
Q1: Does the 
investigational product 

consist of live cells/
tissue?

No CTS Required

Proceed with Q 2

Q2: Is the  product FDA 
approved?  

(i.e. approved IND)

Do not proceed until  FDA approval 
is obtained

Proceed with Q 3

Q4:  Which of the CTS 
programs do I involve in 

my study 

Apheresis Service if study involves donor screening & cell 
collection 

Apheresis Service if study involves donor screening & cell 
collection 

Cellular Therapy Service/BMT Services for ALL clinical 
aspects 

Cellular Therapy Service/BMT Services for ALL clinical 
aspects 

Q6: How do I obtain 
institutional approvals?

6.1. DFG

6.2. RAE

6.3. PRMC

6.4. IRB

Submit as per instructions after Q4 is addressedSubmit as per instructions after Q4 is addressed

After DFG approval obtain Schedule Fees from CTL and/or 
ensure  resources/budget-related aspects are addressed 
with Cellular Therapy /BMT Services then submit to RAE

After DFG approval obtain Schedule Fees from CTL and/or 
ensure  resources/budget-related aspects are addressed 
with Cellular Therapy /BMT Services then submit to RAE

Submit as per instructions after RAE approval 

During IRB submission, check ALL cellular therapy-related questions 
in RUTH and assign "CTS" for Ancillary Review. CTS and Institutional 

Biosafety Committee (IBC) reviews are part of IRB submission 

Q7: What do I do after 
IRB approval

Q8: What do I do after 
study/enrollment 

starts?

Invite CTS to the SIV and coordinate training prior to 
enrollment. Coordinate training sessions between sponsor 

and each CTS teams; coordinate mock-runs when necessary.

Maintain communication with CTS teams; serve as liaison 
between sponsor and CTS; provide protocol updates and 

amendments.

YES

NO

YES

NO

Cellular Therapy Laboratory for IP handling, storage, 
accountability & preparation for infusion

Cellular Therapy Laboratory for IP handling, storage, 
accountability & preparation for infusion

Q3: Is the product 
regulated/licensed for 

use in NY State? Work with CTL Director and 
NYSDOH to obtain waiver/license 

then go to Q4

YES

I don't know

Q5: Is this a Cancer 
Clinical trial?

Contact your Department's 
Clinical Research Office and go to 

Q 6.4 

Consult Clinical Research Support 
Unit of the TCI and go to Q6

Consult Clinical Research Support 
Unit of the TCI and go to Q6

YES

NO

Reach out to Mount Sinai 
NYSDOH license holder for a 
determination (CTL Director)

Reach out to Mount Sinai 
NYSDOH license holder for a 
determination (CTL Director)

Investigational Cellular Therapy Services
 
* The Cellular Therapy Services (CTS) at Mount Sinai Hospital (MSH) supports investigators in the conduct of human clinical trials utilizing cell-based investigational products. These clinical trials 
may be industry or federally sponsored, investigator initiated trials (IIT), and compassionate use/expanded access drugs. CTS ensures efficient management of investigational products (IP) 
adhering to protocol, institutional, local, and federal guidelines and regulations (FDA, NYDOH and FACT) and support the clinical research teams on all aspects related to handling of cellular 
products from receipt and storage to preparation for infusion into patients.
* The following services are components of Cellular Therapy Services (CTS):
- Clinical Cellular Therapy Service/BMT Program:  https://www.mountsinai.org/care/cancer/treatments/cellular-therapy 
- Clinical BMT Program: https://www.mountsinai.org/care/cancer/services/blood/bone-marrow-transplant
- Apheresis Service: https://icahn.mssm.edu/about/departments/pathology/clinical/transfusion-cellular
- Cellular Therapy Laboratory (CTL): https://icahn.mssm.edu/about/departments/pathology/clinical/transfusion-cellular
If Mount Sinai Hospital is being evaluated as potential site utilizing cell-based investigational products (IP), CTS must be consulted, included in the evaluation, approval and study onboarding 
processes. Use the guide below to determine the need and the degree of involvement for each CTS component.
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