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Ancillary Review 

Process Map

Instructions: The questions below will guide you through the process of determining which Ancillary Committees 
below will need to review your initial study submission. As you follow the process map, if you are instructed to “Add 
Ancillary”, please be sure to execute the Manage Ancillary Reviews activity in IRB to add the appropriate ancillary 
review to your study. If you are instructed to submit a form in IRB, please be sure to do so via the Manage Ancillary 
Reviews activity. For additional details regarding ancillary committees and which reviews are required for 
modifications, please review HRP-309 Worksheet – Ancillary Review Matrix. 

START ANCILLARY 
REVIEW

Is this study cancer related (whether it includes a 
drug, biologic, device, interventions, epidemiologic, 
behavioral, other observations, ancillary, preventive, 
surveillance, or correlative studies)?

• Protocol objectives/endpoints are cancer-related 

or have implications for cancer prevention or 
control

• Protocol will  predominantly recruit/accrue within 

a population of patients being treated, followed, 
or evaluated for cancer

• Protocol requires use of Sylvester Comprehensive 

Cancer Center (SCCC) resources

YES

Add Ancillary:
Cancer Protocol 

Review And 
Monitoring 

Committee (PRMC)

NO

Does this research involve 
facilities and/or support from 
the Clinical Translational 
Research Site (CTRS)?

Add Ancillary:
Clinical 

Translational 
Research Site 

(CTRS)

Submit in REDCap:
CTRS Service 

Request Form

Submit in REDCap:
CTRS Service 

Request Form

NO

Does this study involve ANY of the following?

• Testing a drug, device, or biologic 

• Pharmacovigilance study 

• Interventional or surgical procedure  

• Procedures, lab tests, or medical interventions that 

might be billed through UHealth or commercial 
laboratory

• Prospectively assigns research subjects to one or 

more interventions

• Has a health-related biomedical or behavioral 

outcome

• Behavioral interventions, process of care changes, 

dietary changes, or physical therapy

Add Ancillary:
Clinical Trials 

Disclosure Committee 
(CTD)

YES

Will the study be conducted 
under an investigator held 
IND or IDE/HDE number?

NO

Add Ancillary:
Investigator Initiated Trial 
Services at the U (IITS-U)

YES

Will any of the following data be shared 
outside of the University of Miami?

• Protected Health Information (PHI)

• Personally Identifiable Information 

(PII)

Add Ancillary:
Data Security 

Ancillary 
Committee 

(DSAC)

Submit in IRB:
Research Data 

Security 
Assessment

YES

Will any of the following data be shared outside of 
the University of Miami?
• UM’s Qualtrics
• UM Institute for Data Science and Computing
• System provided and maintained by the study’s 
sponsor
• System provided and maintained by collaborating 
institution
• Non-UM-owned (sponsor, personal, etc.) devices 
(computers, laptops, tablets, external hard drives, 
flash drives, smart watches, wearables, smart 
devices, etc.)
• Any other system that may require Data Security 
Ancillary Committee (DSAC) approval

Add Ancillary:
Data Security 

Ancillary 
Committee 

(DSAC)

Submit in IRB:
Research Data 

Security 
Assessment

YES

Does this project involve the collection 
of human source materials (such as 
bodily fluids) from a participant or the 
introduction of biological materials 
(such as biological investigational 
products) into a participant?

Add Ancillary:
Environmental 

Health and 
Safety (EHS)

Submit in IRB:
Biological Ancillary 
Review Assessment 

(BARA)
YES

Does this study involve 
recombinant DNA, gene 
transfer, synthetic nucleic 
acid materials, or 
genetically modified 
organisms?

Add Ancillary:
Institutional 

Biosafety 
Committee 

(IBC)

Submit via Email 
IBCsupport@miami.edu:

IBC Supplemental
YES

NO

Will any study-related 
activities be performed or 
possibly performed at a 
Jackson Health Systems 
(JHS) site?

Is the PI a Jackson 
Resident or Jackson Staff?

Add Ancillary:
Jackson Health System 

(JHS) Clinical Trials 
Office (CTO) 

Submit to JHS:
JHS Office Research Form

Send the JHS Study Calendar and 
Workflow (if applicable) directly 

to the CTO submissions inbox 
JHS-CTO-Submissions@jhsmiami.org. 

