	IRB Reviewer Form for Pregnant Women, Fetuses, Neonates (Appendix K)


	If this research has requested the inclusion of participants who are pregnant, fetuses, or neonates (of uncertain viability and non-viable), the PI must submit Appendix K with submission documents.

Refer to Appendix K in this review. The inclusion of these groups requires that the PI comply with additional protections provided in 45 CFR 46 Subpart B.

Research involving viable neonates must comply with the additional regulatory protections for children found in 45 CFR 46 Subpart A and C. Please complete Appendix C. For minors who are pregnant, assent and parental permission are required.

	SECTION A:  Research Involving Pregnant Women and Fetuses
Where Research is Directed at Pregnant Women, Fetuses, and/or Neonates (45 CFR 46.204)

	1. 
	Does this research involve both pregnant women and fetuses?
	 FORMCHECKBOX 

Yes 


(If Yes, complete questions a through f below)

 FORMCHECKBOX 

No

(If No, please proceed to Section B)

a. Has the PI provided sufficient information from preclinical studies, including studies on pregnant animals, and clinical studies that include studies on non-pregnant women, where scientifically appropriate, in order to assess potential risks to pregnant women and fetuses?.
 FORMCHECKBOX 

Yes

 FORMCHECKBOX 

No

b. Provide protocol specific justification that the PI has provided adequate information on which to base an adequate risk/benefit assessment:

Please describe:             

c. Indicate whether or not there is the prospect of direct benefit for (check those that apply):

 FORMCHECKBOX 

Pregnant Women

 FORMCHECKBOX 

Fetuses

 FORMCHECKBOX 

Both Pregnant Women & Fetuses

 FORMCHECKBOX 

Neither

d. The risk to the fetus is (check one):

 FORMCHECKBOX 

Not greater than minimal risk – prospect of direct benefit for the women and/or fetus

 FORMCHECKBOX 

Not greater than minimal risk – without prospect of direct benefit but the purpose of the research is development of important knowledge that cannot be obtained by any other means

 FORMCHECKBOX 

Greater than minimal risk – caused solely by procedures that hold the prospect of direct benefit for the women and/or fetus

e. Provide protocol specific justification for inclusion of pregnant women and/or fetuses in this research given the risks described in the submitted material.
           
f. In order for research involving (directed toward) pregnant women or fetuses, verify that all of the following criteria have been met:

 FORMCHECKBOX 

Risk to fetus is caused solely by interventions or procedures that hold out the prospect of direct benefit for the woman or fetus; or if there is no such prospect of benefit, the risk to fetus is not greater than minimal and the purpose of the research is the development of important biomedical knowledge which cannot be obtained any other means.

 FORMCHECKBOX 

Any risk is the least possible for achieving the objects of the research.

 FORMCHECKBOX 

If the research holds out the prospect of direct benefit to the pregnant woman, the prospect of a direct benefit both to the pregnant woman and the fetus, or no prospect of benefit for the woman nor the fetus when 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, the pregnant woman’s consent will be obtained in accordance with 45 CFR 46 Subpart A.

 FORMCHECKBOX 

If the research holds out the prospect of direct benefit solely to the fetus, then the consent of the pregnant woman and the father is obtained in accord with the informed consent provisions of Subpart A of 45 CFR 46, except that 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.

 FORMCHECKBOX 

For children, as defined in 45 CFR 46.402(a), who are pregnant, assent and permission are obtained in accord with the provisions of Subpart D of 45 CFR 46.

 FORMCHECKBOX 

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

 FORMCHECKBOX 

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

 FORMCHECKBOX 

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


	SECTION B:  Research With Neonates

Of Uncertain Viability and Non-Viable Neonates (45 CFR 46.205(a)&(b))

	1.
	Does this research involve neonates of uncertain viability and non-viable neonates?

	 FORMCHECKBOX 

Yes 

(If Yes, complete questions a through f below)

 FORMCHECKBOX 

No

(If No, please proceed to Section C)

a. In order for neonates of uncertain viability and non-viable neonates to be involved in research, please verify that all of the following conditions have been met.
 FORMCHECKBOX 

