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1 PRESENTATION DU SUJET

Le cancer du sein est le premier cancer de la femme en France (1). Sa prise en charge est
globale. Elle comprend plusieurs étapes, de la chirurgie, médical, psychologique et de la
radiothérapie (2). La chirurgie est souvent la premiére étape de cette prise en charge. Il s’agit
alors d’une mastectomie, qui peut étre totale ou partielle, associée ou non a un geste axillaire.
La réalisation de cette chirurgie nécessite une hospitalisation qui peut étre de type
conventionnel ou en ambulatoire. La réalisation de mastectomies partielles en ambulatoire a
largement ¢été étudiée et validée dans la littérature (3—5). En revanche, les mastectomies
totales sont encore rarement réalisées en ambulatoire (6). Plusieurs raisons peuvent expliquer
cela. Les mastectomies totales entrainent un espace de décollement plus important que les
mastectomies partielles, et donc présentent une morbidité plus élevée. De plus, l'impact
psychologique d'un tel geste est non négligeable. Malgré tout, ce type de geste semble
réalisable en ambulatoire d’un point de vue technique (6). Nous avons donc choisi d'évaluer

l'impact chez les patientes de la réalisation de mastectomies totales en ambulatoire (7).

1.1 Description des techniques

La description de ces techniques suit les recommandations du référentiel Oncolor 2017.

1.1.1 Mastectomie partielle

Plusieurs études ont montré 1’équivalence en termes de survie globale pour des
mastectomies partielles par rapport aux mastectomies totales (8). Elle nécessite
systématiquement une radiothérapie externe complémentaire contrairement aux mastectomies

totales.
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1.1.1.1 Technique

Ce geste est réalis¢ sous anesthésie générale associée ou non a une anesthésie
locorégionale tel que le bloc para vertébral par exemple. La mastectomie partielle est une
chirurgie conservatrice du sein. Elle permet d'emporter la tumeur en totalité¢ avec des berges
macroscopiquement saines. Elle s’étend du plan superficiel, qui est la peau au, plan le plus
profond, qui est le fascia du muscle grand pectoral. Avant de débuter la fermeture, il est
recommandé de mettre en place des clips sur le site tumoral. La voie d'abord peut étre directe

ou indirecte, par exemple péri aréolaire, pour limiter les séquelles esthétiques.
Une fois orientée la picce est adressée en anatomopathologie.

En cas de tumeur non palpable, un repérage est réalisé en radiologie avec la mise en place

d'un ou plusieurs harpons en préopératoire.

_~tumeur

1.1.1.2 Indications

L'objectif de ce type de geste est de permettre un controle local satisfaisant avec un
résultat esthétique correct. Il dépend donc du volume tumoral par rapport au volume du sein.
Il existe des contre-indications: la présence de tumeur inflammatoire, de tumeur

multicentrique, un volume tumoral trop important par rapport au volume du sein.
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1.1.2 Mastectomie totale
1.1.2.1 Technique

L’intervention se déroule le plus souvent sous anesthésie générale. L’incision est oblique,
de forme elliptique, en bas et en dedans, et emporte la plaque aréolo-mamelonnaire. Les
cicatrices antérieures et la peau se projettent en regard de la tumeur. La dissection est réalisée
par un décollement cutanéo-glandulaire en suivant le plan des crétes de Duret. Ce décollement
est réalisé jusqu’a la partie supérieure de la glande en sous-claviculaire, jusqu’au bord latéral
du sternum en interne, jusqu’au sillon sous-mammaire en inférieur, et jusqu’a I’aponévrose
clavi-pectoro-axillaire en dehors.
Apres orientation la piece est envoyée en anatomopathologie. Habituellement 1’espace de

dissection est drainé par un Redon.

1.1.2.2 Indications

Une mastectomie totale est réalisée en cas d’impossibilité a réaliser une mastectomie

partielle de :

e volume tumorale trop important par rapport au volume du sein
e multicentricitée

e contre-indication a la radiothérapie

e récidive sur un sein déja traité

e demande de la patiente.

e SR s

ablation

/du sein

tumeur

peau retirée
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1.1.3  Geste axillaire

L’exploration de la zone axillaire est systématique en cas de cancer infiltrant. En fonction
des indications, une recherche de ganglions sentinelles ou la réalisation d’un curage axillaire
peuvent tre proposes.
Le geste axillaire est un staging permettant d’évaluer la nécessité de traitement adjuvant. Il

compléte ainsi les examens clinique et radiologique.

1.1.3.1 Ganglion sentinelle

a) Technique chirurgicale

La recherche du ganglion sentinelle consiste au repérage du premier relais ganglionnaire
qui draine la tumeur.
La détection isotopique est la méthode de référence. Elle peut étre associée a une méthode
colorimétrique. Les sites d’injections sont péri aréolaires.
La technique isotopique consiste en une lympho-scintigraphie préopératoire qui permet de
guider le geste d’adénectomie sélective. Elle est systématiquement associée a une palpation

peropératoire du creux axillaire.

b) Indications

Une recherche de ganglions sentinelles peut étre effectuée pour toute tumeur inférieure a
5 cm (TO, T1, T2), avec un creux axillaire NO ou N1 a I’examen clinique avec cytoponction
ou micro biopsie négative. Une tumeur plurifocale de proximité n’est pas une contre-

indication.
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1.1.4 Curage axillaire
1.1.4.1 Technique chirurgicale

