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Sponsor 
Novartis Pharmaceuticals 

Generic Drug Name 
Spartalizumab (PDR001), panobinostat (LBH589), everolimus (RAD001), HDM201, QBM076 and LCL161 

Trial Indication(s) 
Colorectal cancer (CRC), non-small cell lung cancer (NSCLC), triple-negative breast cancer (TNBC), renal cell carcinoma 
(RCC) 

Protocol Number 
CPDR001X2102 

Protocol Title 
Phase Ib, open-label, multi-center study to characterize the safety, tolerability and pharmacodynamics (PD) of PDR001 in 
combination with LCL161, everolimus (RAD001) or panobinostat (LBH589) 

Clinical Trial Phase 
Phase 1 

Phase of Drug Development 
Phase III (spartalizumab), phase IV (panobinostat), phase IV (everolimus), phase II (HDM201), phase II (QBM076) and 
phase II (LCL161) 

Study Start/End Dates   
Study Start Date: October 2016 (Actual) 
Primary Completion Date: February 2022 (Actual) 
Study Completion Date: February 2022 (Actual) 
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Study Design/Methodology 
This was a phase Ib, multi-center, open-label study of PDR001 in combination with: 

 LCL161, everolimus, panobinostat or QBM076 in patients with advanced/metastatic colorectal cancer (CRC), triple-negative breast 
cancer (TNBC) or non-small cell lung cancer (NSCLC) 

 HDM201 in patients with TP53 wildtype microsatellite stable colorectal cancer (MSS-CRC) or renal cell carcinoma (RCC) 

The study was comprised of a dose escalation part followed by a dose expansion part. 

During the dose escalation part of the study, patients were treated with a fixed dose of PDR001, administered intravenously (i.v.), in 
combination with one of the combination partners, to determine safety, tolerability and the maximum tolerated dose/recommended 
dose for expansion (MTD/RDE). Dose escalation and determination of the MTD/RDE was guided by a Bayesian Logistic Regression 
Model (BLRM) with Escalation With Overdose Control (EWOC) criteria. Enrollment to the treatment groups PDR001+panobinostat and 
PDR001+QBM076 was closed during the dose escalation phase. 

Once the MTD/RDE had been declared for a combination therapy, the respective dose expansion part could begin. The main objective 
of each expansion part was to further assess the safety and tolerability of any study treatment at the MTD/RDE. There was dose 
expansion phase for the following combination treatments: PDR001+everolimus, PDR001+HDM201 and PDR001+LCL161. The dose 
expansion phase for PDR001+panobinostat and PDR001+QBM076 was not initiated. 

All patients enrolled in escalation part and expansion part were able to participate in the following study periods: 

Molecular prescreening period (for PDR001+HDM201 only) 

Potential eligible patients had to have documented confirmation of a tumor sample as TP53 wild type by DNA sequence analysis before 
them could be considered for full screening. 

Screening period 

Screening evaluations were performed within 21 days prior to the first dose of study treatment. 

Treatment period 1 

Treatment period 1 began on Cycle 1 Day 1. Study treatment during treatment period 1 was administered for six cycles of therapy 
unless the patient experienced unacceptable toxicity, had clinical evidence of disease progression and/or study treatment was 
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discontinued at the discretion of the investigator or the patient. Patients who had radiological evidence of disease progression but had 
evidence of clinical benefit were able to continue study treatment to complete six cycles. 

Treatment interruption period 

Once a patient had completed cycle 6 (treatment period 1), study treatment was interrupted and the patient entered the study treatment 
interruption period. Patients continued study visits as defined in the study protocol. Patients in the interruption period were able to 
resume study treatment following a discussion with the investigator. If they chose not to resume they were discontinued at the time of 
end of study. 

Treatment period 2 

Patients should resume study treatment at the same dose and schedule they were receiving at the time of their treatment interruption. 
For combination treatments that had been evaluated and did not offer clinical benefit beyond that expected for PD-1 blockade alone, 
or if an investigational agent was no longer available, patients could be treated with single agent PDR001. 

All patients had to have a tumor assessment prior to resuming study treatment; this tumor assessment was used as treatment period 
2 baseline. Following the completion of two cycles of study treatment, if a patient had not experienced any > grade 2 study treatment-
related toxicities, he/she could continue on study under a reduced schedule of assessments per the institutions standard of care or 
every three months, whichever was more frequent. Patients who had radiological evidence of disease progression during treatment 
period 2 and had evidence of clinical benefit could continue study treatment. 

Safety follow up period 

All patients were followed for safety evaluations for 150 days following permanent discontinuation of PDR001.  

Disease progression follow up 

Patients who permanently discontinued study treatment within the treatment period 1 or treatment interruption period for any reason 
other than clinical or radiological disease progression, withdrawal of consent, lost to follow-up or death, were followed up for progression 
of disease or until initiation of subsequent anti-cancer therapy.  
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Centers 
25 centers in 7 countries/regions: Netherlands(4), Taiwan(1), Spain(3), Korea, Republic of(2), United States(9), United 
Kingdom(3), Germany(3) 

Objectives: 
The primary objective of the trial was to characterize the safety and tolerability of PDR001 in combination with LCL161, 
RAD001, LBH589, HDM201 or QBM076 and to identify recommended doses and schedules for future studies. 

The secondary objectives were: 

 To further characterize the safety of PDR001 in combination with LBH589 

 To estimate the anti-tumor activity of PDR001 in combination with LCL161, RAD001, LBH589, HDM201 or QBM076 

 To characterize the pharmacokinetics of all study drugs 

 To assess immunogenicity of PDR001 

Based on the primary and secondary objectives, the following endpoints were assessed: 

Endpoint Description 
Primary: Number of participants with Adverse 
Events (AEs) and Serious Adverse Events 
(SAEs) during the on-treatment period 

Number of participants with AEs and SAEs, including changes from 
baseline in vital signs, electrocardiograms and laboratory results 
qualifying and reported as AEs.  
The on-treatment period is defined as the period from day of first dose 
of study treatment to 30 days after last dose of any study medication. 
Grades to characterize the severity of the biochemistry abnormalities 
were based on the Common Terminology Criteria for Adverse Events 
(CTCAE) version 4.03. For CTCAE, Grade 1 = mild; Grade 2 = 
moderate; Grade 3 = severe; Grade 4 = life threatening; Grade 5 
(death) was not used in this study. 



 

   
 
Clinical Trial Results Website 
 

Page 5 
 

Primary: Number of participants with shifts from 
baseline to the worst post-baseline hematology 
abnormalities based on CTC grades 

Common toxicity criteria (CTC) grades to characterize the severity of 
the hematology abnormalities were based on the Common 
Terminology Criteria for Adverse Events (CTCAE) version 4.03. For 
CTCAE, Grade 1 = mild; Grade 2 = moderate; Grade 3 = severe; 
Grade 4 = life threatening. Grade 5 (death) was not used. 
The number of participants in each category is reported in the table 
with results. 'All grades' represents participants with any grade 1, 2, 3 
or 4 post-baseline. 

Primary: Number of participants with shifts from 
baseline to the worst post-baseline biochemistry 
abnormalities based on CTC grades 

Common toxicity criteria (CTC) grades to characterize the severity of 
the biochemistry abnormalities were based on the Common 
Terminology Criteria for Adverse Events (CTCAE) version 4.03. For 
CTCAE, Grade 1 = mild; Grade 2 = moderate; Grade 3 = severe; 
Grade 4 = life threatening. Grade 5 (death) was not used. 
The number of participants in each category is reported in the table 
with results. 'All grades' represents participants with any grade 1, 2, 3 
or 4 post-baseline. 

Primary: Number of participants with notable 
changes from baseline in vital sign values 

Vital sign parameters collected were systolic and diastolic blood 
pressure (mmHg), pulse rate (beats per minute), body temperature 
(°C), and weight (kg). Vital sign values considered notably abnormal 
were defined as follows: 
 Systolic blood pressure [mmHg]: >=180 mmHg with increase from 

baseline of >=20 mmHg /<=90 mmHg with decrease from 
baseline of >=20 mmHg 

 Diastolic blood pressure [mmHg]: >=105 mmHg with increase 
from baseline of >=15 mmHg /<=50 mmHg with decrease from 
baseline of >=15 mmHg 

 Pulse rate [bpm]: >=100 bpm with increase from baseline of >25% 
bpm /<=50 bpm with decrease from baseline of >25% bpm 

 Body temperature [°C]: >=39.1 
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 Weight [kg]: >=10% decrease/increase from baseline 
The number of participants in each category is reported in the table 
with results. 

Primary: Number of participants with Dose-
Limiting Toxicities (DLTs) (Dose escalation only) 

A dose-limiting toxicity (DLT) is defined as an adverse event or 
abnormal laboratory value of Common Terminology Criteria for 
Adverse Events (CTCAE) grade ≥ 3 assessed as unrelated to disease, 
disease progression, inter-current illness or concomitant medications 
that occurs within the first 56 days (first 2 cycles) of treatment with 
PDR001 in combination with LCL161, panobinostat, everolimus, 
HDM201 or QBM076 during the dose escalation part of the study. 
Other clinically significant toxicities could be considered to be DLTs, 
even if not CTCAE grade 3 or higher. 

Primary: Number of participants with dose 
reductions or interruptions of PDR001, 
panobinostat, everolimus, HDM201, QBM076 
and LCL161 

Number of participants with dose reductions or interruptions of 
PDR001, panobinostat, everolimus, HDM201, QBM076 and LCL161 
during the overall study period.  
Dose reductions of PDR001 were not permitted. 

Primary: Relative dose intensity of PDR001, 
panobinostat, everolimus, HDM201, QBM076 
and LCL161 

Relative dose intensity of PDR001, panobinostat, everolimus, 
HDM201, QBM076 and LCL161 in each treatment period was 
calculated as actual dose intensity divided by planned dose intensity 
and multiplied by 100. 

Secondary: Number of participants with changes 
from baseline in ECG parameters in the 
combination arm of PDR001 and panobinostat 

Standard 12-lead electrocardiogram (ECG) were performed in 
triplicate on all patients assigned to PDR001 in combination with 
panobinostat. A local cardiologist could be consulted at any time 
during the study at the discretion of the investigator. 
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Secondary: Best Overall Response (BOR) per 
RECIST v1.1 

BOR is defined as the best response recorded from the start of the 
treatment until disease progression/recurrence. BOR was based on 
overall responses over treatment period 1 until disease progression, 
or start of new anti-neoplastic therapy, or discontinuation of study due 
to reasons other than progressive disease (PD), whichever occurs 
earlier assessed locally by the Investigator at each evaluation.  
The assessment criteria was Response Evaluation Criteria In Solid 
Tumors (RECIST) v1.1. Complete Response (CR) and Partial 
Response (PR) were confirmed by repeat assessments that were 
performed not less than four weeks after the criteria for response were 
first met. 

Secondary: Best Overall Response (BOR) per 
irRC 

BOR is defined as the best response recorded from the start of the 
treatment until disease progression/recurrence. BOR was based on 
overall responses over treatment period 1 until disease progression, 
or start of new anti-neoplastic therapy, or discontinuation of study due 
to reasons other than progressive disease (PD), whichever occurs 
earlier assessed locally by the Investigator at each evaluation.  
The assessment criteria was Immune-related Response Criteria 
(irRC). Immune-related Complete Response (irCR) and Immune-
related Partial Response (irPR) were confirmed by repeat 
assessments that were performed not less than four weeks after the 
criteria for response were first met. Additionally, Immune-related 
Progressive Disease (irPD) was confirmed in a similar manner. 

Secondary: Progression-Free Survival (PFS) per 
RECIST v1.1 

PFS is defined as the time from the date of start of treatment to the 
date of the first documented progression or death due to any cause 
over treatment period 1. PFS was estimated using the Kaplan-Meier 
Method. 



 

   
 
Clinical Trial Results Website 
 

Page 8 
 

For the analysis of PFS, subjects without documented disease 
progression or death were censored at the time of last valid tumor 
assessment documenting non-progression (one of CR, PR, or stable 
disease (SD)). Subjects without any valid post baseline tumor 
assessment response (one of CR, PR, SD, or PD) were censored on 
the start date of treatment. Subjects who had a PFS event 
(progression or death) after two or more consecutive missing 
assessments from the last valid tumor assessment were censored on 
the last valid tumor assessment (or on the start date of treatment 
among those without a post baseline tumor assessment). 

Secondary: Progression-Free Survival (PFS) per 
irRC 

PFS is defined as the time from the date of start of treatment to the 
date of the first documented and confirmed progression or death due 
to any cause over treatment period 1. Progressive disease should be 
confirmed by a repeat assessment that should be performed not less 
than 4 weeks after the criteria for progression are first met. The date 
of progression will then be the date of the first of these two 
assessments. For patients without a confirmation assessment, and 
with no subsequent assessments of SD or better, a single assessment 
will be used as date of progression. PFS was estimated using the 
Kaplan-Meier Method. 
For the analysis of PFS, subjects without documented and confirmed 
disease progression or death were censored at the time of last valid 
tumor assessment documenting non-progression (one of irCR, irPR, 
or irSD). Subjects without any valid post baseline tumor assessment 
response (one of irCR, irPR, irSD, or irPD) were censored on the start 
date of treatment. 
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Secondary: Treatment Free Survival (TFS) Treatment Free Survival (TFS) is defined as time from interruption of 
study combination at the completion of six cycles of treatment (=last 
exposure to study treatment in treatment period 1 + 1 day) to date of 
clinical disease progression or disease progression as per irRC and/or 
RECIST 1.1, whichever should trigger the resume of the treatment, or 
date of death due to disease. If a patient had not had an event (PD or 
death due to disease), TFS was censored at the date of the last 
adequate tumor evaluation during the treatment interruption 
(treatment free) period. Treatment free survival is only defined for 
subjects who entered the treatment interruption period. 
TFS was estimated using the Kaplan-Meier Method. 

Secondary: Maximum observed concentration 
(Cmax) of PDR001, panobinostat, everolimus, 
HDM201, QBM076 and LCL161 

Pharmacokinetic (PK) parameters were calculated based on the 
concentrations of PDR001 in serum, everolimus in whole blood and 
panobinostat, HDM201, QBM076 and LCL161 in plasma by using 
non-compartmental methods. Cmax is defined as the maximum 
(peak) observed concentration following a dose. 

Secondary: Time to reach maximum serum 
concentration (Tmax) of PDR001, panobinostat, 
everolimus, HDM201, QBM076 and LCL161 

PK parameters were calculated based on the concentrations of 
PDR001 in serum, everolimus in whole blood and panobinostat, 
HDM201, QBM076 and LCL161 in plasma by using non-
compartmental methods. Tmax is defined as the time to reach 
maximum (peak) serum concentration following a dose. Actual 
recorded sampling times were considered for the calculations. 

Secondary: Area under the serum concentration-
time curve from time zero to the time of the last 
quantifiable concentration (AUClast) of PDR001 

PK parameters were calculated based on PDR001 serum 
concentrations by using non-compartmental methods. The linear 
trapezoidal method was used for AUClast calculation. 

Secondary: Pre-dose trough concentration 
(Ctrough) of PDR001 

PK parameters were calculated based on PDR001 serum 
concentrations by using non-compartmental methods. Ctrough is 
defined as the concentration reached by PDR001 immediately before 
the next dose is administered. 
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Secondary: Number of participants with anti-drug 
antibodies (ADA) against PDR001 

Immunogenicity was evaluated in serum in a validated three-tiered 
assay approach. Samples were screened for potential anti-PDR001 
antibodies and positive screen results were confirmed using a 
confirmatory assay. For confirmed ADA positive samples, titers were 
determined.  
Number of participants with overall prevalence of ADA samples (i.e at 
least one ADA-positive sample) are reported in the table with results. 

Test Product (s), Dose(s), and Mode(s) of Administration 
In this study, the terms "investigational drug" or "study drug" refer to PDR001, panobinostat, everolimus, HDM201, QBM076 
or LCL161 and “study treatment” refers to the combination of PDR001 given at a fixed dose with each of the other five 
combination partners. 

All participants were treated with PDR001 at the recommended phase 2 dose of 400 mg every 4 weeks (Q4W). PDR001 
was given as an intravenous infusion. 

Panobinostat (LBH589) 10 mg was administered orally as a capsule. Two dose regimens were assessed: three times a 
week (TIW) 1 week on/1 week off and TIW 2 weeks on/1 week off. 

Everolimus (RAD001) 5 mg was administered orally as a tablet once per week (QW). 

HDM201 was administered orally as a capsule on Day 1 and Day 8 of every cycle at a dose of 60 mg (recommended dose 
for expansion) and 100 mg. 

QBM076 was administered orally as a capsule twice daily (BID) 2 week on/2 week off at a dose of 75 mg and 150 mg. 

LCL161 was administered orally as a tablet once per week (QW) at a dose of 300 mg, 600 mg and 900 mg. 
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Statistical Methods  
The data were analyzed by Novartis personnel using SAS version 9.4 and higher, and for Bayesian modeling, R version 
3.2.3 and higher and JAGS version 4.0.0. PK parameters were calculated using non-compartmental methods available in 
Phoenix WinNonlin version 6.4. 

