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Background ii Current status of the study

The standard local therapy for breast cancer is surgery.

Healthy +/- high risk for breast cancer Following the current finalization of the logistics phase the study

. . . Pre- . . . .
Postoperative seroma formation is one of the most common I I ope::tive is open for recruitment. The study is currently expanding
and serious complications after breast surgery for primary Group 3 Group 4 s::;:s worldwide.

breast cancer, especially in patients undergoing mastectomy

with or without implant-based breast reconstruction. Seromas
may lead to infections and wound dehiscence, which can result

\ / . .
[ _ ] Primary endpoint
Intraoperative swab-smear

The hypothesis to be tested is: seromas after mastectomy arise

in loss of reconstruction and poor cosmetic outcome. To date, 4 S S | from immunological and proinflammatory processes leading to
the cause of seroma development has not yet been clarified. Implant Implant Implant < 4 weeks | the possible identification of a patient group with an elevated
3 - 6 months (by phone) risk of developing a seroma. It is planned to examine the groups

Figure 1. Overview of the four study groups \ in case of seroma with and without postoperative seroma formation exploratory

Trial Design Postoperative documentation of complications regarding immunological markers in blood samples (all

. L . . . . . e.g. seroma fluid preservation, blood serum atients) as well as in seroma fluid (if occurred). In addition
The main objective of the multicenter, minimal interventional (e-8 P P ) ( ) ’

: : I reservation, clinical control . . .
. . : . : . . Table 1. Inclusion and exclusion criteria | P ) local microbiome analyses, as well as tumor analyses with focus
SerMa study is to identify patients with an increased risk of .
: ) . ) Study Group 1 and 2 Study Group 3 and 4 on microenvironment will be performed to differentiate
developing seromas based on immunological or inflammatory Inclusion Criteria: bl ) o logical
markers in blood and seroma fluid in a planned cohort of 2200 - Written informed consent - Written informed consent Figure 2. Study procedures POssibie carcinoma-specific immunaological processes.
. . . . . . - Age 218 years - Age 218 years
subjects. The S_tUdy 1S deS|.gned ?S international, prospective - DCIS (Tis) or all stages of invasive breast - Surgical procedure planned with Target accrual Secondary endpoints
cohort study in cooperation with the EUBREAST Network cancer (T1-T4, NO or N+, MO) including all implant insertion (+/- _ _ .
- . . . (defined by ER/PR/HER2 status) subcutaneous mastectom i i i
Trialists). Participating study groups are AGO-B, AWOgyn and e Sur;'ery s including ablative y seroma formation are caused by locally driven or s.ystemlc
OPBC. Patients with primary breast cancer or ductal carcinoma procedure or skin-sparing mastectomy with |mmunologlcal or Fancer-related factors, groups with and
in situ (DCIS) planned for mastectomy with or without implant insertion (+/- Mesh/AD) L without postoperative seroma formation will be further
. . . . . XC usion Criteria i i
reconstruction can participate in this study (study group 1 and P N e PR 7 e examined in subgroups.
2), a neoadjuvant treatment is possible. Study group 3 includes - Male sex - Male sex
patients at high risk for breast cancer planned for risk-reducing - Breast cancer patients planned for breast - History of breast surgery
. . . . conserving therapy - Pregnancy at time of surgery
skin-sparing mastectomy and implant-based reconstruction. . Recurrent breast cancer . Ppatients with a known |
Study group 4 includes healthy women with implant insertion - History of breast surgery immunodeficiency 5
. . e a4 - Di is of LCIS onl - Hist f kind :
exclusively for cosmetic reasons. Currently, the logistics phase CRIREBEy FEm iy Istory of cancer (any kind)
. . _ _ - Pregnancy at time of diagnosis Ficure 3a. Wound Dehiscence g
with 50 patients has been completed, which was carried out to - Patients with a known immunodeficiency fg | I e | |
optimize the preservation of blood samples and seroma fluid. - History of cancer (any kind) after Implant Based Reconstruction  Figure 3b. Seroma after .
and seroma formation bilateral mastectomy Figure 4. Needle aspiration Figure 5. Microbiome tests
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