Ce geste est réalisé sous anesthésie générale et consiste en 1’ablation de 1’ensemble des
ganglions situés entre la veine axillaire en haut, la paroi thoracique, le muscle et le nerf
dentelé antérieur en dedans, le pédicule thoracique latéral et scapulaire inférieur et le nerf du
grand dorsal en arriere et le muscle grand dorsal en dehors. Le curage axillaire concerne en
général les deux premiers étages de Berg. Le troisieme étage de Berg est exploré

chirurgicalement lors qu’une atteinte des ganglions est prouvée en préopératoire.

a) Indications

Le curage axillaire est réalisé en cas de :

e cnvahissement prouvé histologiquement des ganglions axillaires

e stade T3 et T4

e ¢échec de recherche de ganglions sentinelles

e chimiothérapie néoadjuvante avec exploration non complete du creux axillaire

e ganglion sentinelle positif : a partir de 1 ou 2 macro métastases.

Etage | de Berg: en dessous du muscle petit
pectoral

Etage |l de Berg: sous le muscle petit pectoral

Etage lll de Berg: au dessus du muscle petit
pectoral

1. Groupe central

2. Groupe scapulaire

3. Groupe sous-claviculaire
4. Groupe mammaire externe D’aprés Salmon, J. Chir, Edition Masson
5. Groupe de la veine axillaire
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1.2 Description des modes d’hospitalisation
1.2.1 Hospitalisation de type conventionnelle

L’hospitalisation de type conventionnel est une hospitalisation a temps complet. Le
patient est alors hébergé a I’hopital au moins une nuit. Il est hospitalisé en général des la
veille de I’intervention. Actuellement la durée moyenne de séjour en France pour un geste

telle qu’une mastectomie est de 5 jours.

1.2.2 Hospitalisation de type ambulatoire

L’admission et le traitement du patient se font le jour méme. Le patient ne passe pas de
nuit a ’hdpital. Ce type d’hospitalisation est réglementée par un décret datant de 2012 (9). La
durée maximale est de 12 heures. Le patient doit étre accompagné le soir de I’intervention,
avoir acces a 1’hdpital en cas de besoin en postopératoire a moins d’une heure de chez lui et a

un moyen de locomotion ainsi qu’a un téléphone fonctionnel.

Ce type d’hospitalisation est propos¢ aux patients en fonction de leurs antécédents
médicaux. Le choix final du type d’hospitalisation est validé de maniére concertée entre le

chirurgien et I’équipe d’anesthésie.

1.3 Validation de I'ambulatoire

L’hospitalisation en ambulatoire est maintenant validée et aucune étude ne décrit une
insatisfaction des patientes vis-a-vis de ce type d’hospitalisation pour les mastectomies
partielles. Les risques postopératoires et la morbidité postopératoire sont identiques en
hospitalisation ambulatoire et conventionnelle pour ce type de chirurgie (3—5). Actuellement
70 % des patientes nécessitant une mastectomie partielle sont hospitalisées en ambulatoire a
I’Institut de Cancérologie de Lorraine. Les politiques de santé actuelles et les données de la
littérature déja citées nous poussent a étendre ce type d’hospitalisation aux mastectomies
totales. A DI’Institut de Cancérologie de Lorraine, 20 % des mastectomies totales sont déja
réalisées en ambulatoire. Il nous semble nécessaire d’évaluer I’impact pour les patientes de
cette pratique. Pour cela plusieurs points clés doivent étre évalués.
Tout d’abord, est-ce que le mode d’hospitalisation a un impact sur la qualité de vie ? Cette

question n’a actuellement pas été étudiée dans la littérature.
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Un autre point important & prendre en compte est le niveau d’anxiété périopératoire. Ce
paramétre a cependant peu été étudié. L’étude menée par Guinaudeau, uniquement chez des
patientes nécessitant une mastectomie partielle, retrouvait un niveau anxiété majoré dans le
groupe hospitalisation en ambulatoire (81,1 % versus 62,7 % (p = 0,02)) (4). Ce résultat
intéressant est & modérer car 1’évaluation n’utilisait pas d’échelle pour mesurer 1’anxiété
postopératoire.

Ensuite, la satisfaction, qui semble selon les données de la littérature étre satisfaisante selon
I’é¢tude de Lobelle en cas d’hospitalisation de 24h (6), doit elle aussi €tre analysée.

De plus, une des pierres angulaires de I’hospitalisation en ambulatoire est la prise en charge
des suites postopératoires. Ainsi les nausées, vomissements et la douleur postopératoire
peuvent étre des freins importants a la sortie des patientes. Ils peuvent étre responsables de
plus de 10% de conversion de I’ambulatoire vers le conventionnel pour les mastectomies
totales (10). Actuellement, une des possibilités pour aider a la gestion des suites
postopératoires est de proposer 1’association d’une anesthésie régionale comme le bloc para
vertébrale & une anesthésie générale. Ce dernier permet une anesthésie per et postopératoire
de la zone opérée. La diminution de la douleur peropératoire permet une épargne morphinique
qui, associée a une prévention des nausées et vomissements postopératoires adaptée a chaque
patiente, diminue de maniere significative les nausées et vomissements postopératoires (11).
Cette anesthésie régionale couvre environ la durée des douleurs postopératoires aigues, ce qui
diminue 'usage d’antalgiques de niveau III. L’ensemble de ces mesures permet donc une
sortie de I’hopital plus rapide dans de bonnes conditions.