Data from participating centers were combined, so that an adequate number of subjects were available for analysis. No 
center effect was assessed. The data were summarized with respect to demographic and baseline characteristics, 
efficacy observations and measurements, safety observations and measurements, and all relevant PK and PD 
measurements using descriptive statistics for quantitative data and contingency tables (frequencies and percentages) for 
qualitative data. 

Treatment group was defined by the dose level and regimen of the study treatment (e.g. PDR001 400mg Q4W + RAD001 
5mg QW is one treatment group). Therefore, a treatment group could consist of more than one cohort. 

Across the dose escalation and expansion parts of the study, subjects in the same disease group (TNBC, NSCLC, RCC 
or CRC) treated at RDE in the same dose combination (dose levels and regimen) were pooled into a single treatment 
disease group. 

Study Population: Key Inclusion/Exclusion Criteria  
Inclusion Criteria: 
- Written informed consent prior to any procedure 
- Patients with advanced/metastatic cancer, with measurable disease as determined by RECIST version 1.1, who have 
progressed despite standard therapy or are intolerant to SOC, or for whom no standard therapy exists. Patients must fit 
into one of the following groups: 
• CRC •NSCLC • TNBC• RCC 
- ECOG ≤ 2 
- Patient must have a site of disease for biopsy, and be a candidate for tumor biopsy according to the institution’s 
guidelines. Patient must be willing to undergo a new tumor biopsy at screening, and again during therapy on this study. 
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- Prior therapy with PD-1/PDL-1 inhibitors is allowed provided any toxicity attributed to prior PD-1- or PD-L1-directed 
therapy did not lead to discontinuation of therapy. 
 
Exclusion Criteria: 
- Presence of symptomatic central nervous system (CNS) metastases, or CNS metastases that require local CNS-
directed therapy within prior 2 weeks. 
- Patients with known hypersensitivity to any of the components of an investigational 
treatment will be excluded from participation in the corresponding arm but are eligible for 
participation in other study arm; Patients that have a history of hypersensitivity to rapamycin derivatives will be 
excluded from participation in the everolimus arm 
- History of or current drug-induced interstitial lung disease or pneumonitis grade ≥2 
- Out of range lab values as defined in protocol 
- Impaired cardiac function or clinically significant cardiac disease 
- Active, known or suspected autoimmune disease 
- Human Immunodeficiency Virus (HIV), or active Hepatitis C (HCV) virus. Escalation: active Hepatitis B (HBV); 
Expansion: Patients with Chronic HBV currently on medication will not be excluded. 
- Impairment of gastrointestinal (GI) function 
- Malignant disease, other than that being treated in this study 
- Systemic anti-cancer therapy within 2 weeks of the first dose of study treatment. For cytotoxic agents that have major 
delayed toxicity and washout period is 6 weeks; prior immunotherapy - washout is 4 weeks 
- Active infection requiring systemic antibiotic therapy. 
- Patients requiring chronic treatment with systemic steroid therapy, other than replacement dose steroids or treatment 
with low, stable dose of steroid (<10 mg/day prednisone or equivalent) for stable CNS metastatic 
disease. 
- Patients receiving systemic treatment with any immunosuppressive medication. 
- Major surgery within 2 weeks of the first dose of study treatment 



 

   
 
Clinical Trial Results Website 
 

Page 13 
 

- Radiotherapy within 2 weeks of the first dose of study drug 
- Participation in an interventional, investigational study within 2 weeks of the first dose of study treatment. 
- Presence of ≥ CTCAE grade 2 toxicity (except alopecia, peripheral neuropathy and ototoxicity, which are excluded if ≥ 
CTCAE grade 3) due to prior therapy. 
- Use of hematopoietic colony stimulating growth factors </= 3 weeks prior to first dose 
 
Additional exclusion criteria for PDR001/LCL161 
- Patients requiring medications metabolized through CYP3A4/5 and have a narrow therapeutic index or medications that 
are CYP3A4 substrates that cause QT prolongation 
- Patients requiring treatment with strong CYP2C8 inhibitors 
 
Additional exclusion criteria for PDR001/Everolimus 
- Patients requiring treatment with moderate CYP3A4 inhibitors 
- Patients requiring treatment with a strong CYP3A4 inhibitor or inducer 
 
Additional exclusion criteria for PDR001/Panobinostat- 
- Patient who received DAC inhibitors 
- Patient needing valproic acid during the study or within 5 days prior to first dose 
- Patients requiring medications that are sensitive CYP2D6 substrates areCYP2D6 
substrates with a narrow therapeutic index or are anti-arrhythmic drugs/drugs with QT-prolongation risks 
- Patients requiring a strong inhibitor or inducer of CYP3A4 
- Clinically significant, uncontrolled heart disease and/or recent cardiac event within 6 months prior to study 
- Unresolved diarrhea ≥ CTCAE grade 2 or a medical condition associated with chronic diarrhea 
- Taking medications with QT prolongation risk or interval or inducing Torsade de pointes 
 
Additional exclusion criteria for PDR001/QBM076- 
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- Patients requiring medications that are strong inducers or strong inhibitors of CYP3A4 
- Patients requiring medications with narrow therapeutic index CYP3A4 substrates 
- Women using any form of hormonal contraception (oral, injected, implanted, transdermal) will be excluded (unless they 
are willing to switch to another effective form of contraception under their physician’s guidance) 
 
Additional exclusion criteria for PDR001/HDM201- 
- Prior treatment with compounds with the same mode of action as proposed for HDM201, i.e. an inhibition of the 
interaction of TP53 with HDM2, e.g. RG7112 or CGM097 
- Patients who require the following treatments moderate to strong CYP3A4 inhibitors; any substrates of CYP3A4/5 with a 
narrow therapeutic index 
- Moderate to strong CYP3A4 inducers 
- Patients having out of range values for: 
Absolute neutrophil count (ANC) <1500/µL; Platelets < 100 000/µL 
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Descript
ion 
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mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 
canc

er 
(NSC
LC) 

every 
4 

week
s 

(Q4
W) in 
comb
inatio

n 
with 
QBM
076 
75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
triple-
negat

ive 
breas

t 
canc

er 
(TNB

C) 

every 
4 

week
s 

(Q4
W) in 
comb
inatio

n 
with 

LCL1
61 

300 
mg 

once 
per 

week 
(QW) 

every 
4 

week
s 

(Q4
W) in 
comb
inatio

n 
with 

LCL1
61 

600 
mg 

once 
per 

week 
(QW) 

in 
non-
small 
cell 
lung 
canc

er 
(NSC
LC) 

every 
4 

week
s 

(Q4
W) in 
comb
inatio

n 
with 

LCL1
61 

600 
mg 

once 
per 

week 
(QW) 

in 
triple-
negat

ive 
breas

t 
canc

er 
(TNB

C) 

every 
4 

week
s 

(Q4
W) in 
comb
inatio

n 
with 

LCL1
61 

600 
mg 

once 
per 

week 
(QW) 

in 
color
ectal 
canc

er 
(CRC

) 

every 
4 

week
s 

(Q4
W) in 
comb
inatio

n 
with 

LCL1
61 

900 
mg 

once 
per 

week 
(QW) 

Started 7 10 27 35 36 32 5 24 11 7 2 1 1 9 25 33 27 6 29
8 

Complet
ed 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 

Not 
Complet
ed 

7 10 27 35 36 32 5 24 11 7 2 1 1 9 25 33 27 6 29
8 

Adver
se 
Event 

0 1 1 0 2 2 1 0 0 1 0 0 1 2 3 0 1 0 15 
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Progre
ssive 
Diseas
e 

6 8 22 33 34 28 3 14 8 6 2 0 0 4 21 28 23 5 24
5 

Subjec
t/guar
dian 
decisi
on 

1 0 1 0 0 1 0 3 1 0 0 0 0 1 1 1 0 1 11 

Death 0 1 2 2 0 1 1 1 0 0 0 1 0 0 0 3 3 0 15 
Physic
ian 
Decisi
on 

0 0 1 0 0 0 0 6 2 0 0 0 0 0 0 1 0 0 10 

Study 
termin
ated 
by 
spons
or 

0 0 0 0 0 0 0 0 0 0 0 0 0 2 0 0 0 0 2 

 
Treatment Period 2 
 PDR0

01 + 
LBH5
89 10 
mg 
TIW 
1wk 
on/1
wk 
off 

PDR0
01 + 

LBH5
89 10 
mg 
TIW 
2wk 
on/1
wk 
off 

PDR
001 + 
RAD
001 5 
mg 
QW 
NSC
LC 

PDR
001 + 
RAD
001 5 
mg 
QW 
TNB

C 

PDR
001 + 
RAD
001 5 
mg 
QW 
CRC 

PDR00
1 + 

HDM2
01 60 
mg 

(RDE) 
CRC 

PDR
001 + 
HDM
201 
100 
mg 

CRC 

PDR00
1 + 

HDM2
01 60 
mg 

(RDE) 
RCC 

PDR
001 + 
QBM
076 
75 
mg 

CRC 

PDR
001 + 
QBM
076 
150 
mg 

CRC 

PDR
001 + 
QBM
076 
75 
mg 

NSC
LC 

PDR
001 + 
QBM
076 
150 
mg 

NSC
LC 

PDR
001 + 
QBM
076 
75 
mg 

TNB
C 

PDR
001 + 
LCL1

61 
300 
mg 
QW 

PDR
001 + 
LCL1

61 
600 
mg 
QW 
NSC
LC 

PDR
001 + 
LCL1

61 
600 
mg 
QW 
TNB

C 

PDR
001 + 
LCL1

61 
600 
mg 
QW 
CRC 

PDR
001 + 
LCL1

61 
900 
mg 
QW 

To
tal 

Arm/Gr
oup 
Descri
ption 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

PDR0
01 

400 
mg 

every 
4 

weeks 

PDR0
01 
400 
mg 

every 
4 

weeks 

PDR0
01 

400 
mg 

every 
4 

weeks 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 

PDR0
01 
400 
mg 

every 
4 

weeks 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 

PDR0
01 
400 
mg 

every 
4 

weeks 

PDR0
01 
400 
mg 

every 
4 

weeks 

PDR0
01 

400 
mg 

every 
4 

weeks 

PDR0
01 
400 
mg 

every 
4 

weeks 

PDR0
01 

400 
mg 

every 
4 

weeks 

PDR0
01 
400 
mg 

every 
4 

weeks 

PDR0
01 
400 
mg 

every 
4 

weeks 

PDR0
01 
400 
mg 

every 
4 

weeks 

PDR0
01 
400 
mg 

every 
4 

weeks 

PDR0
01 
400 
mg 

every 
4 

weeks 
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in 
combi
nation 
with 

panobi
nostat 
10 mg 
three 
times 

a week 
(TIW) 

1 week 
on/1 
week 

off 

in 
combi
nation 
with 

panobi
nostat 
10 mg 
three 
times 

a week 
(TIW) 

2 
weeks 
on/1 
week 

off 

(Q4W) 
in 

combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
non-
small 
cell 
lung 

cance
r 

(NSC
LC) 

(Q4W) 
in 

combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
triple-
negati

ve 
breast 
cance

r 
(TNB

C) 

(Q4W) 
in 

combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
colore

ctal 
cance

r 
(CRC) 

combin
ation 
with 

HDM20
1 60 mg 
(recom
mended 
dose for 
expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
colorect

al 
cancer 
(CRC) 

(Q4W) 
in 

combi
nation 
with 

HDM2
01 
100 

mg on 
Day 1 
and 

Day 8 
every 
cycle 

in 
colore

ctal 
cance

r 
(CRC) 

combin
ation 
with 

HDM20
1 60 mg 
(recom
mended 
dose for 
expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
renal 
cell 

carcino
ma 

(RCC) 

(Q4W) 
in 

combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 

colore
ctal 

cance
r 

(CRC) 

(Q4W) 
in 

combi
nation 
with 

QBM0
76 
150 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 

colore
ctal 

cance
r 

(CRC) 

(Q4W) 
in 

combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cance
r 

(NSC
LC) 

(Q4W) 
in 

combi
nation 
with 

QBM0
76 
150 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cance
r 

(NSC
LC) 

(Q4W) 
in 

combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
triple-
negati

ve 
breast 
cance

r 
(TNB

C) 

(Q4W) 
in 

combi
nation 
with 

LCL16
1 300 
mg 

once 
per 

week 
(QW) 

(Q4W) 
in 

combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
non-
small 
cell 
lung 

cance
r 

(NSC
LC) 

(Q4W) 
in 

combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
triple-
negati

ve 
breast 
cance

r 
(TNB

C) 

(Q4W) 
in 

combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
colore

ctal 
cance

r 
(CRC) 

(Q4W) 
in 

combi
nation 
with 

LCL16
1 900 
mg 

once 
per 

week 
(QW) 

Started 0 1 5 2 4 2 1 4 2 0 0 0 0 0 5 1 0 0 27 
Compl
eted 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 

Not 
Compl
eted 

0 1 5 2 4 2 1 4 2 0 0 0 0 0 5 1 0 0 27 

Adve
rse 
Even
t 

0 0 0 0 1 0 0 0 0 0 0 0 0 0 1 0 0 0 2 

Progr
essiv
e 
Dise
ase 

0 1 3 2 3 2 1 2 1 0 0 0 0 0 3 1 0 0 19 

Unkn
own 0 0 2 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 2 
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Physi
cian 
Deci
sion 

0 0 0 0 0 0 0 2 1 0 0 0 0 0 0 0 0 0 3 

Stud
y 
termi
nate
d by 
spon
sor 

0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0 1 

 
 

Baseline Characteristics  
 PDR

001 
+ 

LBH
589 
10 
mg 
TIW 
1wk 
on/1
wk 
off 

PDR
001 
+ 

LBH
589 
10 
mg 
TIW 
2wk 
on/1
wk 
off 

PDR0
01 + 

RAD0
01 5 
mg 
QW 

NSCL
C 

PDR0
01 + 

RAD0
01 5 
mg 
QW 
TNB

C 

PDR0
01 + 

RAD0
01 5 
mg 
QW 
CRC 

PDR0
01 + 

HDM2
01 60 
mg 

(RDE) 
CRC 

PDR
001 
+ 

HDM
201 
100 
mg 

CRC 

PDR0
01 + 

HDM2
01 60 
mg 

(RDE) 
RCC 

PDR0
01 + 
QBM
076 
75 
mg 

CRC 

PDR0
01 + 
QBM
076 
150 
mg 

CRC 

PDR
001 
+ 

QBM
076 
75 
mg 

NSC
LC 

PDR
001 
+ 

QB
M07

6 
150 
mg 

NSC
LC 

PDR
001 
+ 

QB
M07
6 75 
mg 

TNB
C 

PDR0
01 + 
LCL1

61 
300 
mg 
QW 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 

NSCL
C 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 
TNB

C 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 
CRC 

PDR0
01 + 
LCL1

61 
900 
mg 
QW 

Total 

Arm/
Grou
p 
Descr
iption 

PDR0
01 
400 
mg 

every 
4 

week
s 

(Q4W
) in 

combi
nation 
with 

panob
inosta

PDR0
01 
400 
mg 

every 
4 

week
s 

(Q4W
) in 

combi
nation 
with 

panob
inosta

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 

PDR00
1 400 

mg 
every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

HDM2
01 60 

mg 
(recom
mende

PDR0
01 

400 
mg 

every 
4 

week
s 

(Q4W
) in 

combi
nation 
with 
HDM
201 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

HDM2
01 60 
mg 

(recom
mende

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 150 

mg 
twice 

PDR0
01 
400 
mg 

every 
4 

week
s 

(Q4W
) in 

combi
nation 
with 
QBM
076 

PDR
001 
400 
mg 

every 
4 

week
s 

(Q4W
) in 

comb
inatio
n with 
QBM
076 

PDR
001 
400 
mg 

every 
4 

week
s 

(Q4W
) in 

comb
inatio
n with 
QBM
076 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 300 
mg 

once 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 900 
mg 

once 
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t 10 
mg 

three 
times 

a 
week 
(TIW) 

1 
week 
on/1 
week 

off 

t 10 
mg 

three 
times 

a 
week 
(TIW) 

2 
week
s on/1 
week 

off 

per 
week 
(QW) 

in non-
small 
cell 
lung 

cancer 
(NSCL

C) 

per 
week 
(QW) 

in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

per 
week 
(QW) 

in 
colore

ctal 
cancer 
(CRC) 

d dose 
for 

expans
ion) on 
Day 1 
and 

Day 8 
every 
cycle 

in 
colorec

tal 
cancer 
(CRC) 

100 
mg on 
Day 1 
and 

Day 8 
every 
cycle 

in 
colore

ctal 
cance

r 
(CRC

) 

d dose 
for 

expans
ion) on 
Day 1 
and 

Day 8 
every 
cycle 

in renal 
cell 

carcino
ma 

(RCC) 

daily 
(BID) 

2 
week 
on/2 
week 
off in 
colore

ctal 
cancer 
(CRC) 

daily 
(BID) 

2 
week 
on/2 
week 
off in 
colore

ctal 
cancer 
(CRC) 

75 mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cance
r 

(NSC
LC) 

150 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 
canc

er 
(NSC
LC) 

75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
triple-
negat

ive 
breas

t 
canc

er 
(TNB

C) 

per 
week 
(QW) 

per 
week 
(QW) 

in non-
small 
cell 
lung 

cancer 
(NSCL

C) 

per 
week 
(QW) 

in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

per 
week 
(QW) 

in 
colore

ctal 
cancer 
(CRC) 

per 
week 
(QW) 

