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RenovoRx Disclaimer
RenovoRx is evaluating its combination oncology product candidate:

intra-arterial gemcitabine via RenovoCath® in the ongoing Phase III TIGeR-PaC

trial (“IAG”).ௗIAG is being evaluated by the Center for Drug Evaluation and Research 

(the drug division of FDA) under a U.S. investigational new drug application that is 

regulated by the FDA’s 21 CFR 312 pathway. The study, called TIGeR-PaC (“Intra-

Arterial Gemcitabine vs. IV Gemcitabine and Nab-Paclitaxel Following Radiotherapy 

for LAPC”), and the combination oncology product candidate (IAG) is not yet 

cleared or approved by FDA for this use and not yet available for commercial sale.
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Liver tumors are vascularized
• Large tumor feeders – excellent targets for therapy

• Large branches within tumor - easily visualize tumor

Pancreas tumors are hypovascular
• Inability to identify tumor feeder vessels and penetrate drug 

into the tumor

Chemotherapy is Not Effectively Delivered to Hypovascular Solid 
Tumors, Like Pancreatic Cancer

Dense fibrotic stroma | Sparse tumor cellularity | Hypovascular tumors
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• Adjustable distance dual balloon catheter

• Procedure reimbursed

• FDA 510(k) Cleared for the following uses:

Trans-Arterial Micro-Perfusion (TAMP) 
Pressurized, Drug Delivery Powered by RenovoCath®

The RenovoCath is intended for the isolation of blood flow and delivery of fluids, including diagnostic 
and/or therapeutic agents, to selected sites in the peripheral vascular system. 

The RenovoCath is also indicated for temporary vessel occlusion in applications including arteriography, 
preoperative occlusion, and chemotherapeutic drug infusion. 

The RenovoCath is intended for general intravascular use in the peripheral vasculature in arteries 3mm 
and larger. The RenovoCath is intended for use in arteries from 3mm in diameter for vessel entry and to 
occlude vessels ranging between 3mm to 11mm in diameter. 

The diagnostic and/or therapeutic agents are to be used in accordance with specifications outlined by the 
respective agent manufacturer.
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Trans-Arterial Micro-Perfusion
Pressurized, Drug Delivery Powered by RenovoCath®
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Conventional Delivery Methods vs TAMP

1. Increased drug concentration, uniformity, and tissue penetration
2. Reduced Systemic Exposure

"Double Balloon Catheter-Mediated Transarterial Chemotherapy Delivery in a Swine Model: A Mechanism Recruiting the Vasa Vasorum for Localized 
Therapies" Reference: JVIR7248-Published online March 18, 2024;  K. Farsad, et al. Trans-pulmonary artery selective chemotherapy delivery to lung using a 
double balloon-occlusion catheter. JVIR. March 2019; 30 (3); PK Subset Study from TIGeR-PaC presented at ASCO GI 2022 via Poster

IV vs TAMP®

100-fold improvement in tissue 
concentration*
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RR3 TIGeR-PaC: Randomized Combo Product Candidate (IAG) Clinical 
Trial Design
IA Delivery of Gemcitabine via FDA Cleared RenovoCath

IV Gemcitabine + 
Abraxane  
2 months

IV Gemcitibine +
Abraxane 
1 month

SBRT

INDUCTION PHASE

TAMP 
RenovoCath + intra-
arterial gemcitabine

Continuation Therapy until 
disease progression*

Overall 
Survival

Control

Test

IV Gemcitibine
+ Abraxane (SOC)

4 months, 12 total 
infusions

4 months, 
8 total infusions

1◦ Endpoint

1:1 RANDOMIZATION PHASE
4-Months Maintenance Treatment:

SOC vs RenovoGem

Randomize

*Choice of Gem/Abraxane or 
Capecitabine

PFS; QoL

2◦ Endpoints

Enrollment Completion Expected 2026
First Pre-Planned Interim Analysis presented at AACR and ESMO GI 2023  

The combination oncology product candidate (IAG) is not yet cleared or approved by FDA for this use and not yet available for commercial sale.
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Case Presentations
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Case #1
62 yo male diagnosed with locally advanced pancreatic 
cancer (LAPC) in August 2019
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• Equity: Auxetics, Inc.
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Patient Characteristics for Consideration
 Diagnosis: Histologic/cytologic confirmed 

pancreatic adenocarcinoma; no distant metastasis

 Induction: prior systemic chemotherapy (> 3 
months) + radiation (IMRT or SBRT) 
 not downstage for resection

 Vascular anatomy suitable: tumor contact within 2 
mm of a target artery (SMA, hepatic, celiac, 
splenic)
 can exclude major side branches

 no critical stenosis/occlusion in target artery

 Venous/vascular notes: Resolve SMV
occlusion/stenosis if SMA is only viable artery; 
MVT on baseline imaging may predict target artery 
thrombosis → higher risk of incomplete TAMP

 Organ function: 
 ANC ≥1,500/µL; platelets ≥100,000/µL

 Hgb ≥9 g/dL

 creatinine ≤1.5 mg/dL or CrCl ≥50

 AST/ALT ≤3×ULN

 bilirubin ≤1.5×ULN 

 No contraindication to cauterization: i.e. contrast 
allergy etc.



NASDAQ | RNXT

28

Case #1
84 yo male with locally advanced unresectable (Stage III 
cT4N1M0) pancreatic adenocarcinoma of the 
pancreatic head 
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Locally-advanced pancreatic adenocarcinoma 
encasing SMA/hepatic artery
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Tumor encasing these arteries

Isolated transvascular delivery 
to hepatic artery

Isolated transvascular delivery to 
superior mesenteric artery

Catheter isolation balloons

Guide sheath 6Fr Ansel 2
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Case #2
78 yo female with locally advanced unresectable 
pancreatic adenocarcinoma of the uncinate
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Locally Advanced PDAC
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First IA Treatment
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Second Treatment
Post
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One Week Later
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CA 19-9
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Thank You


