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IRB REVIEWER CHECKLIST SUPPLEMENT:

 RESEARCH INVOLVING PREGNANT WOMEN, FETUSES OR NEONATES

IRB Protocol No.        
  Principal Investigator      
Reviewer                           FORMCHECKBOX 
 Primary Reviewer         FORMCHECKBOX 
 Secondary Reviewer

Instructions: Use this form, with the IRB Reviewer Checklist, for research with pregnant women, human fetuses, or neonates.
Indicate the applicable categories, and check the approval conditions which are met and the justification for each finding.  

 FORMCHECKBOX 
   RESEARCH INVOLVING PREGNANT WOMEN OR FETUSES
Pregnant women or fetuses may be involved in research if all of the following conditions are met (45 CFR 46.204):

Where scientifically appropriate, data are available to assess risks

 FORMCHECKBOX 
 (a) Where scientifically appropriate, preclinical studies, including studies on pregnant animals, and clinical studies, including studies on nonpregnant women, have been conducted and provide data for assessing potential risks to pregnant women and fetuses
 FORMCHECKBOX 
 Adequate justification provided in the application   Or  
 FORMCHECKBOX 
 Protocol specific justification for this determination:      


Permissible risk/benefit category 
One of the following is true:

 FORMCHECKBOX 
 (b) 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    
           Or
 FORMCHECKBOX 
       If there is no prospect of benefit to the woman or 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
 FORMCHECKBOX 
 Adequate justification provided in the application    Or 
 FORMCHECKBOX 
 Protocol specific justification for this determination:       


Any risk is the least possible
 FORMCHECKBOX 
 (c) Any risk is the least possible for achieving the objectives of the research 
 FORMCHECKBOX 
 Adequate justification provided in the application    Or    
 FORMCHECKBOX 
 Protocol specific justification for this determination:       


Informed consent requirements 
One of the following is true:

 FORMCHECKBOX 
 (d) If the research holds out (1) the prospect of direct benefit to the pregnant woman, (2) the prospect of a direct benefit both to the pregnant woman and the fetus, or (3) 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 woman’s consent is obtained 

Or
 FORMCHECKBOX 
 (e) 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, 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 
 Adequate justification provided in the application    Or  
 FORMCHECKBOX 
 Protocol specific justification for this determination:       


Consent process fully discloses impact on fetus or neonate 
 FORMCHECKBOX 
 (f) Each individual providing consent under (d) or (e) above is fully informed regarding the reasonably foreseeable impact of the research on the fetus or neonate 
 FORMCHECKBOX 
 Adequate justification provided in the application   Or 
 FORMCHECKBOX 
 Protocol specific justification for this determination:       


Assent & parental permission requirements for minors
 FORMCHECKBOX 
 (g) For children who are pregnant, assent and permission are obtained in accord with Subpart D for studies involving children





 FORMCHECKBOX 
  Minors are excluded from the research population
 FORMCHECKBOX 
 Adequate justification provided in the application    Or
 FORMCHECKBOX 
 Protocol specific justification for this determination:       

Additional requirements  
All of the following is true:

 FORMCHECKBOX 
 (h) No inducements, monetary or otherwise, will be offered to terminate a pregnancy
 FORMCHECKBOX 
 Adequate justification provided in the application   Or 
 FORMCHECKBOX 
 Protocol specific justification for this determination:       

 FORMCHECKBOX 
 (i) 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 
 Adequate justification provided in the application   Or
 FORMCHECKBOX 
 Protocol specific justification for this determination:       
 FORMCHECKBOX 
 (j) Individuals engaged in the research will have no part in determining the viability of a neonate.

 FORMCHECKBOX 
 Adequate justification provided in the application   Or
 FORMCHECKBOX 
 Protocol specific justification for this determination:       

 FORMCHECKBOX 
  RESEARCH INVOLVING VIABLE NEONATES 
45 CFR 46.205(d)  A neonate, after delivery, that has been determined to be viable may be included in research only to the extent permitted by and in accord with the requirements of subparts A (Common Rule) and D (Additional DHHS Protections for Children Involved as Subjects in Research) of this part.           

 FORMCHECKBOX 
  Viable neonates may be included in the research    Complete separate checklist for research involving children
 FORMCHECKBOX 
  RESEARCH INVOLVING NEONATES OF UNCERTAIN VIABILITY AND NONVIABLE NEONATES
Neonates of uncertain viability and nonviable neonates may be involved in research if all of the following conditions (45 CFR 46.205(a)) are met:
Where scientifically appropriate, data are available to assess risks
 FORMCHECKBOX 
   (1) Where scientifically appropriate, preclinical and clinical studies have been conducted and provide data for assessing potential risks to neonates

 FORMCHECKBOX 
 Adequate justification provided in the application   Or   
 FORMCHECKBOX 
 Protocol specific justification for this determination:        
Consent process fully discloses impact on fetus or neonate 
 FORMCHECKBOX 
   (2) Each individual providing consent is fully informed regarding the reasonably foreseeable impact of the research on the neonate

 FORMCHECKBOX 
 Adequate justification provided in the application   Or  
 FORMCHECKBOX 
 Protocol specific justification for this determination:       
Researchers are uninvolved in determining the viability of a neonate
 FORMCHECKBOX 
   (3) Individuals engaged in the research will have no part in determining the viability of a neonate
 FORMCHECKBOX 
 Adequate justification provided in the application   Or   
 FORMCHECKBOX 
 Protocol specific justification for this determination:       
Additional requirements for inclusion of neonates of uncertain viability and nonviable neonates  
(4) The requirements of paragraph 46.205 (b) or (c) of this section, below, must be met as applicable.   