Numb
er of 
Partic
ipants 
[units
: 
partic
ipants
] 

7 10 27 35 36 32 5 24 11 7 2 1 1 9 25 33 27 6 298 

Age Continuous 
(units: years)  
Mean ± Standard Deviation 

 
57.4
±8.5

4 

60.4
±4.6

5 

64.4
±10.
54 

51.0
±11.
97 

54.8
±11.
68 

63.8±
10.66 

60.8
±9.9

8 
61.5±
9.70 

64.7
±10.
60 

53.6
±12.
41 

60.0
±8.4

9 
59.0 56.0 

59.0
±12.
13 

62.1
±10.
68 

49.2
±10.
95 

57.0
±12.
29 

50.7
±15.
73 

57.7
±12.
02 

Sex: Female, Male 
(units: participants)  
Count of Participants (Not Applicable) 

Fe
mal
e 

3 4 11 35 14 9 2 2 6 2 0 1 1 4 8 33 10 3 148 

Mal
e 4 6 16 0 22 23 3 22 5 5 2 0 0 5 17 0 17 3 150 
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Race/Ethnicity, Customized 
(units: participants)  
Count of Participants (Not Applicable) 

Cau
casi
an 

4 4 8 26 26 26 4 4 8 2 0 0 1 3 11 22 20 4 173 

Asia
n 3 3 19 6 8 2 0 16 1 3 2 1 0 5 14 9 5 2 99 

Unk
now
n 

0 1 0 2 1 0 1 1 1 1 0 0 0 1 0 0 0 0 9 

Blac
k 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 1 1 0 3 

Nati
ve 
Am
eric
an 

0 0 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 1 

Oth
er 0 2 0 0 0 4 0 3 1 1 0 0 0 0 0 1 1 0 13 

 
 

Primary Outcome Result(s)  
Number of participants with Adverse Events (AEs) and Serious Adverse Events (SAEs) during the on-treatment period 
(Time Frame: From first dose of study treatment up to 30 days after last dose in each treatment period. The median duration of exposure to study treatment 
ranged between 8 and 9.15 weeks in Treatment Period 1 and between 5 and 42.05 weeks in Treatment Period 2) 
 PDR0

01 + 
LBH5
89 10 
mg 
TIW 
1wk 
on/1

PDR0
01 + 

LBH5
89 10 
mg 
TIW 
2wk 
on/1

PDR
001 + 
RAD
001 5 
mg 
QW 
NSC
LC 

PDR
001 + 
RAD
001 5 
mg 
QW 
TNB

C 

PDR
001 + 
RAD
001 5 
mg 
QW 
CRC 

PDR00
1 + 

HDM2
01 60 
mg 

(RDE) 
CRC 

PDR
001 + 
HDM
201 
100 
mg 

CRC 

PDR00
1 + 

HDM2
01 60 
mg 

(RDE) 
RCC 

PDR
001 + 
QBM
076 
75 
mg 

CRC 

PDR
001 + 
QBM
076 
150 
mg 

CRC 

PDR
001 + 
QBM
076 
75 
mg 

NSC
LC 

PDR
001 + 
QBM
076 
150 
mg 

NSC
LC 

PDR
001 + 
QBM
076 
75 
mg 

TNB
C 

PDR
001 + 
LCL1

61 
300 
mg 
QW 

PDR
001 + 
LCL1

61 
600 
mg 
QW 

PDR
001 + 
LCL1

61 
600 
mg 
QW 

PDR
001 + 
LCL1

61 
600 
mg 
QW 
CRC 

PDR
001 + 
LCL1

61 
900 
mg 
QW 
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wk 
off 

wk 
off 

NSC
LC 

TNB
C 

Arm/Group 
Description 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

panobi
nostat 
10 mg 
three 
times 

a week 
(TIW) 

1 week 
on/1 
week 

off 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

panobi
nostat 
10 mg 
three 
times 

a week 
(TIW) 

2 
weeks 
on/1 
week 

off 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
triple-
negati

ve 
breast 
cancer 
(TNB

C) 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
colore

ctal 
cancer 
(CRC) 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

HDM20
1 60 mg 
(recom
mended 
dose for 
expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
colorect

al 
cancer 
(CRC) 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W) 

in 
combi
nation 
with 

HDM2
01 
100 

mg on 
Day 1 
and 

Day 8 
every 
cycle 

in 
colore

ctal 
cancer 
(CRC) 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

HDM20
1 60 mg 
(recom
mended 
dose for 
expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
renal 
cell 

carcino
ma 

(RCC) 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 

colore
ctal 

cancer 
(CRC) 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 
150 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 

colore
ctal 

cancer 
(CRC) 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 

400 
mg 

every 
4 

weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 

150 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
triple-
negati

ve 
breast 
cancer 
(TNB

C) 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 300 
mg 

once 
per 

week 
(QW) 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 

mg 
once 
per 

week 
(QW) 

in 
triple-
negati

ve 
breast 
cancer 
(TNB

C) 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
colore

ctal 
cancer 
(CRC) 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 900 

mg 
once 
per 

week 
(QW) 

Number of 
Participant
s Analyzed 
[units: 
participant
s] 

7 10 27 35 36 32 5 24 11 7 2 1 1 10 25 32 27 6 

Number of participants with Adverse Events (AEs) and Serious Adverse Events (SAEs) during the on-treatment period 
(units: participants) 
Count of Participants (Not Applicable) 

AEs – All 
grades 

7 
(100
%) 

10 
(100
%) 

26 
(96.3
%) 

35 
(100
%) 

35 
(97.2
2%) 

31 
(96.88

%) 
5 

(100
%) 

23 
(95.83

%) 
11 

(100
%) 

7 
(100
%) 

2 
(100
%) 

1 
(100
%) 

1 
(100
%) 

10 
(100
%) 

24 
(96%

) 
31 

(96.8
8%) 

27 
(100
%) 

6 
(100
%) 
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AEs – 
Grade ≥3 

5 
(71.4
3%) 

8 
(80%) 

16 
(59.2
6%) 

16 
(45.7
1%) 

18 
(50%

) 
11 

(34.38
%) 

4 
(80%

) 
15 

(62.5%
) 

6 
(54.5
5%) 

7 
(100
%) 

2 
(100
%) 

1 
(100
%) 

1 
(100
%) 

5 
(50%

) 
12 

(48%
) 

19 
(59.3
8%) 

11 
(40.7
4%) 

4 
(66.6
7%) 

Treatment-
related AEs 
– All grades 

6 
(85.7
1%) 

6 
(60%) 

19 
(70.3
7%) 

20 
(57.1
4%) 

30 
(83.3
3%) 

25 
(78.13

%) 
4 

(80%
) 

19 
(79.17

%) 
9 

(81.8
2%) 

4 
(57.1
4%) 

1 
(50%

) 
1 

(100
%) 

1 
(100
%) 

9 
(90%

) 
16 

(64%
) 

24 
(75%

) 
23 

(85.1
9%) 

6 
(100
%) 

Treatment-
related AEs 
– Grade ≥3 

1 
(14.2
9%) 

3 
(30%) 

1 
(3.7%

) 
3 

(8.57
%) 

8 
(22.2
2%) 

5 
(15.63

%) 
3 

(60%
) 

9 
(37.5%

) 
2 

(18.1
8%) 

3 
(42.8
6%) 

1 
(50%

) 
0 

(%) 
0 

(%) 
0 

(%) 
3 

(12%
) 

5 
(15.6
3%) 

4 
(14.8
1%) 

3 
(50%

) 

SAEs – All 
grades 

4 
(57.1
4%) 

6 
(60%) 

12 
(44.4
4%) 

14 
(40%

) 
14 

(38.8
9%) 

6 
(18.75

%) 
2 

(40%
) 

8 
(33.33

%) 
4 

(36.3
6%) 

5 
(71.4
3%) 

1 
(50%

) 
1 

(100
%) 

1 
(100
%) 

4 
(40%

) 
12 

(48%
) 

12 
(37.5
%) 

8 
(29.6
3%) 

2 
(33.3
3%) 

SAEs – 
Grade ≥3 

4 
(57.1
4%) 

5 
(50%) 

10 
(37.0
4%) 

13 
(37.1
4%) 

12 
(33.3
3%) 

5 
(15.63

%) 
1 

(20%
) 

8 
(33.33

%) 
2 

(18.1
8%) 

5 
(71.4
3%) 

1 
(50%

) 
1 

(100
%) 

1 
(100
%) 

4 
(40%

) 
8 

(32%
) 

11 
(34.3
8%) 

7 
(25.9
3%) 

1 
(16.6
7%) 

Treatment-
related 
SAEs – All 
grades 

0 
(%) 

1 
(10%) 

1 
(3.7%

) 
0 

(%) 
4 

(11.1
1%) 

2 
(6.25%

) 
0 

(%) 
3 

(12.5%
) 

0 
(%) 

2 
(28.5
7%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

3 
(12%

) 
3 

(9.38
%) 

2 
(7.41
%) 

0 
(%) 

Treatment-
related 
SAEs – 
Grade ≥3 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

4 
(11.1
1%) 

1 
(3.13%

) 
0 

(%) 
2 

(8.33%
) 

0 
(%) 

1 
(14.2
9%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(4%) 

2 
(6.25
%) 

2 
(7.41
%) 

0 
(%) 

Fatal SAEs 
– All grades 

0 
(%) 

0 
(%) 

1 
(3.7%

) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
1 

(3.7%
) 

0 
(%) 

Fatal SAEs 
– Grade ≥3 

0 
(%) 

0 
(%) 

1 
(3.7%

) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
1 

(3.7%
) 

0 
(%) 

AEs leading 
to 
discontinuati
on – All 
grades 

0 
(%) 

1 
(10%) 

1 
(3.7%

) 
0 

(%) 
3 

(8.33
%) 

2 
(6.25%

) 
1 

(20%
) 

0 
(%) 

0 
(%) 

1 
(14.2
9%) 

0 
(%) 

0 
(%) 

1 
(100
%) 

1 
(10%

) 
4 

(16%
) 

0 
(%) 

1 
(3.7%

) 
0 

(%) 



 

   
 
Clinical Trial Results Website 
 

Page 23 
 

AEs leading 
to 
discontinuati
on – Grade 
≥3 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

2 
(5.56
%) 

1 
(3.13%

) 
0 

(%) 
0 

(%) 
0 

(%) 
1 

(14.2
9%) 

0 
(%) 

0 
(%) 

1 
(100
%) 

1 
(10%

) 
3 

(12%
) 

0 
(%) 

1 
(3.7%

) 
0 

(%) 

Treatment-
related AEs 
leading to 
discontinuati
on – All 
grades 

0 
(%) 

0 
(%) 

1 
(3.7%

) 
0 

(%) 
1 

(2.78
%) 

2 
(6.25%

) 
1 

(20%
) 

0 
(%) 

0 
(%) 

1 
(14.2
9%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

3 
(12%

) 
0 

(%) 
1 

(3.7%
) 

0 
(%) 

Treatment-
related AEs 
leading to 
discontinuati
on – Grade 
≥3 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(2.78
%) 

1 
(3.13%

) 
0 

(%) 
0 

(%) 
0 

(%) 
1 

(14.2
9%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(4%) 

0 
(%) 

1 
(3.7%

) 
0 

(%) 

AEs leading 
to dose 
adjustment/i
nterruption – 
All grades 

4 
(57.1
4%) 

4 
(40%) 

6 
(22.2
2%) 

9 
(25.7
1%) 

12 
(33.3
3%) 

8 
(25%) 

3 
(60%

) 
7 

(29.17
%) 

2 
(18.1
8%) 

5 
(71.4
3%) 

2 
(100
%) 

1 
(100
%) 

0 
(%) 

4 
(40%

) 
7 

(28%
) 

9 
(28.1
3%) 

8 
(29.6
3%) 

4 
(66.6
7%) 

AEs leading 
to dose 
adjustment/i
nterruption – 
Grade ≥3 

2 
(28.5
7%) 

3 
(30%) 

4 
(14.8
1%) 

5 
(14.2
9%) 

8 
(22.2
2%) 

5 
(15.63

%) 
2 

(40%
) 

6 
(25%) 

2 
(18.1
8%) 

4 
(57.1
4%) 

2 
(100
%) 

1 
(100
%) 

0 
(%) 

4 
(40%

) 
3 

(12%
) 

5 
(15.6
3%) 

5 
(18.5
2%) 

2 
(33.3
3%) 

AEs 
requiring 
additional 
therapy – All 
grades 

6 
(85.7
1%) 

9 
(90%) 

24 
(88.8
9%) 

32 
(91.4
3%) 

33 
(91.6
7%) 

25 
(78.13

%) 
4 

(80%
) 

23 
(95.83

%) 
10 

(90.9
1%) 

7 
(100
%) 

2 
(100
%) 

1 
(100
%) 

1 
(100
%) 

9 
(90%

) 
24 

(96%
) 

29 
(90.6
3%) 

23 
(85.1
9%) 

6 
(100
%) 

AEs 
requiring 
additional 
therapy – 
Grade ≥3 

4 
(57.1
4%) 

5 
(50%) 

14 
(51.8
5%) 

14 
(40%

) 
12 

(33.3
3%) 

8 
(25%) 

1 
(20%

) 
11 

(45.83
%) 

3 
(27.2
7%) 

7 
(100
%) 

2 
(100
%) 

1 
(100
%) 

1 
(100
%) 

5 
(50%

) 
12 

(48%
) 

15 
(46.8
8%) 

7 
(25.9
3%) 

4 
(66.6
7%) 
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Number of participants with shifts from baseline to the worst post-baseline hematology abnormalities based on CTC grades 
(Time Frame: From baseline (predose) up to 30 days after last dose of study treatment in each treatment period. The median duration of exposure to study 
treatment ranged between 8 and 9.15 weeks in Treatment Period 1 and between 5 and 42.05 weeks in Treatment Period 2) 
 PDR0

01 + 
LBH5
89 10 
mg 
TIW 
1wk 

on/1w
k off 

PDR0
01 + 

LBH5
89 10 
mg 
TIW 
2wk 

on/1w
k off 

PDR0
01 + 

RAD0
01 5 
mg 
QW 

NSCL
C 

PDR0
01 + 

RAD0
01 5 
mg 
QW 
TNB

C 

PDR0
01 + 

RAD0
01 5 
mg 
QW 
CRC 

PDR00
1 + 

HDM20
1 60 
mg 

(RDE) 
CRC 

PDR0
01 + 
HDM
201 
100 
mg 

CRC 

PDR00
1 + 

HDM20
1 60 
mg 

(RDE) 
RCC 

PDR0
01 + 
QBM
076 
75 
mg 

CRC 

PDR0
01 + 
QBM
076 
150 
mg 

CRC 

PDR0
01 + 
QBM
076 
75 
mg 

NSCL
C 

PDR0
01 + 
QBM
076 
150 
mg 

NSCL
C 

PDR0
01 + 
QBM
076 
75 
mg 

TNB
C 

PDR0
01 + 
LCL1

61 
300 
mg 
QW 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 

NSCL
C 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 
TNB

C 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 
CRC 

PDR0
01 + 
LCL1

61 
900 
mg 
QW 

Arm/Gr
oup 
Descri
ption 

PDR00
1 400 

mg 
every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

panobi
nostat 
10 mg 
three 

times a 
week 

(TIW) 1 
week 
on/1 
week 

off 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

panobi
nostat 
10 mg 
three 

times a 
week 

(TIW) 2 
weeks 
on/1 
week 

off 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
colore

ctal 
cancer 
(CRC) 

PDR001 
400 mg 
every 4 
weeks 
(Q4W) 

in 
combina
tion with 
HDM20
1 60 mg 
(recom
mended 
dose for 
expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
colorect

al 
cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

HDM2
01 100 
mg on 
Day 1 
and 

Day 8 
every 
cycle 

in 
colore

ctal 
cancer 
(CRC) 

PDR001 
400 mg 
every 4 
weeks 
(Q4W) 

in 
combina
tion with 
HDM20
1 60 mg 
(recom
mended 
dose for 
expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
renal 
cell 

carcino
ma 

(RCC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 

colore
ctal 

cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 150 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
colore

ctal 
cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 150 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 300 
mg 

once 
per 

week 
(QW) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
colore

ctal 
cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 900 
mg 

once 
per 

week 
(QW) 

Numbe
r of 
Partici
pants 
Analyz

7 10 27 35 36 32 5 24 11 7 2 1 1 10 25 32 27 6 
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ed 
[units: 
partici
pants] 
Number of participants with shifts from baseline to the worst post-baseline hematology abnormalities based on CTC grades 
(units: participants) 
Count of Participants (Not Applicable) 
Hemogl
obin 
(decrea
se) – 
All 
grades 

6 
(85.71

%) 
8 

(80%) 
26 

(96.3
%) 

28 
(80%) 

32 
(88.8
9%) 

29 
(90.63

%) 
4 

(80%) 
23 

(95.83
%) 

9 
(81.8
2%) 

6 
(85.7
1%) 

2 
(100
%) 

1 
(100
%) 

1 
(100
%) 

6 
(60%) 

17 
(68%) 

23 
(71.8
8%) 

