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Immune Therapy in Clear Cell Ovarian Cancer (ITICC)
Hal Hirte

• At this time, it is not clear what the 
contribution of each of the checkpoint 
inhibitors is to the therapeutic efficacy and 
to toxicity.  

• Given this, we plan to conduct a two-arm, 
randomized phase II trial, designed to 
assess the efficacy and safety durvalumab
with or without tremelimumab in patients 
with recurrent or advanced CCOC.

CCTG IND.228 Study – Clear Cell Arm

- Single arm study of clear cell ovarian cancer 
(CCOC) metastatic or recurrent with limit to 
prior number of therapies
- Durvalumab + tremelimumab q4w X 4 cycles
followed by durvalumab q4w to progression
- PR in 7/20 pts (36.8%)
- Note – the clear cell arm has re-opened 

and will accrue an additional 20 patients



• Primary endpoint: Objective Response rate 
(ORR)

• Secondary Endpoints: Progression Free 
Survival (PFS),Overall Survival (OS), and 
toxicity

– Assuming a historical response rate to 
first line chemo  of 10%, we would have a 
90% chance of detecting a 15% 
improvement in one of the IO arms

– 40 patients will be randomized to each of 
treatment arms (total of 80 patients) to 
test the null hypothesis that ORR is less 
than or equal to 10% against the 
alternative hypothesis that ORR is higher 
than or equal to 25% with significance 
level of 10% and power 90%. 

– A treatment arm will be considered active 
if 7 or more responses are observed in 40 
patients. 

– If both arms are considered active (and 
<15% difference between arms in RR or 
OS), the arm with the least toxicity will be 
declared the winner. 
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Study Design

Combination arm: Durvalumab will be given at a 
dose of 1500 mg IV every 4 weeks in 
combination with tremelimumab at a dose of 75 
mg IV every 4 weeks for 4 cycles, 
followed by durvalumab alone 1500 mg IV every 4 
weeks until progression.

Single agent arm: Durvalumab will be given at a 
dose of 1500 mg IV every 4 weeks 
until progression.