Enfin, les complications postopératoires sont un parametre essentiel pour pouvoir valider cette
pratique. La littérature semble favorable a diminuer la durée d’hospitalisation. Une sortie
rapide de I’hopital permettrait, quel que soit le geste réalisé, de diminuer les risques

thromboemboliques et infectieux (12).
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2 ARTICLE

In or outpatients procedure for radical mastectomy for

cancer: a prospective comparative study
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2.1 Introduction

Breast cancer is the most common women cancer in France and 48,763 breast cancers
were diagnosed in women in 2012 (1). Breast cancer care has a multidisciplinary approach:
surgery, medical treatments, radiotherapy and psychological support. Surgery is generally the
first treatment of the procedure (2). Therapeutics are decided according to the characteristics
of the patient and the tumor. Most of the time, lumpectomy and radical mastectomy are
performed with node axillary dissection. These surgeries could be performed during a
conventional hospitalization (inpatients stay over 12 hours) or ambulatory hospitalization
(outpatients stay under 12 hours). This threshold is specific from Europe whereas in North
America an outpatient can be hospitalized in a maximum of 23 hours (one day surgery) (9).
For many reasons ambulatory surgery becomes more and more frequent. The main reason is
the financial aspect (13) but ambulatory surgery reduces also some potential postoperative
side effects as the thrombosis and septic risks (14).
Different studies show that the patients were satisfied after a lumpectomy ambulatory surgery
(6,7). They also show that ambulatory surgery was less expensive than conventional surgery
(5,15). No technical restriction exists and radical mastectomy is already performed in a
context of one day surgery in North America (16). One day surgery for radical mastectomy is
not proposed in France and the ambulatory hospitalization is what is the most similar to it. It
is currently possible to propose ambulatory surgery for radical mastectomy despite few
studies (6). However, this surgery could be performed in a context of ambulatory
hospitalization without increasing the postoperative risks or being harmful for the patient.
Some studies described safety and patients satisfaction after lumpectomies (3—5). However,
even if some results could be applied to mastectomies, the comparison and the conclusions
could not be drawn too quickly. Radical mastectomy has more physical and psychological
impacts on the patient than a lumpectomy (8,17).
Therefore, we chose to realize a preliminary study in order to have an overview of the
hospitalizations of less than 12 hours for the radical mastectomies. This will allow us to detail
the potential impact of this kind of hospitalization. The aim of this study is to assess the
impact of the type of hospitalization on the life quality of the patients, the anxiety, the
postoperative complications and to assess the satisfaction of the patient of the medical care

after a radical mastectomy.
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2.2 Methods
2.2.1 Description of the study

This prospective observational preliminary study includes patients with a breast cancer
requiring in first intention a radical mastectomy. The objective of this study was to compare,
according the length of hospitalization (ambulatory or not), the quality of life, the anxiety, the
patient satisfaction and the postoperative complications.
The inclusion criterion was female patients over 18 years old with a breast cancer requiring a
radical surgery. The non-inclusion criteria were the male patient, age under 18, breast-
conserving surgery, reconstructive surgery, the bilateral procedure, and the patients requiring
a neoadjuvant treatment. The exclusion criterion was the impossibility of collecting the
survey.
The main objective of our study was the assessment of quality of life between the 14 and 21
postoperative days according to the length of hospitalization (ambulatory or conventional).
The secondary objectives were the assessment according to the length of hospitalization
(ambulatory or not), on anxiety, on satisfaction concerning the quality of care, on failed of
ambulatory hospitalization and on complications during the 14 postoperative days.
The conventional hospitalization started the day before the surgery and could last until D+3
according to the postoperative complications of the patient and at the discretion of the surgeon
according to the complications. During ambulatory hospitalization, the patient did not stay
any night in the hospital. In this study, patients were contacted by phone the day before and
the day after the surgery to ensure that there was no problem.
The type of hospitalization was proposed for acceptation to the patient during the preoperative
consultations of the surgeon and of the anesthesiologist according to the medical history.
However other conditions, described by the French law (9), have to be fulfilled in order to
allow a patient to choose between the two length of hospitalizations. Indeed, the attendance of
an adult with the patient the night following the intervention is required and this person or the
patient herself has to have an access to a phone in case of problem.
For a conventional hospitalization, the surgeon approved the discharge of the patient after a
clinical examination. For the ambulatory hospitalization, the discharge of the patient was
approved after the visit of the surgeon and by the calculation of the Chung score (18) (the
discharge was authorized for a score greater than or equal to 9). After the discharge and for
both groups, a nurse managed, the postoperative cares at home once a day until the removal of
the drains and then every 3 days until the complete healing.

A hospitalization conversion was defined by the need to make an outpatient stay the night of
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the operation.

Patients were seen the 14" and the 21 postoperative days.

All surgeries were performed with a general anesthesia. A distinctive characteristic of our
study is that a regional anesthesia by paravertebral block was systematically proposed to the

patient if she has no contraindication.