26 
(96.3
%) 

5 
(83.3
3%) 

Hemogl
obin 
(decrea
se) – 
Grade 
≥3 

1 
(14.29

%) 
0 

(%) 
1 

(3.7%
) 

2 
(5.71
%) 

3 
(8.33
%) 

1 
(3.13%

) 
1 

(20%) 
5 

(20.83
%) 

0 
(%) 

1 
(14.2
9%) 

0 
(%) 

1 
(100
%) 

0 
(%) 

1 
(10%) 

0 
(%) 

1 
(3.13
%) 

1 
(3.7%

) 
0 

(%) 

Leukoc
ytes 
(decrea
se) – 
All 
grades 

1 
(14.29

%) 
0 

(%) 
2 

(7.41
%) 

7 
(20%) 

4 
(11.1
1%) 

7 
(21.88

%) 
3 

(60%) 
8 

(33.33
%) 

3 
(27.2
7%) 

2 
(28.5
7%) 

0 
(%) 

0 
(%) 

1 
(100
%) 

1 
(10%) 

4 
(16%) 

10 
(31.2
5%) 

0 
(%) 

2 
(33.3
3%) 

Leukoc
ytes 
(decrea
se) – 
Grade 
≥3 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(4.17%

) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 

Lymph
ocytes 
(increa
se) – 
All 
grades 

0 
(%) 

0 
(%) 

5 
(18.5
2%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(9.09
%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 
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Lymph
ocytes 
(increa
se) – 
Grade 
≥3 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

Lymph
ocytes 
(decrea
se) – 
All 
grades 

4 
(57.14

%) 
6 

(60%) 
0 

(%) 
22 

(62.8
6%) 

20 
(55.5
6%) 

20 
(62.5%

) 
2 

(40%) 
4 

(16.67
%) 

6 
(54.5
5%) 

2 
(28.5
7%) 

0 
(%) 

0 
(%) 

1 
(100
%) 

2 
(20%) 

9 
(36%) 

14 
(43.7
5%) 

12 
(44.4
4%) 

3 
(50%) 

Lymph
ocytes 
(decrea
se) – 
Grade 
≥3 

1 
(14.29

%) 
0 

(%) 
0 

(%) 
5 

(14.2
9%) 

8 
(22.2
2%) 

2 
(6.25%

) 
0 

(%) 
0 

(%) 
0 

(%) 
2 

(28.5
7%) 

0 
(%) 

0 
(%) 

1 
(100
%) 

0 
(%) 

0 
(%) 

2 
(6.25
%) 

3 
(11.1
1%) 

1 
(16.6
7%) 

Neutro
phils 
(decrea
se) – 
All 
grades 

1 
(14.29

%) 
0 

(%) 
0 

(%) 
0 

(%) 
1 

(2.78
%) 

2 
(6.25%

) 
2 

(40%) 
0 

(%) 
2 

(18.1
8%) 

1 
(14.2
9%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

3 
(9.38
%) 

0 
(%) 

0 
(%) 

Neutro
phils 
(decrea
se) – 
Grade 
≥3 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

2 
(40%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

Platelet
s 
(decrea
se – All 
grades 

2 
(28.57

%) 
4 

(40%) 
2 

(7.41
%) 

6 
(17.1
4%) 

4 
(11.1
1%) 

11 
(34.38

%) 
4 

(80%) 
12 

(50%) 
3 

(27.2
7%) 

1 
(14.2
9%) 

0 
(%) 

1 
(100
%) 

0 
(%) 

1 
(10%) 

1 
(4%) 

2 
(6.25
%) 

3 
(11.1
1%) 

0 
(%) 

Platelet
s 
(decrea

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

2 
(6.25%

) 
1 

(20%) 
4 

(16.67
%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(4%) 

0 
(%) 

0 
(%) 

0 
(%) 
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se) – 
Grade 
≥3 

 
Number of participants with shifts from baseline to the worst post-baseline biochemistry abnormalities based on CTC 
grades 
(Time Frame: From baseline (predose) up to 30 days after last dose in each treatment period. The median duration of exposure to study treatment ranged 
between 8 and 9.15 weeks in Treatment Period 1 and between 5 and 42.05 weeks in Treatment Period 2) 
 PDR0

01 + 
LBH5
89 10 
mg 
TIW 
1wk 

on/1w
k off 

PDR0
01 + 

LBH5
89 10 
mg 
TIW 
2wk 

on/1w
k off 

PDR0
01 + 
RAD
001 5 
mg 
QW 
NSC
LC 

PDR0
01 + 
RAD
001 5 
mg 
QW 
TNB

C 

PDR0
01 + 
RAD
001 5 
mg 
QW 
CRC 

PDR00
1 + 

HDM2
01 60 
mg 

(RDE) 
CRC 

PDR0
01 + 
HDM
201 
100 
mg 

CRC 

PDR00
1 + 

HDM2
01 60 
mg 

(RDE) 
RCC 

PDR0
01 + 
QBM
076 
75 
mg 

CRC 

PDR0
01 + 
QBM
076 
150 
mg 

CRC 

PDR0
01 + 
QBM
076 
75 
mg 

NSC
LC 

PDR0
01 + 
QBM
076 
150 
mg 

NSC
LC 

PDR0
01 + 
QBM
076 
75 
mg 

TNB
C 

PDR0
01 + 
LCL1

61 
300 
mg 
QW 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 
NSC
LC 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 
TNB

C 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 
CRC 

PDR0
01 + 
LCL1

61 
900 
mg 
QW 

Arm/Gro
up 
Descripti
on 

PDR00
1 400 

mg 
every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

panobi
nostat 
10 mg 
three 

times a 
week 
(TIW) 

1 week 
on/1 
week 

off 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

panobi
nostat 
10 mg 
three 

times a 
week 
(TIW) 

2 
weeks 
on/1 
week 

off 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
colore

ctal 
cancer 
(CRC) 

PDR001 
400 mg 
every 4 
weeks 
(Q4W) 

in 
combina
tion with 
HDM20
1 60 mg 
(recom
mended 
dose for 
expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
colorect

al 
cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

HDM2
01 100 
mg on 
Day 1 
and 

Day 8 
every 
cycle 

in 
colore

ctal 
cancer 
(CRC) 

PDR001 
400 mg 
every 4 
weeks 
(Q4W) 

in 
combina
tion with 
HDM20
1 60 mg 
(recom
mended 
dose for 
expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
renal 
cell 

carcino
ma 

(RCC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
colore

ctal 
cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 150 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 

colore
ctal 

cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 150 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 300 
mg 

once 
per 

week 
(QW) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
colore

ctal 
cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 900 

mg 
once 
per 

week 
(QW) 
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Number 
of 
Participa
nts 
Analyzed 
[units: 
participa
nts] 

7 10 27 35 36 32 5 24 11 7 2 1 1 10 25 32 27 6 

Number of participants with shifts from baseline to the worst post-baseline biochemistry abnormalities based on CTC grades 
(units: participants) 
Count of Participants (Not Applicable) 
Alanine 
Aminotra
nsferase 
(increase) 
– All 
grades 

4 
(57.14

%) 
1 

(10%) 
7 

(25.9
3%) 

14 
(40%) 

20 
(55.5
6%) 

9 
(28.13

%) 
0 

(%) 
5 

(20.83
%) 

5 
(45.4
5%) 

3 
(42.8
6%) 

1 
(50%) 

0 
(%) 

0 
(%) 

2 
(20%) 

7 
(28%) 

7 
(21.8
8%) 

10 
(37.0
4%) 

4 
(66.6
7%) 

Alanine 
Aminotra
nsferase 
(increase) 
– Grade 
≥3 

2 
(28.57

%) 
0 

(%) 
0 

(%) 
1 

(2.86
%) 

4 
(11.1
1%) 

2 
(6.25%

) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
1 

(50%) 
0 

(%) 
0 

(%) 
1 

(10%) 
0 

(%) 
0 

(%) 
1 

(3.7%
) 

1 
(16.6
7%) 

Albumin 
(decrease
) – All 
grades 

4 
(57.14

%) 
5 

(50%) 
13 

(48.1
5%) 

18 
(51.4
3%) 

16 
(44.4
4%) 

14 
(43.75

%) 
1 

(20%) 
18 

(75%) 
5 

(45.4
5%) 

5 
(71.4
3%) 

1 
(50%) 

1 
(100
%) 

1 
(100
%) 

3 
(30%) 

8 
(32%) 

11 
(34.3
8%) 

12 
(44.4
4%) 

3 
(50%) 

Albumin 
(decrease
) – Grade 
≥3 

0 
(%) 

1 
(10%) 

0 
(%) 

0 
(%) 

1 
(2.78
%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(14.2
9%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(10%) 

0 
(%) 

0 
(%) 

1 
(3.7%

) 
0 

(%) 

Alkaline 
Phosphat
ase 
(increase) 
– All 
grades 

7 
(100
%) 

7 
(70%) 

13 
(48.1
5%) 

18 
(51.4
3%) 

29 
(80.5
6%) 

26 
(81.25

%) 
1 

(20%) 
15 

(62.5%
) 

7 
(63.6
4%) 

6 
(85.7
1%) 

2 
(100
%) 

1 
(100
%) 

1 
(100
%) 

5 
(50%) 

11 
(44%) 

13 
(40.6
3%) 

24 
(88.8
9%) 

5 
(83.3
3%) 
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Alkaline 
Phosphat
ase 
(increase) 
– Grade 
≥3 

2 
(28.57

%) 
2 

(20%) 
1 

(3.7%
) 

2 
(5.71
%) 

7 
(19.4
4%) 

2 
(6.25%

) 
0 

(%) 
1 

(4.17%
) 

4 
(36.3
6%) 

3 
(42.8
6%) 

0 
(%) 

0 
(%) 

0 
(%) 

2 
(20%) 

0 
(%) 

3 
(9.38
%) 

3 
(11.1
1%) 

2 
(33.3
3%) 

Amylase 
(increase) 
– All 
grades 

0 
(%) 

1 
(10%) 

7 
(25.9
3%) 

3 
(8.57
%) 

9 
(25%) 

4 
(12.5%

) 
1 

(20%) 
9 

(37.5%
) 

4 
(36.3
6%) 

1 
(14.2
9%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(10%) 

10 
(40%) 

4 
(12.5
%) 

4 
(14.8
1%) 

2 
(33.3
3%) 

Amylase 
(increase) 
– Grade 
≥3 

0 
(%) 

0 
(%) 

2 
(7.41
%) 

0 
(%) 

2 
(5.56
%) 

1 
(3.13%

) 
0 

(%) 
1 

(4.17%
) 

1 
(9.09
%) 

1 
(14.2
9%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

2 
(6.25
%) 

0 
(%) 

0 
(%) 

Aspartate 
Aminotra
nsferase 
(increase) 
– All 
grades 

6 
(85.71

%) 
5 

(50%) 
11 

(40.7
4%) 

23 
(65.7
1%) 

24 
(66.6
7%) 

17 
(53.13

%) 
1 

(20%) 
6 

(25%) 
8 

(72.7
3%) 

5 
(71.4
3%) 

1 
(50%) 

0 
(%) 

1 
(100
%) 

6 
(60%) 

4 
(16%) 

12 
(37.5
%) 

17 
(62.9
6%) 

5 
(83.3
3%) 

Aspartate 
Aminotra
nsferase 
(increase) 
– Grade 
≥3 

3 
(42.86

%) 
1 

(10%) 
1 

(3.7%
) 

2 
(5.71
%) 

4 
(11.1
1%) 

1 
(3.13%

) 
0 

(%) 
0 

(%) 
1 

(9.09
%) 

1 
(14.2
9%) 

1 
(50%) 

0 
(%) 

0 
(%) 

3 
(30%) 

0 
(%) 

4 
(12.5
%) 

1 
(3.7%

) 
2 

(33.3
3%) 

Bilirubin 
(increase) 
– All 
grades 

3 
(42.86

%) 
4 

(40%) 
0 

(%) 
2 

(5.71
%) 

9 
(25%) 

4 
(12.5%

) 
0 

(%) 
2 

(8.33%
) 

3 
(27.2
7%) 

4 
(57.1
4%) 

0 
(%) 

1 
(100
%) 

0 
(%) 

3 
(30%) 

1 
(4%) 

2 
(6.25
%) 

5 
(18.5
2%) 

3 
(50%) 

Bilirubin 
(increase) 
– Grade 
≥3 

2 
(28.57

%) 
1 

(10%) 
0 

(%) 
1 

(2.86
%) 

4 
(11.1
1%) 

0 
(%) 

0 
(%) 

0 
(%) 

2 
(18.1
8%) 

1 
(14.2
9%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(10%) 

0 
(%) 

0 
(%) 

2 
(7.41
%) 

1 
(16.6
7%) 

Creatinin
e 
(increase) 

1 
(14.29

%) 
1 

(10%) 
6 

(22.2
2%) 

5 
(14.2
9%) 

5 
(13.8
9%) 

7 
(21.88

%) 
1 

(20%) 
8 

(33.33
%) 

4 
(36.3
6%) 

1 
(14.2
9%) 

0 
(%) 

0 
(%) 

0 
(%) 

3 
(30%) 

2 
(8%) 

4 
(12.5
%) 

4 
(14.8
1%) 

1 
(16.6
7%) 
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– All 
grades 
Creatinin
e 
(increase) 
– Grade 
≥3 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

Glucose 
(increase) 
– All 
grades 

3 
(42.86

%) 
4 

(40%) 
15 

(55.5
6%) 

8 
(22.8
6%) 

12 
(33.3
3%) 

14 
(43.75

%) 
3 

(60%) 
11 

(45.83
%) 

5 
(45.4
5%) 

2 
(28.5
7%) 

2 
(100
%) 

1 
(100
%) 

1 
(100
%) 

6 
(60%) 

11 
(44%) 

6 
(18.7
5%) 

8 
(29.6
3%) 

2 
(33.3
3%) 

Glucose 
(increase) 
– Grade 
≥3 

0 
(%) 

2 
(20%) 

1 
(3.7%

) 
0 

(%) 
1 

(2.78
%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(14.2
9%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(4%) 

0 
(%) 

1 
(3.7%

) 
0 

(%) 

Glucose 
(decrease
) – All 
grades 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(2.86
%) 

1 
(2.78
%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(4%) 

1 
(3.13
%) 

2 
(7.41
%) 

0 
(%) 

Glucose 
(decrease
) – Grade 
≥3 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

Lipase 
(increase) 
– All 
grades 

3 
(42.86

%) 
0 

(%) 
7 

(25.9
3%) 

4 
(11.4
3%) 

11 
(30.5
6%) 

9 
(28.13

%) 
1 

(20%) 
8 

(33.33
%) 

5 
(45.4
5%) 

3 
(42.8
6%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(10%) 

8 
(32%) 

4 
(12.5
%) 

3 
(11.1
1%) 

1 
(16.6
7%) 

Lipase 
(increase) 
– Grade 
≥3 

1 
(14.29

%) 
0 

(%) 
2 

(7.41
%) 

0 
(%) 

5 
(13.8
9%) 

1 
(3.13%

) 
0 

(%) 
3 

(12.5%
) 

3 
(27.2
7%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(4%) 

4 
(12.5
%) 

1 
(3.7%

) 
0 

(%) 

Magnesiu
m 
(increase) 
– All 
grades 

0 
(%) 

0 
(%) 

1 
(3.7%

) 
2 

(5.71
%) 

2 
(5.56
%) 

2 
(6.25%

) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
1 

(4%) 
1 

(3.13
%) 

0 
(%) 

0 
(%) 
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Magnesiu
m 
(increase) 
– Grade 
≥3 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

2 
(6.25%

) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 

Magnesiu
m 
(decrease
) – All 
grades 

3 
(42.86

%) 
3 

(30%) 
6 

(22.2
2%) 

11 
(31.4
3%) 

7 
(19.4
4%) 

9 
(28.13

%) 
0 

(%) 
3 

(12.5%
) 

1 
(9.09
%) 

2 
(28.5
7%) 

1 
(50%) 

1 
(100
%) 

0 
(%) 

4 
(40%) 

6 
(24%) 

9 
(28.1
3%) 

4 
(14.8
1%) 

0 
(%) 

Magnesiu
m 
(decrease
) – Grade 
≥3 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

Phosphat
e 
(decrease
) – All 
grades 

2 
(28.57

%) 
3 

(30%) 
4 

(14.8
1%) 

10 
(28.5
7%) 

9 
(25%) 

10 
(31.25

%) 
2 

(40%) 
5 

(20.83
%) 

4 
(36.3
6%) 

3 
(42.8
6%) 

1 
(50%) 

0 
(%) 

0 
(%) 

0 
(%) 

5 
(20%) 

4 
(12.5
%) 

5 
(18.5
2%) 

2 
(33.3
3%) 

Phosphat
e 
(decrease
) – Grade 
≥3 

0 
(%) 

1 
(10%) 

0 
(%) 

0 
(%) 

1 
(2.78
%) 

1 
(3.13%

) 
0 

(%) 
2 

(8.33%
) 

0 
(%) 

1 
(14.2
9%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(3.13
%) 

1 
(3.7%

) 
0 

(%) 

Potassiu
m 
(increase) 
– All 
grades 

1 
(14.29

%) 
2 

(20%) 
2 

(7.41
%) 