Where scientifically appropriate, preclinical and clinical studies have been provided in order for you to assess potential risks to the neonates.
 FORMCHECKBOX 

The consent document submitted provides for individual providing consent to be fully informed regarding the reasonably forseeable impact of the research on the neonate.
 FORMCHECKBOX 

Individuals engaged in the research will have no part in determining the viability of a neonate
 FORMCHECKBOX 

The requirements of 45 CFR 46.205 are met.

b. The viability of neonates in this research is:

 FORMCHECKBOX 

Uncertain Viability

 FORMCHECKBOX 

Non-Viable
 FORMCHECKBOX 

Both

c. Please describe whom the PI has identified that will determine viability of the neonate.


     
d. For neonates of uncertain viability, the risk to the neonate is (check one):

 FORMCHECKBOX 

The least possible and the research holds the prospect of enhancing the probability of survival to the point of viability
 FORMCHECKBOX 

No added risk will result from the research and the purpose of the research is development of important knowledge that cannot be obtained by other means
 FORMCHECKBOX 

N/A
e. Until viability can be determined, in order for a neonate to be involved in research, the following conditions must all be met (please verify by checking next to the criteria listed below).
 FORMCHECKBOX 

The IRB determines that the research holds out the prospect of enhancing the probability of survival of the neonate to the point of viability and any risk is the least possible for achieving that objective, or the purpose of the research is the development of important biomedical knowledge which cannot be obtained by other means and there will be no added risk to the neonate resulting from the research.
 FORMCHECKBOX 

The legally effective informed consent of either parent of the neonate or, if neither parent is able to consent because of unavailability, incompetence, or temporary incapacity, the legally effective informed consent of either parent’s legally authorized representative is planned obtained in accord with Subpart A of 45 CFR 46, except that consent of the father or his legally authorized representative need not be obtained if the pregnancy resulted from rape or incest.

f. After delivery of a non-viable neonate, the neonate may only be involved in research if all of the following requirements are met.  Please verify:
 FORMCHECKBOX 

Vital functions of the neonate will not be artificially maintained.

 FORMCHECKBOX 

The research will not terminate the heartbeat or respiration of the neonate.

 FORMCHECKBOX 

The purpose of the research is the development of important biomedical knowledge that cannot be obtained by other means.
 FORMCHECKBOX 

The legally effective informed consent of both parents of the neonate will be obtained in accord with Subpart A of 45 CFR 46, (review consent form content and signature lines) except that the waiver and alteration provisions do not apply. If either parent is unable to  consent because of unavailability, incompetence, or temporary incapacity, the informed consent of one parent of a non-viable neonate will suffice to meet the requirements, except the consent of the father need not be obtained if the pregnancy resulted from rape or incest. The consent of a legally authorized representative of either or both parents of a non-viable neonate will not suffice to meet these requirements.


	SECTION C:  Research Involving

After Delivery, The Placenta, Dead Fetus, or Fetal materials

	1.
	Does the research involve, after delivery, the placenta, the dead fetus, or fetal material (macerated material, cells, tissues, or organs) 45 CFR 46.206?

	 FORMCHECKBOX 

Yes 

(If Yes, please verify the following)

 FORMCHECKBOX 

The study is being conducted in accord with any applicable federal, state, or local laws and regulations regarding such activities.
 FORMCHECKBOX 

If information associated with the material described above is recorded for research purposes in a manner that could identify living individuals either directly or through identifiers linked to those individuals, then those individuals are research subjects and all pertinent subparts of 45 CFR 46 are applicable.
 FORMCHECKBOX 

No


	Under 45 CFR 46.207, if proposed research does not meet the requirements of 46.204 or 205, it must be reviewed by a panel of experts, be subjected to public review and comment, and the Secretary of DHHS must certify that 
1. The research does satisfy the conditions of 45 CFR 46.204 or

2. 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, fetuses, or neonates;, the research will be conducted in accord with sound ethical principles, and informed consent will be obtained in accord with the provisions of 45 CFR 46 Subpart A and other applicable subparts.



	Signature of Reviewer: ____________________________________________________________

IRB Committee: ____________________________________________________________
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