Expedited Review of Research Involving Vulnerable Populations

 FORMCHECKBOX 
 Pregnant Women, Human Fetuses or Neonates are Involved in Research. If yes, fill out questions for Subpart B

 FORMCHECKBOX 
 Prisoners are involved in this research. If yes, contact staff.  Review of prisoner research requires review by the full committee.
 FORMCHECKBOX 
 Children are involved in this research. If yes, complete questions for Subpart D.


Subpart B: Research Involving Pregnant Women or Human Fetuses (all conditions must be met)
1) Where scientifically appropriate, preclinical studies, including studies on pregnant animals, and clinical studies, including studies on nonpregnant women:


 FORMCHECKBOX 
   a. have been conducted and provide data for assessing potential risks to pregnant women and fetuses; 


 FORMCHECKBOX 
   b. preclinical studies are not indicated or are not scientifically appropriate

Describe preclinical studies, or explain why they are not indicated or are not scientifically appropriate (for example, for non-biomedical research that is not greater than minimal 

risk) with reference to specific elements of the protocol or other study documents.

Type your description here      

2) The risk to the fetus is caused solely by (only 1 of the following options a or b)


 FORMCHECKBOX 
   a. interventions or procedures that hold out the prospect of direct benefit for the women or fetus; or


 FORMCHECKBOX 
  b. if there is no prospect of benefit, 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;
3) Any risk is the least possible for achieving the objectives of the research; 


 FORMCHECKBOX 
  yes  


 FORMCHECKBOX 
  no 


4) Describe the risks involved in the research for the pregnant women and human fetuses with reference to specific elements of the protocol or other study documents.

Type your description here  

5) The research holds out the prospect of

 FORMCHECKBOX 
  a. direct benefit to the pregnant women only, 

 FORMCHECKBOX 
  b. direct benefit to both the pregnant women and the fetus, 

 FORMCHECKBOX 
  c. no prospect of benefit to the woman nor 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 gained by any other means (the pregnant woman’s consent is required);

 FORMCHECKBOX 
  d. direct benefit to the fetus only and no benefit to the pregnant woman.  (Consent of the pregnant woman and the father is required; consent by the father need not be obtained if he is unable to consent because of unavailability, incompetence, or temporary incapacity or if the pregnancy resulted from rape or incest);

6) Describe the reasonable foreseeable impact of the research on the pregnant women and human fetuses with reference to specific elements of the protocol or other study documents.   

Type your description here  

7) Check the option that best describes the consent process concerning Subpart B Pregnant Women, Human Fetuses and Neonates

 FORMCHECKBOX 
  a. Each individual providing consent is fully informed regarding the reasonably foreseeable impact of the research on the fetus (for children who are pregnant, assent and permission must be obtained in accordance with Subpart D, below)

 FORMCHECKBOX 
   b. No inducements, monetary or otherwise, have been offered to terminate the pregnancy for the purposes of the research activity; and

  FORMCHECKBOX 
  c. Individuals engaged in the research will have no part in any decisions as to the timing, method, and procedures used to terminate the pregnancy

  FORMCHECKBOX 
  d. Individuals engaged in the research will have no part in determining the viability of the fetus at the termination of the pregnancy

8) Describe how the pregnant women and human fetuses participants are selected/recruited with reference to specific elements of the protocol or other study documents 

Type your description here  

9) Research not approvable based on the above requirements 

 FORMCHECKBOX 
 Review by the convened IRB required

· End of review section for research involving pregnant women and human fetuses.  

· Save this document

· Proceed to determine whether research involves neonates and children

Subpart B, continued: Research involving neonates

 FORMCHECKBOX 
 There are no neonates in the research

· If children are enrolled, skip to the Children section.  

· If no children are enrolled, save this file and upload.  

 FORMCHECKBOX 
 Neonates will be enrolled in the study; convened IRB review required.

· End of review section for research involving neonates

· Save this document

· Proceed to determine whether research involves children


Subpart D: Research involving children 

Section 1: Classify the research according to anticipated risks and potential benefits.

 FORMCHECKBOX 
 §46.404 - No greater than minimal risk to children is presented.  

Describe how the risk is no greater than minimal 

Type your description here
Describe how adequate provisions are made for soliciting the assent of the children and the permission (parental/guardian informed consent) of their parents or guardians.  
Type your description here
 FORMCHECKBOX 
 §46.405, §46.406, §46.407 – Greater than minimal risks to children is presented.  Study needs to be reviewed by the convened IRB. 

Type your description of why the research is greater than minimal risk here
Describe the consent and assent process for research involving children
Type your description here
Section 2: Determine whether the provisions for parental permission and minor assent are adequate 

Describe the provisions that are present for soliciting permission of the parents or legal guardians.
Type your description here
 FORMCHECKBOX 
   Parents/Legal guardians permission must be obtained (§46.408(b)).

