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Brief summary
This study evaluates the skin and surrounding soft 
tissue that is removed during an implant recons-
truction after a mastectomy.

Clinical relevance
At present, there is no reliable way to determine which patients 
are suitable for implant reconstruction, and more than 20% of 
all breast reconstructions fail, particularly after post-mastec-
tomy radiation therapy. The Nanomechanical Signature may 
correlate with reconstruction failure, and thus could allow the 
further optimization breast reconstruction strategies.
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Key objectives
1.	 Characterize the nanomechanical properties of the 

skin and adjacent soft tissue removed at the time of 
postmastectomy implant reconstruction.

2.	Evaluate if the Nanomechanical Signature can predict 
the reconstructive surgery failure.

Key inclusion criteria
•	 Age 18 years or older.
•	 Patient with history of mastectomy with tissue expan-

der   placement.
•	 Tissue expander in place at time of study enrollment
•	 Patient plans to undergo surgery to exchange tissue 

expander for permanent breast implant within the next 
3 months of signing the informed consent.

•	 Ability to understand and provide written informed con-
sent in accordance with institutional policies.

Study population

Female patients currently in the tissue‑expander pha-
se of reconstruction, with planned expander‑to‑im-
plant exchange within 3 months.

Age

≥18y

Study duration  
& readouts

Enrollment start

Q3 2023

Expected duration

4 years
Clinical follow-up

2 years

12 months
24 months

Key end-point readouts at 

No. of patients

110
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