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WORKSHEET: Ancillary Review Matrix
Ancillary reviews are reviews by other compliance groups or individuals that inform the IRB’s review of a new study or a modification to an existing study. 
· Ancillary reviews may be assigned by either the researcher or the IRB.  
· The IRB typically assigns ancillary reviews during the pre-review of a submission.  
· Once an ancillary review is triggered, researchers should work directly with those entities to ensure compliance. 
· The ancillary review in Huron IRB is intended to support compliance across multiple oversight groups and not replace review processes by other compliance groups. 
· Ancillary reviews are not assigned by the IRB if a project does not meet the federal definition of Human Subject Research.
The impact of an ancillary review group’s approval on the IRB’s review process varies.  
· Typically, final IRB approval is held until the ancillary group concludes their review. 
· In some instances, the IRB will not initiate its review without documentation of approval by critical review entities.
· Documentation of approval by an ancillary review group is provided to the researcher. The researcher is responsible for uploading that documentation in the “Supporting Documents” section of the Huron IRB application to which it relates.
· In rare instances, either the ancillary review group or an IRB member may request deviations from the typical review path. An IRB member may recommend holding a submission until an ancillary approval is granted from a key committee OR an ancillary review group may recommend IRB review move forward while a required approval is still pending.
· Ancillary reviews that are required for IRB review/approval are not the same requirements for study activation. Study activation requirements are different and managed by Clinical Research Administration.
The table below highlights the ancillary review groups available and illustrates the typical impact an ancillary review has on IRB review. Please contact the IRB or relevant ancillary review contacts (listed below) with any questions about the ancillary review process or specific requirements.[endnoteRef:2]  [2:  If the requirement for an ancillary review differs for studies relying on an external IRB, indicate the differences in this table. ] 

	Organization
	Review Type
	Ancillary Review Triggered by
	Affected IRB Submission Types
	Contact Info
	How to Obtain Review
	Impact on IRB Review
(prior to, after, or parallel with)

	Research Conflicts of Interest 

	conflict of interest

	An investigator being added as responsible personnel to a new or existing human subjects project. 

HRPP staff determining the need for a COI review based on information in the protocol. 

	Initial Applications

Personnel Amendments
	Andrew Atchison
	MyUABResearch automatically generates COI reviews as responsible investigators are added to IRB protocols. 

HRPP staff may create an ancillary review as needed.
	Parallel, but prior to IRB approval

	Institutional Biosafety Committee (IBC)

	biosafety

	Administration of recombinant material into human subjects, as defined under NIH Guidelines Section III.C.

Recombinant proteins are not considered recombinant material for this purpose.
	New studies involving administration of recombinant material

Modifications only if changes affect previously approved biosafety elements (e.g., type of recombinant material, dose, or frequency)
	Donna Williamson
	Investigators must complete the Research Safety & Security (RSS) Project Review Form and submit it, along with required supporting documents, to projects@uab.edu.

Once a complete submission is received, the study is logged, assigned a tracking number, and scheduled for review by the Institutional Biosafety Committee.
	Parallel, but prior to IRB approval

	Radiation Safety Committee (RSC)

	radiation safety 

	Exposure of research participants to radiation beyond standard of care, including radiation from isotopes or radiation‑producing machines (e.g., CT scanners).

	New studies involving radiation exposure beyond standard of care

Modifications only if changes affect previously approved radiation parameters (e.g., increased number of scans, dose, or frequency)
	Donna Williamson

	Investigators must complete the Research Safety & Security (RSS) Project Review Form and submit it, along with required supporting documents, to projects@uab.edu.

The study is logged, assigned a tracking number, and scheduled for review by the Radiation Safety Committee.
	Parallel, but prior to IRB approval

	Academic Research Organization – Clinical Trials Review (ARO‑CT Review)
	Administrative Review (coverage analysis / operational / billing)
	Studies meeting any of the following criteria:
•Industry‑sponsored clinical trials
• Interventional drug or device trials
• Studies involving UAB Health System clinical billable services
• Studies involving Clinical Trials Support Services (CCTS)
• Studies requiring integration with OnCore and/or Epic systems
	• New studies
• Modifications, including:
– Study status changes (e.g., closure, termination)
– Personnel changes (e.g., PI, study staff)
– Changes to clinical billable services or CCTS involvement
	Ashley Specht
	Investigators must submit through the ARO centralized submission process via: https://redcap.dom.uab.edu/surveys/?s=ELDN9LW9YP

This submission process supports coordinated review for ARO, OnCore, CCTS, Epic, and coverage
	prior

