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Disclosures

▪ I do not have any relevant disclosures. 

This presentation and/or comments will provide a balanced, non-promotional, and evidence-based approach to all 
diagnostic, therapeutic and/or research related content. 

The off-label or investigational use of Mitomycin C, Oxaliplatin, and 5-FU will be discussed. 



Cultural Linguistic Competency (CLC) & Implicit Bias (IB)

STATE LAW:
The California legislature has passed Assembly Bill (AB) 1195, which states that as of July 1, 2006, all Category 1 CME activities that
relate to patient care must include a cultural diversity/linguistics component. It has also passed AB 241, which states that as of
January 1, 2022, all continuing education courses for a physician and surgeon must contain curriculum that includes specified
instruction in the understanding of implicit bias in medical treatment.

The cultural and linguistic competency (CLC) and implicit bias (IB) definitions reiterate how patients’ diverse backgrounds may 
impact their access to care.

The following CLC & IB components will be addressed in this presentation: 

• Inclusion of patients in PIPAC trial should ensure racial and ethnic representation.

• Patients with peritoneal metastases are often considered end-stage with poor prognosis. There is 
implicit bias against treatment that points to nihilism about the disease. 

https://leginfo.legislature.ca.gov/faces/billNavClient.xhtml?bill_id=200520060AB1195
https://leginfo.legislature.ca.gov/faces/billNavClient.xhtml?bill_id=201920200AB241


OPC 1 and 2



OPC 1 and 2

Chemotherapy:

14 patients had completed first-line

6 patients had completed second-line

2 patients had completed third-line



OPC 1 and 2



OPC 1 and 2

Does histologic response correlate with survival??



OPC 1 and 2

Median survival: 
37.6 (range 7.3– 48.9) months from the time of PM diagnosis
20.5 (range 0.1–34.7) months following the start of the first PIPAC session



PIPOX

3+3 Dose Escalation Study

DLT assessment period also included a potential 
systemic chemotherapy session between two 
PIPACs sessions, and any AEs related to systemic 
chemotherapy were necessarily included in the 
limiting toxicity.



PIPOX



PIPOX



PIPOX

- 2 DLTs at 140 mg/m2

- No DLT at 90 mg/m2

- RP2D: 90 mg/m2



PIPOX



PIPAC-OX

3+3 Dose Escalation Study



PIPAC-OX



PIPAC-OX



PIPAC-OX

Pancreatitis occurred 1, 7, and 9 days after PIPAC administration in the 3 patients 



PIPAC-OX



RP2D for PIPAC oxaliplatin at 120 mg/m2

PIPAC-OX



Italian Phase 1

CRM model: Cohort 1 – 100, Cohort 2 – 135, Cohort 3 – 155



Italian Phase 1



Italian Phase 1

No DLT was observed to 135 mg/m2

RP2D for single agent PIPAC 135 mg/m2
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Registration Protocol Therapy

< 6 weeks prior to 
therapy

AE monitoring - 18 weeks

Follow-up

1 year

Time to progression (PD also 
monitored at any time 
during study)

Progression-
free survival

Safety and efficacy of pressurized intraperitoneal aerosolized chemotherapy (PIPAC) in gynecologic, 
colorectal, and gastric patients with PC - Phase I pilot study 

Every 12 weeks

DLT period 

PIPAC
Week 0

PIPAC
Week 6

PIPAC
Week 12

Colorectal cancer
Appendiceal cancer

Ovarian cancer
Uterine cancer Gastric 

cancer

Cisplatin 10.5 mg/m2

+ Doxorubicin 2.1 mg/m2

IP q6weeks

Oxaliplatin 90 mg/m2 IP 
+ 5-Fluorouracil/leucovorin IV

q6 weeks
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City of Hope

Northwell

Mayo Clinic

US PIPAC Collaborative

Status: 

Arm 1: Enrolling

Arm 2: Accrual Complete

US-Collaborative Arm 2
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Table 1. Summary Statistics

Characteristic N = 121

Age 60 (46, 62)

Gender

Female 5 (42%)

Male 7 (58%)

Race

Asian 1 (8.3%)

Non Disclosed 1 (8.3%)

Pacific Islander 1 (8.3%)

White 9 (75%)

Ethnicity

Hispanic or Latino 1 (8.3%)

Non-Hispanic or Non-Latino 11 (92%)

ECOG

0 8 (67%)

1 4 (33%)

Site

Appendiceal 4 (33%)

Colorectal 8 (67%)

PCI 28 (19, 32)

Diagnosis to treatment (Days) 476 (309, 560)

Prior lines of chemotherapy* 2 (2, 3)
1Median (Inter-quartile range). *n=11

Feasibility: Of the 11 patients that 
have completed protocol therapy, 6 
(55%) completed three PIPACs and 7 
completed at least 2 (64%) PIPACs.

US-Collaborative Arm 2



25

AE Gr 1 Gr 2 Gr3

Abdominal pain 3 1 1

Anemia 1 1

Fatigue 1 1

Constipation 3 1

Nausea 3 1

Vomiting 3 1

Hypophosphatemia 1

Hypotension 1

Ileus 1

Thrombocytopenia 1

Bloating 1

Dizziness 1

Generalized muscle weakness 1

Hypernatremia 1

Hypoalbuminemia 1

Hypocalcemia 1

Hypokalemia 1

Hyponatremia 1

Muscle cramp 1

Noncardiac chest pain 1

Urine output decreased 1

Leukopenia 1

Abdominal distension 2

Anorexia 2

Diarrhea 2

Table 2. Summary of Adverse Events* 

*definite, possible or probable

Safety: No DLT or surgical 
complication occurred

US-Collaborative Arm 2
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Efficacy: 2/11 (18%) underwent
optimal cytoreduction/ HIPEC.

Table 3. Efficacy Statistics

Best Response N = 11

Radiographic – RECIST

SD 5 (45%)

PD 5 (45%)

Non-Measurable 1 (9.1%)

Laparoscopic – PCI

Decrease 5 (45%)

Stable 1 (9.1%)

Increase or only 1 PIPAC 5 (45%)

1 2 3
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US-Collaborative Arm 2
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US-Collaborative Arm 2
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US-Collaborative Arm 3

City of Hope

Northwell

Mayo Clinic

US PIPAC Collaborative

Status: Open to Accrual
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Phase 2/3 trials – Curated March 2022
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oOxaliplatin: RP2D with concurrent systemic therapy: 90 mg/m2

o Further Studies are Needed because systemic was not standardized

oOxaliplatin: RP2D without concurrent systemic therapy: 120 – 135 
mg/m2

o Could be higher

oMitomycin C with concurrent FOLFIRI: Trial ongoing

oEfficacy: Trials ongoing and results awaited

SUMMARY


