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WE PERFORMED A REVIEW OF THE AVAILABLE LITERATURE  
SEARCHING FOR PRIMARY STUDIES ON BIA-ALCL  
PRESENTING AN ESTIMATION OF RELATIVE RISK  

(ODDS RATIO, RELATIVE RISK, HAZARD RATIO)  
AND/OR ABSOLUTE RISK OF BIA-ALCL



JUST TO EMPHASIZE 
THE INCREASING 

REPORTED NUMBER 
NEEDED TO HARM



THE NEWCASTLE-OTTAWA SCORE 
NOS



THE ITALIAN INCIDENCE HAS BEEN ESTIMATED AS  

2.8 PER 100,000 PATIENTS RECEIVING IMPLANTS (95% CI, 0.88-4.84) IN 2015 

2.1 (95% CI, 0.43-3.86) IN 2016 

3.2 (95% CI, 1.11-5.31) IN 2017 

3.5 (95% CI, 1.36-5.78) IN 2018

 THE NUMBER OF CASES HAS RISEN SLIGHTLY,  
BIA-ALCL CAN STILL BE CONSIDERED A RARE DISEASE  

WITH A STABLE INCIDENCE, EASILY RECOGNIZED  
AND WITH A FAVORABLE PROGNOSIS  

ALSO IN ADVANCED STAGES IF COMPLETE SURGICAL EXCISION IS PERFORMED

Santanelli di Pompeo F, Sorotos M, Clemens MW, Firmani G. Breast Implant-Associated 4 Anaplastic Large Cell Lymphoma (BIA-ALCL): review 
of epidemiology and prevalence 5 assessment in Europe. Aesthet Surg J. 2020 Oct 6:sjaa285. doi: 10.1093/asj/sjaa285. 6 

You forgot to mention this paper in your list of relevant references. 
I suggest you to include it for a complete overview



WE ALSO PERFORMED A SECOND REVIEW OF AVAILABLE LITERATURE 
SEARCHING FOR ALL PROSPECTIVE COHORTS INCLUDING  

MORE THAN 10,000 BREAST IMPLANTED PATIENTS AND  
PAPERS REPORTING THE RESULTS OF  
FDA POST-APPROVAL CORE-STUDIES



We only considered Biocell textured implants for our review

1 SMOOTH  
IMPLANT



One out of three cases of BIA-ALCL developed around a smooth implant



We only considered Biocell textured implants for our review



We only considered Biocell textured implants for our review



APPLYING THE NNH 1:3194 REPORTED BY LOCH-WILKINSON 2019 
 TO PATIENTS WITH BIOCELL IMPLANTS IN THE COHORTS WITH LONG-TERM SAFETY DATA  

(7 COHORTS AND 69,737 PATIENTS) 

(ADAMS 2017, SINGH 2017, LARGENT 2012, MCGUIRE 2017/CLEMENS 2019, CORONEOS 2019, 

MAXWELL 2014, SPEAR 2014)

22 BIA-ALCL CASES WERE EXPECTED, WHILE ONLY 11 BIA-ALCL CASES WERE OBSERVED. 

THE HIGH DIFFERENCE BETWEEN OBSERVED AND EXPECTED CASES REDUCES THE POSSIBILITY 
THAT THIS RESULT IS DUE TO INADEQUATE FOLLOW-UP AND STRONGLY REDUCED THE 

GENERALIZABILITY OF THE ESTIMATES OF LOCK-WILKINSON

Loch-Wilkinson A, Beath KJ, Magnusson MR, et al.  
Breast Implant-Associated Anaplastic Large Cell Lymphoma in Australia: A Longitudinal Study of Implant and Other Related Risk 
Factors.  
Aesthet Surg J. 2020;40(8):838-846.

