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 Patient Total MNC 

(x10^6) 

Viability 

(%) 

Viable MNC 

(x10^6) 

Volume 

(ml) 

EC08D01 975 97 945.75 150 

EC08D02 990 98 970.2 150 

ECO8D08 1100 94 1034 50 

EC08D11 2006.4 97 1946.208 44 

ECD08D13 2229.5 98 2184.91 35 
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Parameters Group Mean SD Min Max 
Lost 

Values 

p- 

value 

Age (years) 

Study 59.67 6.68 49 67 0 

0.803 

Control 58.00 14.62 34 75 0 

BMI 

Study 24.07 3.74 20.8 31.3 0 

0.971 

Control 24.00 2.77 21.1 28.7 0 

Glucose (mg/dl) 

Study 111.00 30.32 80 162 0 

0.549 

Control 100.71 29.51 81 162 0 

Creatinine(mg/dl) 

Study 0.80 0.15 0.65 1.06 0 

0.769 

Control 0.83 0.25 0.48 1.29 0 

Total Cholesterol (mg/dl) 

Study 231.00 45.42 186 300 1 

0.172 

Control 182.17 60.47 102 284 1 

Triglycerides (mg/dl) 

Study 100.20 39.86 163 107 1 

0.488 

Control 137.17 107.4 45 327 1 

Ultra-sensitive CRP (mg/l) 

Study 1.77 1.49 0.50 3.30 2 

0.080 

Control 21.90 19.29 2.60 53.90 2 

Total Proteins (g/dl) 

Study 7.32 0.63 6.50 8.00 1 

0.535 

Control 7.03 0.86 5.70 8.30 0 

Albumin (mg/dl) 

Study 4.07 0.42 3.60 4.40 3 

0.154 

Control 3.46 0.55 2.50 3.80 2 

Sodium (mEq/l) 

Study 140.50 3.56 137 145 0 

0.327 

Control 138.83 1.72 137 142 1 

Potassium (mEq/l) 

Study 4.79 0.64 4.00 5.83 0 

0.094 

Control 4.18 0.48 3.60 4.70 1 

AST (UI/l) 

Study 66.66 72.95 17 195 1 

0.708 

Control 51.67 55.53 15 160 1 
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Parameters Group Mean SD Min Max 
Lost 

Values 

p- 

value 

ALT (UI/l) 

Study 54.00 53.92 11 161 0 

0.512 

Control 85.00 99.92 11 282 0 

Alkaline phosphatase (UI/l) 

Study 244.00 204.83 71 537 2 

0.942 

Control 258.75 331.12 62 751 3 

GGT (UI/l) 

Study 203.20 206.69 39 552 1 

0.831 

Control 242.17 345.53 19 889 1 

Total Bilirubin (mg/dl) 

Study 0.98 0.49 0.38 1.71 0 

0.532 

Control 0.77 0.69 0.32 2.24 0 

Heart rate 

Study 84.17 4.12 80 92 0 

< 0.001 

Control 70.80 2.77 68 75 0 

 

Group Patient 
Total 

THV (cc) 

Residual RHV 

(cc) 
Ratio RHV/THV (%) 

Control 

EC08D03 2176 555 25.51 

EC08D05 2356 1592 67.57 

EC08D06 1131 381 33.69 

EC08D07 1619 584 36.07 

EC08D10 1404 515 36.68 

EC08D12 1293 291 22.51 

Mean (± SD) 1663.17 (±496.46) 653.00 (±473.32) 37 (±16) 

Study 

EC08D01 1229 566 46.05 

EC08D02 948 769 81.12 

EC08D08 1145 445 38.86 

FIRMADO POR GONZALO BALBONTIN CASILLAS 04/01/2022 PÁGINA 19/33

VERIFICACIÓN UUM32T49J4HN5XPCCJJL3KTH6SQPDH  https://ws050.juntadeandalucia.es/verificarFirma/

 https://ws050.juntadeandalucia.es/verificarFirma/code/UUM32T49J4HN5XPCCJJL3KTH6SQPDH


Es
 c

op
ia

 a
ut

Ã©
nt

ic
a 

de
 d

oc
um

en
to

 e
le

ct
rÃ

³n
ic

o

 

EC08D11 1846 361 19.56 

EC08D13 2201 807 36.67 

Mean (± SD) 1473.80 (±527.22) 589.60 (±195.69) 44 (±23) 

 

Randomisation Group Patient 
Segments 

I II III IV V VI VII VIII 

Study 

EC08D01 
 

EC08D02 
 

EC08D04 
 

EC08D08 
 

EC08D11 
 

EC08D13 
 

Control 

EC08D03 
 

EC08D05 
 

EC08D06 
 

EC08D07 
 

EC08D09* 
 

EC08D10 
 

EC08D12 
 

Note: Healthy segments are highlighted in green and affected ones in red. *excluded due to disease progression 
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Group Patient 
Post-embolization Post-hepatectomy 

THV (cc) RHV (cc) THV = RHV (cc) 