2.2.2  Description of evaluation methods

The agreement of this study was obtained during the preoperative consultation of the
surgeon. The patients answered the surveys at different levels of treatments.
The impact of the length of the hospitalization had been assessed with the questionnaire form
EORTC QLQ-C30 BR23 for the quality of life. The questionnaire BR23 is specific from the
breast cancer. The questionnaire, filled at D+14, assessed the quality of life of the patient
during the previous week. The scores of the different scales range from 0 to 100. A score of
life quality or of a functional scale close to 100 reveals a state close to the perfect health or
capacity. On the other hand, a score close to 100 for a symptom scale shows a high level of
problems or symptoms. A difference of 10 points is necessary for a clinical significance for
the QLQ—C30 test.
We chose to assess the preoperative and postoperative anxiety state of the patient with a
HADs (Hospital Anxiety and Depression scale) questionnaire (14) at D-1 and D+1 of the
surgery. To detect the anxiety and depressive symptomatology the following interpretation
can be advanced for each score (Anxiety & Depression). 7 or less: absence of
symptomatology. 8 to 10: unclear symptomatology. 11 or more: clear symptomatology.
Finally, the patient quality of care had been evaluated with EORTC questionnaires, specific
from the type of hospitalization: OUT-Patsat 35 (ambulatory surgery) (20) and IN-Patsat 32
(conventional surgery) (20). This questionnaire had been completed the day after the
hospitalization.
The questionnaires were gathered during this postoperative consultation between the D+14
and the D+21. The questionnaires were transmitted to the clinical research team at this
moment. The following data were collected:

e Personal data of the patient: age, height, weight, distance between the center and the

home, professional situation, marital status, the medical history like surgery and the
history of ambulatory surgery.

e Data of the operational act: type of mammary act, type of axillary act if present, type
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of anesthesia (general anesthesia, regional anesthesia) and the potential type of
drainage data
e Anatomopathologic data: histopronostical type and stage, hormonal receptors,
expression of HER2, pTNM stage)
e ASA score (American Society of Anesthesiologists), analgesic protocol used during
hospitalization, pain evaluation after the surgery with the VAS (Visual Analogue
Scale for pain), reason of the conversions of hospitalization and the postoperative
complications before D+14. The pain was classified in two groups: moderate pain (<3)
and severe pain (>3) (21). The complication was classified according to the Clavien-
Dindo’s classification (22).
This prospective observational study did not require any change of the practices. All relevant
ethics approvals had been acquired. All participants in this study received written information
and gave oral consent prior to the data collection. All data emerging from the quantitative and
qualitative phase were anonymized for analysis. The ethics approval was given by the internal
committee and the study was registered by the national research ethics board, according to the
Declaration of Helsinki’s “Ethical Principles for Medical Research Involving Human
Subjects” (23). This study was registered on ClinicalTrials.gouv under number

NCT03003169.

2.2.3 Statistics

Qualitative parameters were described as frequency and percentage and quantitative
parameters as median and inter-quartile ranges or as mean and standard deviation. The
normality of the distribution was investigated thanks to the Kolmogrov-Smirnov test.
Comparison of qualitative parameters was performed by the Chi-squared test or the Fisher
Exact test. Quantitative parameters were compared with the Student t-test or the Mann-
Whitney U-test if the distribution was abnormal. For post-operative anxiety and depression, a
covariance analysis was performed in order to adjust on pre-operative value.
In order to reduce the impact of treatment-selection bias (type of hospitalization) and potential
confounding effects in an observational study, comparison of depression, anxiety and post-
operative characteristics were rigorously adjusted using Inverse Probability of Treatment
Weighting (IPTW) propensity score method (24). The propensity score was estimated with a
logistic regression with parameters, which were not comparable between outpatients and

inpatients as dependent variables.
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For quality of life, propensity stratification method was performed since the distribution was
abnormal. As recommended by Rosenbaum and Rubin observations were divided into five
strata that have similar propensity scores, with the objective of balancing the observed
variables between type of hospitalization within each stratum (25).

Statistical significance was set at 0.05. Statistical analyses were performed with SAS software

(SAS Institute Inc., Cary, NC, USA.)

2.3 Results

2.3.1 Description of the inclusions

Mastectomy in our center
April 2016 to December 2017

N =598
No participation
in the study
N =483
Inclusions
N=115
Non inclusions
N=17
Bilateral mastectomy : 5
Befusal: 2
COhort StUdY Breast reconstruction: 4
N=098 Cancellation: &
Outpatients Inpatients
N=47 N=51

Fig 1. Flow chart of the inclusions
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2.3.2 Demographic data

During the period from April 2016 to December 2017, 98 women that underwent a radical
surgery for breast cancer in our oncology center were included. Forty eight percent (n=47/98)
of the patients had an ambulatory hospitalization and 52% (n=51/98) had conventional
hospitalizations. Significant differences between the two groups were found: the inpatient
group contained older patients, more patients with ASA score > 3, more high blood pressure
history, more anticoagulant treatment and more living alone persons (Table 1). The median of
length of stay for outpatient was 10 hours (9h-11h) and the maximum of duration was 48h.
For inpatient the median length was 3 days (2D-4D) and the maximum of duration was 10D,

p<0.001.

Table 1: Baseline characteristics of patients study

Outpatient Inpatient
Total mastectomy % mastectomy % p-
n=98 (No.) (No.) value
n=47 n=>51
Age (years)
Median (IQR) 52 (43-61) 63 (52-70) 0.001
Professional activity
Executive profession 10 15.2(7) 6.25 (3) 0.125
Intermediate professions 38 45.7 (21) 354 (17)
No activity 46 39.1 (18) 58.3 (28)
Marital status
With a partner 78 91.3 (42) 72 (36) 0.015
Single 18 8.7 (4) 28 (14)
Missing 2
Child under 18 years old
Yes 33 42.2 (19) 28 (14) 0.146
No 62 57.8 (26) 72 (36)
Missing 3
Distance between the oncology 0.588

center and the home (km)
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Median (IQR)

BMI Body masse index (Kg/m?)

