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Application for Human Subjects’ Research
Part G: Research Involving Pregnant Women or Fetuses

Federal regulations require that additional determinations be made for research that involves pregnant women or fetuses.

1. When appropriate, have studies been done on animals and non-pregnant individuals (45 CFR 46.204(a))?

     FORMCHECKBOX 
 Yes

          Please describe the nature and findings of these studies:

     FORMCHECKBOX 
 No

2. Please choose one of the following and then justify your selection.

     FORMCHECKBOX 
 The risk to the fetus is caused solely by interventions/procedures that hold out the prospect of direct benefit for the woman or the fetus. (45 CFR 46.204(b) Justification:      
     FORMCHECKBOX 
 There is no prospect of direct benefit, the risk to the fetus are 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. (45 CFR 46.204(d)) Justification:      
3. How is the risk the least possible for achieving the objectives of the research (45 CFR 46.204(c))?

4. Please indicate who you will plan to obtain consent from.

5. Describe how you will ensure that individuals providing consent are fully informed regarding the reasonably foreseeable impact of the research on the fetus (45 CFR 46.204(f)).

6. Please check the following boxes in order to provide assurances that are required by regulations.

     FORMCHECKBOX 
 I assure that no inducements, monetary or otherwise, will be offered to terminate the pregnancy (45 CFR 46.204(h)).

              FORMCHECKBOX 
 I assure that individuals engaged in the research will have no part in any decisions as to the timing, method, or procedures used to terminate the pregnancy (45 CFR 46.204(i)).

  FORMCHECKBOX 
  I assure that individuals engaged in research will have no part in determining the viability of the neonate (45 CFR 46.204(j)).
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