	Center for Clinical & Translational Sciences

	clinicaltrials.gov registration

	ClinicalTrials.gov registration is typically triggered for applicable clinical trials, including interventional studies involving drugs, biologics, or devices, particularly those that are FDA-regulated or have NIH funding requirements. CCTS involvement is generally triggered when a PI needs assistance with ClinicalTrials.gov requirements, including guidance, data entry, or ongoing maintenance of the record.
	This primarily applies to new study submissions. However, modifications may also be affected if they introduce changes that impact registration requirements (e.g., changes in study design, outcomes, or eligibility criteria).
	Felice Cook
	Investigators typically initiate CCTS support by submitting a request through the CCTS website or by reaching out directly to CCTS cores for specific services (e.g., biostatistics, clinical support, recruitment). CCTS also reaches out to notify users of impending dates/deadlines/general changes that require updating a record.
	Parallel

	UAB St. Vincent’s

	Research Oversight Committee
	Full board

Relying on Central IRB/Industry Sponsored

Expedited

Single IRB

Listing or Adding UAB St. Vincent’s as Recruitment site
	Initial Applications

Amendments

	Ashley Gilmore
	Initiate an ancillary review in the Huron System and send to the designated group for the UAB St. Vincent’s Research Oversight Committee
	prior

	O’Neal Comprehensive Cancer Center

	Protocol Review Monitoring Committee (PRMC)
	Cancer-related research conducted under the auspices of the O’Neal Comprehensive Cancer Center and across the UAB Enterprise, including interventional trials, observational studies, and other studies involving cancer populations, interventions, or outcomes.
	New study submissions involving cancer-related research

Modifications that significantly impact scientific design, target population, or study feasibility (as determined by PRMC requirements)
	Denise McKenzie
	Submit a PRMC Intake form  and required materials to the O’Neal Comprehensive Cancer Center PRMC.

The PRMC will determine whether the study requires expedited, limited or full committee review.

Following review, an approval memorandum is issued and must be included with the IRB submission in place of the Protocol Oversight Review Form (PORF).

Investigators should follow PRMC submission requirements and timelines as provided by the Cancer Center.
	Prior to IRB submission

	Investigational Drug Services

	Investigational Drug Release
	Human subject research in which a drug, biologic, placebo, comparator, or other medication is supplied, prescribed, prepared, dispensed, stored, administered, or otherwise managed as a protocol-required intervention. This includes investigational products used under an IND, FDA-approved products used as study interventions, sponsor-provided products, and placebos or comparators under pharmacy control.

Review is not required solely because a study observes or collects information about medications provided as part of routine clinical care.

	New studies meeting the ancillary review trigger criteria and modifications that change the study product, sourcing, receipt, storage, preparation, blinding, dispensing, labeling, administration workflow, accountability, return/destruction, or pharmacy involvement.
	Investigational Drug Services
ids@uabmc.edu

Chris Chapleau – cchapleau@uabmc.edu 
	Complete the Release of Drugs for Human Research Use form and submit it with the current protocol to Investigational Drug Services/Department of Pharmacy. Pharmacy manuals, investigator brochures, preparation instructions, or other handling documents should also be provided when applicable.

Pharmacy will review product sourcing and control, receipt, storage, preparation, dispensing, labeling, blinding, accountability, and operational feasibility. Once the review is complete, Pharmacy will provide release documentation for upload with the IRB submission.
	Parallel with IRB review.

Required prior to final IRB approval. IRB review may proceed while the pharmacy review is underway; however, final IRB approval is generally held until pharmacy release documentation is received when the criteria above are met.

	UAB Marketing & Communications
	Marketing approval for paid marketing and advertising, including print, TV, radio, billboards, digital and social. 

	Use of paid marketing for the recruitment of participants in human subjects research, including social media ads, search engine marketing, digital display ads, or vendor-managed campaigns.
	Initial applications that include planned paid marketing including digital recruitment strategies

Modifications that introduce or change digital marketing strategies, including:
• Adding new platforms or vendors
• Updating targeting criteria
• Changing recruitment materials or campaign design
	Annee Cook
	Submit a Marketing Approval Form through UAB Marketing & Communications prior to IRB submission.

If using paid social media or digital advertising, campaigns must be managed by a UAB Marketing approved vendor.

Following Marketing approval, submit the Digital Marketing Recruitment Plan, including all required elements:
• Channels to be used
• Description of user journey
• Landing page(s)
• Data collection and storage plan
• Community management plan
• Targeting criteria (if applicable)
• All recruitment materials (visual and written)

Documentation of Marketing approval should be uploaded with the IRB submission.

	Parallel, but prior to IRB approval when applicable

IRB review may proceed in parallel; however, final IRB approval may require documentation of Marketing approval if paid digital recruitment is included.
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