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Disclaimers and Forward-Looking Statements

Certain information contained in this presentation and statements made orally during this presentation relates to or is based on studies, publications, surveys and other data 
obtained from third-party sources and Galera’s own internal estimates and research. While Galera believes these third-party sources to be reliable as of the date of this 
presentation, it has not independently verified, and makes no representation as to the adequacy, fairness, accuracy or completeness of, any information obtained from third-
party sources. While Galera believes its internal research is reliable, such research has not been verified by any independent source.

This presentation contains “forward-looking statements” within the meaning of the Private Securities Litigation Reform Act of 1995. Forward-looking statements are neither 
historical facts nor assurances of future performance. Instead, they are based on our current beliefs, expectations and assumptions regarding the future of our business, 
future plans and strategies, our clinical results and other future conditions. All statements other than statements of historical facts contained in this presentation, including 
statements regarding future results of operations and financial position, business strategy, the safety, efficacy, regulatory and clinical progress, and therapeutic potential of 
current and prospective product candidates, plans and timing for the commencement of and the release of data from clinical trials, the anticipated direct and indirect impact 
of COVID-19 on Galera's business and operations, planned clinical trials and preclinical activities, potential product approvals and related commercial opportunity, current and 
prospective collaborations, and timing and likelihood of success, plans and objectives of management for future operations, are forward-looking statements. The words 
”may,” “will,” “should,” “expect,” “plan,” “anticipate,” “could,” “intend,” “target,” “project,” “estimate,” “believe,” “predict,” “potential” or “continue” or the negative of these terms or 
other similar expressions are intended to identify forward-looking statements, although not all forward-looking statements contain these identifying words. 

The information in this presentation, including without limitation the forward-looking statements contained herein, represent our views as of the date of this presentation. 
Although we believe the expectations reflected in such forward-looking statements are reasonable, we can give no assurance that such expectations will prove to be correct. 
Accordingly, readers are cautioned not to place undue reliance on these forward-looking statements. Except as required by applicable law, we do not plan to publicly update 
or revise any forward-looking statements contained herein, whether as a result of any new information, future events, changed circumstances or otherwise. No 
representations or warranties (expressed or implied) are made about the accuracy of any such forward-looking statements. The forward-looking statements in this 
presentation involve risks and uncertainties that could cause actual results to differ materially from those reflected in such statements. Risks and uncertainties that may 
cause actual results to differ materially include uncertainties inherent in the drug development process and the regulatory approval process, our reliance on third parties 
over which we may not always have full control, and other important risks and uncertainties that are described in Galera’s Quarterly Report on Form 10-Q for the quarterly 
period ended June 30, 2020 filed with the U.S. Securities and Exchange Commission (SEC), Annual Report on Form 10-K for the year ended December 31, 2019 and Galera’s 
other filings with the SEC. New risk factors and uncertainties may emerge from time to time, and it is not possible to predict all risk factors and uncertainties. 

Whenever the Company uses the terms “transform radiotherapy” or “transforming radiotherapy” in this presentation, it is referring to its mission statement.



Superoxide Dismutase Mimetics – Vision

31 Delaney G, Jacob S, Featherstone C, Barton M. The role of radiotherapy in cancer treatment… Cancer. 2005;104:1129-1137
2 Begg AC, Stewart FA, Vens C. Strategies to improve radiotherapy with targeted drugs. Nat Rev Cancer. 2011;11:239-253
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Superoxide Dismutase Mimetics (DM) Augment SBRT
Dismutase mimetics break down superoxide radicals  hydrogen peroxide
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Presented by Sishc BJ et al. AACR Annual Meeting 2018; April 14-18, 2018; Abstract 667; Presented by Sishc BJ et al. AACR Annual Meeting 2019: 2019:Abstract C52.

Genetically modified H1299 tumor with 
doxycycline-inducible catalase
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PANC-1 PDAC
in mice

Tumor tissue H2O2 reduced when doxycycline 
added, losing the synergy

H1299CAT NSCLC
in mice

Larger RT fraction  more O2
Dismutase Mimetics  more H2O2

•

Hypofractionation Reveals an H2O2-Dependent 
Antitumor Synergy of Dismutase Mimetics with SBRT



A selective superoxide dismutase mimetic such as 
avasopasem (GC4419) will enable SBRT for pancreatic 
cancer by safely enhancing the radiation response, 
improving disease control and surgical resectability.  
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Hypothesis



Dismutase Mimetic + SBRT Pilot Trial in Pancreatic Cancer
Randomized, Placebo-Controlled, Double-Blind Trial (NCT03340974)
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R
SBRT + 90 mg IV1

GC4419/Avasopasem

SBRT + IV Placebo

Endpoints

• 1° Recommended dose of 
SBRT with avasopasem or 
placebo based on:

• GR 3-4 GI toxicity or 
death within 90 days 
post SBRT 

• Local SD or better at 
90 days post SBRT

• 2° PFS, OS, local control, 
DM rate, ORR, resectability

Maximum
N=24 per arm

SBRT dose: 10 Gy x 5 (BED10= 100 Gy)
11 Gy x 5 (BED10= 116 Gy)
12 Gy x 5 (BED10= 132 Gy)

Dose assigned in real-time by adaptive 
Bayesian model2
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IV = intravenous; PFS = progression-free survival; OS = overall survival; ORR = overall response rate; DM = distant metastasis; 
SBRT = stereotactic body radiation therapy; SD = stable disease. 