   FORMCHECKBOX 
  Permission by one parent is sufficient even if both parents are alive, known, competent, reasonably available, and have legal responsibility for the care and custody of the child.


 FORMCHECKBOX 
  Permission must be sought from both parents if both parents are alive, known, competent, reasonably available, and have legal responsibility for the care and custody of the child. Otherwise the permission of one parent is required.

 FORMCHECKBOX 
  Documentation of parents/legal guardians permission is in accordance with §46.117.

 FORMCHECKBOX 
   Language of the parental consent form is appropriate for the expected educational level of the parent.

 FORMCHECKBOX 
  Waiver of parents/legal guardians permission is appropriate under one of the following options:

Option #1

 FORMCHECKBOX 
  The research is conducted by or subject to the approval of state or local government officials.

 FORMCHECKBOX 
  The research or demonstration protocol is designed to study, evaluate, or otherwise examine:


 FORMCHECKBOX 
  Public benefit or service programs.


 FORMCHECKBOX 
  Procedures for obtaining benefits or services under those programs.


 FORMCHECKBOX 
  Possible changes in or alternatives to those programs or procedures.

 FORMCHECKBOX 
  Possible changes in methods or levels of payment for benefits or services under those programs.

 FORMCHECKBOX 
  The research cannot practicably be carried out without the waiver or alteration.

 FORMCHECKBOX 
  The research is not FDA-regulated.

Option #2

 FORMCHECKBOX 
  The research involves no more than minimal risk to the participants.

 FORMCHECKBOX 
  The waiver or alteration does not adversely affect the rights and welfare of the participants.

 FORMCHECKBOX 
  The research cannot practicably be carried out without the waiver or alteration.

 FORMCHECKBOX 
  When appropriate, the participants will be provided with additional pertinent information after participation.

Option #3

 FORMCHECKBOX 
  The research is designed for conditions or for a participant population for which parental or guardian permission is not a reasonable requirement to protect the participants.

 FORMCHECKBOX 
  An appropriate mechanism for protecting the children who will participate as participants in the research is substituted.

 FORMCHECKBOX 
  The research is not FDA-regulated.

Describe the mechanism for protecting the children who will participate as subjects in the research.  The waiver may not be granted if in violation of Federal, state and local laws.     
Type your description here
Describe the provisions for obtaining assent of the children.      
Type your description here
 FORMCHECKBOX 
    Children are NOT capable of providing assent.  If the IRB determines that the capability of some or all of the children is so limited that they cannot reasonably be consulted or that the intervention or procedure involved in the research holds out a prospect of direct benefit that is important to the health or well-being of the children and is available only in the context of the research, the assent of the children is not a necessary condition for proceeding with the research (§46.408(a).

 FORMCHECKBOX 
    Children are capable of providing assent.  In determining whether children are capable of assenting, the IRB should take into account the ages, maturity, and psychological state of the children involved.  This judgment may be made for all children to be involved in research under a particular protocol, or for each child as the IRB deems appropriate (§46.408(a)).

 FORMCHECKBOX 
    Documentation of child assent is required (§46.409(e)).


 FORMCHECKBOX 
  Written Form  


 FORMCHECKBOX 
  Short Form     


 FORMCHECKBOX 
  Script

 FORMCHECKBOX 
  Signature of child is required for assent.

 FORMCHECKBOX 
   Investigator may consider appropriateness of signature on a case-by-case bases taking into consideration the age, maturity, and psychological state of the child.

 FORMCHECKBOX 
   Language of the assent is appropriate for the age, maturity, and psychological state of the child.

Describe the process for obtaining assent/consent and identifying dissent.

Type your description here
Does the research involve wards of the state?

 FORMCHECKBOX 
   If yes, is the research approved under §46.406 or §46.407?

 FORMCHECKBOX 
   If yes, determine that the research:

 FORMCHECKBOX 
   Is related to their status as wards or conducted in schools, camps, hospitals, institutions, or similar settings in which the majority of children involved as subjects are not wards.


 FORMCHECKBOX 
   An advocate for each child who is a ward has been appointed.

 FORMCHECKBOX 
   The advocate serves in addition to any other individual acting on behalf of the child as guardian or in loco parentis. 

 FORMCHECKBOX 
   The advocate has the background and experience to act in, and agrees to act in, the best interests of the child for the duration of the child’s participation in the research.

 FORMCHECKBOX 
   The advocate is not associated in any way (except in the role as advocate or member of the IRB) with the research, the investigator(s), or the guardian organization.
Thank you for completing your review. 

Please save and upload this file to IRBWise
Worksheet revised February 2009.