WE DID NOT CONSIDER THE NNH REPORTED BY CORDEIRO 
ACCORDING TO THE POSSIBLE CONFOUNDING FACTORS ASSOCIATE TO  

A SINGLE-SURGEON EXPERIENCE 



IN THE 28 CASES OF SMOOTH IMPLANTS,  
10 HAVE UNKNOWN PRIOR HISTORY OF IMPLANTS,  

8 HAVE A HISTORY OF AT LEAST ONE TEXTURED IMPLANT,  
9 HAVE A HISTORY OF PRIOR IMPLANTS WITH UNKNOWN TEXTURE 

AND 1 HAS A HISTORY OF ONE SMOOTH IMPLANT  
AND NO KNOWN TEXTURED IMPLANT



IF WE STATE THAT NO BIA-ALCL CASES HAVE BEEN REPORTED  
IN ASSOCIATION WITH SMOOTH IMPLANTS,  

THIS WOULD IMPLY THAT ALL 10 PATIENTS WITH UNKNOWN  
PRIOR HISTORY OF IMPLANTS HAD INDEED A HISTORY OF TEXTURED IMPLANTS  

AS ALSO THE 9 PATIENTS WITH A HISTORY OF PRIOR IMPLANTS WITH AN UNKNOWN TEXTURE

MOREOVER HAVING A HISTORY OF PRIOR TEXTURED IMPLANTS  
DOES NOT CHANGE THE EVIDENCE THAT THE BIA-ALCL DEVELOPED ON A SMOOTH IMPLANT,  
THUS NOT EXCLUDING ALSO THE 8 CASES WITH A KNOWN HISTORY OF TEXTURED IMPLANTS 

IN THIS VIEW, WHY NOT LOOKING  
AT PREVIOUS HISTORY OF SMOOTH IMPLANTS  

FOR ALL PATIENTS DEVELOPING BIA-ALCL ON TEXTURED ONES? 

THIS WOULD BE THE ONLY WAY  
TO CARRY OUT A CORRECT AND BALANCED EVALUATION



IF WE CONSIDER BIOFILM FORMATION AND CHRONIC INFLAMMATION TO BE A POSSIBLE 
ETIOPATHOGENETIC PATHWAY FOR THE DEVELOPMENT OF BIA-ALCL, TEXTURIZATION 

SHOULD BE ASSOCIATED TO AN INCREASED RISK OF CAPSULAR CONTRACTURE AS WELL



\



YOU QUOTED A PAPER ON THE PRELIMINARY RESULTS  
ON ONCOPLASTIC BREAST CONSERVING SURGERY 

WHY CITING THIS STUDY WHEN DEALING WITH BREAST RECONSTRUCTION? 
MOREOVER WHERE ARE THE FINAL RESULTS UP TO DATE?



82% IMPLANT-BASED

2019

18% AUTOLOGOUS FLAPS



MROC STUDY



A RELIABLE COST-EFFECTIVENESS ANALYSIS ON THE EXCLUSIVE 
USE OF AUTOLOGOUS TISSUE BREAST RECONSTRUCTION  

SHOULD BE PERFORMED TO ASSESS THE FEASIBILITY OF A 
TOTALLY AUTOLOGOUS BASED RECONSTRUCTIVE SCENARIO 

WHAT ABOUT THE OPERATING TIME AND THE IMPACT ON 
OPERATING THEATRE LISTS? 

HOW MANY WOMEN WILL NOT BENEFIT OF AN IMMEDIATE 
RECONSTRUCTIVE IN THIS PROPOSED SCENARIO?

Should we refuse immediate breast reconstruction 
for 80% of breast cancer women 
based on opinions without EBM?





AS WHEN APPLYING OTHER STANDARDIZED METHODS TO ASSESS THE STRENGTH 
OF THE AVAILABLE EVIDENCE (SEE GRADE METHOD)  

ALL THE DATA RELATIVE TO THE ASSESSMENT OF EACH OF THE INCLUDED STUDIES 
SHOULD BE REPORTED IN SUMMARY OF FINDINGS TABLES  

AND SHOULD BE SHARED IN ORDER TO MAKE THE PROCESS  
TRANSPARENT AND REPRODUCIBLE





MANY INTERNATIONAL DATABASES SHOW A LOW RATE OF CONFIRMED CASES 

58 CONFIRMED BIA-ALCL CASES FROM EUROPEAN COUNTRIES HAVE BEEN REPORTED TO THE 
EUROPEAN COMPETENT AUTHORITIES (ECA) INVOLVED IN POST-MARKET SURVEILLANCE AND 