RESEARCH INVOLVING NEONATES OF UNCERTAIN VIABILITY AND NONVIABLE NEONATES          continued

 FORMCHECKBOX 
 NEONATES OF UNCERTAIN VIABILITY   46.205(b)     
(b) Neonates of uncertain viability:   Until it has been ascertained whether or not a neonate is viable, a neonate may not be involved in research covered by this subpart unless the following additional conditions are met:

Permissible Risk/Benefit Category

(1) The IRB determines that:
 FORMCHECKBOX 
 (i)  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
  FORMCHECKBOX 
 (ii) 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 
 Adequate justification provided in the application   Or
 FORMCHECKBOX 
 Protocol specific justification for this determination:        
 
 And
Informed consent requirement

 FORMCHECKBOX 
  (2) 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 obtained in accord with Subpart A, except that the consent of the father or his legally authorized representative need not be obtained if the pregnancy resulted from rape or incest.
 FORMCHECKBOX 
 Adequate justification provided in the application   Or    
 FORMCHECKBOX 
 Protocol specific justification for this determination:       
  FORMCHECKBOX 
 NONVIABLE NEONATES    46.205(c)  
(c) Nonviable neonates:    After delivery nonviable neonates may not be involved in research covered by this subpart unless all of the following additional conditions are met: 
 FORMCHECKBOX 
   (1) Vital functions of the neonate will not be artificially maintained;

 FORMCHECKBOX 
 Adequate justification provided in the application   Or  
 FORMCHECKBOX 
 Protocol specific justification for this determination:       
 FORMCHECKBOX 
   (2) The research will not terminate the heartbeat or respiration of the neonate;

 FORMCHECKBOX 
 Adequate justification provided in the application  Or
 FORMCHECKBOX 
 Following is the protocol specific justification for this determination:       
 FORMCHECKBOX 
   (3) There will be no added risk to the neonate resulting from the research;
 FORMCHECKBOX 
 Adequate justification provided in the application  Or  
 FORMCHECKBOX 
 Following is the protocol specific justification for this determination:       
 FORMCHECKBOX 
   (4) The purpose of the research is the development of important biomedical knowledge that cannot be obtained by other means
 FORMCHECKBOX 
 Adequate justification provided in the application   Or   
 FORMCHECKBOX 
 Protocol specific justification for this determination:       
  
 And
Informed consent requirement

 FORMCHECKBOX 
  (5) The legally effective informed consent of both parents of the neonate is obtained, except that the waiver and alteration provisions of Subpart A do not apply.  However, if either parent is unable to consent because of unavailability incompetence, or temporary incapacity, the informed consent of one parent of a nonviable neonate will suffice to meet the requirements of this paragraph, except that 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 of the parents of a nonviable neonate will not suffice to meet the requirement of this paragraph.

 FORMCHECKBOX 
 Adequate justification provided in the application   Or
 FORMCHECKBOX 
 Protocol specific justification for this determination:       
 FORMCHECKBOX 
    RESEARCH INVOLVING THE PLACENTA, THE DEAD FETUS OR FETAL MATERIAL AFTER DELIVERY  46.206  
Research involving, after delivery, the placenta, the dead fetus or fetal material

(a) Research involving, after delivery, the placenta; the dead fetus; macerated fetal material; or cells, tissue, or organs excised from a dead fetus, shall be conducted only in accord with any applicable Federal, State, or local laws and regulations regarding such activities.
(b) If information associated with material described in paragraph (a) of this section is recorded for research purposes in a manner that living individuals can be identified, directly or through identifiers liked to those individuals, those individuals are research subjects and all pertinent subparts of this part are applicable. 

 FORMCHECKBOX 
  The research proposes to use these materials without any direct or indirect identifiers  
 FORMCHECKBOX 
  The research proposes to use these materials and record information in a manner that living individuals can be identified directly or thru links  (Human subject protection regulations apply)
 FORMCHECKBOX 
 Adequate justification provided in the application   Or

 FORMCHECKBOX 
 Protocol specific justification for this determination:       
 FORMCHECKBOX 
    RESEARCH NOT OTHERWISE APPROVABLE  46.207  
Research not otherwise approvable which presents an opportunity to understand, prevent or alleviate a serious problem affecting the health or welfare of pregnant women, fetuses, or neonates.

The Secretary will conduct or fund research that the IRB does not believe meets the requirements of Sec. 46.204 or Sec. 46.205 only if: 
(a) 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, fetuses or neonates; 
And

(b) The Secretary, after consultation with a panel of experts in pertinent disciplines (for example: science, medicine, ethics, law) and following opportunity for public review and comment, including a public meeting announced in the Federal Register, has determined either:

(1) That the research in fact satisfies the conditions of Sec. 46.204, as applicable; or

(2) The following:

(i) 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;

(ii) The research will be conducted in accord with sound ethical principles; and

(iii) Informed consent will be obtained in accord with the informed consent provisions of subpart A (Common Rule) and other applicable subparts of this part.

 FORMCHECKBOX 
 Adequate justification provided in the application   Or

 FORMCHECKBOX 
 Protocol specific justification for this determination:       
 FORMCHECKBOX 
    RESEARCH INVOLVING TRANSPLATION OF FETAL TISSUE  42 USC §498A   
        Specific findings are required per 42 USC §498A regulations.   Complete the separate checklist.     
Reviewer:           ________________________             

                         Name (typed or signed)                                      Date
Reviewer Comments:      
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