Control 

EC08D03 1525 575 976 

EC08D05 2143 1591 1664 

EC08D06 1186 493 913 

EC08D07 1477 525 1242 

EC08D10 1463 648 906 

EC08D12 1164 354 - 

Mean (± SD) 1493 (±354.17) 697.67 (±448.41) 1140.2 (±323.33) 

Study 

EC08D01 1228 591 - 

EC08D02 1077 920 1099 

EC08D08 1157 688 - 

EC08D11 1368 393 1152 

EC08D13 3164 1032 886 

Mean (± SD) 1207.5 (±123.50) 724.8 (±255.84) 1045.67(±140.79) 
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Group Patient code Adverse Event TP Term TP Code SOC Term SOC 

code 

Control 

EC08D03 

Chest pain Chest pain 10008479 Heart disorders 10007541 

Severe anemia Anemia 10002034 Blood and 

lymphatic 

system 

disorders 

10005329 

Hemoperitoneum Peritoneal 

hemorrhage 

10034666 Gastrointestinal 

disorders 

10017947 

Asthenia Asthenia 10003549 General 

disorders and 

alterations at 

administration 

place  

10018065 

Toxicity in hand Skin toxicity  10059516 Skin and 

subcutaneous 

tissue disorders 

10040785 

Anorexia Decreased appetite  10061428 Nutrition and 

metabolism 

disorders 

10027433 

Neutropenia Neutropenia 10029354 Blood and 

lymphatic 

system 

disorders 

10005329 

EC08D05 Thyroid cysts Cysts of thyroids  10043706 Endocrine 

disorders 

10014698 

Dilated Ischemic myocardiopathy Congestive 

Cardiomyopathy  

10056370 Heart disorders 10007541 

EC08D06 

Diarrhea  Diarrhea 10012735 Gastrointestinal 

disorders 

10017947 

Mucositis Inflammation of 

mucous 

10028116 General 

disorders and 

alterations at 

administration 

place 

10018065 

Alopecia Alopecia 10001760 Skin and 

subcutaneous 

tissue disorders 

10040785 

Insomnia Insomnia 10022437 Psychiatric 

disorders 

10037175 

Skin hyperpigmentation Skin 

hyperpigmentation 

10040865 Skin and 

subcutaneous 

tissue disorders 

10040785 

Facial contusion by fall Contusion 10050584 Traumatic 

injuries, 

poisoning and 

therapeutic 

procedures 

complications  

10022117 

Hematuria Hematuria 10018867 Kidney and 

urinary 

disorders 

10038359 

Asthenia Asthenia 10003549 General 

disorders and 

alterations at 

administration 

place 

10018065 

Nauseas Nauseas 10028813 Gastrointestinal 

disorders 

10017947 

Neutropenia  Neutropenia 10029354 Blood and 

lymphatic 

system 

disorders 

10005329 

EC08D07 

Agitation y disorientation Agitation  10001497 Psychiatric 

disorders 

10037175 

 Disorientation 10013395 Psychiatric 

disorders 

10037175 

High Blood Pressure High Pressure 10020772 Vascular 

disorders 

10047065 

GPT increase High alanine 

aminotransferase 

10001551 Complementary 

examinations 

10022891 

Ascites Ascites 10003445 Gastrointestinal 

disorders 

10017947 

Hypoproteinemia Hypoproteinemia 10021083 Nutrition and 

metabolism 

disorders 

10027433 

Hypophosphatemia Decreased 

phosphorous in 

blood  

10049471 Complementary 

examinations 

10022891 

Febrile Syndrome Pyrexia 10037660 General 

disorders and 

alterations at 

administration 

place 

10018065 

Dysuria Dysuria 10013990 Kidney and 

urinary 

disorders 

10038359 

Oedemas on lower limbs Peripheral oedema  10030124 General 

disorders and 

alterations at 

administration 

place 

10018065 

Bradycardia (Iatrogenesis by Diltiazem) Bradycardia 10006093 Heart disorders 10007541 

