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Criterion 1: Histologically 
confirmed HCC 

Eligibility and 
Entry Criteria 

Subject did not meet 
inclusion criterion 1. 

PDEV01 Section 
5.3.1 

Medical review required 

Criterion 2: Child Pugh 
Class A liver function score 

Eligibility and 
Entry Criteria 

Subject did not meet 
inclusion criterion 2. 

PDEV02 Section 
5.3.1 

Medical review required 

Criterion 3: MET+ Status Eligibility and 
Entry Criteria 

Subject did not meet 
inclusion criterion 3. 

PDEV03 Section 
5.3.1 

Medical review required 

Criterion 4: Availability of a 
pretreatment tumor biopsy 

Eligibility and 
Entry Criteria 

Subject did not meet 
inclusion criterion 4. 

PDEV04 Section 
5.3.1 

Medical review required 

Criterion 5: Male or female, 
18 years of age or older 

Eligibility and 
Entry Criteria 

Subject did not meet 
inclusion criterion 5. 

PDEV05 Section 
5.3.1 

Medical review required 

Criterion 6: Measureable 
disease in accordance with 
RECIST Version 1.1 

Eligibility and 
Entry Criteria 

Subject did not meet 
inclusion criterion 6. 

PDEV06 Section 
5.3.1 

Medical review required 
 

Criterion 7: ECOG PS of 0 
or 1 

Eligibility and 
Entry Criteria 

Subject did not meet 
inclusion criterion 7. 

PDEV07 Section 
5.3.1 

Medical review required 

Criterion 8: Previously 
treated with sorafenib for 
>= 4 weeks and 
discontinued at least 14 
days prior to Day 1 due to 
either intolerance or 
radiographic progression 

Inclusion/Exc
lusion criteria 

Subject did not meet 
inclusion criterion 8. 

PDEV08 Section 
5.3.1 

Medical review required 

Criterion 9: Signed and 
dated informed consent 

Inclusion/Exc
lusion criteria 

Subject did not meet 
inclusion criterion 9. 

PDEV09 Section 
5.3.1 

Medical review required 

 

Criterion 1: Prior systemic 
anticancer treatment for 
advanced HCC (except for 
sorafenib) 

Eligibility and 
Entry Criteria 

Subject met 
exclusion criterion 1 

PDEV10 Section 
5.3.2 

Medical review required 
 

Criterion 2: Prior treatment 
with any agent targeting the 
HGF/c-Met pathway 

Eligibility and 
Entry Criteria 

Subject met 
exclusion criterion 2 

PDEV11 Section 
5.3.2 

Medical review required 
 

Criterion 3: Local-regional 
therapy within 4 weeks 
before Day 1 
 

Eligibility and 
Entry Criteria 

Subject met 
exclusion criterion 3 

PDEV12 Section 
5.3.2 

Medical review required 
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Criterion 4: Laboratory 
Index at Baseline:  

 Hemoglobin  8.5 
g/dl; 

 Neutrophils < 1.5 x 
109/L; 

 Platelets < 60 x 
109/L; 

 Total bilirubin > 3 
mg/dl; 

 AST or ALT > 5 x 
upper limit of normal 
(ULN); 

 Serum creatinine  
1.5 x ULN; 

 Calculated 
creatinine clearance 
< 60 ml/min 
according to the 
Cockcroft-Gault 
formula; 

 International 
normalized ratio 
(INR) > 2.3; 

Eligibility and 
Entry Criteria 

Subject met 
exclusion criterion 4 

PDEV13 Section 
5.3.2 

Medical review required 

Criterion 5: Past or current 
history of neoplasm other 
than HCC 

Eligibility and 
Entry Criteria 

Subject met 
exclusion criterion 5 

PDEV14 Section 
5.3.2 

Medical review required 
 

Criterion 6: Known central 
nervous system or brain 
metastasis (either 
symptomatic or untreated) 

Eligibility and 
Entry Criteria 

Subject met 
exclusion criterion 6 

PDEV15 Section 
5.3.2 

Medical review required 
 

Criterion 7: Medical history 
of conditions that may 
hamper compliance and/or 
absorption of tested 
products 

Eligibility and 
Entry Criteria 

Subject met 
exclusion criterion 7 

PDEV16 Section 
5.3.2 

Medical review required 

Criterion 8: Clinically 
significant gastrointestinal 
bleeding within 4 weeks 
before trial entry 

Eligibility and 
Entry Criteria 

Subject met 
exclusion criterion 8 

PDEV17 Section 
5.3.2 

Medical review required 

Criterion 9: Peripheral 
neuropathy Grade >= 2 

Eligibility and 
Entry Criteria 

Subject met 
exclusion criterion 9 

PDEV18 Section 
5.3.2 

Medical review required 

Criterion 10: Impaired 
cardiac function 

Eligibility and 
Entry Criteria 

Subject met 
exclusion criterion 10 

PDEV19 Section 
5.3.2 

Medical review required 

Criterion 11: Uncontrolled 
hypertension by standard 
medication 

Eligibility and 
Entry Criteria 

Subject met 
exclusion criterion 11 

PDEV20 Section 
5.3.2 

Medical review required 
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Criterion 12: Known human 
immunodeficiency virus 