3 
(8.57
%) 

6 
(16.6
7%) 

4 
(12.5%

) 
1 

(20%) 
6 

(25%) 
2 

(18.1
8%) 

2 
(28.5
7%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

3 
(12%) 

1 
(3.13
%) 

4 
(14.8
1%) 

0 
(%) 

Potassiu
m 
(increase) 
– Grade 
≥3 

0 
(%) 

0 
(%) 

1 
(3.7%

) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
1 

(4%) 
0 

(%) 
0 

(%) 
0 

(%) 
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Potassiu
m 
(decrease
) – All 
grades 

2 
(28.57

%) 
3 

(30%) 
4 

(14.8
1%) 

6 
(17.1
4%) 

5 
(13.8
9%) 

5 
(15.63

%) 
1 

(20%) 
0 

(%) 
2 

(18.1
8%) 

2 
(28.5
7%) 

0 
(%) 

1 
(100
%) 

0 
(%) 

2 
(20%) 

4 
(16%) 

3 
(9.38
%) 

2 
(7.41
%) 

1 
(16.6
7%) 

Potassiu
m 
(decrease
) – Grade 
≥3 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(2.86
%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(14.2
9%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

Serum 
calcium 
corrected 
(increase) 
– All 
grades 

1 
(14.29

%) 
0 

(%) 
3 

(11.1
1%) 

6 
(17.1
4%) 

4 
(11.1
1%) 

4 
(12.5%

) 
0 

(%) 
12 

(50%) 
2 

(18.1
8%) 

1 
(14.2
9%) 

0 
(%) 

0 
(%) 

0 
(%) 

2 
(20%) 

5 
(20%) 

3 
(9.38
%) 

3 
(11.1
1%) 

1 
(16.6
7%) 

Serum 
calcium 
corrected 
(increase) 
– Grade 
≥3 

0 
(%) 

0 
(%) 

1 
(3.7%

) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
3 

(12.5%
) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(3.13
%) 

0 
(%) 

0 
(%) 

Serum 
calcium 
corrected 
(decrease
) – All 
grades 

0 
(%) 

0 
(%) 

2 
(7.41
%) 

2 
(5.71
%) 

3 
(8.33
%) 

6 
(18.75

%) 
1 

(20%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
1 

(10%) 
3 

(12%) 
3 

(9.38
%) 

1 
(3.7%

) 
1 

(16.6
7%) 

Serum 
calcium 
corrected 
(decrease
) – Grade 
≥3 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

Serum 
creatine 
kinase 
(increase) 

2 
(28.57

%) 
4 

(40%) 
2 

(7.41
%) 

6 
(17.1
4%) 

10 
(27.7
8%) 

4 
(12.5%

) 
2 

(40%) 
2 

(8.33%
) 

4 
(36.3
6%) 

4 
(57.1
4%) 

0 
(%) 

0 
(%) 

1 
(100
%) 

1 
(10%) 

2 
(8%) 

5 
(15.6
3%) 

11 
(40.7
4%) 

4 
(66.6
7%) 
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– All 
grades 
Serum 
creatine 
kinase(in
crease) – 
Grade ≥3 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(2.78
%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(3.13
%) 

0 
(%) 

1 
(16.6
7%) 

Sodium 
(increase) 
– All 
grades 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(2.78
%) 

1 
(3.13%

) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
1 

(4%) 
2 

(6.25
%) 

2 
(7.41
%) 

0 
(%) 

Sodium 
(increase) 
– Grade 
≥3 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

Sodium 
(decrease
) – All 
grades 

4 
(57.14

%) 
7 

(70%) 
15 

(55.5
6%) 

10 
(28.5
7%) 

19 
(52.7
8%) 

14 
(43.75

%) 
3 

(60%) 
11 

(45.83
%) 

7 
(63.6
4%) 

4 
(57.1
4%) 

2 
(100
%) 

1 
(100
%) 

1 
(100
%) 

7 
(70%) 

9 
(36%) 

12 
(37.5
%) 

11 
(40.7
4%) 

4 
(66.6
7%) 

Sodium 
(decrease
) – Grade 
≥3 

3 
(42.86

%) 
3 

(30%) 
1 

(3.7%
) 

1 
(2.86
%) 

4 
(11.1
1%) 

3 
(9.38%

) 
0 

(%) 
1 

(4.17%
) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

2 
(20%) 

3 
(12%) 

1 
(3.13
%) 

2 
(7.41
%) 

0 
(%) 

Uric acid 
(urate) 
(increase
d) – All 
grades 

0 
(%) 

1 
(10%) 

4 
(14.8
1%) 

11 
(31.4
3%) 

9 
(25%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

4 
(40%) 

4 
(16%) 

12 
(37.5
%) 

9 
(33.3
3%) 

2 
(33.3
3%) 

Urate 
(increase
d) – 
Grade ≥3 

0 
(%) 

0 
(%) 

1 
(3.7%

) 
2 

(5.71
%) 

3 
(8.33
%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

2 
(20%) 

0 
(%) 

2 
(6.25
%) 

3 
(11.1
1%) 

1 
(16.6
7%) 

 
Number of participants with notable changes from baseline in vital sign values 
(Time Frame: From baseline (predose) up to 30 days after last dose of study treatment in each treatment period. The median duration of exposure to study 
treatment ranged between 8 and 9.15 weeks in Treatment Period 1 and between 5 and 42.05 weeks in Treatment Period 2) 
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 PDR0
01 + 

LBH5
89 10 
mg 
TIW 
1wk 

on/1w
k off 

PDR0
01 + 

LBH5
89 10 
mg 
TIW 
2wk 

on/1w
k off 

PDR0
01 + 

RAD0
01 5 
mg 
QW 

NSCL
C 

PDR0
01 + 

RAD0
01 5 
mg 
QW 
TNB

C 

PDR0
01 + 

RAD0
01 5 
mg 
QW 
CRC 

PDR00
1 + 

HDM20
1 60 
mg 

(RDE) 
CRC 

PDR0
01 + 
HDM
201 
100 
mg 

CRC 

PDR00
1 + 

HDM20
1 60 
mg 

(RDE) 
RCC 

PDR0
01 + 
QBM
076 
75 
mg 

CRC 

PDR0
01 + 
QBM
076 
150 
mg 

CRC 

PDR0
01 + 
QBM
076 
75 
mg 

NSCL
C 

PDR0
01 + 
QBM
076 
150 
mg 

NSCL
C 

PDR0
01 + 
QBM
076 
75 
mg 

TNB
C 

PDR0
01 + 
LCL1

61 
300 
mg 
QW 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 

NSCL
C 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 
TNB

C 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 
CRC 

PDR0
01 + 
LCL1

61 
900 
mg 
QW 

Arm/Gr
oup 
Descri
ption 

PDR00
1 400 

mg 
every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

panobi
nostat 
10 mg 
three 

times a 
week 

(TIW) 1 
week 
on/1 
week 

off 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

panobi
nostat 
10 mg 
three 

times a 
week 

(TIW) 2 
weeks 
on/1 
week 

off 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
colore

ctal 
cancer 
(CRC) 

PDR001 
400 mg 
every 4 
weeks 
(Q4W) 

in 
combina
tion with 
HDM20
1 60 mg 
(recom
mended 
dose for 
expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
colorect

al 
cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

HDM2
01 100 
mg on 
Day 1 
and 

Day 8 
every 
cycle 

in 
colore

ctal 
cancer 
(CRC) 

PDR001 
400 mg 
every 4 
weeks 
(Q4W) 

in 
combina
tion with 
HDM20
1 60 mg 
(recom
mended 
dose for 
expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
renal 
cell 

carcino
ma 

(RCC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 

colore
ctal 

cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 150 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
colore

ctal 
cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 150 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 300 
mg 

once 
per 

week 
(QW) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
colore

ctal 
cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 900 
mg 

once 
per 

week 
(QW) 

Numbe
r of 
Partici
pants 
Analyz
ed 
[units: 
partici
pants] 

7 10 27 35 36 32 5 24 11 7 2 1 1 10 25 32 27 6 



 

   
 
Clinical Trial Results Website 
 

Page 35 
 

Number of participants with notable changes from baseline in vital sign values 
(units: participants) 
Count of Participants (Not Applicable) 
System
ic blood 
pressur
e 
(increa
se) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(14.2
9%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

System
ic blood 
pressur
e 
(decrea
se) 

0 
(%) 

0 
(%) 

0 
(%) 

5 
(14.2
9%) 

1 
(2.78
%) 

2 
(6.25%

) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
1 

(10%) 
0 

(%) 
1 

(3.13
%) 

1 
(3.7%

) 
0 

(%) 

Diastoli
c blood 
pressur
e 
(increa
se) 

0 
(%) 

0 
(%) 

1 
(3.7%

) 
1 

(2.86
%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(14.2
9%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

Diastoli
c blood 
pressur
e 
(decrea
se) 

0 
(%) 

0 
(%) 

0 
(%) 

2 
(5.71
%) 

1 
(2.78
%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(14.2
9%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(10%) 

1 
(4%) 

0 
(%) 

0 
(%) 

0 
(%) 

Pulse 
rate 
(increa
se) 

3 
(42.86

%) 
5 

(50%) 
6 

(22.2
2%) 

8 
(22.8
6%) 

10 
(27.7
8%) 

5 
(15.63

%) 
0 

(%) 
3 

(12.5%
) 

1 
(9.09
%) 

3 
(42.8
6%) 

1 
(50%) 

0 
(%) 

0 
(%) 

3 
(30%) 

5 
(20%) 

10 
(31.2
5%) 

4 
(14.8
1%) 

2 
(33.3
3%) 

Pulse 
rate 
(decrea
se) 

0 
(%) 

1 
(10%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(9.09
%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(3.7%

) 
0 

(%) 
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Weight 
(increa
se) 

1 
(14.29

%) 
0 

(%) 
1 

(3.7%
) 

1 
(2.86
%) 

0 
(%) 

1 
(3.13%

) 
0 

(%) 
2 

(8.33%
) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(10%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(16.6
7%) 

Weight 
(decrea
se) 

1 
(14.29

%) 
1 

(10%) 
6 

(22.2
2%) 

5 
(14.2
9%) 

4 
(11.1
1%) 

1 
(3.13%

) 
0 

(%) 
2 

(8.33%
) 

3 
(27.2
7%) 

1 
(14.2
9%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(10%) 

5 
(20%) 

1 
(3.13
%) 

1 
(3.7%

) 
0 

(%) 

Temper
ature 
(increa
se) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

 
Number of participants with Dose-Limiting Toxicities (DLTs) (Dose escalation only) 
(Time Frame: 56 days) 
 PDR0

01 + 
LBH5
89 10 
mg 
TIW 
1wk 

on/1w
k off 

PDR0
01 + 

LBH5
89 10 
mg 
TIW 
2wk 

on/1w
k off 

PDR0
01 + 

RAD0
01 5 
mg 
QW 

NSCL
C 

PDR0
01 + 

RAD0
01 5 
mg 
QW 
TNB

C 

PDR0
01 + 

RAD0
01 5 
mg 
QW 
CRC 

PDR00
1 + 

HDM20
1 60 
mg 

(RDE) 
CRC 

PDR0
01 + 
HDM
201 
100 
mg 

CRC 

PDR00
1 + 

HDM20
1 60 
mg 

(RDE) 
RCC 

PDR0
01 + 
QBM
076 
75 
mg 

CRC 

PDR0
01 + 
QBM
076 
150 
mg 

CRC 

PDR0
01 + 
QBM
076 
75 
mg 

NSCL
C 

PDR0
01 + 
QBM
076 
150 
mg 

NSCL
C 

PDR0
01 + 
QBM
076 
75 
mg 

TNB
C 

PDR0
01 + 
LCL1

61 
300 
mg 
QW 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 

NSCL
C 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 
TNB

C 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 
CRC 

PDR0
01 + 
LCL1

61 
900 
mg 
QW 

Arm/Gr
oup 
Descri
ption 

PDR00
1 400 

mg 
every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

panobi
nostat 
10 mg 
three 

times a 
week 

(TIW) 1 
week 
on/1 
week 

off 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

panobi
nostat 
10 mg 
three 

times a 
week 

(TIW) 2 
weeks 
on/1 
week 

off 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in non-
small 
cell 
lung 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
triple-
negati

ve 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
colore

ctal 

PDR001 
400 mg 
every 4 
weeks 
(Q4W) 

in 
combina
tion with 
HDM20
1 60 mg 
(recom
mended 
dose for 
expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
colorect

al 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

HDM2
01 100 
mg on 
Day 1 
and 

Day 8 
every 
cycle 

in 
colore

ctal 

PDR001 
400 mg 
every 4 
weeks 
(Q4W) 

in 
combina
tion with 
HDM20
1 60 mg 
(recom
mended 
dose for 
expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
renal 
cell 

carcino

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 150 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 150 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 300 
mg 

once 
per 

week 
(QW) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in non-
small 
cell 
lung 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
triple-
negati

ve 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
colore

ctal 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 900 
mg 

once 
per 

week 
(QW) 
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cancer 
(NSCL

C) 

breast 
cancer 
(TNBC

) 

cancer 
(CRC) 

cancer 
(CRC) 

cancer 
(CRC) 

ma 
(RCC) 

colore
ctal 

cancer 
(CRC) 

colore
ctal 

cancer 
(CRC) 

non-
small 
cell 
lung 

cancer 
(NSCL

C) 

non-
small 
cell 
lung 

cancer 
(NSCL

C) 

triple-
negati

ve 
breast 
cancer 
(TNBC

) 

cancer 
(NSCL

C) 

breast 
cancer 
(TNBC

) 

cancer 
(CRC) 

Numbe
r of 
Partici
pants 
Analyz
ed 
[units: 
partici
pants] 

5 3 0 0 5 8 4 1 8 4 2 0 1 7 1 1 3 4 

Number of participants with Dose-Limiting Toxicities (DLTs) (Dose escalation only) 
(units: participants) 
Count of Participants (Not Applicable) 

 1 
(20%) 

1 
(33.33

%) 
 

(NaN
%) 

 
(NaN

%) 
0 

(%) 
1 

(12.5%
) 

3 
(75%) 

0 
(%) 

0 
(%) 

1 
(25%) 

0 
(%) 

 
(NaN

%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
2 

(50%) 

 
Number of participants with dose reductions or interruptions of PDR001 
(Time Frame: From first dose of study treatment up to last dose in each treatment period. The median duration of exposure to study treatment ranged between 8 
and 9.15 weeks in Treatment Period 1 and between 5 and 42.05 weeks in Treatment Period 2) 
 PDR0

01 + 
LBH5
89 10 
mg 
TIW 
1wk 

on/1w
k off 

PDR0
01 + 

LBH5
89 10 
mg 
TIW 
2wk 

on/1w
k off 

PDR0
01 + 

RAD0
01 5 
mg 
QW 

NSCL
C 

PDR0
01 + 

RAD0
01 5 
mg 
QW 
TNB

C 

PDR0
01 + 

RAD0
01 5 
mg 
QW 
CRC 

PDR00
1 + 

HDM20
1 60 
mg 

(RDE) 
CRC 

PDR0
01 + 
HDM
201 
100 
mg 

CRC 

PDR00
1 + 

HDM20
1 60 
mg 

(RDE) 
RCC 

PDR0
01 + 
QBM
076 
75 
mg 

CRC 

PDR0
01 + 
QBM
076 
150 
mg 

CRC 

PDR0
01 + 
QBM
076 
75 
mg 

NSCL
C 

PDR0
01 + 
QBM
076 
150 
mg 

NSCL
C 

PDR0
01 + 
QBM
076 
75 
mg 

TNB
C 

PDR0
01 + 
LCL1

61 
300 
mg 
QW 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 

NSCL
C 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 
TNB

C 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 
CRC 

PDR0
01 + 
LCL1

61 
900 
mg 
QW 

Arm/Gr
oup 
Descri
ption 

PDR00
1 400 

mg 
every 4 
weeks 
(Q4W) 

in 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

PDR001 
400 mg 
every 4 
weeks 
(Q4W) 

in 
combina

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

PDR001 
400 mg 
every 4 
weeks 
(Q4W) 

in 
combina

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 
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combin
ation 
with 

panobi
nostat 
10 mg 
three 

times a 
week 

(TIW) 1 
week 
on/1 
week 

off 

combin
ation 
with 

panobi
nostat 
10 mg 
three 

times a 
week 

(TIW) 2 
weeks 
on/1 
week 

off 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in non-
small 
cell 
lung 

cancer 
(NSCL

C) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
colore

ctal 
cancer 
(CRC) 

tion with 
HDM20
1 60 mg 
(recom
mended 
dose for 
expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
colorect

al 
cancer 
(CRC) 

in 
combi
nation 
with 

HDM2
01 100 
mg on 
Day 1 
and 

Day 8 
every 
cycle 

in 
colore

ctal 
cancer 
(CRC) 

tion with 
HDM20
1 60 mg 
(recom
mended 
dose for 
expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
renal 
cell 

carcino
ma 

(RCC) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 

colore
ctal 

cancer 
(CRC) 

in 
combi
nation 
with 

QBM0
76 150 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
colore

ctal 
cancer 
(CRC) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cancer 
(NSCL

