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BREAST IMPLANT ASSOCIATED ALCL: History 

•  Originally described in 1997 – ALCL 

•  2008: Dutch study demonstrated increased risk of ALCL with implants 

•  Other studies have not confirmed this (small numbers of events) 

•  FDA Report (2011) – 60 cases worldwide (literature + FDA reporting)  
–  Incidence quoted approx: 1:80,000 risk?? 
–  Based on USA approx 10/year and 10mill+ procedures*   

•  Issue is not related to rupture risk (i.e. PIP implants and rupture – 
frequently used in France and no increased reports to date) 

*This figure is supposition only, there is no definitive correct number.  Each company 
does not reveal their sales figure.   

 



BACKGROUND 

Breast Lymphomas 
–  90% B cell:  If localized = DLBCL, Burkitts, MZL 
–  10% T cell 

-  PTCL (NOS) 
-  ALCL 

–  Systemic – ALCL Alk pos  
–  Systemic – ALCL Alk neg 
–  Primary Cutaneous ALCL [Alk neg]  
–  Implant associated ALCL  [Alk neg] 

-  other 
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Better recognition? 

Better  reporting 

Double-reporting? 



Types of implant-associated ALCL 

 

•  Mass-associated (often with effusion) 

•  No Mass-associated (seroma/effusion - almost always) 



Without tumor mass and effusion-associated 

Thompson et al. 2010. Hematologica 



Effusion-
associated 

Implant side Implant side 

Capsule 

Capsule 

Thompson et al. 2010. Hematologica 



Without tumor mass/Effusion-associated 

CD 4 CD 8 

CD 2 CD 30 

CD3 neg, EMA pos, Alk neg  
Thompson et al. 2010. Hematologica 



With tumor mass 



With tumor mass 

Infiltrating soft tissue 

Implant side 

Diffuse Growth Pattern 

Necrosis and sclerosis 

Areas with 
inflammatory 

infiltrate 



Immunophenotype 



Biology: proven malignant capacity 



Biology: proven malignant capacity 



Biology: proven malignant capacity 



2011: FDA recognizes risk 

http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/BreastImplants/ucm239995.htm 



FDA assessment (34 cases detailed) Total n=60 

•  There is a possible 
association between breast 
implants and ALCL 

•  At this time, it is not 
possible to identify a 
specific type of implant 
associated with a lower or 
higher risk of ALCL 

•  There is uncertainly about 
the true cause of ALCL in 
women with breast implants 

http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/BreastImplants/ucm239995.htm 



Published Reviews: Miranda et al.  N=60 





Mass vs. 

No-mass 

chemoRx vs. 

No-chemoRx 



Epidemiology: Dutch Study 2008 

OR = 18.25 

(95%CI: 2.1 – 156.8) 

 

5 cases of ALCL 

associated with  

implants 



Implant 
Type? 

OR = 18.25 

(95%CI: 2.1 – 156.8) 





Brody et al. Plast Reconstr Surg 

 2015; 135: 695 

• 79 reported + 94 unreported (personal communication) 

• no denominator 

•  Double reporting? 

• USA and other  

• Limited demographic data 

• Pathology not confirmed 

• Confirms that at least 150+ cases exist 



Brody et al. Plast Reconstr Surg 2015; 135: 695 
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Epidemiology: A truly international story  



League table of breast implants in 2013 
Procedures/ 

annum 
Female 

Population 
(million)  

Augmentation 
rate 

ALCL 
Reported 

Cases 

ALCL 
Risk over 15 

years 

1 USA* 313K 158 1:500 112 1:42,000 

2 Brazil* 226K 100 1:440 4 1:848,000 

3 Mexico* 58K 58 1:1000 

4 Germany* 55K 40 1:730 

5 Colombia* 44K 22.5 1:500 

6 Spain* 38K 23.5 1:620 

7 Venezuela* 38K 28 1:740 

8 Argentina* 19K 21 1:1100 

9 Italy* 16K 30 1:1875 2 1:120,000 

10 Iran* 11K 40 1:3640 2 1:83,000 

Australia 13K 11 1:850 20 1:10,000 

Denmark 0.7K 2.25 1:3214 0 1:100,000+ 

Netherlands ? 9 ? 5 

*As reported to The International Society of Aesthetic Plastic Surgery (ISAPS) in 2013 
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Issues (1) 

•  Incidence varies from country to country 
–  Under-reporting 
–  Reporting bias 
–  Numerous countries do not report breast augmentation figures (unknown denominator) 
–  WE CAN SAY 150+ CASES HAVE OCCURED – but detailed information is available on 

only 60 cases (Miranda et al JCO 2014) 
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–  Reporting bias 
–  Numerous countries do not report breast augmentation figures (unknown denominator) 

•  Risk Calculation is variable 
–  Risk is reported as anything from 1:800,000 to 1:10,000 
–  A conservative 20 million breast implants have been performed and 150 cases, 

therefore risk is at least 1:80,000 

Procedures/ 
annum 

Female 
Population 

(million)  

Augmentation 
rate 

Reported 
Cases 

 

Risk over 15 
years 

USA 313K 158 1:500 112 1:42,000 

Brazil 226K 100 1:440 4 1:848,000 

Italy 16K 30 1:1875 2 1:120,000 

Iran 11K 40 1:3640 2 1:83,000 

Australia 13K 11 1:850 20 1:10,000 



Issues (2) 

•  For registries must have at least 100,000 procedures to be meaningful 
–  Denmark = 19,885 and no cases  
–  Australia unknown (approx 250,000 over last 15 years minimum) and 20 

cases 

•  Variables that may be important? 
–  Usually 4 years + post implant – will it increase? 
–  Geography - suggests a region/ethnic/HLA? - effect 

-  2 asians only reported 
-  1 Native American 
-  0 African American 
-  Relatively few in Sth America 
-  Australia/NZ over-represented 



Issues (3) 

–  Both malignant and non-malignant indications 
–  Textured > non-textured ?? 

-  Not reported before textured 
-  varies from country to country 

– US mostly smooth (70-80%) 
– Europe and Australia mostly textured (70-80%) 

-  opinion varies but pendulum is toward textured 
increasing risk 

-  Saline and silicone  – varies from country to country 

•  Aetiology unknown - ? Bacterial biofilm implicated – activates 
T lymphocytes* 

*Hu et al. Plastic and Reconstructive Surgery. 2015 v135; 319-329 



SUMMARY 

•  Breast implants are associated with ALCL of the breast 
–  Risk likely at least 1:80,000  

-  1:10,000 in Australia 
-  1: 300,000+ in Brazil? 

–  Usually 4 years + post implant 
–  Both malignant and non-malignant indications for implant affected 
–  Textured > non-textured (probable) 
–  Saline and silicone (unknown) 

•  Consistently CD30pos, Alk neg, TCRpos 

•  Two types: 
–  Mass associated/Tissue: poorer prognosis – more aggressive therapy 
–  Non-Mass associated = Effusion-associated 

-  E-A is not perfect term as often mass/tissue lesions also have effusion 
-  Also called seroma-associated 
-  Relatively indolent 
-  What is the best Rx? – Capsulectomy  (+/- radiotherapy) 
-  Similar to primary cutaneous ALCL (Alk neg, indolent, observe, respond to 

MTX?) 
-  Cell line and xenograft model – hopefully give insight 



THANK YOU! 