Eligibility and 
Entry Criteria 

Subject met 
exclusion criterion 12 

PDEV21 Section 
5.3.2 

Medical review required 

Criterion 13: Known or 
suspected drug 
hypersensitivity to any 
ingredients of 
MSC2156119J 

Eligibility and 
Entry Criteria 

Subject met 
exclusion criterion 13 

PDEV22 Section 
5.3.2 

Medical review required 

Criterion 14: Female 
subjects must have  
negative pregnancy test 
prior to enrollment 

Eligibility and 
Entry Criteria 

Subject met 
exclusion criterion 14 

PDEV23 Section 
5.3.2 

Medical review required 

Criterion 15: Concurrent 
treatment with non-
permitted drug 

Eligibility and 
Entry Criteria 

Subject met 
exclusion criterion 15 

PDEV24 Section 
5.3.2 

Medical review required 

Criterion 16: Substance 
abuse, chronic medical or 
psychiatric condition or 
laboratory abnormalities 
that increase risk 
associated with trial 
participation 

Eligibility and 
Entry Criteria 

Subject met 
exclusion criterion 16 

PDEV25 Section 
5.3.2 

Medical review required 

Criterion 17: Prior treatment 
with MSC2156119J or other 
c-Met inhibitors 

Eligibility and 
Entry Criteria 

Subject met 
exclusion criterion 17 

PDEV26 Section 
5.3.2 

Medical review required 

Criterion 18: Participation in 
another interventional 
clinical trial within 28 days 
prior to Day 1 

Eligibility and 
Entry Criteria 

Subject met 
exclusion criterion 18 

PDEV27 Section 
5.3.2 

Medical review required 

Criterion 19: Previous 
anticancer treatment-
related toxicities not 
recovered to Grade 0-1 or 
baseline 

Eligibility and 
Entry Criteria 

Subject met 
exclusion criterion 19 

PDEV28 Section 
5.3.2 

Medical review required 
 

Criterion 20: History of liver 
transplant 

Eligibility and 
Entry Criteria 

Subject met 
exclusion criterion 20 

PDEV29 Section 
5.3.2 

Medical review required 
 

Criterion 21: Active or 
uncontrolled infections 
except chronic HBV, 
chronic HCV, or both 

Eligibility and 
Entry Criteria 

Subject met 
exclusion criterion 21 

PDEV30 Section 
5.3.2 

Medical review required 
 

Criterion 22: Concurrent 
medical condition or 
disease that compromises 
trial conduct 

Eligibility and 
Entry Criteria 

Subject met 
exclusion criterion 22 

PDEV31 Section 
5.3.2 

Medical review required 
 

Non-permitted concomitant 
medication during the study 

Prohibited 
Medications 

Subjects that took 
non permitted 
medications and 
were not withdrawn  

PDEV32 Section 
6.5.2 

Medical review required 
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Subjects that developed 
withdrawal criteria while on 
the study but were not 
withdrawn 

Other criteria  Subjects that 
became pregnant 
during the study and 
were not withdrawn 

PDEV33 Section 
5.5.1 

Medical review required 

Subjects that developed 
withdrawal criteria while on 
the study but were not 
withdrawn 
 

Other criteria Subjects that had 
QTc > 500  msec or 
change of QTc from 
baseline > 60 msec 
and were not 
withdrawn 

PDEV34 Section 
5.5.1 

Programmed to check if 
QTc > 500 msec or 
change from baseline > 
60 msec 

Subjects that developed 
withdrawal criteria while on 
the study but were not 
withdrawn 

Other criteria Subjects that were 
not compliant with 
administration of 
MSC2156119J and 
were not withdrawn 

PDEV35 Section 
5.5.1 

Medical review required 

Subjects that developed 
withdrawal criteria while on 
the study but were not 
withdrawn 

Other criteria Subjects with 
documented 
progression of 
disease that were not 
withdrawn 

PDEV36 Section 
5.5.1 

Medical review required 
 

Subjects that developed 
withdrawal criteria while on 
the study but were not 
withdrawn 

Other criteria Subjects that initiated 
other anticancer 
treatment and were 
not withdrawn 

PDEV37 Section 
5.5.1 

Medical review required. 
 

Subjects dosing error  Study 
Medication 

Subject had dosing 
error. 

PDEV38 Section 
6.2 

List if relative dose 
intensity over or equal to 
110% or less than or 
equal to 90%.  

Any other protocol deviation 
which is deemed to be 
significant but has not been 
pre-specified in this table 
 
For Clinically Important PD 

Any Any PDEV98 NA Medical review required 
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