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View 1
Research Involving Pregnant Women
*1 Where scientifically appropriate, have preclinical studies, including studies on pregnant animals, and clinical studies, including studies on non-pregnant women, been conducted and provide data for assessing potential risks to pregnant women and fetuses?
[image: image1.wmf]Yes  [image: image2.wmf]No [image: image3.wmf]N/A-not scientifically appropriate  Clear
Click here to add a concern/contingency: [Add]
2 If Yes or N/A, provide protocol specific findings justifying this determination:

[image: image4.png]



Click here to add a concern/contingency: [Add]
*3 Is one of the following true?

· 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.

· If there is no such prospect of benefit to the fetus, 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 

[image: image5.wmf]Yes  [image: image6.wmf]No  Clear
Click here to add a concern/contingency: [Add]
4 If Yes, indicate which statement above is true and provide protocol specific findings justifying this determination:
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Click here to add a concern/contingency: [Add]
*5 Is any risk is the least possible for achieving the objectives of the research?

[image: image8.wmf]Yes  [image: image9.wmf]No  Clear
Click here to add a concern/contingency: [Add]
6 If Yes, provide protocol specific findings justifying this determination:
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Click here to add a concern/contingency: [Add]
*7 Is one of the following true and the consent of the mother is obtained?

· The research holds out the prospect of direct benefit to the pregnant woman.

· The research holds out the prospect of a direct benefit both to the pregnant woman and the fetus.

· There is no prospect of benefit for the woman nor the fetus but 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.
[image: image11.wmf]Yes  [image: image12.wmf]No  Clear
Click here to add a concern/contingency: [Add]
8 If Yes, indicate which statement above is true and provide protocol specific findings justifying this determination:
[image: image13.png]



Click here to add a concern/contingency: [Add]
*9 Does the research hold out the prospect of direct benefit solely to the fetus and the consent of the pregnant woman and the father is obtained (the father’s consent need NOT be obtained if he is unable to consent because of unavailability, incompetence, or temporary incapacity or the pregnancy resulted from rape or incest)?

[image: image14.wmf]Yes  [image: image15.wmf]No  Clear
10 If Yes, provide protocol specific findings justifying this determination:
[image: image16.png]



Click here to add a concern/contingency: [Add]
*11 Is each individual who is providing consent fully informed regarding the reasonably foreseeable impact of the research on the fetus or neonate?
[image: image17.wmf]Yes  [image: image18.wmf]No  Clear
Click here to add a concern/contingency: [Add]
12 If Yes, provide protocol specific findings justifying this determination:
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Click here to add a concern/contingency: [Add]
*13 For children who are pregnant, are assent and permission obtained in accord with the provisions of subpart D?
[image: image20.wmf]Yes  [image: image21.wmf]No [image: image22.wmf]N/A-children who are pregnant will not be enrolled in this study  Clear
Click here to add a concern/contingency: [Add]
14 If Yes, provide protocol specific findings justifying this determination:
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Click here to add a concern/contingency: [Add]
*15 Will inducements, monetary or otherwise, be offered to terminate a pregnancy?
[image: image24.wmf]Yes  [image: image25.wmf]No  Clear
Click here to add a concern/contingency: [Add]
16 If No, provide protocol specific findings justifying this determination:

[image: image26.png]



*17 Will individuals engaged in the research have any part in any decisions as to the timing, method, or procedures used to terminate a pregnancy?
[image: image27.wmf]Yes  [image: image28.wmf]No  Clear
Click here to add a concern/contingency: [Add]
18 If No, provide protocol specific findings justifying this determination:
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Click here to add a concern/contingency: [Add]
*19 Will individuals engaged in the research have any part in determining the viability of a neonate?
[image: image30.wmf]Yes  [image: image31.wmf]No  Clear
Click here to add a concern/contingency: [Add]
20 If No, provide protocol specific findings justifying this determination:

[image: image32.png]



Click here to add a concern/contingency: [Add]
Logic-If Yes or N/A to 1, 3, 5, 7, 9, 11, 13 and No to 15, 17, 19-go to View 4, otherwise go to View 2.

View 2
Research Involving Pregnant Women that is NOT Otherwise Approvable
*1 Does the research present a reasonable opportunity to further the understanding, prevention, or alleviation of a serious problem affecting the health or welfare of pregnant women, fetuses or neonates?
[image: image33.wmf]Yes  [image: image34.wmf]No  Clear
Click here to add a concern/contingency: [Add]
2 If Yes, provide protocol specific findings justifying this determination:
[image: image35.png]



Click here to add a concern/contingency: [Add]
Logic-If Yes to 1 go to View 3; otherwise go to View 4.

View 3
This is research involving pregnant women that is NOT otherwise approvable.

Please note that one or more of the following must be added as modifications required to secure approval:

· DHHS-regulated research cannot proceed until OHRP approves the research

· Research conducted or funded by the Department of Defense (DOD) cannot proceed until the Director, Defense, Research and Engineering approves the research 

· All other research cannot proceed until the Organizational Official(s) approves the research in accordance with “SOP: Review of Not Otherwise Approvable Research

Click “Continue”

Go to View 5
View 4
Not Approvable
This research involving pregnant women is NOT approvable.

Click “Continue”

Got to View 5
View 5
Final Page

1 Attachments - if necessary you may upload any files associated with your review:
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Click here to add a concern/contingency: [Add]
*2 Have you completed this checklist?

[image: image36.wmf]Yes  [image: image37.wmf]No  Clear
Click here to add a concern/contingency: [Add]

[image: image38.jpg]_1359617076.unknown

_1359617080.unknown

_1359617082.unknown

_1359617083.unknown

_1359617081.unknown

_1359617078.unknown

_1359617079.unknown

_1359617077.unknown

_1359617068.unknown

_1359617072.unknown

_1359617074.unknown

_1359617075.unknown

_1359617073.unknown

_1359617070.unknown

_1359617071.unknown

_1359617069.unknown

_1359617064.unknown

_1359617066.unknown

_1359617067.unknown

_1359617065.unknown

_1359617062.unknown

_1359617063.unknown

_1359617060.unknown

_1359617061.unknown

_1359617059.unknown

_1359617058.unknown