Undernutrition: < 18.5

Normal: from 18.5 to 24.9
Overweight: from 25

29.9

Obesity > 30
OMS score

0-1

2-3

4
ASA score

1

AV S

Smoker
Yes
No
Diabetes
Yes
No
Hight blood pressure history
Yes
No
Bleeding disorder history*
Yes
No
Cancer history
Yes
No
Missing
Breast surgery history”
Yes

98

45

32

21

95

41

45

12

29

69

93

27
71

12
86

92

35 (13-85)

0 (0)
55.3 (26)
27.6 (13)

17 (8)
100 (47)
0 (0)
0 (0)
61.7 (29)
34.0 (16)

43 (2)

27.7 (13)
72.3 (34)

2.1(1)
97.8 (46)

17.0 (8)
83.0 (39)

432
95.7 (45)

2.2(1)
97.8 (44)

6.4 (3)

50.5 (21-86)

0 (0)
37.2(19)
37.3 (19)

25.5(13)
94.1 (48)
59 (3)

0 (0)
23.53 (12)
56.9 (29)

19.6 (10)

31.4 (16)
68.6 (35)

7.8 (4)
92.2 (47)

37.3 (19)
62.8 (32)

19.6 (10)
80.4 (41)

5.9 (3)
94.1 (48)

9.8 (5)

0.197

0.137

<0.001

0.287

0.199

0.025

0.020

0.620

0.838
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No 90 93.6 (44) 90.2 (46)
Ambulatory hospitalization history

Yes 37 46.5 (20) 43.6 (17) 0.791
No 45 53.5(23) 56.4 (22)
Missing 16

*Includes those patients receiving preoperative anticoagulation or platelet antiagregant,

AAll breast surgeries before the diagnosis of the current breast cancer.
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2.3.3 Surgery characteristics

In both groups the surgery characteristics were the same, except for the axillary act, which
was significantly more frequent in the conventional hospitalization group, p-value adjusted =
0.095. Most of the patients had a general anesthesia associated with an analgesic paravertebral

block. All surgery characteristics were details in Table 2.

Table 2: Surgery characteristics

Total Outpatient Inpatient
mastectomy mastectomy p-
;8 B % (No.) % (No.) value
n=47 n=>51
Breast drainage
None 2 4.3 (2) 0.0 (0) 0.227
Redon’s drain 96 95.7 (45) 100 (51)
Axillary act
Node axillary dissection 44 36.2 (17) 52.9 (27) 0.095*
Sentinel lymph node 53 63.8 (30) 45.1 (23)
None 1 0.0 (0) 2.0 (1)
Axillary drainage 0.0596
None 55 66.0 (31) 47.1 (24)
Redon’s drainage 43 34.0 (16) 52.9 (27)
Anesthesia
General anesthesia 4 6.4 (3) 2.0 (1) 0.347
General anesthesia and 94 93.6 (44) 98.0 (50)
PVB*

*PVB Paravertebral block.

& Computed for presence or absence of node axillary dissection.
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2.3.4 Quality of life
For The QLQ-C30 questionnaire the global health status was significantly better for
outpatients, p-value adjusted = 0.005. The difference between the two groups was 8.3. The

quality of life was evaluated on 38/47 outpatients and 37/51 inpatients. The details of QLC-
C30 and BR23 are detailed in Figure 2 and Table 3.

Quality of life

Fig 2. Quality of life QLQ-C30 and BR23
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Table 3: Results of QLQ-C30 and BR23

Outpatient Inpatient p-value  Adjusted
No. mastectomy mastectomy p-value
n=47 No. n=>51
Quality of life QLQ-C30
58.4 (50- 0.072 0.005
Global health status
36 66.7 (50-79.2) 36 66.7)
66.7 (33.4- 66.7 (33.4- 0.724 0.660
Role functioning
38 83.4) 37 83.4)
Emotional 83.4 (66.7- 0.518 0.941
functioning 37 75 (66.7-91.7) 37 91.7)
Cognitive 83.4 (66.7- 0.511 0.743
functioning 37 100 (83.4-100) 37 100)
. o 83.4 (66.7- 83.4 (66.7- 0.951 0.860
Social Functioning
37 100) 37 100)
SYMPTOMS
. 33.4(22.3- 33.4 (33.4- 0.459 0.349
Fatigue
38 44.5) 37 55.6)
Nausea / Vomiting 38 0 (0-0) 37 0 (0-0) 0.955 0.794
‘ 33.4 (16.7- 0.356 0.677
Pain
38 33.4 (16.7-50) 37 50)
Dyspnea 38 0 (0-33.4) 37 0(0-33.4) 0.581 0.564
_ 33.4(33.4- 0.745 0.610
Insomnia
38 66.7) 37 33.4 (0-66.7)
Appetite loss 38 0 (0-0) 37 0 (0-33.4) 0.613 0.723
Constipation 37 0 (0-33.4) 37 0(0-33.4) 0.353 0.847
Diarrhea 37 0 (0-0) 37 0 (0-0) 0.701 0.900
Financial Problems 36 0 (0-0) 37 0 (0-0) 0.691 0.364
Quality of life BR23
66.7 (41.7- 58.4 (41.7- 0.964 0.584
Body image 35 83.4) 37 75)
Sexual functioning 34 33.4(0-33.4) 34 0 (0-16.7) <0.001 0.045
Sexual enjoyment*  22/36 66.7 (33.4- 8/27 66.7 (33.4- 0.980 0.876
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Future perspective

