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Ad Hoc Internal Review Requests -0404- Procedure
Responsible Office:		YCCI	 
Procedure Sponsor:		Allison Gavaletz, Nancy Shelton	
Effective Date:			12/16/2024



1.0 Scope
This Standard Operating Procedure (SOP) applies to all clinical research protocols conducted by the Yale School of Medicine (YSM), Yale School of Public Health (YSPH), and Yale School of Nursing (YSN) and which are subject to review by the Yale Center for Clinical Investigation (YCCI) Office of Quality Assurance and Monitoring (OQAM).
2.0 Purpose 
This SOP includes the procedures for when the YCCI Quality Assurance (QA) team will perform an ad hoc internal review. These are reviews that are conducted outside of the standard review schedule and selection process, typically triggered by specific events or situations that require prompt attention. 
Ad hoc requests may be initiated in response to concerns, observations, or the need for clarification related to a specific process or operational area (directed or for-cause review). Requests may also be made in response to notification of an external sponsor audit or regulatory agency inspection (preparatory review). 
3.0 Definitions and Abbreviations
Clinical Research - As defined by the National Institutes of Health (NIH), research performed on
human subjects or on material or information obtained from human subjects as part of human experimentation.
Inspection - The act by a regulatory authority(ies) of conducting an official review of documents, facilities, records and any other resources that are deemed by the authority(ies) to be related to the clinical trial and that may be accessed at the investigator site, at the sponsor’s and/or service provider’s (including CRO’s) facilities, or at other establishments deemed appropriate by the regulatory authority(ies). Some aspects of the inspection may be conducted remotely.
Internal Review - A systematic and independent examination of study-related activities and documents to determine whether the evaluated study-related activities were conducted, and that the data were recorded, analyzed and accurately reported according to the protocol, Sponsor’s SOPs, GCP and the applicable regulatory requirements.
Quality Assurance (QA) - All those planned and systematic actions that are established to ensure that the trial is performed and the data are generated, documented (recorded) and reported in compliance with GCP and the applicable regulatory requirement(s).
Quality Assurance Specialists - tasked with performing systematic and independent examination of trial-related activities and documents to determine if the trial was conducted, and the data were recorded, analyzed, and accurately reported in accordance with the protocol, SOPs, GCP, and applicable regulations and policies.
Regulatory Authority - a body having the power to regulate, including those that review submitted protocols and clinical data and those that conduct inspections. These bodies are sometimes referred to as competent authorities.
Sponsor - An individual, company, institution or organization that takes responsibility for the initiation, management and arrangement of the financing of a clinical trial. A clinical trial may have one or several sponsors where permitted under regulatory requirements. All sponsors have the responsibilities of a sponsor set out in this guideline. In accordance with applicable regulatory requirements, sponsors may decide in a documented agreement setting out their respective responsibilities. Where the documented agreement does not specify to which sponsor a given responsibility is attributed, that responsibility lies with all sponsors.
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4.1 Initiation of Request
4.1.1 Ad hoc review requests may be initiated by internal stakeholders such as Principal Investigators, department heads, or senior management, or by external parties (regulatory authorities, external auditors). 
4.1.2 Requests for ad hoc reviews will be submitted in writing to the YCCI Senior Associate Director of QA.
4.1.3 The Sr. Associate Director of QA will acknowledge the receipt of the request within 2 business days. The acknowledgment will be sent to the requestor, confirming that the request is under consideration. 
4.2 Assessment and Planning
4.2.1 The Sr. Associate Director of QA will assess the nature, scope, and urgency of the request. Key factors that will be taken into consideration include:
· The reason for the request
· Potential risks or concerns raised
· The scope and specific areas to be reviewed
· Time constraints or deadlines
4.2.2 The Sr. Associate Director of QA will promptly notify the requestor whether the request can be granted.  Requests may be denied, deferred, or referred to other departments at the discretion of the Sr. Associate Director or in consultation with YCCI senior leadership.

4.2.3 Upon approval of the request, the Sr. Associate Director and the Quality Assurance Manager will collaborate to develop a preliminary plan that includes: 
· Objective of the review
· Specific components or processes to be reviewed
· Key personnel or departments to be involved
· Timeline and milestones
· Resource allocation (team members, materials, and space)
· A cost estimate based on current YCCI services rates, when applicable
4.3 Notification and Scheduling
4.3.1 The Sr. Associate Director of QA or designee will send the Principal Investigator an Internal Review Notification letter via email. The Internal Review Notification letter will include information such as the purpose, scope, and specific components or processes to be reviewed. 
4.3.2 The scheduling of the review will based on the urgency of the request and available resources. 
4.5 Conducting the Review
4.5.1 Ad hoc reviews that are routine in nature will generally be conducted in accordance with established procedures for routine internal reviews. (Refer to YCCI SOP 402 Conducting Internal Reviews.)
4.5.2 Ad hoc reviews that are in response to notification of an external sponsor audit or regulatory agency inspection will generally be conducted in accordance with established procedures for preparatory reviews. (Refer to YCCI SOP 403 Sponsor Audits and Regulatory Authority Inspections.)
4.5.3 For-cause/directed reviews may be targeted or limited in scope. The items initially selected for review will be based on the nature of the concern. The plan may be modified at the direction of the Sr. Associate Director or designee. 
4.4 Follow-Up
4.4.1 Preliminary observations will be communicated to the PI in a timely manner.  This communication may be verbal and/or in writing.  
4.4.2 The format and dissemination of any written preliminary or final observations will be based on the nature of the request and the objective of the review.
4.4.3 The Principal Investigator will be responsible for addressing any identified deficiencies or required corrected actions in a timely manner.
4.4.4 Significant documentation related to the request and conduct of the review will be stored on the secure server used by the OQAM team according to established practices.  The review will also be recorded in audits/monitoring console of OnCore.
4.5 Training
All responsible personnel listed within this SOP will receive training appropriate to their role and level of responsibility.
5.0 Roles and Responsibilities
· Principal Investigator (PI): The PI is ultimately accountable for all clinical research activities and is responsible for the appropriate delegation of tasks to individuals with adequate training and education to perform such tasks. The PI ensures that a project is carried out in compliance with GCP and Yale policies and applicable governing regulations. 

The PI may delegate study duties to research personnel; however, the PI has ultimate responsibility for management of the project and ensuring appropriately experienced and trained staff are delegated.

· Sub-investigators and appropriately qualified study personnel are able to conduct study-related duties as authorized by the Principal Investigator in accordance with GCP and Yale policies and applicable governing regulations. 
· The following personnel may be delegated ad hoc review tasks with documentation of appropriate training and experience:
· YCCI Senior Associate Director, Quality Assurance
· Manager, Quality Assurance
· Quality Assurance Specialist
6.0 Contact Information 
Any exceptions or questions pertaining to this procedure must be presented to ycci.sop@yale.edu.
7.0 Related Information
This section identifies applicable regulations, guidance’s, and policies related to this procedure.
7.1 Policies
· Conducting Internal Reviews (Sponsor, Institutional)-0402-Procedure
· Sponsor Audits and Regulatory Authority Inspections (Site)-0403-Procedure
8.0 Reference Materials
Reference materials are located in each functional area’s working directory.
· Templates: Internal Review Notification Letter and Email
· QA Team Work Instructions
9.0 Version History
· 12/04/2024: New document (no prior history)
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