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DOCUMENTATION OF IRB REVIEW AND APPROVAL:

RESEARCH INVOLVING PREGNANT WOMEN and/ or (LIVING FETUSES)
IRB #:       
Principal Investigator:       
Protocol Title:       
WHEN COMPLETING THIS FORM EITHER “A” OR “B” MUST BE SATISFIED

 FORMCHECKBOX 
 A.
General Approval Requirements: The IRB is in agreement with the justifications or statements provided by the investigators for each of the general requirements governing research involving Pregnant Women1 or Fetuses2 ; 45 CFR 46.204
All of the following (1-5) MUST Be Satisfied:

                FORMCHECKBOX 
 1.
Where scientifically appropriate, pre-clinical studies, including studies on pregnant animals, and clinical studies, including studies



on non-pregnant women, have been conducted and provide data for assessing potential risks to pregnant women and fetuses.


 FORMCHECKBOX 
 2.
The risk to the fetus is caused solely by interventions or procedures that hold out the prospect of direct benefit for the women or



the fetus; or, if there is no such prospect of direct benefit, the risk to the fetus is not greater than minimal and the purpose of the 



research is the development of important biomedical knowledge, which cannot be obtained by any other means.  


 FORMCHECKBOX 
 3.
Any risk is the least possible for achieving the objectives of the research.  


 FORMCHECKBOX 
 4.
No inducements, monetary or otherwise, will be offered to terminate a pregnancy.  


 FORMCHECKBOX 
  5.
Individuals engaged in the research will have no part in any decisions related to the timing, method, or procedures used to



terminate a pregnancy.  

 FORMCHECKBOX 
 B.
If the IRB has determined that the research does not meet the general requirements (A) for research involving pregnant women or fetuses 45 CFR 46.204 ; the conduct of the research can be approved only if: 

 FORMCHECKBOX 
 1. 
The IRB finds that the research presents a reasonable opportunity to further the understanding, prevention, or alleviation of a serious problem affecting the health or welfare of pregnant women or fetuses; and

 FORMCHECKBOX 
 2. 




(a or b must be satisfied)

 FORMCHECKBOX 
 a 
Research that is either funded by the DHHS, or is conducted in a DHHS supported facility (ex. GCRC) must be reviewed and approved by the Secretary of DHHS according to 45 CFR 46.206

or
 FORMCHECKBOX 
 b.
Research that is not funded by the DHHS and is not conducted in a DHHS supported facility (ex. GCRC)  must be reviewed by a panel of Obstetrician/Gynecology experts ( minimum of 2 members of the Magee-Womens Hospital CRC committee who are not members of the University of Pittsburgh IRB and an ethicist) to determine if the research presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of pregnant women and the research will be conducted in accord with sound ethical principles . 

 FORMCHECKBOX 
 C.
Informed Consent Requirements: The IRB has determined that each individual providing consent for participation in this research involving pregnant women or fetuses is fully informed regarding the reasonably foreseeable impact of the research on the pregnant woman, fetus or neonate3:

THE PROTOCOL MUST SATISFY ONE OF THE FOLLOWING:


 FORMCHECKBOX 
 1.
The informed consent of only the pregnant women shall be required if the research holds out the prospect of direct benefit to the pregnant women, the prospect of direct benefit both to the pregnant women and the fetus, or no prospect of benefit for the women nor the fetus when 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 
 2. 
The informed consent of both the pregnant woman and the father shall be required if the research holds out the prospect of direct benefit solely to the fetus except that the father’s consent is not required if he is unable to consent because of unavailability, incompetence, or temporary incapacity or the pregnancy resulted from rape or incest.    


If children (age < 18 years) who are pregnant will be included in this research study; both child assent and parental permission shall be required in accord with the provisions governing the participation of children in research.  [Note that Commonwealth of Pennsylvania regulations regarding emancipated minors apply only to provision of clinical care; not research.]  Complete, in addition, the Documentation of IRB Review and Approval: Additional Protections for Children Involved as Subjects of Research (45 CFR 46, Subpart D).


_________________________________________________________________________________________________
1 Pregnancy encompasses the period of time from implantation until delivery.  A woman shall be assumed to be pregnant if she exhibits any of the pertinent presumptive signs of pregnancy, such as missed menses, until the results of a pregnancy test are negative or until delivery.

2 Fetus means the product of conception from implantation until delivery.  Delivery means the complete separation of the fetus from the woman by expulsion or extraction or any other means. 

3Neonate means newborn.
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