SYMPTOMS

Body image

Sexual functioning

Sexual enjoyment*

66.7)

35 33.4(0-66.7)

66.7 (41.7-
35 83.4)
34 33.4(0-33.4)
66.7 (33.4-
22/36 66.7)

37

37
37

37

83.4)
33.4 (33.4-
66.7)

19.1 (4.8-
28.6)
25 (8.4-33.4)
22.3(11.2-
33.4)

0.568

0.213

0.259
0.170

0.715

0.774

0.239
0.226

*Calculated for the 30 patients who answered the question 15 of the questionnaire BR23.

The results were detailed with Median (IQR).

36



2.3.5 Anxiety scale

All patients of our study showed anxiety or depressive symptoms with an anxiety score
superior to 11. In pre and postoperative phases no significant differences were observed
between the two groups. The preoperative and postoperative anxiety level was higher in
conventional hospitalization. In both groups the anxiety was more important after the surgery.
At the opposite, the level of depression decreases after the surgery and was the same in both
groups before and after the surgery. The HAD scale was evaluated on 40/47 outpatients and
36/51 inpatients. The results of HADs scale are detailed in the Table 4.

Table 4: Results of HAD scale before and after the surgery

Outpatient Inpatient p-value Adjusted  p-
mastectomy mastectomy value
No. n=47 No. n=>51

Anxiety
Preoperative 39 17+/-3 35 18+/-3 0.203 0.054
Postoperative 38 18+/-2 36 19+/-2 0.437 0.374
Depression
Preoperative 40 16+/-2 36 16+/-1 0.671 0.135
Postoperative 39 16+/-2 35 16+/-2 0.844 0.891

The results were detailed with average score with standard deviation
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2.3.6 Patient satisfaction of hospitalization

The satisfaction was high and similar for both groups.

Table 5a: Patients satisfaction ambulatory hospitalization with out-Patsat 35 form

Outpatient mastectomy  Satisfaction
n =47 No.
Doctors
Interpersonal skill 39 87 (73-100)
Technical skills 38 90 (80-100)
Information provision 37 80 (73-100)
Availability 39 80 (60-90)
Nurses
Interpersonal skills 38 80(95-100)
Technical skills 38 90 (80-100)
Information provision 35 80 (80-100)
Availability 36 90 (80-100)
Infrastructure
Information provided 36 87 (77-100)
Waiting time 35 93 (87-100)
35 100 (80-
Access 100)
Exchange of information 38 83 (73-100)
100 (80-
Comfort/cleannes 3 100)
General satisfaction 35 80 (80-100)

The results were detailed with average score with standard deviation
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Table 5b: Patients satisfaction conventional hospitalization with in-Patsat 32 form

Inpatient mastectomy Satisfaction
n=>51 No.
Doctors
Interpersonal skill 36 80 (77-100)
Technical skills 36 83 (77-100)
Information provision 36 80 (67-100)
Availability 36 80 (70-95)
Nurses
Interpersonal skills 36 87 (80-100)
Technical skills 36 83 (80-100)
Information provision 35 80 (60-93)
Availability 36 85 (70-100)
Infrastructure
Other 36 80 (80-100)
Waiting time 36 70 (55-90)
Access 36 70 (60-80)
Exchange of information 34 80 (60-100)
Comfort/cleannes 36 80 (60-80)
General satisfaction 36 80 (80-100)

The results were detailed with average score with standard deviation
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2.3.7 Postoperative state

The postoperative state was evaluated for all patients in both groups. No postoperative
nausea and vomiting were found for both groups. No significant difference for pain,
lymphocele or postoperative complications was found. Only one conversion occurred, from
ambulatory to conventional hospitalization, for a postoperative hematoma and which required
just a medical treatment (compression bandage and surveillance). The complication grade IIIb
observed in the group inpatients was a postoperative hematoma needing a revision surgery.
The complication grade IV observed in the same group was an intraperitoneal hematoma at
D+9 in a context of anticoagulation treatment. Postoperative states were further detailed in

Table 6.

Table 6: Postoperative pain and complications

Outpatient Inpatient
Total  mastectomy mastectomy p-value  Adjusted
n=98 % (No.) % (No.) p-value
n =47 n=>51
VAS* 4 hours after
the surgery
<3 89 97.9 (46) 84.3 (43) 0.032 0.616
>3 9 2.1 (1) 15.7 (8)
Complications
Yes 12 10.6 (5) 13.7(7) 0.641 0911
1 8 8.54) 7.8 (4)
11 2 2.1(1) 2.0(1)
Illa 0 0.0 (0) 0.0 (0)
111b 1 0.0 (0) 2.0(1)
V4 1 0.0 (0) 2.0(1)
No 86 89.4 (42) 86.3 (44)
Lymphocele
Yes 25 23.4(11) 27.5(14) 0.646 0.613
No 73 76.6 (36) 72.5 (37)

