
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


If yes, justify this determination with information from the protocol:

     
If yes, do you plan to consent the mother and the father?


 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No
Two signature lines are required on the consent.

Note: The father’s consent is not required if he is unable to consent because of non-availability, incompetence, or temporary incapacity or the pregnancy resulted from rape or incest.

[Legally authorized representative consent for either parent is not permitted]
2. Each individual providing consent will be fully informed regarding the reasonably foreseeable impact of the research on the fetus or neonate.  

             FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
If yes, describe protocol-specific procedures used to inform these individuals:
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