C) 

in 
combi
nation 
with 

QBM0
76 150 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cancer 
(NSCL

C) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

in 
combi
nation 
with 

LCL16
1 300 
mg 

once 
per 

week 
(QW) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in non-
small 
cell 
lung 

cancer 
(NSCL

C) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
colore

ctal 
cancer 
(CRC) 

in 
combi
nation 
with 

LCL16
1 900 
mg 

once 
per 

week 
(QW) 

Numbe
r of 
Partici
pants 
Analyz
ed 
[units: 
partici
pants] 

7 10 27 35 36 32 5 24 11 7 2 1 1 10 25 32 27 6 

Number of participants with dose reductions or interruptions of PDR001 
(units: participants) 
Count of Participants (Not Applicable) 
With at 
least 
one 
dose 
reducti
on or 
interrup
tion 

0 
(%) 

1 
(10%) 

4 
(14.8
1%) 

0 
(%) 

1 
(2.78
%) 

4 
(12.5%

) 
1 

(20%) 
5 

(20.83
%) 

2 
(18.1
8%) 

2 
(28.5
7%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(10%) 

3 
(12%) 

1 
(3.13
%) 

1 
(3.7%

) 
0 

(%) 
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With 
only 
one 
dose 
reducti
on or 
interrup
tion 

0 
(%) 

0 
(%) 

3 
(11.1
1%) 

0 
(%) 

1 
(2.78
%) 

4 
(12.5%

) 
1 

(20%) 
5 

(20.83
%) 

2 
(18.1
8%) 

2 
(28.5
7%) 

0 
(%) 

0 
(%) 

0 
(%) 

1 
(10%) 

2 
(8%) 

1 
(3.13
%) 

1 
(3.7%

) 
0 

(%) 

With 
two 
dose 
reducti
ons or 
interrup
tions 

0 
(%) 

1 
(10%) 

1 
(3.7%

) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
1 

(4%) 
0 

(%) 
0 

(%) 
0 

(%) 

With 
more 
than 
two 
dose 
reducti
ons or 
interrup
tions 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

 
Number of participants with dose reductions or interruptions of panobinostat 
(Time Frame: From first dose of study treatment up to last dose in each treatment period. The median duration of exposure to study treatment was 8 weeks in 
Treatment Period 1 and 5 weeks in Treatment Period 2) 
 PDR001 + LBH589 10 

mg TIW 1wk on/1wk off 
PDR001 + LBH589 10 

mg TIW 2wk on/1wk off 

Arm/Group Description 

PDR001 400 mg every 4 
weeks (Q4W) in 
combination with 

panobinostat 10 mg three 
times a week (TIW) 1 week 

on/1 week off 

PDR001 400 mg every 4 
weeks (Q4W) in 
combination with 

panobinostat 10 mg three 
times a week (TIW) 2 weeks 

on/1 week off 
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Number of Participants 
Analyzed [units: 
participants] 

7 10 

Number of participants with dose reductions or interruptions of 
panobinostat 
(units: participants) 
Count of Participants (Not Applicable) 
With at least one dose 
reduction or interruption 

2 
(28.57%) 

6 
(60%) 

With only one dose 
reduction or interruption 

2 
(28.57%) 

4 
(40%) 

With two dose reductions 
or interruptions 

0 
(%) 

0 
(%) 

With more than two dose 
reductions or 
interruptions 

0 
(%) 

2 
(20%) 

 
Number of participants with dose reductions or interruptions of everolimus 
(Time Frame: From first dose of study treatment up to last dose in each treatment period. The median duration of exposure to study treatment was 9.15 weeks in 
Treatment Period 1 and 9 weeks in Treatment Period 2) 
 PDR001 + RAD001 5 

mg QW NSCLC 
PDR001 + RAD001 5 

mg QW TNBC 
PDR001 + RAD001 5 

mg QW CRC 

Arm/Group 
Description 

PDR001 400 mg every 4 
weeks (Q4W) in 
combination with 

everolimus 5 mg once 
per week (QW) in non-
small cell lung cancer 

(NSCLC) 

PDR001 400 mg every 4 
weeks (Q4W) in 
combination with 

everolimus 5 mg once 
per week (QW) in triple-
negative breast cancer 

(TNBC) 

PDR001 400 mg every 4 
weeks (Q4W) in 
combination with 

everolimus 5 mg once 
per week (QW) in 

colorectal cancer (CRC) 

Number of 
Participants 
Analyzed [units: 
participants] 

27 35 36 
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Number of participants with dose reductions or interruptions of everolimus 
(units: participants) 
Count of Participants (Not Applicable) 
With at least one dose 
reduction or 
interruption 

6 
(22.22%) 

3 
(8.57%) 

4 
(11.11%) 

With only one dose 
reduction or 
interruption 

4 
(14.81%) 

2 
(5.71%) 

3 
(8.33%) 

With two dose 
reductions or 
interruptions 

2 
(7.41%) 

1 
(2.86%) 

1 
(2.78%) 

With more than two 
dose reductions or 
interruptions 

0 
(%) 

0 
(%) 

0 
(%) 

 
Number of participants with dose reductions or interruptions of HDM201 
(Time Frame: From first dose of study treatment up to last dose in each treatment period. The median duration of exposure to study treatment was 9 weeks in 
Treatment Period 1 and 8.15 weeks in Treatment Period 2) 
 PDR001 + HDM201 

60 mg (RDE) CRC 
PDR001 + HDM201 

100 mg CRC 
PDR001 + HDM201 
60 mg (RDE) RCC 

Arm/Group 
Description 

PDR001 400 mg every 4 
weeks (Q4W) in 
combination with 
HDM201 60 mg 

(recommended dose for 
expansion) on Day 1 and 

Day 8 every cycle in 
colorectal cancer (CRC) 

PDR001 400 mg every 4 
weeks (Q4W) in 
combination with 

HDM201 100 mg on Day 
1 and Day 8 every cycle 

in colorectal cancer 
(CRC) 

PDR001 400 mg every 4 
weeks (Q4W) in 
combination with 
HDM201 60 mg 

(recommended dose for 
expansion) on Day 1 and 
Day 8 every cycle in renal 

cell carcinoma (RCC) 

Number of 
Participants 
Analyzed [units: 
participants] 

32 5 24 

Number of participants with dose reductions or interruptions of HDM201 
(units: participants) 
Count of Participants (Not Applicable) 
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With at least one dose 
reduction or 
interruption 

5 
(15.63%) 

1 
(20%) 

4 
(16.67%) 

With only one dose 
reduction or 
interruption 

4 
(12.5%) 

0 
(%) 

2 
(8.33%) 

With two dose 
reductions or 
interruptions 

1 
(3.13%) 

0 
(%) 

2 
(8.33%) 

With more than two 
dose reductions or 
interruptions 

0 
(%) 

1 
(20%) 

0 
(%) 

 
Number of participants with dose reductions or interruptions of QBM076 
(Time Frame: From first dose of study treatment up to last dose in each treatment period. The median duration of exposure to study treatment was 8 weeks in 
Treatment Period 1 and 42.05 weeks in Treatment Period 2) 
 PDR001 + QBM076 

75 mg CRC 
PDR001 + QBM076 

150 mg CRC 
PDR001 + QBM076 

75 mg NSCLC 
PDR001 + QBM076 

150 mg NSCLC 
PDR001 + QBM076 

75 mg TNBC 

Arm/Group 
Description 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 

QBM076 75 mg twice 
daily (BID) 2 week 

on/2 week off in 
colorectal cancer 

(CRC) 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 

QBM076 150 mg twice 
daily (BID) 2 week 

on/2 week off in 
colorectal cancer 

(CRC) 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 

QBM076 75 mg twice 
daily (BID) 2 week 

on/2 week off in non-
small cell lung cancer 

(NSCLC) 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 

QBM076 150 mg twice 
daily (BID) 2 week 

on/2 week off in non-
small cell lung cancer 

(NSCLC) 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 

QBM076 75 mg twice 
daily (BID) 2 week 

on/2 week off in triple-
negative breast cancer 

(TNBC) 

Number of 
Participants 
Analyzed [units: 
participants] 

11 7 2 1 1 

Number of participants with dose reductions or interruptions of QBM076 
(units: participants) 
Count of Participants (Not Applicable) 
With at least one 
dose reduction or 
interruption 

2 
(18.18%) 

3 
(42.86%) 

2 
(100%) 

1 
(100%) 

0 
(%) 
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With only one dose 
reduction or 
interruption 

1 
(9.09%) 

3 
(42.86%) 

2 
(100%) 

1 
(100%) 

0 
(%) 

With two dose 
reductions or 
interruptions 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

With more than two 
dose reductions or 
interruptions 

1 
(9.09%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

 
Number of participants with dose reductions or interruptions of LCL161 
(Time Frame: From first dose of study treatment up to last dose in each treatment period. The median duration of exposure to study treatment was 8.65 weeks in 
Treatment Period 1 and 7.3 weeks in Treatment Period 2) 
 PDR001 + LCL161 

300 mg QW 

PDR001 + LCL161 
600 mg QW 

NSCLC 

PDR001 + LCL161 
600 mg QW TNBC 

PDR001 + LCL161 
600 mg QW CRC 

PDR001 + LCL161 
900 mg QW 

Arm/Group 
Description 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 

LCL161 300 mg once 
per week (QW) 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 

LCL161 600 mg once 
per week (QW) in non-
small cell lung cancer 

(NSCLC) 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 

LCL161 600 mg once 
per week (QW) in 

triple-negative breast 
cancer (TNBC) 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 

LCL161 600 mg once 
per week (QW) in 
colorectal cancer 

(CRC) 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 

LCL161 900 mg once 
per week (QW) 

Number of 
Participants 
Analyzed [units: 
participants] 

10 25 32 27 6 

Number of participants with dose reductions or interruptions of LCL161 
(units: participants) 
Count of Participants (Not Applicable) 
With at least one 
dose reduction or 
interruption 

1 
(10%) 

8 
(32%) 

5 
(15.63%) 

7 
(25.93%) 

3 
(50%) 

With only one dose 
reduction or 
interruption 

1 
(10%) 

3 
(12%) 

3 
(9.38%) 

6 
(22.22%) 

1 
(16.67%) 
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With two dose 
reductions or 
interruptions 

0 
(%) 

4 
(16%) 

1 
(3.13%) 

0 
(%) 

2 
(33.33%) 

With more than two 
dose reductions or 
interruptions 

0 
(%) 

1 
(4%) 

1 
(3.13%) 

1 
(3.7%) 

0 
(%) 

 
Relative dose intensity of PDR001 
(Time Frame: From first dose of study treatment up to last dose in each treatment period. The median duration of exposure to study treatment ranged between 8 
and 9.15 weeks in Treatment Period 1 and between 5 and 42.05 weeks in Treatment Period 2) 
 PDR

001 
+ 

LBH
589 
10 
mg 
TIW 
1wk 
on/1
wk 
off 

PDR
001 
+ 

LBH
589 
10 
mg 
TIW 
2wk 
on/1
wk 
off 

PDR
001 
+ 

RAD
001 

5 mg 
QW 
NSC
LC 

PDR
001 
+ 

RAD
001 

5 mg 
QW 
TNB

C 

PDR
001 
+ 

RAD
001 

5 mg 
QW 
CRC 

PDR0
01 + 

HDM2
01 60 
mg 

(RDE) 
CRC 

PDR
001 
+ 

HDM
201 
100 
mg 

CRC 

PDR0
01 + 

HDM2
01 60 
mg 

(RDE) 
RCC 

PDR
001 
+ 

QBM
076 
75 
mg 

CRC 

PDR
001 
+ 

QBM
076 
150 
mg 

CRC 

PDR
001 
+ 

QBM
076 
75 
mg 

NSC
LC 

PDR
001 
+ 

QBM
076 
150 
mg 

NSC
LC 

PDR
001 
+ 

QBM
076 
75 
mg 

TNB
C 

PDR
001 
+ 

LCL
161 
300 
mg 
QW 

PDR
001 
+ 

LCL
161 
600 
mg 
QW 
NSC
LC 

PDR
001 
+ 

LCL
161 
600 
mg 
QW 
TNB

C 

PDR
001 
+ 

LCL
161 
600 
mg 
QW 
CRC 

PDR
001 
+ 

LCL
161 
900 
mg 
QW 

Arm/Group 
Description 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W

) in 
combi
nation 
with 

panob
inosta
t 10 
mg 

three 
times 

a 
week 
(TIW) 

1 
week 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W

) in 
combi
nation 
with 

panob
inosta
t 10 
mg 

three 
times 

a 
week 
(TIW) 

2 
weeks 

PDR0
01 
400 
mg 

every 
4 

week
s 

(Q4W
) in 

combi
natio
n with 
evero
limus 
5 mg 
once 
per 

week 
(QW) 

in 
non-
small 

PDR0
01 
400 
mg 

every 
4 

week
s 

(Q4W
) in 

combi
natio
n with 
evero
limus 
5 mg 
once 
per 

week 
(QW) 

in 
triple-
negat

PDR0
01 

400 
mg 

every 
4 

week
s 

(Q4W
) in 

combi
natio
n with 
evero
limus 
5 mg 
once 
per 

week 
(QW) 

in 
color
ectal 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

HDM2
01 60 
mg 

(recom
mende
d dose 

for 
expans
ion) on 
Day 1 
and 

Day 8 
every 

PDR0
01 
400 
mg 

every 
4 

week
s 

(Q4W
) in 

combi
natio
n with 
HDM
201 
100 
mg 
on 

Day 1 
and 

Day 8 
every 
cycle 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

HDM2
01 60 
mg 

(recom
mende
d dose 

for 
expans
ion) on 
Day 1 
and 

Day 8 
every 

PDR0
01 
400 
mg 

every 
4 

week
s 

(Q4W
) in 

combi
natio
n with 
QBM
076 
75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 

PDR0
01 
400 
mg 

every 
4 

week
s 

(Q4W
) in 

combi
natio
n with 
QBM
076 
150 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 

PDR0
01 
400 
mg 

every 
4 

week
s 

(Q4W
) in 

combi
natio
n with 
QBM
076 
75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 

PDR0
01 
400 
mg 

every 
4 

week
s 

(Q4W
) in 

combi
natio
n with 
QBM
076 
150 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 

PDR0
01 

400 
mg 

every 
4 

week
s 

(Q4W
) in 

combi
natio
n with 
QBM
076 
75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 

PDR0
01 
400 
mg 

every 
4 

week
s 

(Q4W
) in 

combi
natio
n with 
LCL1

61 
300 
mg 

once 
per 

week 
(QW) 

PDR0
01 
400 
mg 

every 
4 

week
s 

(Q4W
) in 

combi
natio
n with 
LCL1

61 
600 
mg 

once 
per 

week 
(QW) 

in 
non-

PDR0
01 
400 
mg 

every 
4 

week
s 

(Q4W
) in 

combi
natio
n with 
LCL1

61 
600 
mg 

once 
per 

week 
(QW) 

in 
triple-

PDR0
01 
400 
mg 

every 
4 

week
s 

(Q4W
) in 

combi
natio
n with 
LCL1

61 
600 
mg 

once 
per 

week 
(QW) 

in 
color

PDR0
01 

400 
mg 

every 
4 

week
s 

(Q4W
) in 

combi
natio
n with 
LCL1

61 
900 
mg 

once 
per 

week 
(QW) 
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on/1 
week 

off 

on/1 
week 

off 

cell 
lung 

cance
r 

(NSC
LC) 

ive 
breas

t 
cance

r 
(TNB

C) 

cance
r 

(CRC
) 

cycle in 
colorec

tal 
cancer 
(CRC) 

in 
color
ectal 
cance

r 
(CRC

) 

cycle in 
renal 
cell 

carcino
ma 

(RCC) 

week 
off in 
color
ectal 

cance
r 

(CRC
) 

week 
off in 
color
ectal 
cance

r 
(CRC

) 

week 
off in 
non-
small 
cell 
lung 

cance
r 

(NSC
LC) 

week 
off in 
non-
small 
cell 
lung 

cance
r 

(NSC
LC) 

week 
off in 
triple-
negat

ive 
breas

t 
cance

r 
(TNB

C) 

small 
cell 
lung 

cance
r 

(NSC
LC) 

negat
ive 

breas
t 

cance
r 

(TNB
C) 

ectal 
cance

r 
(CRC

) 

Number of 
Participants 
Analyzed [units: 
participants] 

7 10 27 35 36 32 5 24 11 7 2 1 1 10 25 32 27 6 

Relative dose intensity of PDR001 
(units: percentage of dose intensity) 
Median (Full Range) 

Treatment Period 1 
(n=7,10,27,35,36,32,5,24
,11,7,2,1,1,10,25,32,27,6
) 

100.
00 

(66.
67 to 
100) 

100.
00 

(66.
67 to 
100) 

100.
00 

(57.
14 
to 

100) 

100.
00 

(66.
67 
to 

100) 

100.
00 

(66.
67 
to 

100) 

100.0
0 

(60 to 
100) 

100.
00 

(85.
71 
to 

100) 

85.71 
(26.9
2 to 
100) 

100.
00 

(83.
33 
to 

100) 

100.
00 

(66.
67 
to 

100) 

100.
00 

(100 
to 

100) 

100.
00 

(100 
to 

100) 

100.
00 

(100 
to 

100) 

100.
00 
(75 
to 

100) 

