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OUTCOMES AND KNOWLEDGE GAINED FROM VIGILANCE AND 

SURVEILLANCE ACTIVITIES ON BIA-ALCL ISSUE CARRIED OUT 

BY THE COMPETENT AUTHORITY: A 7-YEAR REPORT 



1. WE GAVE DIRECTIONS ON HOW TO START 

PERFORMING A PROPER BIA-ALCL DIAGNOSIS 

3. URGE NOTIFICATION OF NEW 

 BIA-ALCL CASES 

2. MULTI-DISCIPLINARY APPROACH 

BIA-ALCL MANAGEMENT 

First cases at the end of 2014 

March 2015 



BIA-ALCL MANAGEMENT 

TO IMPROVE KNOLEDGE AND AWARENESS FOR 
BOTH PATIENTS AND PHYSICIANS 

TO KEEP EVERYBODY UPDATED WITH 
THE KNOWLEDGE THAT WE ACQUIRED 

OVER A PERIOD OF TIME 

THE IMPORTANCE OF UNDERTAKING PERIODICAL 
FOLLOW-UPS FOR ALL IMPLANTED PATIENTS WITH 

ANY TYPE OF PROSTHESIS 



HAEMATOLOGY 

MEDICAL DEVICES 
REGULATORS 

STATISTICS 

PLASTIC SURGERY 

GENETICS 

PATHOLOGY 

EXPERTS IN 
COMMUNICATION 

ONCOLOGY 

GROUP OF EXPERT 
GUIDELINES ON BIA-ALCL 

DIAGNOSIS AND TREATMENT 



 

• Gender and Age  

• Clinical history; 

• Implant indication;  

• Implantation date; 

• Implant characteristics at the time of the onset of the symptoms; 

• Previous implant history;  

• Date of diagnosis; 

• Implant characteristics at the time of diagnosis; 

• Date of the onset of the symptoms;  

• Symptoms; 

• MDA TNM classification; 

• MDA TNM staging; 

• Treatment; 

• Outcome. 

 

CENTRALIZED DATA COLLECTION 

CASES DIAGNOSED BEFORE 2014 WERE RECOVERED 
FROM THE LITERATURE AND BY CONTACTING 

AUTHORS AND HEALTH-CARE FACILITIES THAT TOOK 
CARE OF THE PATIENTS  



RESEARCH ON BIA-ALCL 

AIM OF SHARING OUR 

EXPERIENCE WITH THE 

SCIENTIFIC COMMUNITY 

JANUARY 2018 

METHODOLOGY 
USED TO ESTIMATE 

THE INCIDENCE 

INCIDENCE RATE IS CRITICAL IN 
THE RISK/ BENEFIT RATIO 

 EVALUATION  



IMPLANTS/YEAR 

IMPLANTS WITH AESTHETIC PURPOSES  

IMPLANTS WITH RECONSTRUCTIVE PURPOSES  

MEAN LIFE OF THE IMPLANT 

DENOMINATOR 

BIA-ALCL  INCIDENCE 

MANDATORY BREAST 
IMPLANT REGISTRY 

SIGNIFICANT VARIABILITY  
OF BIA-ALCL INCIDENCE 

 1/3.817 – 30.000 



RESEARCH ON BIA-ALCL 

RARE DISORDER WITH AN INCIDENCE 

ABOUT 3/100.000 IMPLANTED PATIENTS 

THE MONITORING INCIDENCE RATE PER 

YEAR IS FUNDAMENTAL 



RECOVERING THE COMPLETE IMPLANT HISTORY 
 IS FUNDAMENTAL TO UNDERSTAND THIS DISEASE 

FIRST REPLACEMENT 

SECOND REPLACEMENT 

THIRD REPLACEMENT 

OK!  
I TRUST YOU 

 I HAVE ONE BREAST 
LARGER THAN THE 

OTHER ONE 

 I HAVE ONE BREAST 
LARGER THAN THE 

OTHER ONE 

YOU HAVE 
BIA-ALCL 
DISEASE  



IF AN IMPLANT HISTORY EXISTS, EFFORTS MUST BE FOCUSED ON 

RECOVERING THE COMPLETE INFORMATION ABOUT THE 

CHARACTERISTICS OF EACH PROSTHESIS IMPLANTED OVER TIME   

RESEARCH ON BIA-ALCL 

33% DIFFERENT 
MANUFACTURERS 



FOURTH DEVICE 

RESEARCH ON BIA-ALCL 

FIRST DEVICE SECOND DEVICE THIRD DEVICE 
SECOND REPLACEMENT 

BIA-ALCL 
SYMPTOMS 

BIA-ALCL 
DIAGNOSIS 

INVOLVED DEVICE IS THE ONE 
IMPLANTED AT THE ONSET OF THE 

SYMPTOMS 

 
FIRST REPLACEMENT 

AUTHORS NEED TO RECOVER AND REVIEW THE 

IMPLANT HISTORY OF THEIR REPORTED CASES 



January 2010 – September 30th 2020 

NOTIFIED CASES:   64 CASES 
 
MEAN AGE:  54.7 YEARS 
 
MEAN TIME TO DIAGNOSIS: 7.7 YEARS 

ITALIAN BIA-ALCL REPORT 
 



95% OF BREAST IMPLANTS SOLD ARE TEXTURED 

ITALIAN BIA-ALCL REPORT - INVOLVED DEVICES AT THE ONSET OF THE 
SYMPTOMS 

 