YES

NO

Will any study-related 
activities be performed 
or possibly performed at 
JFK Hospital?

Add Ancillary:
JFK Hospital 

Ancillary

YES

NO

Does this study involve patient specimen 
collection at any UM patient care facility; 
fluids, frozen, fresh, or archived tissues 
or slides; processing specimens; 
specimen storage; shipping specimens; 
and/or Department of Pathology 
expertise or facilities? This does not 
include chart reviews or reviews of 
laboratory results in the electronic 
medical record.

Add Ancillary:
Pathology

YES

NO

Does this study involve ionizing 
radiation, radioactive 
materials, radioisotopes, and/
or radiation producing 
equipment for research 
purposes? Answer “No” if 
radiation is part of standard of 
care imaging.

Add Ancillary:
Human Use Radiation 

Safety Committee (HRSC)

YES

NO

Will any study-related 
activities be performed or 
possibly performed at a 
UHealth Tower (UHT) 
site?

Add Ancillary:
UHT 

Administration

Submit in REDCap:
UHT Research Request Form

Submit in REDCap:
UHT Research Request FormYES

ANCILLARY REVIEW 
COMPLETE

NO

NO

NO

NO

Will any study-related 
activities be performed or 
possibly performed at 
Schiff Center for Liver 
Diseases?

Add Ancillary:
Schiff Center for 

Liver Diseases
YES

Will any study-related 
activities be performed or 
possibly performed at 
SONHS Simulation 
Hospital?

Add Ancillary:
SONHS Simulation 

Hospital

YES

NO

NO

Submit in OPERA: 
PRMC Electronic 
Submission Form 

Submit in REDCap:
Pathology Review Committee 

Form

Submit in REDCap:
Pathology Review Committee 

Form

Does this research involve 
human embryonic stem 
cells and/or their 
derivatives?

Add Ancillary:
Embryonic Stem Cell 
Research Oversight 

(ESCRO)

YES

NO

Does this study meet ANY of the criteria below?

• There are one or more study team members who 

possess intellectual property rights (invention 
disclosure, patent, or any innovation) related to 
this project, regardless of whether royalties are 
received.

• There are institutional interests related to this 

study (e.g., the intellectual property was 
developed at UM, UM holds equity in a company 
related to the project, etc.).

Add Ancillary:
Conflict of Interest 
Committee (COIC)

YES

NO

Does this research involve 
facilities and/or support from 
Clinical Research Laboratory
Services?

Add Ancillary:
Clinical Research 

Laboratory
Services

YES

Contact:
"CRS BMT Cellular Therapy Primary 

Investigators" 
TCTPrimaryInvestigators@miamiedu.on

microsoft.com

Robby Friedman, Sr. Clinical 
Manager, BMT/Cellular Therapy at 

rxf147@miami.edu  

Does this clinical trial protocol 
involve recombinant DNA, synthetic 
nucleic acid materials, genetically 
modified organisms, or gene-based 
therapeutics?

Add Ancillary:
Cellular Therapy 

Lab

YES

Submit via Email
scccresearchlab@med.miami.edu:

SCCC Research Lab & Satellites 
Services Request Form

Does this study include any procedures, 
items, and/or services that could generate 
a charge in the UM billing system (Epic/
UChart), or Jackson, regardless of whether 
the charge/bill is paid for by the research 
subject’s insurance or the industry 
sponsor/NIH funding entity?

Add Ancillary:
MCA Review 

Group

YES

NO

NO

https://redcap.miami.edu/surveys/?s=JKRHEWWKAHHMJERJ
https://redcap.miami.edu/surveys/?s=JKRHEWWKAHHMJERJ
https://redcap.miami.edu/surveys/?s=HKP9E74X7ACHTMDM
https://redcap.miami.edu/surveys/?s=HKP9E74X7ACHTMDM
https://redcap.miami.edu/surveys/?s=PF3FN8JR7PR93MCL
https://redcap.miami.edu/surveys/?s=PF3FN8JR7PR93MCL
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