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	Screen
	Leukapheresis
	Preinfusion
	Infusion
	Follow-up

	
	
	Pre-leukapheresisa
	Leuka-pheresis
	Baselineb
	Flu/Cy
	
	Inpatient
	Active follow-up
	Long terme

	
	
	
	
	
	Day -5 to -3
	Day 0
	Day 1-2
(±3 days)
	Week 1-4
(±7 days)
	Week 8
(±7 days)
	Up to 6 monthsc
(±14 days)
	Up to 2 yearsd
(±14 days)
	

	Clinical assessment/study procedure

	Eligibility criteria
	X
	
	
	X
	
	
	
	
	
	
	
	

	Medical history
	X
	X
	
	X
	
	
	
	
	
	X
	X
	X

	Physical examination
	X
	X
	
	X
	
	X
	X
	X
	X
	X
	X
	X

	Vital signsf
	X
	X
	
	X
	
	X
	X
	X
	X
	X
	X
	

	Adverse events
	
	
	
	X
	
	X
	X
	X
	X
	X
	X
	

	Concomitant medication
	
	
	
	X
	
	X
	X
	X
	X
	X
	X
	

	ECHO
	
	X
	
	Xg
	
	
	
	
	
	
	
	

	EKG
	
	X
	
	X
	
	Xh
	
	
	
	
	
	

	CT scani
	
	
	
	X
	
	
	
	
	X
	X
	X
	

	Hematologyj
	
	X
	
	X
	
	
	X
	X
	X
	X
	X
	

	Chemistryl
	
	X
	
	X
	
	
	X
	X
	X
	X
	X
	

	SMRP
	
	X
	
	X
	
	
	X
	X
	X
	X
	X
	

	Coagulationl
	
	X
	
	X
	
	
	
	
	
	
	
	

	Pregnancy testm
	
	X
	
	X
	
	
	
	
	
	
	
	

	Urinalysis
	
	X
	
	
	
	
	
	
	
	
	
	

	Infectious disease markersn
	
	X
	
	
	
	
	
	
	
	
	
	

	LDH
	
	
	
	X
	
	
	X
	X
	X
	
	
	

	C-reactive protein
	
	
	
	X
	
	
	X
	X
	X
	
	
	

	Cytokine panel 1
	
	
	
	X
	
	
	X
	
	
	
	
	

	Troponin
	
	
	
	X
	
	
	X
	
	
	
	
	

	Leukapheresis
	
	
	X
	
	
	
	
	
	
	
	
	

	Lymphodepletion
	
	
	
	
	X
	
	
	
	
	
	
	

	Administration of T cells
	
	
	
	
	
	X
	
	
	
	
	
	

	Correlative samples

	Tumor biopsyo
	
	
	
	
	
	X
	
	
	
	
	
	

	RCR testingp
	
	
	
	
	
	X
	
	
	
	X
	X
	X

	Peripheral blood PBMCsq
	
	
	
	
	
	X
	X
	X
	X
	X
	X
	

	Peripheral blood serumq
	
	
	
	
	
	X
	X
	X
	X
	X
	X
	

	Peritoneal effusion cells/supernatant
	Analysis will be performed only if the patient has peritoneal fluid collected.



aPreleukapheresis assessments to be completed within 30 days before leukapheresis.
bBaseline assessments to be completed within 14 days before cyclophosphamide administration.
cAssessments to be repeated every 8 weeks for up to 6 months.
dAssessments to be repeated every 8-12 weeks for up to 2 years, progressive disease, or study removal, whichever comes first.
eLong-term follow-up for survival after study competition, study removal, or progressive disease for up to 15 years. 
fVital signs, including weight and pulse oximetry at each specified visit. Vitals signs on day 0 as outlined in Section 11.1. Vital signs will be assessed as clinically indicated throughout the patient’s inpatient admission on days 1-2.
gECHO repeated if not completed within 3 months of cyclophosphamide administration. 
hEKG to be completed within 24 h after the infusion. 
iCT chest with IV contrast (and other involved disease sites). If a CT chest with IV contrast is contraindicated, patients may have a CT chest without contrast at all specified time points.
jHematology includes CBC with differential. 
kChemistry includes comprehensive metabolic panel: electrolytes (Na, K, Cl, C02), BUN, glucose, creatinine, bilirubin, AST, ALT, calcium, phosphorus, uric acid, total protein, and albumin.
lCoagulation includes PT/PTT/INR.
mPregnancy test for women of childbearing potential must be completed within 7 days before leukapheresis and repeated within 14 days before cyclophosphamide.
nInfectious disease markers include HIV, hepatitis B antigen, hepatitis C antibody, syphilis tests, and human T-lymphotropic virus type I and II. 
oA research biopsy may be performed on Day 0 before the infusion if it is administered via Interventional Radiology guidance. Biopsy samples may be obtained at subsequent time points on the basis of availability and access to the involved tumor site, as well as the willingness of the patient to undergo the procedure, but are otherwise not mandatory
pRCR testing will be performed before T cell infusion, at 3, 6, and 12 months, and archived yearly after.
qResearch samples as detailed in Section 11.3.


