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1. PURPOSE:  The purpose of this policy and procedure is to describe the elements of IRB 

submission review and authorities and actions that are common to all IRB activities. 
 
2. POLICY:  The IRB will review all research involving human participants for compliance with 

ethical principles, applicable regulations and Nemours’ policies. 
 2.1. Initial IRB review is conducted prospectively, prior to initiation of study-related 

activities.  Retroactive study review / approval is not possible. 
 2.2. Opinions offered outside of the IRB review process may not be used to initiate or 

modify active research involving human subjects. 
 2.3. The Institutional Official (IO), Nemours Corporate Officers and/or the applicable Clinical 

or Research Unit Directors or Chairs may decide, for reasonable cause, to disapprove 
an IRB-approved protocol.  However, the IRB retains final authority over whether or not 
a protocol can be approved. No one can approve a study disapproved by an IRB. 

 2.4. The IRB will defer review of any application with a disclosure of a research conflict of 
interest (COI) until the disclosure has been assessed according to the Nemours COI 
policy. 

 2.5. Investigators have the right to appeal IRB decisions using the procedures described 
below; however, the IRB retains final authority over whether or not a protocol can be 
approved. 

 
3. GLOSSARY:  A glossary of terms and concepts found in the Nemours HSP policies and 

procedures is located on NOHSP TeamShare. 
 3.1. Convened IRB:  A scheduled meeting of the IRB with sufficient members in attendance 

to attain a quorum.  A meeting may be convened by telephone conference call or 
videoconference.  The Nemours IRBs routinely conduct meetings using 
videoconference. 

 3.2. Quorum:  More than half of the voting IRB members (ex. (13÷2) = 6.5 or 7 members), 
including at least one member whose primary concerns are in nonscientific areas and 
at least one physician member when reviewing studies of FDA-regulated articles.  
Review of proposed research at convened IRB meetings requires a quorum. 

 3.3. Expedited review:  Review of research by the expedited procedure is an alternative to 
review by the convened IRB for a limited class of research.  The regulatory 
requirements for review by the expedited procedure are otherwise identical to review 
by a convened IRB. 

 
 
 

Page 1 of 5 
 



POLICY AND PROCEDURE: HSP-029 
 

 3.4. HIPAA:  Health Insurance Portability and Accountability Act. 
 3.5. IRB approval means the determination of the IRB that the research has been reviewed 

and may be conducted at an institution within the constraints set forth by the IRB and 
by other institutional and Federal requirements. 

 
4. PROCEDURES: 

 Review Activities 
 4.1. The IRB will conduct: 
  • An initial review prior to the start of any protocol specific research activities. 
  • A review for continuing approval at intervals appropriate to the type and risk of the 

research; 
  • A prospective review of proposed amendments to IRB approved research; 
  • A review of unanticipated problems resulting in risks to research participants or 

others.  Unexpected adverse events may be reviewed by the convened IRB if they 
are determined to represent an unanticipated problem involving risks to 
participants or others, but otherwise will not be reviewed by the convened IRB. 

  • A review of violations and deviations from the IRB approved research by the 
convened IRB only when they are determined to represent either an unanticipated 
problem involving risks to participants or others or determined to represent serious 
or continuing noncompliance; 

  • A review of serious or continuing noncompliance with regulations, IRB policy or IRB 
requirements. 

  • A review of complaints related to any research under the purview of the IRB. 
 Review Mechanism 
 4.2. The IRB will use the appropriate review mechanism for the type and risk of research: 
  • Review by a convened IRB, the default method; 
  • Expedited review; 
  • Exemption from further review requirements after initial IRB review. 
 4.3. The IRB Chair, or designee, will assure the adequacy of the review by assigning one 

or more reviewers so that there is sufficient experience and knowledge required for the 
review of a specific research protocol. 

 4.3.1. When a non-scientist member is assigned as a primary reviewer of a new 
study that is more than minimal risk, the Chair will assign a scientist member 
as secondary to assure adequate scientific review of that protocol. 

 4.3.2. At the discretion of the IRB Chair, a non-scientific member can be assigned as 
primary reviewer for continuing review of research that involves more than 
minimal risk, depending on the current study activity and experience of the 
reviewer. 

 4.4. The IRB Chair will obtain the services of a consultant when the IRB membership does 
not have the expertise required to appropriately review a protocol, or answer a specific 
question about a protocol. 

 4.5. The reviewer is encouraged to use the Checklist for IRB Review to assure that all 
Approval Criteria are adequately addressed in the investigator’s submission. 

 Approvability 
 4.6. For initial review, continuing review and review of modifications, the IRB will use the 

Checklist for IRB Review to determine the approvability of the research based on:  
  • The approval criteria described in 45 CFR 46.111 and 21 CFR 56.111; 
  • The criteria for authorization for research use and disclosure of protected health 

information; 
  • Nemours policies and applicable state and local rules and regulations. 
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 IRB Actions 
 4.7. The IRB may take any of the actions listed in the Checklist for Conducting IRB 

Meetings. 
 Continuing Review Interval 
 4.8. The IRB will conduct a continuing review of all ongoing approved research at least 

annually. 
 4.9. The IRB will determine which protocols require review more often than annually or 

require additional oversight by the IRB.  The IRB will consider the factors in the 
Checklist for IRB Review when making these decisions. 

 Suspension or Termination of Approved Research 
 4.10. After research has been approved, the IRB may, at any time, suspend or terminate 

approval of research that is not being conducted in accordance with IRB requirements 
or that has been associated with unexpected increased risks or actual serious harm to 
participants. 

