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Background

There are several types of Institutional Review Board (IRB) reviews based on the type of protocol submitted.  The following is intended to assist the investigator in directing their protocol to receive the appropriate type of review.  Ultimately, the Institutional Review Board (IRB) will decide the type of review a protocol will require.  The types of reviews are:

A.
Exempted Reviews

B.
Expedited Reviews

C.
Full Board Reviews
D.
Single Use of a Test Article Review

E.  
Administrative Applications

For IRB Submission Instructions see the 4-2 Initial Protocol Submission Requirements.  For Notification of IRB decisions procedures see policy 4-12 Notification of IRB Decisions to Principal Investigator and PI Response
1.0 IRB Procedure
1.1 Exempted Reviews

Research activities in which the only involvement of human participants will be in one or more of the exemption categories found in the IRB policy – 04-04 Exempt Review. Research is defined as "a systematic investigation, including research development, testing, and evaluation designed to develop or contribute to generalizable knowledge."  If an investigator believes that a project qualifies for exemption an exempt application must be submitted to the IRB for review. l.  A designated IRB member or designated staff person of the IRB must "concur" that the project qualifies for exemption. 
A research project cannot start until after review and "concurrence" by a designated IRB member or designated staff person has occurred.  The Principal Investigator is notified of the concurrence of exemption via official IRB communications (see policy 4-12 Notification of IRB Decisions to Principal Investigator and PI Response) .  Retroactive "concurrence" or review by an Institutional Review Board member or staff cannot occur. 
Investigators should complete the Exempt Application and provide supporting documents.  See policy 4-2 Initial Protocol Submission Requirements.
Deadline:  There is no deadline.  Requests for exempt status will be reviewed as they are received. 

1.2 Expedited Reviews

Applicability

(A) Research activities that involving no more than minimal risk and in which the only involvement of human participants will be in one or more of the Expedited categories found in IRB policy 04-05 Expedited Review Procedures will be eligible to undergo Expedited review by the IRB authorized by 45 CFR 46.110. Minimal risk means the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.

The expedited activities listed in the 04-05 Expedited Review Procedures policy should not be deemed to be of minimal risk simply because they are included on this list. Inclusion on this list merely means that the activity is eligible for review through the expedited review procedure when the specific circumstances of the proposed research involve no more than minimal risk to human subjects. 
(B) The categories in this list apply regardless of the age of subjects, except as noted.

(C) The expedited review procedure may not be used where identification of the subjects and/or their responses would reasonably place them at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, insurability, reputation, or be stigmatizing, unless reasonable and appropriate protections will be implemented so that risks related to invasion of privacy and breach of confidentiality are no greater than normal.  

(D) The expedited review procedure may not be used for classified research involving human subjects.  

(E) IRBs are reminded that the standard requirements for informed consent (or its waiver, alteration, or exception) apply regardless of the type of review—expedited or convened—utilized by the IRB.  


Deadline:  There is no deadline for submission of expedited reviews.  

Submissions:  The IRB submission application must be completed with the required supporting documents. See policy 4-2 Initial Protocol Submission Requirements for submission Requirements. 
1.3 Full Board Reviews.
All proposals that are not exempt or expedited are reviewed by the full board.
Deadline:  For scheduled convened meetings all documents must be received 15 calendar days before the  next standing IRB meeting.   

Submission:  
The IRB submission application must be completed with the required supporting documents. See policy 4-2 Initial Protocol Submission Requirements for submission Requirements. 

Investigator Notification:  Official notification of IRB decisions will be conducted per policy 04-12 Notification of IRB Decisions to PI and PI Response Requirements.  
1.4 Single Time Use of a Test Article Reviews

Adult or pediatric subjects whose condition mandates the need for medical care which falls outside the standard of practice, or for which there is currently no available IRB approved research protocol.  

Deadline:  There is no deadline


Submission:  Descriptive letter indicating the patient's medical condition, an abstract of the medical care planned, the informed consent form, and the introduction questionnaire, plus 3 additional copies of the entire submission.  Verbal approval will not be given without a review of the aforementioned material.  

1.5 Administrative Applications 

The Administrative applications is a submission mechanism used to acknowledge the following activities/requests: 

· Collaborating, Analysis, Consultant.  
· Training grant,
· Planning grant or Just In Time (JIT/45 CFR 46.118) submissions. 
1.5.1 Collaborating, Analysis, Consulting 
WSU faculty, staff, student will not be conduct any patient recruitment at WSU, contribute in the development of data collection tools, conducting data analysis or serving as a consultant.  See IRB policy 06-3 Collaborative Research.  

Note if WSU faculty, staff, or students, will conduct these activities along with activities where WSU is defined as engaged, then the appropriate IRB submission and/or reliance agreement requests will be required.  See IRB policy 4-17 External IRB & Reliance Agreements for Multi Site Research
1.5.2 Planning grants & JIT 45 CFR 46.118
Determinations can be granted to satisfy federal sponsor requirements (e.g., Just-In-Time) to allow investigators to have access to funding to begin aspects of the project that do not involve human subjects.  Human subject research activities cannot begin until a full application and all applicable material (e.g., consents, surveys, tools) have been developed, submitted, and IRB approval (§46.111) has been obtained.
Under the federal regulations (§46.118) certain types of applications for grants are submitted with the knowledge that subjects may be involved, but definite plans would not normally be set forth in the application or proposal. These can fall under three categories:

1. Institutional type grants when selection of specific projects is the institution’s responsibility;

2. Research training grants in which the activities involving subjects remain to be selected; and,

3. Projects in which human subjects’ involvement will depend upon completion of instruments, prior animal studies, or purification of compounds.
The Just in time/118 determination will fall under the third category. Research instruments refers to measurement devices and can include surveys, tests, questionnaires, etc. It is important to distinguish if the release of funds are required for the completion of instruments, prior animal studies, or purification of compounds.

The proposed principal investigator/project director must disclosed to the IRB via the administrative application the submission is for developing the research protocol only. No human participants will ever be enrolled in the planning grant phase, which requires IRB approval. 
Following administrative review the proposed principal investigator/project director will be informed that the planning grant activities are approved.

All future research activities involving human participants will require individual review and IRB approval before the initiation of the research. 

JIT 45 CFR 46.118 and/or planning grant activities cannot be used as a replacement of appropriate IRB expedited, exempt, or full board approval, or to simply delay submitting a human research application until such time funding is likely. 

JIT, Planning Grant or Training Grant Administrative Applications only applies in circumstances where insufficient information is known about the specifics of the research study. Although the designations are called “45 CFR 46.118 designations,” this designation is also applicable to other agencies’ requirements equivalent to 45 CFR 46.118
If submission of a JIT/118 the Principal Investigator must notify the IRB of the proposed JIT/118 in advance of the Administrative Application.  If a response has not been received from the IRB Administration Office within 2 working days or there is a risk of loss of funding, the Principal Investigator/Project Director must contact the IRB Associate Director or Human Research Protections immediately.  
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