
Full Board Review – Primary Reviewer 
1. Read the application to determine whether all information necessary for a review to be 

conducted is present. In most cases, any missing information or lack of clarity should have been 
addressed during the administrative review process prior to your receipt; however, sometimes 
details related to the science may not have been addressed or may not have been caught during 
the administrative review.  
 
Remember to also confirm that the application needs to go to full board review (i.e., that it does 
not meet criteria for expedited or exempt review); if you determine it does not need to go to 
the full board call the ORC Coordinator who assigned it to you right away so that it does not 
unintentionally get released to the full-board. 
 

• If the application is ready to be reviewed by the board and it is >1 week from the board 
meeting, email Cristy (cristy.bradfield@utrgv.edu) requesting that she put the 
application on the agenda for the upcoming meeting. Use the workflow tab at the top or 
bottom of the application to send the project back to IRBCO. In the comment box 
indicate “refer to full board”. 

• If the application is ready to be reviewed by the board and it is < 1 week from the board 
meeting, you can either email Cristy requesting that she put the application on the 
agenda for the next month’s meeting OR you can email the Chair to request that it be 
put on the agenda for the upcoming meeting. Use the workflow tab at the top or 
bottom of the application to send the project back to IRBCO. In the comment box 
indicate “refer to full board”. 

• If the application is NOT ready to be reviewed by the board but there are only a few 
details that need to ascertained, call the PI and ask for the required information. Once 
this is obtained follow the procedures above. Use the workflow tab at the top or bottom 
of the application to send the project back to the PI (‘For Revision (Designated Member 
Review)’). In the comment box indicate “Revisions are required before referral to full 
board can be done”. 

• If the application is NOT ready to be reviewed because there are numerous omissions, 
lack of detail, and/or inconsistencies, note the information required on the appropriate 
review tabs (using the Review button at the top or bottom of the application) and send 
the project back to the PI (‘For Revision (Designated Member Review)’). Alternatively, 
you can call the PI to discuss to required revisions (making a notation on the IRB review 
tab) – oftentimes PIs prefer this.  In the comment box indicate “Revisions are required 
before referral to full board can be done”. 
 

2. To prepare for the meeting: 

• Review the summary of the study sent to you by the ORC staff (left on the IRB Review tab to the 
left of the application, toward the bottom as a topic). If any corrections are necessary send this 
revised paragraph back to the staff member who assigned the application to you. This is what 
you will present in the meeting and what will be included in the minutes. 



 
• Review the comments that resulted from the administrative review. 
• Review the application and note any review comments on the appropriate tabs, remembering to 

state any required changes as stipulations, whenever possible.   
• Reply to any comments from the administrative review if necessary. 
• Bring the final lists of comments to the meeting to present to the board. 
• Send the application back to IRBCO indicating “refer to full board” in the comment box. (this will 

automatically check the document back in) 
 

Full Board Review – Board Members not Assigned as PR. 
• Review the application and reviews. 
• Come to the meeting ready with your comments for discussion with the board. 

 

IRB Determinations as part of Approval at the Convened Meeting 

When children are involved in a research project as subjects, the board must determine if a project 
meets one of the following sections under Subpart D and must confirm as part of board approval (which 
will be recorded in the minutes): 

If the project places children at no more than minimal risk (i.e., qualifying for expedited approval), the 
board must confirm the determination that the project is covered by section 404 under Subpart D: 

• Section 404 (Citation: §46.404) - If research is not greater than minimal risk 

If the project places children at greater than minimal risk (i.e., full committee review), the board must 
confirm the determination that the project is covered by  ______ under Subpart D: 

• Section 405 (Citation: § 46.405) – if research is greater than minimal risk but there is prospect of 
direct benefit for the participants 

• Section 406 (Citation: § 46.406) – if research is greater than minimal risk with no prospect of 
direct benefit but the research is likely to yield generalizable knowledge about the participants’ 
disorder or condition 

• Section 407 (Citation: § 46.407) - if the research does not meet the conditions of 46.404, 46.405, 
46.406 but the research presents a reasonable opportunity to further the understanding, 
prevention, or alleviation of a serious problem affecting the health or welfare of children. 

Regarding permission by parents and for assent by children, the board must also determine that the 
project is covered by Section 408 under Subpart D: 

a) The IRB shall determine that adequate provisions are made for soliciting the assent of the 
children, when in the judgment of the IRB the children are capable of providing assent.  