 Informational Items 
 4.11. All informational items will be evaluated to determine whether they represent: 
  • An unanticipated problem involving risks to participants or others.  If so, the report 

will be reviewed according to HSP-067 Prompt Reporting of Adverse Events and 
Unanticipated Problems. 

 Communication 
 4.12. The investigator will be informed in writing of the IRB determination and findings 

related to each specific submission to the IRB. 
 4.13. All questions regarding the IRB review, and/or IRB action should be directed to the IRB 

Chair, IRB Coordinator, or Director, NOHSP. 
 4.13.1. The correspondence with the investigator for an IRB determination of 

‘Deferred’ or ‘Disapproved’ will communicate the option of direct dialogue with 
appropriate IRB members. 

 Investigator Response to Stipulations, Inquiries, and Requested Modifications 
 4.14. The Investigator should submit a written response to the IRB that addresses the IRBs 

concerns and/or IRB requests for modifications prior to approval.  
 4.14.1. For those receiving an IRB determination of ‘Deferred’, the IRB will offer the 

following options for direct dialogue:  1) The Principal Investigator and one 
other key member of the research team may meet with the full IRB as the 
final item at the next convened IRB meetings, or 2) The Principal Investigator 
and one other key member of the research team may meet with a 
subcommittee of the IRB at a mutually agreeable time outside of the 
convened IRB meeting.  If the investigator would like to utilize either option, 
s/he must notify the IRB Coordinator of their choice and every effort will be 
made to accommodate the request subject to time, agenda, and scheduling 
constraints. 

 4.14.2. For those receiving an IRB determination of ‘Disapproved’, the IRB will offer 
the opportunity for direct dialogue.  The Principal Investigator and one other 
key member of the research team may meet with a sub-committee of the IRB 
at a mutually agreeable time.  If the investigator chooses to utilize this option, 
s/he must notify the IRB Coordinator and every effort will be made to 
accommodate the request subject to time, agenda and scheduling 
constraints. 

 4.15  Response documents must be submitted using ‘tracked changes’ 
or highlighted to identify the revised areas. 
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 4.15. Response documents must be submitted using ‘tracked changes’ or highlighted to 
identify the revised areas. 

 4.16. If the investigator does not reply to the IRB within 90 days of the date of the IRB 
letter: 

  • The IRB will close the file for the specific research under review. 
  • The Investigator will be required to resubmit the research as an Initial Application. 
 4.17. The Investigator has the right to appeal the IRB’s decision. 
 Documentation 
 4.18. The IRB will assure that the IRB review process is documented according to the 

requirements for each review mechanism and that the basis for IRB actions is clearly 
stated. 

 
5. REGULATORY / GUIDANCE REFERENCES: 

 5.1. NOHSP Policies. 
 5.2. 45 CFR 46.108, 21 CFR 56 108 IRB functions and operations. 
 5.3. 45 CFR 46.111, 21 CFR 56.111 Criteria for IRB approval of research. 
 5.4. Nemours Code of Business Practices 1.5.4.1 Section 5.9 Research. 
 5.5. Nemours HIPAA Privacy Policy 5.6.3:  HIPAA Research Use & Disclosure Policy. 
 5.6. NIH HIPAA Privacy Rule:  Information for Researchers. 

 
6. AAHRPP STANDARD REFERENCES: 

 6.1. Standard I-1: The Organization has a systematic and comprehensive Human 
Research Protection Program that affords protections for all research participants. 
Individuals within the Organization are knowledgeable about and follow the policies 
and procedures of the Human Research Protection Program. 

 6.1.1. Element I.1.C. The Organization has and follows written policies and  
procedures that allow the Institutional Review Board or Ethics Committee to 
function independently of other organizational entities in protecting research 
participants. 

 6.2. Standard II-1: The structure and composition of the IRB or EC are appropriate to the 
amount and nature of the research reviewed and in accordance with requirements of 
applicable laws, regulations, codes, and guidance. 

 6.2.1. Element II.1.A. The IRB or EC membership permits appropriate representation 
at the meeting for the types of research under review, and this is reflected on 
the IRB or EC roster. The IRB or EC has one or more unaffiliated members; 
one or more members who represent the general perspective of participants; 
one or more members who do not have scientific expertise; one or more 
members who have scientific or scholarly expertise; and, when the IRB or EC 
regularly reviews research that involves vulnerable participants, one or more 
members who are knowledgeable about or experienced in working with such 
participants. 

 6.3. Standard II-2: The IRB or EC evaluates each research protocol or plan to ensure the 
protection of participants. 

 6.3.1. Element II.2.D. The IRB or EC has and follows written policies and procedures 
to conduct reviews by the convened IRB or EC. 

  6.3.1.1. Element II.2.D.1. – Initial review 
  6.3.1.2. Element II.2.D.2. – Continuing review 
  6.3.1.3. Element II.2.D.3. – Review of proposed modifications to previously  

approved research 
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 6.3.2. Element II.2.E. The IRB or EC has and follows written policies and procedures 
to conduct reviews by an expedited procedure, if such procedure is used. 

  6.3.2.1. Element II.2.E.1. – Initial review 
  6.3.2.2. Element II.2.E.2. – Continuing review 
  6.3.2.3. Element II.2.E.3. – Review of proposed modifications to previously 

approved research 
 6.3.3. Element II.2.F. The IRB or EC has and follows written policies and procedures 

for addressing unanticipated problems involving risks to participants or others, 
and for reporting these actions, when appropriate. 

 6.3.4. Element II.2.G. The IRB or EC has and follows written policies and procedures 
for suspending or terminating IRB or EC approval of research, if warranted, 
and for reporting these actions, when appropriate. 
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