FUIRH ZUe Dibn i Vo< B A R Sl 58

FHIE
EshErmEMtiimETFzEs e, g 200020
DOI:10.61369/MRP.2026070004

LRELRFEASAS, #RFESISTERREALRAAENIFCYERABEERL. HWEIFAYEFBERR

EEFH., ZEBEASBRRRERS, PANEMRIGESREEEMEHREES . AXRETEREE ( THEMW. 4
K. BHER) . BOFMHE (ARESERTERE ) REMR (NBE. SRS ) ERcUNERIER SRR
MEEER, BHRTXEMHEERNNNERMESTINE, FLREMLE, KiE (ETSRETREETENE) &
BEAMBERKR, WETREFRMESRER, #HUBEE. #8010, EFFRESIENREEFIER. AN, M
B AL. K, EEEENCHEEANRELMALEER, LUFERILREREEFNFRNERME. RAE
BRAAE M EVEREEERM T RENERSRERE, ABTREFRNEZEMRERME,

FLARBLAIRICY); FRMH; REREH

Research on Quality Control of Key Raw Materials for Localization Markers in
Breast Tissue
Li Zhiyi
Shanghai Medical Device and Cosmetic Evaluation and Inspection Center, Shanghai 200020

Abstract :

With the increasing incidence of breast cancer, the implantation of localization markers in breast tissue

after imaging—guided biopsy has become an important method for precise lesion localization, surgical

resection assistance, and follow—up. These implantable devices, which carry a high risk level, necessitate

comprehensive lifecycle quality control starting from the raw material stage. This paper reviews the

structural characteristics and clinical performance requirements of markers made from various materials,

including metals (stainless steel, pure titanium, nickel-titanium alloy), polymers (absorbable and non—

absorbable), and other materials (such as ceramics and active devices). It clarifies the key material

properties and corresponding national and industry standards. Based on the "Good Manufacturing Practice

for Medical Devices" and the appendix for implantable devices, a quality control framework covering the

entire process of raw material classification management, supplier management, incoming inspection,

production, and storage is established. Additionally, key points for on-site inspection are extracted from

stages such as design and development, procurement, production management, and warehousing to

assess the effectiveness of a company's raw material quality control system. This paper provides an

operational framework and inspection basis for raw material quality management of localization markers in

breast tissue, contributing to ensuring product safety and effectiveness.
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