*VAS Visual analogic scale
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2.4 Discussion
2.4.1 Quality of life

To our knowledge no studies assessed the impact of the type of hospitalization on the life
quality of the patients. The trend indicates that ambulatory surgery would lead to a better life
quality for the last week. However, this difference was not important enough to be observed
with a clinical examination. Indeed, the difference between the two groups was only 8.3 and it
has been defined that a difference of 10 points is necessary for a clinical significance for the
QLQ-C30 test (26). These results can be explained by the following reasons. The first
explanation can be considered as a bias: the quality of the patient family circle probably plays
a significant role (27-29). Then, for the ambulatory hospitalization the whole process of the
cares is clearly explained to the patient. This explanations and the education of the patient to
the postoperative cares make her able to project herself. Offering the patient the possibility to
anticipate this stage of the process is certainly also comforting (30-32). Finally and
consequently to the previous explanation, the anticipation of the cares may allow the patient
to become an actress of her cares: it is an authentic partnership with the patient. Therefore it
makes her recover some autonomy and allows her to adapt herself to this new situation more
easily. This preliminary study has to be completed by a larger one whose number of patient
inclusions makes her powerful enough to confirm or invalidate this trend. As our study did
not put in evidence any negative impact on the quality of life for the outpatient who had a
radical mastectomy, it indicates that this surgery could be performed with an ambulatory

hospitalization without being more risky or harmful for the patient.

Moreover, it would be also interesting to have long-term studies in order to be able to
evaluate if, at a more distant period from the surgery (for example a year after), there is a
significant difference between the two kinds of hospitalization on the quality of life of the

patients.
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2.4.2 Ancxiety scale

No study assessed the level of perioperative anxiety of the patients thanks to a specific
questionnaire. Nevertheless, two studies, focused on lumpectomies, only took the anxiety into
account. Marchal and al. showed that 14 patients out of the 274 one who had an ambulatory
surgery presented signs of anxiety (33). Guinaudeau and al. pointed out a similar level of
preoperative anxiety for the in and outpatients and a level of anxiety significantly different in
the immediate postoperative phase. In this study, outpatients had more frequently a moderate
or high level of anxiety than inpatients, 81.1 % versus 62.7 % (p = 0.02). However at D+30
no significant difference was found (4). In our study, we assessed the anxiety with the HAD
scale. This scale allows diagnosing the presence of depressive and anxiety symptoms. Signs
of anxiety and symptoms of depression were found for all in and outpatients at D+14, without
any significant difference between the two groups. These high levels of perioperative anxiety
showed that measures should be taken to help the patient to have a better experience of the
surgery. It is possible to propose complementary techniques as hypnosis, sophrology and
adapted sport all along the treatment. Patients’ association could help for reducing anxiety.
As, in our study, the anxiety and the depression are not higher for outpatients, it means that

the ambulatory surgery is a good alternative for the patient requiring a radical mastectomy.

2.4.3 Patient satisfaction of hospitalization

The satisfaction is a good indicator to assess the quality of the patient care. In our study, a
similar level of satisfaction was found for the ambulatory hospitalization and for the
conventional hospitalization, with a median satisfaction of 80 (80-100) for the two groups. In
the literature this good level of patient satisfaction for the ambulatory hospitalization is also
described (3,4) and no study pointed out patient dissatisfaction. Two reasons of the high level
of satisfaction meet the explanations of the high life quality: the anticipation and the clear
explanation of the global process of the care. As the patient can project herself thanks to this

information she has less anxiety to suffer.

42



2.4.4 Postoperative state

As pain is one of the reasons of the hospitalization conversion it is important to measure
and to control it. Indeed Dravet and al. showed that 9.7 % of the conversion was due to the
pain of the patients (10). Our study did not show any significant difference for the pain
between in and outpatients in the immediate postoperative phase, what concurs with the data
of the literature. A pain inferior or equal to 3 (VAS), which represents a moderate level of
pain, was described by 97.9 % of our outpatients. This rate could be explained by the use of
PVB for almost all the patients (93.6 % of outpatients and 98 % of inpatients). This use of
PVB led to, in addition to a moderate level of pain, a low rate of postoperative nausea and
vomiting, which explained the high acceptance of ambulatory surgery by the patient.
Our study showed that there was no significant difference between outpatients and inpatient
for the rate of postoperative complications at D+14 (10.6 % for outpatients versus 13.7 % for
inpatients, p-adjusted = 0.616), which is consistent with the results of some studies. Cordeiro
and al. studied a cohort of 40,575 patients, without differentiating mastectomies and
lumpectomies (5). This study showed that a significant difference could be found between the
two groups. 2.4 % of outpatients had postoperative complications versus 3.9 % of inpatients
(p <0.0001). This difference could be explained by the presence of risk factors, such as older
patients, hypertension, bleeding disorder and a score of ASA more frequently superior to 3,
within the inpatients. These risks are parts of the exclusion criteria for the ambulatory surgery
of our study.
In our study, only one ambulatory hospitalization had to be converted into a conventional
hospitalization. Our rate of conversion (2.4 %) is lower to those described in other studies,
ranging from 12.4 % for the prospective study of Dravet and al. to 13.9 % in the study of
Marchal and al (20, 22). Dravet and al. detailed the reasons of the conversions. 36.5 % of
them were due to the necessity to manage the NVPO and in 9.7% of the case it was for a pain
management. This low rate of conversion in our study could be explained by the selection of
the patients in the preoperative phase and by the anticipation of the pain and of the
postoperative vomiting and nausea with the near systematic use of PVB, as the Abdallah and
al. study demonstrated it. Ours study does not detail the perioperative anesthesia protocol.
According to the literature, the regional anesthesia protocol, has no long-term impact on the
postoperative pain (34). For the immediate postoperative pain few data are available. Even if
the patient whishes to leave the hospital, the discharge on the night of the surgery cannot be
allowed for all of them (patient living alone and/or too far from our center). Therefore it could

be interesting to offer the patients a “one day surgery” hospitalization as it has already been
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developed in North America. In order to encourage the centers to offer this kind of

hospitalization, a specific fee has to be determined.

