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CAN-003:
Randomized open label, phase 2 trial

Purpose:
— Determine the safety and efficacy
of CVac vs Observational Standard of Care
In patients with First or second remission

Primary Objectives:
« Safety
* Progression-free survival (PFS)
Secondary Objectives:
 Overall survival (OS)
* Immunologic response (humoral and cellular)
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CAN-003 Study Design

Patient
Population:
Previously

Cytoreduced,
Stage 3-4 EOC,
First or Second
Remission
Within
12 weeks of CR

Maintenance CVac
10 doses (60 x 10° cells/dose)

Efficacy ITT | Over 56 weeks (N =29)
Population

(N=56)

Control Arm
Observational Standard of Care
(N =27)

mMN-<002D>»x>

Progression by GCIC criteria

(CA-125) & RECIST

t

Pts enrolled CVac ID or 7 doses q 4 wks 3 doses g 8 PFS visits
within 12 Observation wks every 12
wks of started within 10 wks
complete wks of enrollment

remission
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CAN-003 Results: Demographics

Characteristic CVAC SOC
(N=29) (N=27)

Remission status
Achieved after first-line therapy 19 (66%) 17 (63%)
Achieved after second-line therapy 10 (34%) 10 (37%)
Disease stage
1l 24 (83%) 20 (74%)
IV 5(17%) 7 (26%)
Histology subtype
Serous 25 (86%) 23 (85%)
Endometrioid 1 (3%) 2 (7%)
Mucinous 1 (3%) 1 (4%)
Other (mixed, not specified) 2 (7%) 1 (4%)
Cytoreduction/debulking surgery
Optimal 27 (93%) 23 (85%)
Suboptimal 2 (7%) 4 (15%)
Age years
median (range) 58 (34-75) 49 (43-70)
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CAN-003 Serious Adverse Events

Recovered with

1.Small bowel obstruction Unrelated CVac
treatment
2. Abdomma! [:)aln, dehydration, Recovered with Unrelated SOC
nausea, vomiting treatment
3. Abdominal pain Recovered Unlikely Related CVac
4. Respiratory failure Fatal Unrelated SOC
5. Small bowel obstruction Recovered Unrelated CVac
6. Febrile neutropenia Recovered Unrelated CVac
7. Surgical removal iliac node :
Recovered with
(hospitalization for progression) treatment Unrelated Cvac
8. Small bowel obstruction Recovered Unrelated CVac
9. Disease progression / SrranaaE] e
laparoscopy Unrelated CVac

treatment
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CAN-003 Progression-Free Survival (ITT, n=56)

1.00 A —— OSC:median PFS 8.64 months
— CVAC:median PFS12.89 months
- Hazard ratio 0.72 (95%C1:0.38,1.38)
% 0.75 - P=0.33 by log-rank test(2-sided)
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CAN-003 Comparison of PFS

First Remission HR1.18

Progression Probability

Hazard ratio 1.18 (95% CI:0.51, 2.71)

P=0.69 by log-rank test (2-sided
100 y log ( )
ﬁ|—|_“ OSC: median PFS 18.20 months
—— CVAC: median PFS 12.89 months
0.757
0.507
0.257
0.00 T T v T
0 6 12 18 24 30
Months
OosC 4/17 3/11 0/8 3/8 0/0
CVAC 4/19 5/14 2/9 2/6 0/3

(#events/#at risk)

Second Remission HR0.32

Hazard ratio 0.32 (95% CI: 0.10, 1.03)

P=0.04 by log-rank test (2-sided)
1.007
OSC: median PFS 4.94 months
— CVAC: median PFS not reached
0.757 (>12.91 months)
0.507 = !
0.257
0.00 T T T T
0 6 12 18 24 30
Months
OSsC 6/10 2/4 1/2 1/1 0/0
CVAC 2/10 2/6 0/4 0/2 0/0

(#events/#at risk)
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CAN-003

Overall Survival

First Remission HR0.63

1Oo-ﬁ| \ 1 11 1
2 0.757 Lo
=
©
Q
o
°_c; 0.507 OSC: median OS not reached yet
; CVAC: median OS not reached yet
= Hazard ratio 0.63 (95% CI: 0.14, 2.82)

0.257 P=0.54 by log-rank test (2-sided)

Median follow-up 30 months
0.00 T T T T T
0 6 12 18 24 30
Months
oscC 1/17 0/14 0/14 3/14 0/10
CVAC 1/19 0/17 0/17 0/16 2/14

(#events/#at risk)

Second Remission HR0.17

1.00T"
0.757
0.507 OSC: median OS 26.25 months
CVAC: median OS not reached yet L
Hazard ratio 0.17 (95% CI: 0.02, 1.44)
0.257 P=0.07 by log-rank test (2-sided)
Median follow-up 30 months
0.00 T T T T :
0 6 12 18 24 30
Months
OsC 0/10 0/10 1/10 2/9 3/7
CVAC 1/10 0/8 0/8 o7 0/7

(#events/#at risk)

& PRIMA BIOMED



CAN-003 Conclusions

Feasibility - Multinational manufacture and distribution of
CVac was possible

Safe - CVac was well tolerated with minimal toxicity

Immunogenic - Positive mucin 1-specific T cell response in
CVac treated patients

PFS signal in second remission

Interim OS signal in second remission
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