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IRB Form # 2B

Application for Research Including Pregnant Women as Research Subjects 
Principal Investigator:  ______________________________________________________

Protocol Title:  ____________________________________________________________

This form should be completed and submitted in conjunction with IRB Protocol Form #1. 

Responses to the following statements will assist the IRB in determining that the research fulfills all the requirements of the federal regulations at 45 CFR Part 46, Subpart B (effective 3/19/01) for inclusion of pregnant women as research subjects.  Pregnant women, prior to delivery, may be involved in research if all of the following conditions are met (45 CFR 46.204):  

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;


Yes

No
          N/A        
  

2. The risk to the fetus is not greater than minimal, or any risk to the fetus that is greater than minimal is caused solely by interventions or procedures that hold out the prospect of direct benefit for the woman or the fetus;


Yes

No
          N/A


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

No
  

4. The women’s consent or the consent of their legally authorized representatives is 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);


Yes

No

      Alteration or Waiver requested and submitted on IRB Form #3?    Yes
           No


5. The women or their legally authorized representatives, as appropriate, are fully informed regarding the reasonably foreseeable impact of the research on the fetus or resultant child;  

              Yes
             No

6. For children, as defined in 45 CFR 46.402(a), who are pregnant, assent and permission are obtained in accord in accord with the provisions of 45 CFR Part 46, Subpart D (if you anticipate enrolling women less than 18 years of age, complete IRB Form #2D);

       Yes
             No 
            N/A

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

         True
       False
       N/A

8.   Individuals engaged in the research will have no part in any decisions as to the timing, method, or procedures used to terminate a pregnancy;

         True
       False
        N/A

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

  True
       False
        N/A


Principal Investigator  





Date

__________________________________________                            _________________________
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