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ITT population PD-L1CPS 210
S Placebo-Chemo " a Placebo-Chemo
100 n=368 (n=183) 100 4 =162 (n=79)
Events, n (%) 219(59.5) 129 (70.5) Events, n (%) 92 (56.8) 58 (73.4)
80 Median PFS (95% CI) 58mo (5.7,6.9) 5.3 mo (4.3, 5.6) 8 Median PFS (95% CI) 7.1mo(5.8,9.1) 5.3mo (4.1,6.0)
Stratified HR (95% CI) = 0.60 (0.48, 0.75) p <0.0001 Stratified HR (95% CI) = 0.48 (0.34, 0.68) p <0.0001
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0 2 4 6 8 10 12 ¥ 1 1B D 2 U % 2B 0 2 4 6 8 10 12 14 16 18 20 2 24 % 2
Time (months) Time (months)
Number at risk Number at risk
- 183 144 102 48 2 10 8 7 5 4 3 3 2 0 0 .79 6 43 2 13 4 4 3 1 1 0 0 0 0 0O
Cl, confidence interval; CPS, combined positive score; HR, hazard ratio; IRRC, i iological review ITT, int to-treat; PD-L1, cell death protein
ligand 1; PFS, progression-free survival; RECIST, Response Evaluation Criteria in Solid Tumors.
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£ TACE alone (n=92) 3.8 (2.83-4.9) 61
s . TACE plus apatinib 68 (4.53-10.15) 40
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Introduction )

Cervical cancer has the fourth greatest global burden of cancer among
women for both incidence and mortality. Treatment for cervical cancer
is Concomitant Chemoradiation and then brachytherapy. Overall
treatment time (OTT) is an important index for local control in locally
advanced~ cervical cancer patients who received definitive
chemoradiation (External Beam Radiation Therapy (EBRT) plus
Brachytherapy (BT) plus concomitant chemotherapy). In this study, we
examined the efficiency and safety of reducing OTT by reducing the
duration of the brachytherapy to one week in the intervention arm
versus three weeks in the control arm.

Method %

The study was a non-randomized open-label phase |l clinical trial
carried out on 49 locally advanced cervical cancer patients (26 in the
intervention group and 23 in control) who received EBRT concomitant
with Cisplatin and then HDR brachytherapy from 2018 to 2019. We
enrolled patients with histologically confirmed squamous cell
carcinoma (SCC) or adenocarcinoma of cervix stage 1B-4A Based on
the International Federation of Gynecology and Obstetrics system
(FIGO) 2018. All of the patients had received EBRT 45-50 Gy to the
pelvic concurrent with chemotherapy (Cisplatin 35 mg/ m2 Weekly) . .
In the intervention group, all brachytherapy sessions were performed
in 1 week, while for the control group, it was administrated in 3=
consecutive weeks. . A total BT dose of 21 Gy and dose per fraction of
7 Gy was administered during one (Intervention Group) or three
(control group) weeks. We used MRI with Intravenous contrast (pre-
EBRT and post-EBRT) to evaluate the response to external
Chemoradiation and choose the appropriate BT applicators (tandem
ovoid or tandem cylinder needles). After insertion and fixation of
applicators in the operating room with spinal anesthesia, patients
underwent planning CT Scan with 1 mm thickness slices. MRI was
used in contouring HR-CTV, IR-CTV, and organs at risk, such as
Rectum, Sigmoid, and Bladder, according to GEC-ESTRO
recommendations. Toxicities, including proctitis and cystitis, were
evaluated according to CTCAE criteria after every session of BT and at
the first, third, and sixth months after treatment. Additionally, we
performed another MRI three months after treatment for response
evaluation according to Response evaluation criteria in solid tumors
(RECIST).

39 ool
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Result D

Overall, more than 95% of study participants had a complete
response, more than 4.0% reported partial response, and no treatment
failure was observed. The complete response in intervention and
control groups was 96.1% and 95.6%, respectively (P value > 0.05).
There was no difference in treatment side effects between the two
groups. The Study Participants Pathological and Radiological
Characteristics have no significant differences (P value>0.5)

Treatment dose characteristics in Control and intervention Group

Variable Control Intervention P-value
External dose(Gy) 49.9 50.2 0.286
Total dose (Gy) to HRCTV 89.8 90.2 0.212
High Risk volume 248 | 26.0 0.329
Total dose (Gy) to Bladder 1cc 85.9 83.4 0.220
Total dose (Gy) to Rectum 1cc 76.3 75.6 0.374
Total dose (Gy) to Rectum 2 cc 66.9 | 64.9 0.079
Total dose (Gy) to Sigmoid 1 cc 743 | 77.0 0.179
Total dose (Gy) to Sigmoid 2 cc 63.7 [ 65.8 0.099

*High-Risk Clinical Target Volume
**Volume by Mililiter (ml)

**Intermediate Risk Target Volume

Intervention Control Pvalue
Before BT (42.31%) (34.78%) 0.590
3 days after BT (53.85%) (56.52%) 0.851
30 day after BT (23.08%) (52.17%) 0.035
90 day after BT (11.54%) (30.43%) 0.101
180 day after BT (9.52%) (26.67%) 0.174

There were no grade 3,4 proctitis in both group

Short course Brachytherapy in locally advanced cervical cancer; safety and response rate

h Sanei' , Mahdi Aghili? , Majid Kahe', Mahshid Souri'

Frequency of grade | and Il Cystitis after brachytherapy

Intervention Control Pvalue
Before BT (34.62%) (30.43%) 0.755
3 days after BT (46.15%) (47.83%) 0.907
90 day after BT (7.69%) (4.35%) 0.626
180 day after BT (9.52%) (0.0%) 0.219

There were no grade 3,4 cystitis in both group

control intervention P value
Partial response  (4.35%) (3.8%) 0.9
Complete (95.6%) (96.1%) 0.9
response
Conclusion

Considering that short-course brachytherapy was non-inferior to the
conventional course from the point of Response Rate and Side Effects
during follow-up time, this strategy can be considered an option for
reducing the OTT, which can at least cause decreasing the costs.
Studies with larger sample sizes and phase 3 are recommended.
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