100.
00 

(66.
67 
to 

100) 

100.
00 

(66.
67 
to 

100) 

100.
00 

(66.
67 
to 

100) 

100.
00 

(100 
to 

100) 

Treatment Period 2 
(n=0,1,5,2,4,2,1,4,2,0,0,0
,0,0,5,1,0,0) 

 

100.
00 

(100 
to 

100) 

100.
00 
(80 
to 

100) 

100.
00 

(100 
to 

100) 

100.
00 

(100 
to 

100) 

100.0
0 

(100 
to 

100) 

100.
00 

(100 
to 

100) 

91.67 
(66.6
7 to 
100) 

96.6
7 

(93.
33 
to 

100) 

     

100.
00 

(66.
67 
to 

100) 

100.
00 

(100 
to 

100) 

  

 
Relative dose intensity of panobinostat 
(Time Frame: From first dose of study treatment up to last dose in each treatment period. The median duration of exposure to study treatment was 8 weeks in 
Treatment Period 1 and 5 weeks in Treatment Period 2) 
 PDR001 + LBH589 10 

mg TIW 1wk on/1wk off 
PDR001 + LBH589 10 

mg TIW 2wk on/1wk off 

Arm/Group Description 
PDR001 400 mg every 4 

weeks (Q4W) in 
combination with 

panobinostat 10 mg three 

PDR001 400 mg every 4 
weeks (Q4W) in 
combination with 

panobinostat 10 mg three 
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times a week (TIW) 1 week 
on/1 week off 

times a week (TIW) 2 weeks 
on/1 week off 

Number of Participants 
Analyzed [units: 
participants] 

7 10 

Relative dose intensity of panobinostat 
(units: percentage of dose intensity) 
Median (Full Range) 
Treatment Period 1 
(n=7,10) 

100.00 
(66.67 to 100) 

83.33 
(47.92 to 108.33) 

Treatment Period 2 
(n=0,1)  66.67 

(66.67 to 66.67) 
 
Relative dose intensity of everolimus 
(Time Frame: From first dose of study treatment up to last dose in each treatment period. The median duration of exposure to study treatment was 9.15 weeks in 
Treatment Period 1 and 9 weeks in Treatment Period 2) 
 PDR001 + RAD001 5 

mg QW NSCLC 
PDR001 + RAD001 5 

mg QW TNBC 
PDR001 + RAD001 5 

mg QW CRC 

Arm/Group 
Description 

PDR001 400 mg every 4 
weeks (Q4W) in 
combination with 

everolimus 5 mg once 
per week (QW) in non-
small cell lung cancer 

(NSCLC) 

PDR001 400 mg every 4 
weeks (Q4W) in 
combination with 

everolimus 5 mg once 
per week (QW) in triple-
negative breast cancer 

(TNBC) 

PDR001 400 mg every 4 
weeks (Q4W) in 
combination with 

everolimus 5 mg once 
per week (QW) in 

colorectal cancer (CRC) 

Number of 
Participants 
Analyzed [units: 
participants] 

27 35 36 

Relative dose intensity of everolimus 
(units: percentage of dose intensity) 
Median (Full Range) 
Treatment Period 1 
(n=27,35,36) 

100.00 
(63.64 to 100) 

100.00 
(50 to 116.67) 

100.00 
(50 to 100) 
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Treatment Period 2 
(n=5,2,4) 

100.00 
(88.89 to 103.13) 

100.00 
(100 to 100) 

90.00 
(66.67 to 100) 

 
Relative dose intensity of HDM201 
(Time Frame: From first dose of study treatment up to last dose in each treatment period. The median duration of exposure to study treatment was 9 weeks in 
Treatment Period 1 and 8.15 weeks in Treatment Period 2) 
 PDR001 + HDM201 

60 mg (RDE) CRC 
PDR001 + HDM201 

100 mg CRC 
PDR001 + HDM201 
60 mg (RDE) RCC 

Arm/Group 
Description 

PDR001 400 mg every 4 
weeks (Q4W) in 
combination with 
HDM201 60 mg 

(recommended dose for 
expansion) on Day 1 and 

Day 8 every cycle in 
colorectal cancer (CRC) 

PDR001 400 mg every 4 
weeks (Q4W) in 
combination with 

HDM201 100 mg on Day 
1 and Day 8 every cycle 

in colorectal cancer 
(CRC) 

PDR001 400 mg every 4 
weeks (Q4W) in 
combination with 
HDM201 60 mg 

(recommended dose for 
expansion) on Day 1 and 
Day 8 every cycle in renal 

cell carcinoma (RCC) 

Number of 
Participants 
Analyzed [units: 
participants] 

32 5 24 

Relative dose intensity of HDM201 
(units: percentage of dose intensity) 
Median (Full Range) 
Treatment Period 1 
(n=32,5,24) 

100.00 
(50 to 100) 

75.00 
(60.83 to 83.33) 

100.00 
(26.92 to 100) 

Treatment Period 2 
(n=2,1,4) 

91.67 
(83.33 to 100) 

91.67 
(91.67 to 91.67) 

100.00 
(75 to 100) 

 
Relative dose intensity of QBM076 
(Time Frame: From first dose of study treatment up to last dose in each treatment period. The median duration of exposure to study treatment was 8 weeks in 
Treatment Period 1 and 42.05 weeks in Treatment Period 2) 
 PDR001 + QBM076 

75 mg CRC 
PDR001 + QBM076 

150 mg CRC 
PDR001 + QBM076 

75 mg NSCLC 
PDR001 + QBM076 

150 mg NSCLC 
PDR001 + QBM076 

75 mg TNBC 
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Arm/Group 
Description 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 

QBM076 75 mg twice 
daily (BID) 2 week 

on/2 week off in 
colorectal cancer 

(CRC) 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 

QBM076 150 mg twice 
daily (BID) 2 week 

on/2 week off in 
colorectal cancer 

(CRC) 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 

QBM076 75 mg twice 
daily (BID) 2 week 

on/2 week off in non-
small cell lung cancer 

(NSCLC) 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 

QBM076 150 mg twice 
daily (BID) 2 week 

on/2 week off in non-
small cell lung cancer 

(NSCLC) 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 

QBM076 75 mg twice 
daily (BID) 2 week 

on/2 week off in triple-
negative breast cancer 

(TNBC) 

Number of 
Participants 
Analyzed [units: 
participants] 

11 7 2 1 1 

Relative dose intensity of QBM076 
(units: percentage of dose intensity) 
Median (Full Range) 
Treatment Period 1 
(n=11,7,2,1,1) 

57.50 
(27.78 to 100) 

51.22 
(14.13 to 100) 

59.15 
(48.51 to 69.79) 

47.44 
(47.44 to 47.44) 

59.57 
(59.57 to 59.57) 

Treatment Period 2 
(n=2,0,0,0,0) 

53.81 
(52.99 to 54.63)     

 
Relative dose intensity of LCL161 
(Time Frame: From first dose of study treatment up to last dose in each treatment period. The median duration of exposure to study treatment was 8.65 weeks in 
Treatment Period 1 and 7.3 weeks in Treatment Period 2) 
 PDR001 + LCL161 

300 mg QW 

PDR001 + LCL161 
600 mg QW 

NSCLC 

PDR001 + LCL161 
600 mg QW TNBC 

PDR001 + LCL161 
600 mg QW CRC 

PDR001 + LCL161 
900 mg QW 

Arm/Group 
Description 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 

LCL161 300 mg once 
per week (QW) 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 

LCL161 600 mg once 
per week (QW) in non-
small cell lung cancer 

(NSCLC) 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 

LCL161 600 mg once 
per week (QW) in 

triple-negative breast 
cancer (TNBC) 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 

LCL161 600 mg once 
per week (QW) in 
colorectal cancer 

(CRC) 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 

LCL161 900 mg once 
per week (QW) 

Number of 
Participants 
Analyzed [units: 
participants] 

10 25 32 27 6 
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Relative dose intensity of LCL161 
(units: percentage of dose intensity) 
Median (Full Range) 
Treatment Period 1 
(n=10,25,32,27,6) 

100.00 
(50 to 100) 

100.00 
(61.9 to 100) 

100.00 
(55.56 to 120) 

100.00 
(66.67 to 100) 

93.59 
(62.5 to 100) 

Treatment Period 2 
(n=0,5,1,0,0)  88.89 

(75 to 100) 
100.00 

(100 to 100)   

 
 

Secondary Outcome Result(s) 
Number of participants with changes from baseline in ECG parameters in the combination arm of PDR001 and panobinostat 
(Time Frame: Treatment Period 1: Cycle 1 (Days 1, 8, 15 and 22), Cycle 2 and 3 (Days 1 and 15) and Cycle 4 to 6 (Day 1). Treatment Period 2: Cycle 1 (Days 1, 
8, 15 and 22) and Cycle 2 (Day 1). The duration of one treatment cycle is 28 days.) 
 PDR001 + LBH589 10 

mg TIW 1wk on/1wk off 
PDR001 + LBH589 10 

mg TIW 2wk on/1wk off 

Arm/Group Description 

PDR001 400 mg every 4 
weeks (Q4W) in 
combination with 

panobinostat 10 mg three 
times a week (TIW) 1 week 

on/1 week off 

PDR001 400 mg every 4 
weeks (Q4W) in 
combination with 

panobinostat 10 mg three 
times a week (TIW) 2 weeks 

on/1 week off 

Number of Participants 
Analyzed [units: 
participants] 

7 10 

Number of participants with changes from baseline in ECG parameters in 
the combination arm of PDR001 and panobinostat 
(units: participants) 
Count of Participants (Not Applicable) 
QTcF: Increase > 30 to ≤ 
60 milliseconds (ms) 
(n=7,10) 

1 
(14.29%) 

3 
(30%) 

QTcF: Increase > 60 ms 
(n=7,10) 

0 
(%) 

0 
(%) 
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QTcF: New > 450 to ≤ 
480 ms (n=7,10) 

0 
(%) 

2 
(20%) 

QTcF: New > 480 to ≤ 
500 ms (n=7,10) 

0 
(%) 

0 
(%) 

QTcF: New > 500 ms 
(n=7,10) 

0 
(%) 

0 
(%) 

QTcB: Increase > 30 to ≤ 
60 ms (n=0,2) 

 
(NaN%) 

1 
(50%) 

QTcB: Increase > 60 ms 
(n=0,2) 

 
(Na N%) 

0 
(%) 

QTcB: New > 450 to ≤ 
480 ms (n=0,2) 

 
(NaN%) 

2 
(100%) 

QTcB: New > 480 to ≤ 
500 ms (n=0,2) 

 
(NaN%) 

1 
(50%) 

QTcB: New > 500 ms 
(n=0,2) 

 
(NaN%) 

0 
(%) 

QT: Increase > 30 to ≤ 
60 ms (n=7,10) 

3 
(42.86%) 

1 
(10%) 

QT: Increase > 60 ms 
(n=7,10) 

0 
(%) 

0 
(%) 

QT: New > 450 to ≤ 480 
ms (n=7,10) 

0 
(%) 

0 
(%) 

QT: New > 480 to ≤ 500 
ms (n=7,10) 

0 
(%) 

0 
(%) 

QT: New > 500 ms 
(n=7,10) 

0 
(%) 

0 
(%) 

PR: Increase >25% and 
PR > 200 ms (n=7,9) 

0 
(%) 

0 
(%) 

QRS: Increase > 25% 
and QRS > 120 ms 
(n=7,10) 

0 
(%) 

0 
(%) 

 



 

   
 
Clinical Trial Results Website 
 

Page 51 
 

Best Overall Response (BOR) per RECIST v1.1 
(Time Frame: From start of treatment until end of treatment in Treatment period 1, with a median duration ranging between 8 and 9.15 weeks. Treatment period 1 
included up to 6 treatment cycles (1 cycle=28 days).) 
 PDR0

01 + 
LBH5
89 10 
mg 
TIW 
1wk 

on/1w
k off 

PDR0
01 + 

LBH5
89 10 
mg 
TIW 
2wk 

on/1w
k off 

PDR0
01 + 

RAD0
01 5 
mg 
QW 

NSCL
C 

PDR0
01 + 

RAD0
01 5 
mg 
QW 
TNB

C 

PDR0
01 + 

RAD0
01 5 
mg 
QW 
CRC 

PDR00
1 + 

HDM20
1 60 
mg 

(RDE) 
CRC 

PDR0
01 + 
HDM
201 
100 
mg 

CRC 

PDR00
1 + 

HDM20
1 60 
mg 

(RDE) 
RCC 

PDR0
01 + 
QBM
076 
75 
mg 

CRC 

PDR0
01 + 
QBM
076 
150 
mg 

CRC 

PDR0
01 + 
QBM
076 
75 
mg 

NSCL
C 

PDR0
01 + 
QBM
076 
150 
mg 

NSCL
C 

PDR0
01 + 
QBM
076 
75 
mg 

TNB
C 

PDR0
01 + 
LCL1

61 
300 
mg 
QW 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 

NSCL
C 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 
TNB

C 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 
CRC 

PDR0
01 + 
LCL1

61 
900 
mg 
QW 

Arm/Gr
oup 
Descri
ption 

PDR00
1 400 

mg 
every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

panobi
nostat 
10 mg 
three 

times a 
week 

(TIW) 1 
week 
on/1 
week 

off 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

panobi
nostat 
10 mg 
three 

times a 
week 

(TIW) 2 
weeks 
on/1 
week 

off 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
colore

ctal 
cancer 
(CRC) 

PDR001 
400 mg 
every 4 
weeks 
(Q4W) 

in 
combina
tion with 
HDM20
1 60 mg 
(recom
mended 
dose for 
expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
colorect

al 
cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

HDM2
01 100 
mg on 
Day 1 
and 

Day 8 
every 
cycle 

in 
colore

ctal 
cancer 
(CRC) 

PDR001 
400 mg 
every 4 
weeks 
(Q4W) 

in 
combina
tion with 
HDM20
1 60 mg 
(recom
mended 
dose for 
expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
renal 
cell 

carcino
ma 

(RCC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 

colore
ctal 

cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 150 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
colore

ctal 
cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 150 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 300 
mg 

once 
per 

week 
(QW) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
colore

ctal 
cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 900 
mg 

once 
per 

week 
(QW) 

Numbe
r of 
Partici
pants 
Analyz
ed 

7 10 27 35 36 32 5 24 11 7 2 1 1 9 25 33 27 6 
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[units: 
partici
pants] 
Best Overall Response (BOR) per RECIST v1.1 
(units: participants) 
Count of Participants (Not Applicable) 
Comple
te 
Respon
se (CR) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

Partial 
Respon
se (PR) 

0 
(%) 

0 
(%) 

3 
(11.1
1%) 

1 
(2.86
%) 

1 
(2.78
%) 

0 
(%) 

1 
(20%) 

4 
(16.67

%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
1 

(11.1
1%) 

1 
(4%) 

0 
(%) 

0 
(%) 

0 
(%) 

Stable 
disease 
(SD) 

0 
(%) 

1 
(10%) 

8 
(29.6
3%) 

5 
(14.2
9%) 

11 
(30.5
6%) 

10 
(31.25

%) 
0 

(%) 
10 

(41.67
%) 

4 
(36.3
6%) 

1 
(14.2
9%) 

1 
(50%) 

0 
(%) 

0 
(%) 

4 
(44.4
4%) 

11 
(44%) 

3 
(9.09
%) 

1 
(3.7%

) 
0 

(%) 

Progres
sive 
disease 
(PD) 

6 
(85.71

%) 
7 

(70%) 
13 

(48.1
5%) 

24 
(68.5
7%) 

21 
(58.3
3%) 

17 
(53.13

%) 
4 

(80%) 
7 

(29.17
%) 

5 
(45.4
5%) 

5 
(71.4
3%) 

1 
(50%) 

0 
(%) 

0 
(%) 

4 
(44.4
4%) 

12 
(48%) 

22 
(66.6
7%) 

22 
(81.4
8%) 

5 
(83.3
3%) 

Unkno
wn 
(UNK) 

1 
(14.29

%) 
2 

(20%) 
3 

(11.1
1%) 

5 
(14.2
9%) 

3 
(8.33
%) 

5 
(15.63

%) 
0 

(%) 
3 

(12.5%
) 

2 
(18.1
8%) 

1 
(14.2
9%) 

0 
(%) 

1 
(100
%) 

1 
(100
%) 

0 
(%) 

1 
(4%) 

8 
(24.2
4%) 

4 
(14.8
1%) 

1 
(16.6
7%) 

 
Best Overall Response (BOR) per irRC 
(Time Frame: From start of treatment until end of treatment in Treatment period 1, with a median duration ranging between 8 and 9.15 weeks. Treatment period 1 
included up to 6 treatment cycles (1 cycle=28 days).) 
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RCC 

PDR0
01 + 
QBM
076 
75 
mg 

CRC 

PDR0
01 + 
QBM
076 
150 
mg 

CRC 

PDR0
01 + 
QBM
076 
75 
mg 

NSCL
C 

PDR0
01 + 
QBM
076 
150 
mg 

NSCL
C 

PDR0
01 + 
QBM
076 
75 
mg 

TNB
C 

PDR0
01 + 
LCL1

61 
300 
mg 
QW 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 

NSCL
C 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 
TNB

C 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 
CRC 

PDR0
01 + 
LCL1

61 
900 
mg 
QW 



 

