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Conflits d’intéréet



Introduction : prothese mammaire & PMRT

* 20 000 mastectomies par an en France
* Environ 20% de reconstruction mammaire immédiate (RMI)

* Prothese : expandeur ou prothese immédiate

* Indications de radiothérapie
post-mastectomie (PMRT) +/- irradiation
des aires ganglionnaires



Introduction : RT hypofractionnée

* Efficacité et tolérance comparables aux schémas normofractionnés

* Amélioration de la qualité de vie

» START B : peu de mastectomies (<10%) ; pas de RMI

» Whelan : pas de mastectomie

= Pas de données concernant I’hypofractionnement en cas de PMRT avec RMI par prothese
= Quelle qualité de vie ? Quelle toxicité attendre de la RT hypofractionnée ?

(Contracture ? Coque ? Infections ? Rupture ? ...)
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Publiée en 2019

Unicentrique (Chine)

396 patientes (267 RMI)

Major breast-related complications
Traitées entre 2009 et 2018

p=0,814

=> Nécessité de données prospectives



> Etude FABREC : randomized trial of fractionation after breast reconstruction (AoGt
2024)

» Méta-analyse : postoperative complications of hypofractionated and conventional
fractionated radiation therapy in patients with implant-based breast reconstruction
(Octobre 2024)

» Etude RT CHARM : randomized trial of hypofractionated PMRT in woman with
breast reconstruction (ASTRO 2024)




> Etude FABREC : randomized trial of fractionation after breast reconstruction

Evaluer I’'évolution du bien-étre physique apres une irradiation hypofractionnée
versus normofractionnée dans le cadre d’une radiothérapie post-mastectomie avec
reconstruction mammaire immédiate par prothese

JAMA Oncology | Original Investigation

Hypofractionated vs Conventionally Fractionated Postmastectomy
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Design

POPULATION INTERVENTION
400 Women 400 Patients randomized
201 Conventional
= fractionation (CF)
e Postmastectomy radiation PSR
St therapy to a dose of 5000 cGy EXZIUA
given over 25 treatments -T )
: i - ATCD de RT homolatérale
199 Hypofractionation - RT bilatérale
IE'I;:’gmastecmmy radiatior - Maladie intercurrente non controlée
Patients with breast cancer undergoing therapy to a dose of 4256 cGy . , . .
implant-based reconstruction and given over 16 treatments Pas de chimiothérapie concomitante
postmastectomy radiation
Median (range) age, 47 (23-79) y Stratification :
- Age (<45 ans ; > 45 ans)
SETTINGS / LOCATIONS
Change in physical well-being (PWE) derived from the PWEB domain of
- - 16 Huspltals Functional Assessment of Cancer Therapy-Breast quality-of- life
CQ? inthe US instrument at & mo. PWE scores range from Q to 28, with higher scores

indicating better physical well-being,



Matériels & méthodes

PHYSICAL WELL-BEING
Not Alittle Some- Quite a Very
at all bit what bit much
| have a lack of energy........ceoieeeieieeeeceece e 0 1 2 3 4
Bl (] TR R e e e S e S e 0 1 2 3 4
Because of my physical condition, | have trouble
meeting the needs of my family.......cccoooevveivirinicccnen, 0 1 2 3 4
B 1170 o7 g e T S I B W I 0 1 2 3 4
| am bothered by side effects of treatment..................... 0 1 2 3 4
B | B 0 1 2 3 4
| am forced to spend time inbed.........cceeveeeecieeieecnnnns 0 1 2 3 4



Population

No. (%)
Conventional Hypofractionated
Characteristic therapy (n = 201) therapy (n = 199)
Patient characteristics
Age, y
41(21.4) 42(21.7)
90 (46.9) 84 (43.3)
42(21.9) 49 (25.3)
260 19(9.9) 19(9.8)
Missing, No. 9 5
BMI
<20 11(5.5) 18 (9.1)
20.0-24.9 75(37.5) 79(39.9)
25.0-29.9 60 (30.0) 55(27.8)
30.0-34.9 34(17.0) 30(15.2)
235.0 20(10.0) 16 (8.1)
Missing, No. 1 1
Smoking status
Never smoked 140 (69.7) 147 (73.9)
Current or former smoker 61(30.4) 52(26.1)
Prior infection
No 187 (93.0) 188 (94.5)
Yes 14 (7.0) 11 (5.5)
Cancer characteristics
Laterality
Right 93 (46.5) 113 (56.8)
Left 107 (53.5) 86 (43.2)

Missing 1 0



FINDINGS

There was no significant difference in the change in PWB
scores at 6 mo between the 2 treatment groups
(difference: 0.13; 95% Cl, -0.86 to 1.11; P=.80)
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Mean change in PWB scores at 6 mo:
CF: 0.05 (95% Cl, -0.63 t0 0.74)
HF: 0.18 (95% Cl, -0.53 t0 0.88)




Figure 2. Kaplan-Meier Plot for Freedom From Chest Wall Toxic Effects
by Treatment Arm
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Chest wall toxic effects were defined as any grade 3 or
higher adverse event after PMRT began (infection, delayed wound healing,
TE or implant removal, or unplanned surgical intervention)

Median follow up : 40,4 months




* Pas de différence dans I'évolution du bien-étre physique a 6 mois
entre un schéma d’irradiation hypofractionné vs normofractionné

* Meilleure évolution du bien-étre physique pour les patientes < 45 ans
avec un schéma hypofractionné

* Faible taux de toxicité grave

* Limites : critere de jugement principal : score de qualité de vie, pas
de données sur le contrdle loco-régional




» Méta-analyse : postoperative complications of hypofractionated and conventional

fractionated radiation therapy in patients with implant-based breast reconstruction
(Octobre 2024)
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Méta analyse

Publiée en 2024

7 études

924 reconstructions par implants
51,2 Gy vs 43, 8 Gy

Suivi entre 10 et 35 mois

Schéma hypofractionné associé a des taux plus
faibles de :

- contractures

- réintervention

- déhiscence de la cicatrice



» Etude RT CHARM : randomized trial of hypofractionated PMRT in woman with

breast reconstruction (ASTRO 2024)



Etude RT CHARM (présentée a I’ASTRO 2024)

e Patients with pT0-2pN1-2 or pT3NO or clinically staged prior to neoadjuvant chemotherapy (NAC) undergoing
mastectomy with planned breast reconsctruction were randomized 1:1 to :
» Conventional PMRT : 50 Gy in 25 fractions to the chest wall and/or reconstructed breast and regional nodes
» Hypofractionated PMRT : 42,56 Gy in 16 fractions to the chest wall and/or reconstructed breast and regional
nodes

* 898 patients from 209 sites in the US and Canada were enrolled from 2018-2021
* Primary endpoint :

» Non-inferior reconstruction and complication rate at 24 months post-RT with hypofractionation
» Non-inferiority margin of 10% assuming complication rate of 25% in the conventional arm

* Median follow-up 4,5 years

* Results : Primary endpoint :
24 month incidence of complications 14,2% with hypofx vs 12,2 with conventional fractionation
(p value <0,0004)

* Acute and late toxicity rates were not statistically different between arms



Take home message

* Schéma d’irradiation hypofractionné en cas de RMI par prothese :
- Tolérance équivalente
- Efficacité non inférieure

* Tolérance différente entre expandeur et implant immédiat ?
* Besoin de données plus matures pour les jeunes patientes

* HYPOG-01 : hypofractionnement avec aires ganglionnaires => inclusion
de patientes avec prothese mammaire




