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Perioperative Considerations: 
Patient Factors



TIL Therapy Challenges: Patient Factors

• Co-morbidities
• H&N SCC, NSCLC: pulmonary function, 

tobacco-related health concerns
• Bladder/RCC: Renal function

• Prior systemic therapy regimens
• Doxorubicin-based systemic therapy:

• Cardiac dysfunction (depressed EF)
• Multiple prior cytotoxic chemotherapy 

regimens:
• Marrow suppression

• Site of tumor resection

Figure: Rosenberg, Restifo. Science 348(6230); 62-68, 2015.



NCI Surgery Branch Review & Editorial



Gastman, Journal of Immunotherapy for Cancer, 2020

SITC Guidelines for Tissue Procurement

TIL Harvest Recommendations
1. Fit patient with non rapidly progressive disease

2. Close collaboration between surgeon (if not PI) and 
treating physician regarding optimal site for harvest 
relative to target lesions

3. Sufficient tissue (>2cm3) with minimal morbidity using 
“least invasive technique”

4. Placement into media immediately after resection to 
ensure sterility

5. Partition of specimen, if needed, should be performed in 
sterile biologic safety cabinet within pathology



Mullinax et. al, Cancer Journal, 2022

Multi-institutional Review of Tissue 
Procurement Principles



Mullinax et. al, Cancer Journal, 2022

Site of TIL harvest does not impact TCR 
repertoire of infusion product



Perioperative Considerations:
Team Engagement and Tissue Workflow



Fundamental Intraoperative Principles
• Operating room layout

• Location of tumor after extirpation

• Sterility
• Preclinical: ensure sterile process that allows for SOC 

margin assessment 
• Clinical trial (ACT patient):  Prepare specimen in OR, 

place in media or shipping container

• Control of the tissue
• Part of the surgical time out before case begins
• Detailed team instructions

• Inclusion of all stakeholders
• Dedicated team of interested perioperative staff
• Pathology engagement
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Coordinating the Team

• Laminated OR placard

• Research blood collection kits
• Include tubes, instructions
• Disconnect from standard clinical 

process

• Prepare dedicated research/clinical 
trial supplies

• Disposable scalpel, forceps, 
specimen cups



Fresh and / or sterile tissue collection required

KEY POINTS

• MAY be recovered by pathologist for clinical 
care

• Must be documented on OR pathology 
requisition as separate specimen with unique 
letter

• Documented, received, processed by Tissue 
Core

BLUE DOT
Purpose: for research special 

collection

GREEN DOT
Purpose: for 
biobanking

KEY POINTS

• NOT Recoverable by pathologist for clinical care

• IF ACCOMPANIED BY ROUTINE PATHOLOGY 
SPECIMEN, then must be documented on OR 
pathology requisition as separate specimen with unique 
letter; otherwise Not Included on OR pathology 
requisition

• Documented, received, and transported by Tissue 
Core for immediate release to research lab

WHITE  DOT
Purpose: for Cell Therapies 

Facility

KEY POINTS

• NOT Recoverable by pathologist for clinical care

• IF ACCOMPANIED BY ROUTINE PATHOLOGY 
SPECIMEN, then must be documented on OR 
pathology requisition as separate specimen with 
unique letter; otherwise Not Included on OR 
pathology requisition

• Immediate handoff to Cell Therapy Facility staff 
for transport (present in OR)

If a concern arises regarding the appropriateness of tissue for allocation with respect to histopathologic assessment, please page on-call 
frozen section pathologist.

Frozen Room: #.  MCC: 813-745-2931  MKC: 813-745-7106  Cell Therapy:  page 813-256-5176

Uniform Specimen Labeling Ensures Consistency



Moffitt Cancer Center TIL Harvest Workflow
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Emerging considerations

• Pathology involvement
• Ownership of specimen
• Documentation

• Surgeon volume
• Scheduling restrictions related to manufacturing
• Accommodation with clinical practice

• Informed consent
• Non-therapeutic operation
• Acceptance of risk

• Billing
• Reimbursement of procurement operations 



Summary

• TIL harvest from non-LN tissue is safe and effective with 
minimally invasive surgical approach (i.e. laparoscopic, robotic-
assisted)

• Non-melanoma solid tumors require greater consideration
• Patient co-morbidities
• TIL harvest site

• Team involvement is crucial for ACT clinical trial and preclinical 
research success

• From surgical consultation to tissue in media
• Early involvement of surgeon
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