2.5 Conclusion

Our study shows that breast radical ambulatory surgery can be performed without
leading to negative impact on life quality, perioperative anxiety, patient satisfaction and
postoperative complications. Therefore it seems interesting to consider that radical
mastectomies could be realized in a context of ambulatory hospitalization. However many
questions still need to be answered. In particular, has the type of hospitalization a long-term
impact on the pains and on the risk of lymphedema? These aspects need to be evaluated at
distance from the surgery. Finally, the possibility to realize one-day surgery with a
hospitalization that could last till a maximum of 23 hours could allow us to offer the

ambulatory surgery to even more patients.
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3 CONCLUSION ET PERSPECTIVES

La prise en charge en ambulatoire dans le cadre de la réalisation d’une mastectomie totale
est possible et ne présente pas de d’impact négatif pour les patientes. Nous avons pu
démontrer qu’il n’y avait pas de différence significative, quelque soit la durée
d’hospitalisation, que se soit pour la qualit¢ de vie postopératoire, le niveau d’anxiété
périopératoire, le niveau de satisfaction de la prise en charge ou les suites postopératoires.
Cependant quelques questions restes a explorer.

Ce type d’hospitalisation ne peut étre proposé qu’avec une organisation rigoureuse
permettant une anticipation de la prise en charge des patientes. L’information de celle-ci doit
étre réalisée avant l’intervention pour lui permettre de préparer son retour a domicile.
Actuellement une infirmiére contacte la patiente par téléphone a J-1 pour s’assurer de
I’absence de probléme préopératoire pouvant entrainer 1’annulation du geste mais aussi a J+1
pour vérifier ’absence de complication et évaluer la douleur. De plus le parcours de soins le
jour de [Dintervention doit étre standardisé pour anticiper et limiter les problémes
organisationnels.

Serait-il possible d’étendre les hospitalisations de courtes durées a plus de patientes ?
Deux problématiques se posent : les patientes habitant a distance du lieux de prise en charge
et les patientes habitant seules. Le Décret de 2012 n° 2012-969, impose la présence d’un
accompagnant ainsi qu’un acces facile a un centre hospitalier le soir de I’intervention. Une
des possibilités serait de favoriser 1’hospitalisation de 23h. Les patientes pourraient ainsi
arriver pour leur prise en charge le jour de leur intervention et ressortir le lendemain. Une
option complémentaire serait de proposer et d’¢largir 1’acces aux « hotels patients ». Cette
formule permet I’acces aux patients habitant loin du lieu de prise en charge d’arriver dans la
ville la veille du geste opératoire.

Est-ce que le mode d’hospitalisation peut avoir un impact sur la qualit¢ de vie, les
douleurs chroniques et la fréquence des lymphcecedémes? On peut supposer qu’une
hospitalisation de courte durée permet, de fait, une réhabilitation précoce. Plusieurs études ont
démontrés I’importance, sur la douleur chronique et le risque de lymphoedemes, d’une reprise
d’activité physique modérée. Ces deux derni¢res complications ont un impact important sur la
qualité de vie et sont donc a prendre en compte lors de la validation d’une prise en charge en

ambulatoire.
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ABSTRACT

Introduction

Breast cancer is the most frequent women cancer in France with around 50,000 new cases
each year. The breast cancer care is global and surgery is generally the first treatment of the
procedure. A radical surgery is performed for 20% of them with or without an axillary node
dissection. This surgery is mostly done with conventional hospitalization but can also be
realized with ambulatory hospitalization in some centers and for selected patients.

Methods

The aim of this prospective study from April 2016 to December 2017 is to assess the
impact of the type of hospitalization on the life quality (EORTC QLQ30-BR23 form) at
D+15, the anxiety at D-1 and D+1 (HADs), the satisfaction (OUT-Patsat 35 and IN-Patsat 32)
at D+1 and the postoperative state at D+15.

Results

47 patients in ambulatory hospitalization and 51 in conventional hospitalization were
included. The global health status was significantly better for outpatients, p-value adjusted =
0.005 with a difference between the two groups of 8.3. No significant difference between the
two groups for anxiety, pain, lymphocele, and postoperative complications was found and no
nausea and vomiting were found. The satisfaction was high for both groups.

Conclusion

Breast radical ambulatory surgery can be performed in ambulatory hospitalization with
no significant differences with a conventional hospitalization for the life quality, perioperative
anxiety, patient satisfaction and postoperative complications. Anyway, our study seems to
indicate that results are better for the ambulatory. We need to know if the type of
hospitalization has a long-term impact on the pain and on the risk of lymphedema.
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