VIGILANCE 

NO CASES HAVE BEEN REPORTED TO ECA FROM THE MINISTRIES OF HEALTH OF COUNTRIES 
WHERE HIGH VOLUMES OF BREAST IMPLANTS ARE USED (GERMANY, SWEDEN , SPAIN) 

THE FIVE CASES OF BIA-ALCL REPORTED BY DE JONG ARE ALSO NOT INCLUDED IN THE DATA 
REPORTED BY THE ECA, AS ZERO CASES WERE REPORTED BY THE NETHERLANDS 

LAURENT REPORTED 19 CASES OF HISTOLOGICALLY-CONFIRMED CASES, WHILE 29 FRENCH 
CASES HAVE BEEN REPORTED TO THE ECA 

LACK OF COMMUNICATION BETWEEN SCIENTIFIC SOCIETIES AND THEIR RESPECTIVE ECA

PRS 2017



I’d like to focus your attention on this sentence 

WE PREVIOUSLY DISCUSSED YOUR CONCLUSION  
IN PARTICULAR THE ASPECTS WE DID NOT AGREE WITH



ANNALS OF SURGERY 2018

THIS STUDY DEMONSTRATE THE LACK OF RELIABLE EVIDENCE  
AVAILABLE IN LITERATURE WITH SIGNIFICANT  

DISCREPANCIES AND CONTROVERSY FAR TO BE SOLVED 

HOW COULD A PRELIMINARY OPINION DEVELOPED BY THE EC  
COULD CONCLUDE FOR THIS WITHOUT A RELIABLE AVAILABLE EVIDENCE?

You forgot to mention this paper in your list of relevant references.
 I suggest you to include it for a complete overview



Focus on the last sentence

WHERE ARE THE REFERENCES FOR THOSE ASSERTIONS? 
WHO STATED THIS? 

PERHAPS SOMEONE WHO NEVER USED BREAST IMPLANTS  
IN RECONSTRUCTIVE OR COSMETIC SURGERY…



Breast	Surgery	based	on	Implants:	
Complex	choice

Preoperative	planning	
Shared	decision	making

Correct	postoperative		

follow-	up

Know	better	what	we	are	using		

Properly	and	accurate	surgery



We based implant selection process for aesthetic purpose on:

patients wishes, 
soft tissue characteristics, 
breast size and shape and 

chest wall features
anatomical characteristics

biodimensional approach - measurements



 Small/very small

Small/medium size

Chest Wall Width
Implant Width

Patient wishes Sweet Upper Pole

ST L M or F proj

Assess Ptosis Nil

Moderate
Round Block +

410 - 510
XP or F M proj

T Inverted Mastopexy
Round Implant

Severe

Yes

Yes

No

Assess Skin and 
Soft Tissue   

Full Filled Upper Pole

Soft breast

510 XP/M

 410 XP/F

Good/Poor

Very Good   

Good/Poor Very Good   Assess Volume

CONFIDENTIAL

Algorithm	based	on	patients	wishes,	soft	tissue	characteristics,	breast	
size	and	shape	and	chest	wall	for	the	implant	selection	process	



Patient wishes Sweet Upper Pole

ST L M or F proj

Assess Ptosis Nil

Moderate
Round Block +

410 - 510
XP or F M proj

T Inverted Mastopexy
Round Implant

Severe

Assess Skin and 
Soft Tissue   

Full Filled Upper Pole

Soft breast

510 XP/M

 410 XP/F

Good/Poor Very Good   

Algorithm	based	on	patients	wishes,	soft	tissue	characteristics,	breast	
size	and	shape	and	chest	wall	for	the	implant	selection	process	

Sweet Upper Pole

Nil

Moderate
Round Block +

Consider all the implants 
according with pts wishes

T Inverted Mastopexy
Round ImplantSevere

Full Filled Upper Pole

Soft breast

CPG 333 - Diag G. AR XP  
Replicon HP

Good/Poor Very Good   

XM 3 - DIagon gel  AO XP 
Replicon HP 

CPG 321(322) XM2 
Replicon MP



We based implant selection process 
for reconstructive purpose on:

shared decision : 
the three talks model



Understanding patient’s perspectives and
 shared decision : the three talks model



The oncoplastic toolbox for SDM : TEAM TALK

STEP BACK:  
Having performed all the required examination, we know now that you have breast cancer- it is 

time now to think about the most suitable treatment for you.

