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Item 8.01 Other Events

CytomX Therapeutics, Inc., a Delaware corporation (the “Company”), today announced preliminary clinical results from two arms of the PROCLAIM
(PRObody CLinical Assessment In Man) module, PROCLAIM-072. PROCLAIM-072 is an ongoing Phase 1/2 trial evaluating CX-072, a Probody
therapeutic targeting PD-L1, as monotherapy and in combination with Yervoy® (ipilimumab) or Zelboraf® (vemurafenib) in patients with advanced,
unresectable solid tumors. Data from the CX-072 monotherapy arm and ipilimumab combination arm were presented today in two posters as part of the
Developmental Therapeutics—Immunotherapy Session at the 2018 Annual Meeting of the American Society of Clinical Oncology in Chicago, Illinois.

Enrollment of Part A1 of PROCLAIM-072, the initial dose escalation stage, was completed in December 2017. The primary objectives of this first-in-human,
dose-escalation, monotherapy arm are to assess safety and tolerability, including determination of the maximum tolerated dose (“MTD”) and the dose-limiting
toxicity (“DLT”) of CX-072 as monotherapy. At the completion of escalation, the arm had enrolled 22 patients, with an average of four prior anti-cancer
treatments in a variety of tumor types for which no anti-PD-1 or anti-PD-L1 agents are available for their disease. Patients received escalating doses of
CX-072 from 0.03 mg/kg to 30 mg/kg. Patient follow-up is ongoing. The Company presented the following data with respect to Part A1:
 

 

•  Monotherapy Well Tolerated – The maximum tolerated dose (“MTD”) was not reached. As of an April 20, 2018 data cutoff, results showed
that the administration of monotherapy CX-072 was well tolerated with the majority of treatment-related adverse events (“TRAEs”) as Grade 1/2.
Grade 3/4 TRAEs were reported in two patients: neutropenia and thrombocytopenia in a patient with thymic cancer (3 mg/kg) and transaminase
elevation in a patient with breast cancer (30 mg/kg). Both events were successfully managed with therapeutic intervention including steroids and
discontinuation of CX-072.

 

 

•  Evidence of Activity – As of an April 20, 2018 data cutoff, results showed that among 20 evaluable patients who received CX-072, objective
responses by Response Evaluation Criteria in Solid Tumors (“RECIST”) version 1.1, a commonly used guideline for evaluating tumors, were
observed in three (15%) patients: thymoma (unconfirmed partial response (“uPR”); three mg/kg), PD-L1 negative TNBC (confirmed PR; 10
mg/kg) and cervical cancer (uPR; 10 mg/kg) (all partial responses (“PR”)). Stable disease was observed in eight patients (40%) for a disease
control rate of 55%. Decreased target lesions were observed in 42% (8/19) of all evaluable patients with measurable disease at baseline and in
60% (6/10) of the subset of patients who received > 3 mg/kg of CX-072. Two of the responders were still on treatment (eight months each) at the
time of the data cutoff.

 

 

•  Evidence of Probody Platform Performance – Results from a preliminary single-dose pharmacokinetic analysis of single-agent CX-072
suggest that, as designed, CX-072 circulates predominantly as the intact masked prodrug across all dose levels. Further, CX-072 is only
minimally influenced by target mediated drug disposition at low doses, suggesting that masking is effective in blocking interaction with PD-L1 in
the periphery.

Based on these preliminary safety, efficacy and translational data, further evaluation of CX-072 monotherapy (10 mg/kg every two weeks) is now underway
in eight expansion cohorts in a variety of cancer types.

The primary objectives of Part B of PROCLAIM-072 are to assess safety and tolerability, and to determine the MTD and DLT of CX-072 when administered
in a concomitant combination schedule with ipilimumab. At the April 20, 2018 data cutoff, the study had enrolled 16 immunotherapy naïve patients who had
received an average of four prior anti-cancer treatments in a variety of tumor types for which no anti-PD-1 or PD-L1 agents were available for their disease.
Patients received the combination ipilimumab (3 mg/kg) and CX-072 (escalating doses of 0.3 mg/kg to 10 mg/kg) every three weeks for four cycles followed
by monotherapy CX-072 every two weeks. The study is still ongoing with enrollment and dose escalation continuing. The Company presented the following
data with respect to Part B:
 

 

•  Combination with Ipilimumab Well Tolerated – As of the April 20, 2018 data cutoff date, the MTD had not yet been reached and no new
safety signals were observed beyond those expected for each component of the ipilimumab plus CX-072 combination. The majority of TRAEs
were Grade 1/2. Of the 16 treated patients, five (31%) reported a Grade 3/4 TRAE, a rate similar to that reported previously for 3 mg/kg
ipilimumab monotherapy. These events included: Grade 3 colitis (n=1), Grade 3 dyspnea/pneumonitis (n=1), Grade 3 headache/Grade 3
hyponatremia (n=1), and Grade 3 amylase/Grade 4 lipase (n=1). A Grade 3 TRAE in one patient was designated as non-treatment related post
data cutoff. A dose limiting toxicity of Grade 3 dyspnea was reported in one patient.

 

 •  Evidence of Activity – As of an April 20, 2018 data cutoff, results also showed that among 12 evaluable patients who received ipilimumab (3
mg/kg) combined with CX-072 (0.3 to 10 mg/kg), three (25%) achieved objective responses by



 
RECIST v1.1, including patients with: anal cancer (confirmed complete response (CR); 0.3 mg/kg CX-072), testicular cancer (uPR; 1 mg/kg
CX-072) and cancer of unknown primary (uPR; 3 mg/kg CX-072). Stable disease was observed in 8% of patients for a disease control rate of
33%. All three of the responders remained on treatment (ten, six and five months, respectively) at the data cutoff.

In addition to the foregoing, preliminary pharmacokinetic clinical data showed that single-agent, single-dose CX-072 behaved as designed and circulated
predominantly as the intact antibody prodrug and is only minimally affected by target-mediated drug disposition, consistent with being effectively masked in
circulation.
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