EU ISO 14607 



OTHER SYMPTOMS: 

• Mass 

• Capsular contracture 

• Itch 

• Erythema 

• Breast pain  

• Fever/ Wheight loss / 

Astenia 

ITALIAN BIA-ALCL REPORT  - SYMPTOMS 

MEAN TIME TO THE ONSET OF SYMPTOMS: 7.1 YEARS 



ITALIAN BIA-ALCL REPORT - OUTCOMES ACCORDING WITH STAGE AND TREATMENT ADOPTED 

MEDIAN FOLLOW UP 
TIME OF 30 MONTHS 

OTHER TREATMENT: 

• Pharmacological 

Therapy 

• Radiotherapy 

94% OF THE PATIENTS 
HAD A COMPLETE 

RESPONSE  



• BIA-ALCL LIKE A SOLID TUMOR 

• RADICAL SURGICAL TREATMENT IS 

THE KEY FACTOR THAT CAN LEAD 

THIS DISORDER TO A COMPLETE 

REMISSION, EVEN IN PATIENTS IN 

ADVANCED STAGES 

BIA-ALCL REPORT - OUTCOMES ACCORDING WITH STAGE AND TREATMENT ADOPTED 



• BIA-ALCL IS A RARE DISEASE WITH A FAVORABLE PROGNOSIS 
 

• MULTIFACTORIAL ETIOPATHOGENESYS TO BE STILL CLARIFIED 
  
• BIA-ALCL HAVE BEEN ADDED TO THE RISKS OF THIS TYPE OF SURGERY 

 
• AWARENESS FOR BOTH PHYSICIANS AND  PATIENTS MUST BE CONSTANTLY PROMOTED 

 
• ALL TYPE OF BREAST IMPLANTS MUST BE MONITORIZED  

 
• SMOOTH IMPLANTS CANNOT BE EXCLUDED BY THE PATHOGENESIS OF THIS DISEASE 

STATE OF ART ON BIA-ALCL ISSUE 

GENETIC STUDIES MUST BE SUPPORTED 

NO DATA ABOUT POST 
MARKET SURVILLANCE 
OF SMOOTH IMPLANTS 

WE HAVE  



• MANDATORY BREAST IMPLANT REGISTRY HAS TO BE PROMOTED AND SUPPORTED 

 

• PREMARKET STUDIES HAVE TO BE ENHANCED  

 

• THE CLASSIFICATION OF BREAST IMPLANT SURFACE HAS TO BE IMPROVED 

 

 

STATE OF ART ON BIA-ALCL ISSUE 

COMPETENT AUTHORITIES SIDE 

INTERNATIONAL TASK FORCE 
IS ALREADY WORKING ON 

THIS MATTER 



COMMENTS ON THE PRELIMINARY OPINION ON THE SAFETY OF BREAST 
IMPLANTS IN RELATION TO ANAPLASTIC LARGE CELL LYMPHOMA 

 
• ALL ACTIONS UNDERTAKEN AND THE  SCIENTIFIC EVIDENCE AQUIRED  BY THE ITALIAN COMPETENT AUTHORITY  

HAVE BEEN TOTALLY IGNORED WHILE OTHER PAPERS, PUBLISHED AHEAD OF PRINT , AND  WHICH DO NOT FALL 
WHITHIN  THE CONSIDERED PERIOD HAVE SURPRISINGLY BEEN ADDED TO THE REFERENCES; 

 
DESPITE TO WHAT HAS BEEN REPORTED: 

 
• CLINICAL INDICATION FOR THE USE OF ONE TYPE OF BREAST IMPLANT VERSUS ANOTHER  DEPENDS ON THE 

PREOPERATIVE CLINICAL CONDITION FOR BOTH AESTHETIC AND RECONSTRUCTIVE PURPOSES (paragraph 2.1 page 
9, line 17-20 and paragraph 4.1 page 13 line 46-49) 
 

• ANATOMICAL SHAPED /TEXTURED BREAST IMPLANTS CANNOT BE ALWAYS REPLACED BY OTHER PROCEDURES IN 
AESTHETIC SURGERY  
 

• AFT AS AN ALTERNATIVE TO BREAST IMPLANT AUGMENTATION IS OFTEN NOT POSSIBLE AS IT DEPENDS ON THE 
AMOUNT OF FAT TISSUE AVAILABLE FOR MULTIPLE SURGICAL SESSIONS (paragraph 4.3 page 17, line 27-28) 

 
• AUTOLOGOUS RECONSTRUCTION REQUIRES A GREAT SURGICAL EXPERTISE AND PHISICIANS ARE NOT ALWAYS  

ABLE TO PERFORM IT. THERE IS THE HIGH RISK THAT MANY PATIENTS DO NOT RECEIVE RECONSTRUCTION 
 



A. Campanale, L. Lispi, A. Iachino 
 

a.campanale@sanita.it 
l.lispi@sanita.it 

a.iachino@sanita.it 
  
 

 

THANK YOU 
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