Use of HPV16 circulating tumor DNA detected In liguid biopsies to predict response >
In patients with advanced HPV16-positive cervical cancer nykode

Abstract category: Clinical trial abstract Bousquet PA*, Blaga M, Nicolaisen B, Bruins Slot K, Schjetne K
e. Gynecologic cancers

Abstract number: 669 Nykode Therapeutics, Norway

therapeutics

BACKGROUND STUDY RESULTS SUMMARY
Circulating tumor DNA (ctDNA) can provide a This open-label, single-arm, Phase 2a trial was Reduced HPV16 ctDNA correlated with clinical response and longer time to progression
valuable tumor-specific and non-invasive biomarker conducted Iin patients with HPV16-positive recurrent | o | | » | | _ HPV-specific vaccination —— 39 patients
for longitudinal monitoring of a patient responses to or metastatic cervical cancer Patients received Analysis of liquid biopsies In patients with HPV16-positive recurrent or metastatic cervical cancer, treated with VB10.16 i m. (21 patients in CtDNA
therapy. We aimed to quantify HPV16 ctDNA in multiple doses of the therapeutic DNA vaccine VB10.16 in combination with atezolizumab indicate that monitoring HPV16 ctDNA may predict clinical outcome and (Pharmalet needle-free analyses)
. S . _ A _ _ ' ' ) £ : injection)
patients with advanced cervical cancer and explore VB10.16 in combination with atezolizumab. duration of response in an HPV16-specific therapy setting. o cloiAanalses

Checkpoint blockade
atezolizumab i.v.

for clinical response

the potential use _of ctDNA to pr_edlct cllnl_cal putcome A S T T A — oL, ISR v [ B
on ftreatment with VB10.16 Iin combination with 4 o DISEASE CONTROL PATIENTS WITH PD
argeting Unit

: Tumors
atezolizumab. cersL — 100 HPV16-positive
_, 8000 _, 200007 = P =0.0021 recurrent or metastatic
= = = i
VB10.16 R = _ = 15000+ = cervical cancer
STU DY gfg;?t?r;;hoer:i\cl)zgzlr::e ‘;]::?éilnﬁ EgGS CH3 an(Ilj hinge region q;._)- 6000 %J_ 10000~ / §
: - 4000 o =
viral antigens © (&) T 50—
< < 5000 ° = —
pd T Z 4000 7 O . i i . :
tigenic Uni ..D_. - a
Baseline characteristics \A ﬁxﬁemlin;manﬁgen o 2000 E 3000 é > VB10.16In C()_mblnatl_()n Wlt_h ate;ollzum_ab
Age (mean) 48.9 yrs A S 1000 o 2000- = showed promising efficacy in patients with
. ) o 1000~ = -
Ethnicity (white) I T, T, = o | | | advanced HPV16+ cervical cancer
Prior systemic treatment lines . e m : : | | 0 20 40 60
0 12 MONTHS .
2 15 (39%) Advanced Baseline Week 9 Baseline Week 9 Weeks elapsed . ] ] . ]
23 12 (31%) TRy S ’ y ’ > VB10.16 in combination with Atezolizumab
Prior surgery HPV16-positive induction maintenance ofiow-up @ CctDNA decrease from baseline (n = 11) —— ctDNA decrease from baseline (n = 11) " - -
,\\: ;?, g‘ii,’jg CEIVICSRCAnEEr @ ctDNA increase from baseline (n = 10) — ctDNA increase from baseline (n = 10) SZOWGd 3” rabl_e rlesponses V\::Ith ta hlgh DCRIn
. . - advancea cervical cancer patients
Prior radiotherapy
Y 31 (80%)
N 8 (20%) : : : : i
o ehemothera . . VB10.16 in combination with atezolizumab ctDNA correlates with post-baseline ' ' ignifi
o enemomerepy v 39 (100%) At the cut-off date of 14 February 2022 tor this interim showed promising efficacy with durable lesion si p frene owards higher baseline - Reduced HPVI6 ctDNA levels were significantly
; 0 (0% - - - - - esion size CtDNA levels in patients with correlated with clinical outcomes indicating that
analysis, 39 patients were Iincluded Iin the efficacy responses aly
=coc - - - - extra-pelvic metastases HPV16 ctDNA may be an early marker of
0 e analysis. Blood specimens were collected at baseline O Complete/Partial Response y y
GHDNA detected and every 9 weeks during treatment to quantitatively O Progressive Disease e i oL T response to treatment
Y 21 (54%) : : : _ :
N 18 (46%) determine the HPV16 E7 viral DNA in plasma by ) - , In all patients sl 2 e . o .
DAL <tatie at baceling v s validated duplex digital PCR (dPCR). . : - l(ol ;grllt),ct;:nge o 5 > ?/Blo.%? In (;omblna;t_llon with atezolizumab has a
T 3 (89%) - A, : i £ 20- avorable safety profile
Tic2 010 1 i Prlmary_endpomt. Objective response rate assessed . : » o . from baseline in el [Pooooss g yP
istolo0y ’ ° by an independent central review using RECIST S " post-treatment S 157 -
| Sauamous cell 2 2% version 1.1 criteria. j ; j j A gnaLyS%S N(Xveez . £ 10-
s noflnkaens 305 HPV16 ctDNA was correlated with the defined clinical e — ) of clbNAand | = — 5 t
Metastases* ] 0 3 6 9 12 15 18 21 24 27 30 33 36 39 42 45 48 51 lesion size were S 5 A kn | d ment
Liver U response as an exploratory endpoint. The study was e Weeks e coport correlated. £ Efﬁ cknowiedgeme
ung % ] . N . % e 0- . . . “r-
Other 19 (49%) approved by the national regulatory authorities and #fe'\;*tirhg?]ttg\éﬂgguzeko_%; N ol < | | We would like to thank the patients, their families as
xtra-pelvic metastases presen - . . .2 months esion size tDNA  ctDNA . . . 1CI . . .
Extra-pelvic metastases present y - o0 Independent Ethic Committees (NCT04405349). e ot o S ettt s PFS 4.2 month RN well as Investigators for t_helr participation in the trial.
N 4 (10%) —> 3 responders who completed study treatment showed ongoing response on last AteZO“Zumab was Supplled by ROChe

*Sum >100% as 4 patients had both liver and lung metastases available scan (Week 51)

Presented at the SITC 37" Annual Meeting, November 10, 2022. Nykode Therapeutics AS

* PBousquet@nykode.com