Anemia Anemia 10002034 Blood and 

lymphatic 

system 

disorders 

10005329 

Thrombopenia Thrombocytopenia 10043554 Blood and 

lymphatic 

system 

disorders 

10005329 

EC08D10 

Fever (after embolization) Pyrexia 10037660 General 

disorders and 

alterations at 

administration 

place 

10018065 

Intra-abdominal biliary collection  Allocated 

collection of intra-

abdominal liquid 

10066768 Gastrointestinal 

disorders 

10017947 

Diarrhea Diarrhea 10012735 Gastrointestinal 

disorders 

10017947 

edema in right leg Peripheral edema 10030124 General 

disorders and 

alterations at 

administration 

place 

10018065 

Right pleural effusion Pleural effusion 10035598 Respiratory, 

thoracic and 

mediastinal 

disorders 

10038738 
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Persistence 

biliary collection 

Collection of intra-

abdominal liquid  

10078659 Gastrointestinal 

disorders 

10017947 

Anemia Anemia 10002034 Blood and 

lymphatic 

system 

disorders 

10005329 

Abdominal pain Abdominal pain 10000081 Gastrointestinal 

disorders 

10017947 

Diarrhea Diarroea 10012735 Gastrointestinal 

disorders 

10017947 

EC08D12 
Low grade fever Pyrexia 10037660 General 

disorders and 

alterations at 

administration 

site 

10018065 

Right Hypochondrium pain Pain in the upper 

abdomen 

10000087 Gastrointestinal 

disorders 

10017947 

Ascites Ascites 10003445 Gastrointestinal 

disorders 

10017947 

Study 

EC08D01 

Post- surgical hemorrhagic shock hemorrhagic shock 10049771 Vascular 

disorders 

10047065 

Neutropenia Neutropenia 10029354 Blood and 

lymphatic 

system 

disorders 

10005329 

Leukocytosis and Neutrophilia Leukocytosis  10024378 Blood and 

lymphatic 

system 

disorders 

10005329 

 Neutrophilia 10029379 Blood and 

lymphatic 

system 

disorders 

10005329 

EC08D08 

Hypochondrial Pain Pain in the upper 

abdomen 

10000087 Gastrointestinal 

disorders 

10017947 

Right hemithorax pain Chest pain 10008479 General 

disorders and 

alterations at 

administration 

place 

10018065 

Vomits Vomits 10047700 Gastrointestinal 

disorders 

10017947 

Vomits Vomits 10047700 Gastrointestinal 

disorders 

10017947 

Epigastric pain Pain in the upper 

abdomen 

10000087 Gastrointestinal 

disorders 

10017947 

Cardial Hypotonia Failure of  

gastroesophageal 

Sphincter  

10062879 Gastrointestinal 

disorders 

10017947 

EC08D11 

Pruritus Pruritus 10037087 Skin and 

subcutaneous 

tissue disorders 

10040785 

Post-surgical pain Pain associated 

with therapeutic 

procedures  

10064882 Traumatic 

injuries, 

poisoning and 

therapeutic 

procedures 

complications 

10022117 

Subphrenic collection Allocated 

collection of intra-

abdominal liquid 

10066768 Gastrointestinal 

disorders 

10017947 

Leukocytosis  Leukocytosis  10024378 Blood and 

lymphatic 

system 

disorders 

10005329 

Leukocytosis  Leukocytosis  10024378 Blood and 

lymphatic 

system 

disorders 

10005329 

Bilateral pleural effusion Pleural effusion 10035598 Respiratory, 

thoracic and 

mediastinal 

disorders 

10038738 

Hemodynamic instability Hemodynamic 

instability 

10052076 Vascular 

disorders 

10047065 

Anemia Anemia 10002034 Blood and 

lymphatic 

system 

disorders 

10005329 

EC08D13 

Vomits Vomits 10047700 Gastrointestinal 

disorders 

10017947 

Abdominal pain Abdominal pain 10000081 Gastrointestinal 

disorders 

10017947 

Cephaleas Cephalea 10019211 Nervous system 

disorders 

10029205 

Right hemithorax pain Chest pain 10008479 General 

disorders and 

alterations at 

administration 

place 

10018065 

Sinus tachycardia Sinus tachycardia 10040752 Heart disorders 10007541 

Right subphrenic collection Allocated 

collection of intra-

abdominal liquid 

10066768 Gastrointestinal 

disorders 

10017947 

Hyperdefecation Frequent bowel 

movements 

10017367 Gastrointestinal 

disorders 

10017947 

Skin reaction associated to sorafenib Skin reaction  10040914 Skin and 

subcutaneous 

tissue disorders 

10040785 

Recurrent hepatocarcinoma Recurrent liver 

cancer 

10073070 Benign, 

malignant and 

uncertain 

neoplasms 

(cysts and 

polyps incl.) 

10029104 

Portal Thrombosis Thrombosis of 

porta vein 

10036206 Hepatobiliary 

disorders 

10019805 

Asthenia Asthenia 10003549 General 

disorders and 

alterations at 

administration 

place 

10018065 

Anorexia Decreased appetite 10061428 Nutrition and 

metabolism 

disorders 

10027433 

Encephalopathy (Degree i) Encephalopathy  10014625 Nervous system 

disorders 

10029205 
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Petechias on thighs Petechias 10034754 Skin and 

subcutaneous 

tissue disorders 

10040785 

Pulmonary thromboembolism Pulmonary 

embolism 

10037377 Respiratory, 

thoracic and 

mediastinal 

disorders 

10038738 

Diarrheas Diarrhea 10012735 Gastrointestinal 

disorders 

10017947 

Ascites Ascites 10003445 Gastrointestinal 

disorders 

10017947 

Anemia Anemia 10002034 Blood and 

lymphatic 

system 

disorders 

10005329 

Right Hypochondrium pain Pain in the upper 

abdomen 

10000087 Gastrointestinal 

disorders 

10017947 

Thrombopenia Thrombocytopenia 10043554 Blood and 

lymphatic 

system 

disorders 

10005329 

Anemia Anemia 10002034 Blood and 

lymphatic 

system 

disorders 

10005329 

Hemorrhoidal rectorrhagia Hemorrhoidal 

rectorrhagia 

10054787 Gastrointestinal 

disorders 

10017947 
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