1 Anderson, et al, Journal of Clinical Oncology 2019 37(34):3256-3265  2Yan et al, Ann Onc 2018 29(3):694-699
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ASTRO abstract

9IV = intravenous; LA = locally advanced; SBRT = stereotactic body radiation therapy. 

Data through 8/24/20;
follow-up ongoing

Trial Timeline



Efficacy Endpoints for Patients Followed for >1 year
(ITT, n=19)
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Kaplan-Meier Analysis for Patients Followed for >1 Year
Kaplan-Meier Analysis by Treatment (ITT, n=19)
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Log Rank P value = 0.0463Log Rank P value = 0.078

Progression-Free Survival (PFS) Overall Survival (OS)



12IV = intravenous; LA = locally advanced; SBRT = stereotactic body radiation therapy. 
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Baseline Characteristics

Placebo
(n=18)

Avasopasem
(n=24)

Median age (range), yrs 68 (48–82) 72 (41–83)

Male/Female 7/11 16/8

Borderline resectable/Locally advanced 2/16 7/17

Performance status 0/1/2 9/9/0 12/11/1

Prior chemotherapy duration median (range), wks 21.9 (12.0–36.3) 17.9 (9.1–67.1)

CA19-9 at randomization, median (range) 26.25 (0.5–2186) 28.5 (0.3–70)

Smokers/Nonsmokers 3/15 2/22
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Best Response from Baseline Tumor in SBRT Field
Data through August 24, 2020; follow-up ongoing

-60%

-50%

-40%

-30%

-20%

-10%

0%

10%

20%

30%

40%

R0 R0

R0 R0 R0

R0

R1NE

SBRT + Avasopasem SBRT + Placebo

14

= Surgical resection (R0 = clear margins).
= Surgical resection (R1 = tumor at margins). 

NE = not evaluable.



Treatment
SBRT Arm

Initial Tumor Staging
LA or BR

Margins Post Resection
R0/R1

Histopath Analysis 
Post Resection

Avasopasem
(n=5)

LA R0 pCR
BR R0 pPR

BR R0 pPR

BR R0 pPR

LA R0 pPR

Placebo
(n=2)

BR R0 pPR

LA R1 pNR
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AVA/PBO = avasopasem or placebo arm; LA/BR = locally advanced or borderline resectable; pCR/pNR/pPR = pathological complete, near, or partial response; 
R0/R1 = resectable results: R0 = clear margins; SBRT = stereotactic body radiation therapy. 

• No significant perioperative complications after SBRT for all 7 patients

Patients Who Underwent Resection Post SBRT
Surgical Decision Based on Multiple Factors (n=7)



Progression-Free Survival From Randomization (N=42)
Kaplan-Meier Analysis of PFS by Treatment (ITT)—Resected Patients Censored at Time of Surgery
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Placebo
(n=18)

Avasopasem 
(n=24)

Median PFS 
(wks) 30.6 29.3

P value 
(log-rank) 0.2852

Hazard Ratio 
(95% CI)

0.6
(0.23–1.56)



Overall Survival From Randomization (N=42)
Kaplan-Meier Analysis of OS by Treatment (ITT)
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Placebo
(n=18)

Avasopasem 
(n=24)

Median OS 
(wks) 38.7 NR

P value 
(log-rank) 0.0643

Hazard Ratio 
(95% CI)

0.4 
(0.12–1.11)



Placebo
(n=18)

Avasopasem
(n=24)

Acute Adverse Events (up to 90 days post SBRT)

• Any acute Grade 3+ AEs, n (%) 4 (22) 6 (25)

• Grade 3 or greater acute GI toxicitya 2 (11) 2 (8)

• Total number of Grade 3+ acute AEs 5 8

Late Adverse Events (91 days–1 year post SBRT)

• Any Grade 3+ AEs, n (%) 5 (28) 7 (29)

• Total number of Grade 3+ late AEs 12 10

18

aNo bleeding ulcers by 12-week endoscopy.
AE = adverse event; GI = gastrointestinal.

Grade 3+ Adverse Events
All Causalities



• This placebo-controlled pilot trial is the first to evaluate the combination of a 
superoxide dismutase mimetic (avasopasem/GC4419) with SBRT in patients with 
advanced pancreatic cancer.

• Demonstrated feasibility and preliminary safety of 5 days of avasopasem (90 mg/day) 
combined with SBRT (10-11 Gy x 5), including subsequent surgical resections in 7 
patients. 

• In these early analyses, avasopasem appeared to improve tumor responses to SBRT 
without increasing acute and late toxicity to patients.

• These interim data warrant further studies of dismutase mimetics to enhance 
responses to SBRT in pancreatic cancer.

19

Conclusions



We thank the patients, their families and caregivers 
for their contribution to this trial
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