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6-Month Response in More Advanced Patients 

DC BeadTM demonstrated statistically significant advantage in advanced patients 

Objective Response (p=0.038) and Disease Control (p=0.026) 

p < 0.05 



Doxorubicin-Related Side Effects 

p=0.0001 There is a highly 

significant 

(p<0.01) 

reduction in drug 

related toxicity 

with DC Bead 



CLINICAL FEATURES OF PATIENTS 

BCLC B :(n= 135) 
BCLC A : (n= 38) 

Multiinstitutional study 
Multidisciplinary group : hepatologist, liver surgeon, interventional radiologist 



ELIGIBILITY 
• BCLC B  

• BCLC A not amenable to curative 
treatments (RFA, surgery) 

• function :bilirubin < 3mg/dl, AST, ALT < 270 
IU/l 

• chemo-naive  

• previous treatment with local ablation or 
surgery was not criteria for exclusion 

 

• arteriovenous shunts, thrombus within 
main portal vein 

• extrahepatic disease  

 

exclusion 



TREATMENT PROTOCOL 

BASELINE  
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CEUS 

MRI 
CEUS 
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CT or MRI 
CEUS 

CT or MRI 
CEUS 

CT or MRI 

2mo 

2mo 

3mo 

CT or MRI 

RECURRENCE 
EMBO 

+ 
CEUS 



FOLLOW UP AND ADDITIONAL 
TREATMENTS 

 
• additional embolizations (embolization on demand):  consistently DEB-DOX / 

interval between sessions were recorded 

 

• additional RFA or MW when suitable/number recorded  

 

• antiangiogenesis treatment at some point during the course of f-u: sorafenib 
400mg x2  

 

• Sorafenib indications in this population:  
– development of multiple new lesions or diffuse disease 

– need to re-embolize more frequently than 4 months (after the initial 3 scheduled sessions) 

– inability to perform DEB-DOX due to progression to BCLC C or D disease or liver functional 
impairment 

 

 

  

 

assessed as 
variables in the 

statistical analysis 

Follow up period ranged between 2-68 months i.e. until time of death or time of the analysis  



Embolization procedure 

 
• Embolization : as selectively as possible   (microcatheters  2.7 or 2.4 F (Progreat, Terumo).  

 
– for lesions>6cm : of 100-300µm and/or 300-500µm 
– for lesions ≤ 6cm : 100-300μm ONLY 

 
•  Bead loading : at 37.5mg of doxorubicin per ml of reconstituted beads (max 150mg per 

patient): much less in multi- repeat -embo 
 

• Contrast mixture: per vial  of reconstituted beads + diluted in 15 ml of contrast 
 

•  Endpoint of embolization : obliteration of neovascularity (assessed at angiography)  / 
administration of complete dose 

•   
• Relatively avascular tumors- or repeat post many DEB-DOX: intraarterial/ intraprocedural  

CEUS   



LOCAL RESPONSE (EASL)  
PER   SCHEDULED   SESSION 

RESULTS  

 
Mean AFP levels : 1725±4692 ng/ml  

 

137 had hypervascular lesions at angiography at baseline (79.2%)  

 

mean number of embolizations was 5.6 (1-9) 

 

44 received local ablation of a local recurrence (if accessible) or a new lesion (mean number of ablations in the 44 patients: 1.4; 

range 1-3) 

 

sorafenib was given in 51 patients as an adjunct to DEB-DOX or eventually as a sole treatment.  

Malagari et al submitted 
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FINOS DC Bead 

3MoPOST  

baseline 

6MoPOST  



CR 

 

PRE embolization    POST 3rd 
embolization 



POST 2nd EMBO    POST 3rd EMBO 
 





COMPLICATIONS 

• Thirty day mortality :1.2% 
•  Complications:  

– abscess (2.9%) 
– irreversible liver failure (1.7%) 
– transient liver decompensation (4.6%) 
– cholecystitis (5.8%) 
– pleural effusion (0.6%) 
– post embolization syndrome (73.9%) 

 
•  Grade 5 :2.3%  
•  Grade 4: 1.2%  
• Grade 3 : abscess formation (2.9%), and pleural effusion (4%) 

 

National Cancer Institute Common Terminology Criteria for Adverse Events (version 3.0) 



SURVIVAL 

Mean overall survival : 43.8 months (1.2-64.8) 

    48.7 months for Child A  

    36.7 months for Child B 

 

Twenty seven patients were alive at the time of the analysis. 

Malagari et al submitted 



log-rank test: p=0.029 

Malagari et al submitted 
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One dominant lesion  vs  multifocal  : (log-rank test: p<0.0001) 
One dominant  > 5  vs  ≤5 cm :   (log-rank test: p=0.041)
  

One dominant  lesion   vs  multifocal  : (log-rank test: p<0.0001) 
One dominant  > 5  vs  ≤5 cm :   (log-rank test: p=0.86)
  

Malagari et al submitted 
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p<0.001 

Malagari et al submitted 
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SURVIVAL 

REPORT OF 5-YR SURVIVAL 
SMALL DIAMETERS OF BEADS 

Marelli et al :                          71±18%       48±16%                         34±13%      14±10% 
Lo et al mean :        57%      31%               26%                               7cm (42.5% solitary) / mdn :4.7 courses 

Llovet et :        82%             63%               29                                              4.9cm  (solitary : 32% ; Child class A :in 77.5%) 

Molinari et al :      76.6%           55.5%            50%                                                 6.8±3.2 cm i/only Child class A 

Suilleabha et al:       8%                         9cm  ; 81% Child A survival  

Saccheri et al :      39% Child A   (≤5 in 38%; >5 in 16% and multiple in 36%) 

      8%  Child B 

Takayasu et al :        82%                                  47%                        26%                  16% (7 yrs)  class A :51% ; ≤5cm in 75% 

Hatanaka et al :      26% 
Ikeda et al :       25% 
 
Lencioni et al :      100%                                 76%                                     51%           Child class A, lesions ≤5cm 

     89%                                    46%                                    31%           Child class B, lesions ≤5cm  

Malagari et al submitted 



CONCLUSIONS 

 
• a) reports high survival rates achieved with sequential 

sessions of DEB-DOX in HCC patients not amenable to 
curative treatments 
 
 

• b)shows that DEB-DOX  cannot be classified among the 
curative treatments such as RFA and surgery even for 
single lesions ≤5cm. However if these patients are not 
suitable for local ablation DEB-DOX achieves the next 
best results 

http://www.cirse.org/index.php?pid=568