OFFER AN ALLIANCE: 
I will take care of you during your surgery and in the follow up

OFFER CHOICE :
There are several way to treat this disease, in your case surgery is always required

JUSTIFY CHOICE: 
1)we pay extreme attention to individual preferences (everybody is different, some issues matter 

more to some people than to others), different treatments may heal your disease but with 
different consequences they also bear different side effects

2) I want to inform you that treatment rarely may not be effective , 

CHECK REACTION: 
Is it all clear for you until now? Shall we go on? Shall I tell you about surgical options?

DEFER CLOSURE: 
Sometimes patients want to avoid any discussion-do what you feel is better for me. Say: I’m 

happy to share with you my opinion, before doing so I want to describe all the options more in 
detail.



The oncoplastic toolbox for SDM:  OPTION TALK

CHECK KNOWLEDGE: 
What have you heard about treatment of breast cancer?

LIST OPTIONS:  
in this case we propose three surgical options according to our standard oncoplastic 

framework 

DESCRIBE OPTIONS:
  we describe all the options and we discuss  harms and benefits 

See the three steps choice of the oncoplastic framework as described in the book chapter 
(minimal aggressiveness-maximum rehspe-mastectomy).

PROVIDE PATIENTS DECISION SUPPORT TOOLS:
website: https://www.maurizionava.it/oncoplastica-mammella/nipple-areola-complex/

Other tools (photographs etc)
 

SUMMARIZE: 
We summarize all the possible chances and try to understand if everything is clear to the 

patient

https://www.maurizionava.it/oncoplastica-mammella/nipple-areola-complex/


The oncoplastic toolbox for SDM:  DECISION  TALK

FOCUS ON PREFERENCE: 
we analyze patient’s value and preference using . I would like to understand, 

from your point of view what matters most to you?

Assessment of patients values  (see next table)
 

ELICIT A PREFERENCE: 
an initial preference could be elicited at this stage

MOVING TO A DECISION:
 It is time for decision now but please we can still defer if you are not ready. 

Is there anything more that you would like to know?

OFFER REVIEW: 
Remind the patient that she can change her decision before the operation.







ROUND IMPLANTS: SAME WIDTH AND HIGHT, 
FORM STABLE IMPANT?? 5/6 SHAPES

ANATOMICAL IMPLANTS: THREE HIGHTS and 
PROJECTION WITH SAME W., FORM STABLE, 

26/30 SHAPES (considering all companies)

Are ROUND Implants ENOUGH to 
satisfy any CLINICAL CASE?



  510 - MX - W 11.5  245 CC 
SUB-GLANDULAR  7 year FU 

Eight years FF  290
Dual plane  10 FU

NAC Sparing DTI - Dual Plane — ARTIA 
MF 375  3 years 

Bilateral NAC Sparing RRM5 years FU
MX 510 445 - ADM - STRATTICE - Lipofilling



Present and future of the anatomical implants: 
is there an alternative?

NO TILL NOW





DECISIONS SHOULD NOT BE DRIVEN BY EMOTIONS 
BUT SHOULD ALWAYS BE BASED  

ON EVIDENCE FROM AVAILABLE LITERATURE 
I WOULD LIKE TO SHARE THE CONCLUSION OF A REAL  

EVIDENCE-BASED CONSENSUS CONFERENCE

You forgot to mention this paper in your list of relevant references. I suggest you to include it for a complete overview





What Do We really need? 

EDUCATION for women 
AESTHETIC - RECONSTRUCTION ARE SURGERIES 

AS LIKE AS GENERAL SURGERY WITH SIDE EFFECTS 
AND COMPLICATIONS AND NEED A SHARE DECISION MAKING 

EDUCATION and TEACHING 
For Plastic and Breast Surgeons 

IT IS NOT JUST TO INSERT AN IMPLANT BUT A COMPLEX 
CHOICE BASED ON MULTIFACTORIAL ANALYSIS 

FIRST CONSULTATION TAKES ME ONE HOUR 

NATIONAL REGISTRIES