The IRB shall take into account the: 



o Ages 
o Maturity, and  
o 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.  

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.  

Even where the IRB determines that the subjects are capable of assenting, the IRB may still 
waive the assent requirement under circumstances in which consent may be waived in accord 
with § 46.116(f)(3) of subpart A.  

b) The IRB shall also determine, in accordance with and to the extent that consent is required by § 
46.116 of subpart A, that adequate provisions are made for soliciting the permission of each 
child's parents or guardian.  

Where parental permission is to be obtained, the IRB may find that the permission of one parent 
is sufficient for research to be conducted under § 46.404 or § 46.405.  

Where research is covered by § 46.406 and § 46.407 and permission is to be obtained from 
parents, both parents must give their permission unless one parent is deceased, unknown, 
incompetent, or not reasonably available, or when only one parent has legal responsibility for 
the care and custody of the child.  

c) In addition to the provisions for waiver contained in § 46.116(f)(3) of subpart A, if the IRB 
determines that a research protocol is designed for conditions or for a subject population for 
which parental or guardian permission is not a reasonable requirement to protect the subjects 
(for example, neglected or abused children), it may waive the consent requirements in subpart A 
of this part and paragraph (b) of this section, provided an appropriate mechanism for protecting 
the children who will participate as subjects in the research is substituted, and provided further 
that the waiver is not inconsistent with Federal, state or local law.  

The choice of an appropriate mechanism would depend upon the nature and purpose of the 
activities described in the protocol, the risk and anticipated benefit to the research subjects, and 
their age, maturity, status, and condition.  

d) Permission by parents or guardians shall be documented in accordance with and to the extent 
required by § 46.117 of subpart A.  

 

https://www.law.cornell.edu/cfr/text/45/46.116
https://www.law.cornell.edu/cfr/text/45/46.116
https://www.law.cornell.edu/cfr/text/45/46.116
https://www.law.cornell.edu/cfr/text/45/46.404
https://www.law.cornell.edu/cfr/text/45/46.405
https://www.law.cornell.edu/cfr/text/45/46.406
https://www.law.cornell.edu/cfr/text/45/46.407
https://www.law.cornell.edu/cfr/text/45/46.116
https://www.law.cornell.edu/cfr/text/45/46.408#b
https://www.law.cornell.edu/cfr/text/45/46.117


e) When the IRB determines that assent is required, it shall also determine whether and how 
assent must be documented.  

[45 CFR Part 46, Subpart D – Additional Protections for Children Involved as Subjects in Research]  



 

For Expedited Reviews 

1. Read the application and confirm that the application can go through expedited review. (If not, 
let the assigned ORC coordinator know that it has to go to the full board or that you want it to 
go to full board.  Note, you then become the Primary Reviewer (PR) and should follow the steps 
outlined for full board reviews). 
 

2. Leave comments on the appropriate review tabs, remembering to state them as stipulations 
whenever possible. 
 

3. Review/revise the comments from administrative review. 
 

4. If deferring for revisions, use the workflow tab at the top or bottom of the application to send 
the project back to PI (‘For Revision (Designated Member Review)’). In the comment box 
indicate “defer”. (This will automatically check the document back in) 
 

5. If approving with stipulations and you are ok with ORC Staff conducting the final review (minor 
revisions only)  use the workflow tab to send the project back to IRBCO. In comment box 
indicate “Approve with stipulations, ORC may review revisions for approval. Expedited Category 
#X”. 
 
[Note: If participants are minors and this project is approved as expedited, please also add the 
following as part of your comment when sending the project back to IRBCO   This project is 
covered by Section 404 under Subpart D.] 
 
This will automatically check the document back in. 
 

6. If approving with stipulations and you want the application be sent back to you for final review 
 use the workflow tab at the top or bottom of the application to send the project back to the 
PI (“For Revision (Designated Member Review)’). In comment box indicate, “Revisions are 
required for approval”. This will automatically check document back in.  
 
Remember to follow steps to approve after reviewing the stipulations, see below. 
 

7. To approve  use the workflow tab at the top or bottom of the application to send the project 
back to IRBCO for processing. In comment box indicate “Approved  as Expedited Category #X”.  
 
[Note: If participants are minors and this project is approved as expedited, please also add the 
following as part of your comment when sending the project back to IRBCO   This project is 
covered by Section 404 under Subpart D.] 
 
This will automatically check document back in. 
 


