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Founded in 2016 as the Value in Cancer Care Consortium (Vic3) Incorporated as a Michigan nonprofit
Initial focus on reducing prescribing costs, and
improving access to treatment

Renamed OCCA in 2021
Revised focus is reducing toxicity to patients by using lower
doses of modern (i.e., expensive) drugs
Our mission is to ensure that each patient receives the optimal
dose of the medications needed to effectively treat their cancer

OCCA Objectives
• Influence regulators (e.g., FDA & EMA) to require companies to
optimize doses of new drugs
• Publicize evidence where drugs are used at higher than their optimal
doses
• Influence guideline committees to recommend alternative (optimal)
prescribing
• Convene and organize clinical trials of marketed drugs whose labeled
dose is likely excessive

OCCA is a strong supporter of FDA’s Project Optimus
N Engl J Med 2021;385:1445-7

Sotorasib was approved by FDA (5/28/2021), with a requirement to conduct a postmarketing study of 240 mg vs 960 mg
1. There was no relationship between dose (180-960 mg) and plasma concentrations
2. There was no relationship between dose and response rate
3. Diarrhea and nausea may be reduced at a lower dose
4. Animal data suggested that the optimal dose was 30-240 mg
5. It is difficult for patients to take 8 (120 mg) pills at a time
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Abiraterone is an effective drug for men with prostate cancer
• Standard dose is 1000mg/day (4 pills) on an empty stomach. Cost in
USA/Canada is ~$10,000/month
• 250mg after a fatty meal gives similar drug concentration
Attard et al, JCO 2008;26:4563-71
Blue = PK after high fat meal
Red = PK Fasting

Chi et al, J Clin Pharmacol 2015

• 72 men randomized to abiraterone 1000mg/d on empty stomach (STANDARD) or 250mg/
d after low fat breakfast (LOW)
• Primary endpoint: change in PSA at 12 weeks
• No sig diff. with a trend to greater fall in PSA in LOW arm
• Time to PSA progression ~14 months in both arms (p=0.56)
• Similar pharmacokinetics with less variability in LOW arm
• Similar effects to decrease target adrenal androgen
On the basis of this study we applied successfully for NCCN to include low dose
Abiraterone with food in their guidelines

Average Indian patient would save INR 260,000
Annual saving to Indian Health Service ~US$182million (INR
13.5billion)
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Ongoing

A Randomized Study Investigating the Pharmacokinetics of Standard
Interval Dosing Compared to Extended Interval Dosing of Nivolumab
or Pembrolizumab in Locally Advanced or Metastatic Cancers
NCT04295863; Sponsor: University of Chicago; Sample size: 264

Proposed

The DILUTAMIDE Trial:
A comparison of the registered daily dose with 50% of that dose for
treatment of metastatic hormone-sensitive (mHSPC) prostate cancer
with enzalutamide, apalutamide or darolutamide.

Our Limitations & Problems
• Lack of funding to support dose-finding studies
• Trials that evaluate reduced dosing save more money than they
cost, but challenge is to persuade payers to finance them
• Persuading patients that reduced dosing will not decrease benefit
from treatment – and may increase it
• Limited implementation of lower-dose strategies