   
 
Clinical Trial Results Website 
 

Page 53 
 

Arm/Gr
oup 
Descri
ption 

PDR00
1 400 

mg 
every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

panobi
nostat 
10 mg 
three 

times a 
week 

(TIW) 1 
week 
on/1 
week 

off 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

panobi
nostat 
10 mg 
three 

times a 
week 

(TIW) 2 
weeks 
on/1 
week 

off 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
colore

ctal 
cancer 
(CRC) 

PDR001 
400 mg 
every 4 
weeks 
(Q4W) 

in 
combina
tion with 
HDM20
1 60 mg 
(recom
mended 
dose for 
expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
colorect

al 
cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

HDM2
01 100 
mg on 
Day 1 
and 

Day 8 
every 
cycle 

in 
colore

ctal 
cancer 
(CRC) 

PDR001 
400 mg 
every 4 
weeks 
(Q4W) 

in 
combina
tion with 
HDM20
1 60 mg 
(recom
mended 
dose for 
expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
renal 
cell 

carcino
ma 

(RCC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 

colore
ctal 

cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 150 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
colore

ctal 
cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 150 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 300 
mg 

once 
per 

week 
(QW) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
colore

ctal 
cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 900 
mg 

once 
per 

week 
(QW) 

Numbe
r of 
Partici
pants 
Analyz
ed 
[units: 
partici
pants] 

7 10 27 35 36 32 5 24 11 7 2 1 1 9 25 33 27 6 

Best Overall Response (BOR) per irRC 
(units: participants) 
Count of Participants (Not Applicable) 
Comple
te 
Respon
se 
(irCR) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 
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Partial 
respon
se 
(irPR) 

0 
(%) 

0 
(%) 

4 
(14.8
1%) 

1 
(2.86
%) 

1 
(2.78
%) 

0 
(%) 

1 
(20%) 

4 
(16.67

%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
0 

(%) 
1 

(11.1
1%) 

1 
(4%) 

0 
(%) 

0 
(%) 

0 
(%) 

Stable 
disease 
(irSD) 

1 
(14.29

%) 
1 

(10%) 
10 

(37.0
4%) 

6 
(17.1
4%) 

13 
(36.1
1%) 

8 
(25%) 

0 
(%) 

10 
(41.67

%) 
6 

(54.5
5%) 

1 
(14.2
9%) 

1 
(50%) 

0 
(%) 

0 
(%) 

4 
(44.4
4%) 

13 
(52%) 

4 
(12.1
2%) 

4 
(14.8
1%) 

0 
(%) 

Confirm
ed 
progres
sive 
disease 
(ir(cPD)
) 

0 
(%) 

0 
(%) 

2 
(7.41
%) 

4 
(11.4
3%) 

9 
(25%) 

3 
(9.38%

) 
0 

(%) 
2 

(8.33%
) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

2 
(8%) 

5 
(15.1
5%) 

6 
(22.2
2%) 

2 
(33.3
3%) 

Unconfi
rmed 
progres
sive 
disease 
(ir(uPD)
) 

5 
(71.43

%) 
6 

(60%) 
8 

(29.6
3%) 

19 
(54.2
9%) 

10 
(27.7
8%) 

16 
(50%) 

4 
(80%) 

5 
(20.83

%) 
3 

(27.2
7%) 

5 
(71.4
3%) 

1 
(50%) 

0 
(%) 

0 
(%) 

4 
(44.4
4%) 

8 
(32%) 

16 
(48.4
8%) 

14 
(51.8
5%) 

3 
(50%) 

Unkno
wn 
(irUNK) 

1 
(14.29

%) 
2 

(20%) 
3 

(11.1
1%) 

5 
(14.2
9%) 

3 
(8.33
%) 

5 
(15.63

%) 
0 

(%) 
3 

(12.5%
) 

2 
(18.1
8%) 

1 
(14.2
9%) 

0 
(%) 

1 
(100
%) 

1 
(100
%) 

0 
(%) 

1 
(4%) 

8 
(24.2
4%) 

3 
(11.1
1%) 

1 
(16.6
7%) 

Non-
CR/No
n-PD 
(irNCR
NPD) 

0 
(%) 

1 
(10%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

0 
(%) 

 
Progression-Free Survival (PFS) per RECIST v1.1 
(Time Frame: From start of treatment to first documented progression or death due to any cause in Treatment period 1, with a median duration ranging between 8 
and 9.15 weeks. Treatment period 1 included up to 6 treatment cycles (1 cycle=28 days).) 
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mg 
TIW 
1wk 

on/1w
k off 

mg 
TIW 
2wk 

on/1w
k off 

mg 
QW 

NSCL
C 

mg 
QW 
TNB

C 

mg 
QW 
CRC 

mg 
(RDE) 
CRC 

100 
mg 

CRC 

mg 
(RDE) 
RCC 

75 
mg 

CRC 

150 
mg 

CRC 

75 
mg 

NSCL
C 

150 
mg 

NSCL
C 

75 
mg 

TNB
C 

300 
mg 
QW 

600 
mg 
QW 

NSCL
C 

600 
mg 
QW 
TNB

C 

600 
mg 
QW 
CRC 

900 
mg 
QW 

Arm/Gr
oup 
Descri
ption 

PDR00
1 400 

mg 
every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

panobi
nostat 
10 mg 
three 

times a 
week 

(TIW) 1 
week 
on/1 
week 

off 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

panobi
nostat 
10 mg 
three 

times a 
week 

(TIW) 2 
weeks 
on/1 
week 

off 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
colore

ctal 
cancer 
(CRC) 

PDR001 
400 mg 
every 4 
weeks 
(Q4W) 

in 
combina
tion with 
HDM20
1 60 mg 
(recom
mended 
dose for 
expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
colorect

al 
cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

HDM2
01 100 
mg on 
Day 1 
and 

Day 8 
every 
cycle 

in 
colore

ctal 
cancer 
(CRC) 

PDR001 
400 mg 
every 4 
weeks 
(Q4W) 

in 
combina
tion with 
HDM20
1 60 mg 
(recom
mended 
dose for 
expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
renal 
cell 

carcino
ma 

(RCC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 

colore
ctal 

cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 150 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
colore

ctal 
cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 150 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 300 
mg 

once 
per 

week 
(QW) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
colore

ctal 
cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 900 
mg 

once 
per 

week 
(QW) 

Numbe
r of 
Partici
pants 
Analyz
ed 
[units: 
partici
pants] 

7 10 27 35 36 32 5 24 11 7 2 1 1 9 25 33 27 6 

Progression-Free Survival (PFS) per RECIST v1.1 
(units: months) 
Median (Full Range) 
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1.7 
(0.5 
to 

2.0) 

1.6 
(0.4 
to 

1.8) 

1.9 
(1.8 
to 

4.7) 

1.7 
(1.6 
to 

1.8) 

1.9 
(1.8 
to 

2.6) 

1.9 
(1.7 to 
2.9) 

1.8 
(1.4 
to 

NA)[1

] 

3.6 
(1.8 to 
7.2) 

1.9 
(1.3 
to 

3.5) 

1.6 
(1.3 
to 

2.0) 

NA 
(1.7 
to 

NA)[1

] 

2.0 
(NA 
to 

NA)[1

] 

2.5 
(NA 
to 

NA)[1

] 

3.5 
(1.2 
to 

NA)[1

] 

2.7 
(1.7 
to 

3.7) 

1.7 
(1.1 
to 

1.8) 

1.8 
(1.6 
to 

1.8) 

1.8 
(1.0 
to 

1.8) 

[1] Not estimable due to insufficient number of participants with events. 
 
Progression-Free Survival (PFS) per irRC 
(Time Frame: From start of treatment to first documented progression or death due to any cause in Treatment period 1, with a median duration ranging between 8 
and 9.15 weeks. Treatment period 1 included up to 6 treatment cycles (1 cycle=28 days).) 
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off 
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off 
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mg 
once 
per 

week 
(QW) 

in non-
small 
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lung 

cancer 
(NSCL

C) 

PDR0
01 400 

mg 
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weeks 
(Q4W) 

in 
combi
nation 
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everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
colore

ctal 
cancer 
(CRC) 

PDR001 
400 mg 
every 4 
weeks 
(Q4W) 
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HDM20
1 60 mg 
(recom
mended 
dose for 
expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
colorect

al 
cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

HDM2
01 100 
mg on 
Day 1 
and 

Day 8 
every 
cycle 

in 
colore

ctal 
cancer 
(CRC) 

PDR001 
400 mg 
every 4 
weeks 
(Q4W) 

in 
combina
tion with 
HDM20
1 60 mg 
(recom
mended 
dose for 
expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
renal 
cell 

carcino
ma 

(RCC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 

colore
ctal 

cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 150 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
colore

ctal 
cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cancer 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 150 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cancer 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
triple-
negati

ve 
breast 
cancer 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 300 
mg 

once 
per 

week 
(QW) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
colore

ctal 
cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 900 
mg 

once 
per 

week 
(QW) 
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(NSCL
C) 

(NSCL
C) 

(TNBC
) 

Numbe
r of 
Partici
pants 
Analyz
ed 
[units: 
partici
pants] 

7 10 27 35 36 32 5 24 11 7 2 1 1 9 25 33 27 6 

Progression-Free Survival (PFS) per irRC 
(units: months) 
Median (Full Range) 

 
1.7 
(0.5 
to 

2.0) 

1.6 
(0.4 
to 

1.8) 

4.7 
(1.8 
to 

5.5) 

1.7 
(1.6 
to 

1.8) 

1.9 
(1.8 
to 

3.5) 

1.9 
(1.7 to 
2.8) 

1.8 
(1.4 
to 

NA)[1

] 

3.6 
(1.8 to 
7.2) 

3.5 
(1.3 
to 

5.1) 

1.6 
(1.3 
to 

2.0) 

NA 
(1.7 
to 

NA)[1

] 

2.0 
(NA 
to 

NA)[1

] 

2.5 
(NA 
to 

NA)[1

] 

3.5 
(1.2 
to 

NA)[1

] 

3.5 
(1.8 
to 

3.7) 

1.7 
(1.1 
to 

1.8) 

1.8 
(1.6 
to 

1.9) 

1.8 
(1.0 
to 

1.8) 

[1] Not estimable due to insufficient number of participants with events. 
 
Treatment Free Survival (TFS) 
(Time Frame: From last exposure to study drug in treatment period 1 up to progression or death due to progression) 
 PDR0

01 + 
LBH5
89 10 
mg 
TIW 
1wk 

on/1w
k off 

PDR0
01 + 

LBH5
89 10 
mg 
TIW 
2wk 

on/1w
k off 

PDR0
01 + 

RAD0
01 5 
mg 
QW 

NSCL
C 

PDR0
01 + 

RAD0
01 5 
mg 
QW 
TNB

C 

PDR0
01 + 

RAD0
01 5 
mg 
QW 
CRC 

PDR00
1 + 

HDM20
1 60 
mg 

(RDE) 
CRC 

PDR0
01 + 
HDM
201 
100 
mg 

CRC 

PDR00
1 + 

HDM20
1 60 
mg 

(RDE) 
RCC 

PDR0
01 + 
QBM
076 
75 
mg 

CRC 

PDR0
01 + 
QBM
076 
150 
mg 

CRC 

PDR0
01 + 
QBM
076 
75 
mg 

NSCL
C 

PDR0
01 + 
QBM
076 
150 
mg 

NSCL
C 

PDR0
01 + 
QBM
076 
75 
mg 

TNB
C 

PDR0
01 + 
LCL1

61 
300 
mg 
QW 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 

NSCL
C 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 
TNB

C 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 
CRC 

PDR0
01 + 
LCL1

61 
900 
mg 
QW 

Arm/Gr
oup 
Descri
ption 

PDR00
1 400 

mg 
every 4 
weeks 
(Q4W) 

in 
combin
ation 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi

PDR001 
400 mg 
every 4 
weeks 
(Q4W) 

in 
combina
tion with 
HDM20

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi

PDR001 
400 mg 
every 4 
weeks 
(Q4W) 

in 
combina
tion with 
HDM20

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
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with 
panobi
nostat 
10 mg 
three 

times a 
week 

(TIW) 1 
week 
on/1 
week 

off 

with 
panobi
nostat 
10 mg 
three 

times a 
week 

(TIW) 2 
weeks 
on/1 
week 

off 

nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in non-
small 
cell 
lung 

cancer 
(NSCL

C) 

nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
colore

ctal 
cancer 
(CRC) 

1 60 mg 
(recom
mended 
dose for 
expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
colorect

al 
cancer 
(CRC) 

nation 
with 

HDM2
01 100 
mg on 
Day 1 
and 

Day 8 
every 
cycle 

in 
colore

ctal 
cancer 
(CRC) 

1 60 mg 
(recom
mended 
dose for 
expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
renal 
cell 

carcino
ma 

(RCC) 

nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 

colore
ctal 

cancer 
(CRC) 

nation 
with 

QBM0
76 150 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
colore

ctal 
cancer 
(CRC) 

nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cancer 
(NSCL

C) 

nation 
with 

QBM0
76 150 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cancer 
(NSCL

C) 

nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

nation 
with 

LCL16
1 300 
mg 

once 
per 

week 
(QW) 

nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in non-
small 
cell 
lung 

cancer 
(NSCL

C) 

nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
colore

ctal 
cancer 
(CRC) 

nation 
with 

LCL16
1 900 
mg 

once 
per 

week 
(QW) 

Numbe
r of 
Partici
pants 
Analyz
ed 
[units: 
partici
pants] 

0 0 3 3 0 1 1 6 0 0 0 0 0 3 5 1 0 0 

Treatment Free Survival (TFS) 
(units: months) 
Median (Full Range) 

   
2.0 
(1.7 
to 

3.7) 

7.3 
(5.7 
to 

9.0) 
 

5.3 
(NA to 
NA)[1] 

6.3 
(NA 
to 

NA)[1

] 

NA 
(1.7 to 
NA)[1] 

     

NA 
(1.6 
to 

NA)[1

] 

1.6 
(1.1 
to 

5.8) 

3.5 
(NA 
to 

NA)[1

] 

  

[1] Not estimable due to insufficient number of participants with events. 
 
Maximum observed serum concentration (Cmax) of PDR001 
(Time Frame: pre-dose, 1, 168, 336, 504 and 648 hours post infusion on Treatment Period 1 Cycle 1 Day 1. The last sample corresponds to the pre-dose of Cycle 
2 Day 1.) 
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 PDR0
01 + 

LBH5
89 10 
mg 
TIW 
1wk 

on/1w
k off 

PDR0
01 + 

LBH5
89 10 
mg 
TIW 
2wk 

on/1w
k off 

PDR0
01 + 

RAD0
01 5 
mg 
QW 

NSCL
C 

PDR0
01 + 

RAD0
01 5 
mg 
QW 

TNBC 

PDR0
01 + 

RAD0
01 5 
mg 
QW 
CRC 

PDR0
01 + 

HDM2
01 60 
mg 

(RDE) 
CRC 

PDR0
01 + 

HDM2
01 100 

mg 
CRC 

PDR0
01 + 

HDM2
01 60 
mg 

(RDE) 
RCC 

PDR0
01 + 

QBM0
76 75 
mg 

CRC 

PDR0
01 + 

QBM0
76 150 

mg 
CRC 

PDR0
01 + 

QBM0
76 75 
mg 

NSCL
C 

PDR
001 
+ 

QB
M07

6 
150 
mg 

NSC
LC 

PDR
001 
+ 

QB
M07
6 75 
mg 

TNB
C 

PDR0
01 + 
LCL1

61 
300 
mg 
QW 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 

NSCL
C 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 

TNBC 

PDR0
01 + 

LCL16
1 600 
mg 
QW 
CRC 

PDR0
01 + 
LCL1

61 
900 
mg 
QW 

Arm/
Grou
p 
Descr
iption 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

panobi
nostat 
10 mg 
three 

times a 
week 
(TIW) 

1 week 
on/1 
week 

off 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

panobi
nostat 
10 mg 
three 

times a 
week 

(TIW) 2 
weeks 
on/1 
week 

off 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
triple-

negativ
e 

breast 
cancer 
(TNBC

) 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
colorec

tal 
cancer 
(CRC) 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

HDM20
1 60 
mg 

(recom
mende
d dose 

for 
expansi
on) on 
Day 1 
and 

Day 8 
every 

cycle in 
colorec

tal 
cancer 
(CRC) 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

HDM20
1 100 
mg on 
Day 1 
and 

Day 8 
every 

cycle in 
colorec

tal 
cancer 
(CRC) 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

HDM20
1 60 
mg 

(recom
mende
d dose 

for 
expansi
on) on 
Day 1 
and 

Day 8 
every 

cycle in 
renal 
cell 

carcino
ma 

(RCC) 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

QBM07
6 75 
mg 

twice 
daily 

(BID) 2 
week 
on/2 
week 
off in 

colorec
tal 

cancer 
(CRC) 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

QBM07
6 150 
mg 

twice 
daily 

(BID) 2 
week 
on/2 
week 
off in 

colorec
tal 

cancer 
(CRC) 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

QBM0
76 75 
mg 

twice 
daily 

(BID) 2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR
001 
400 
mg 

every 
4 

week
s 

(Q4
W) in 
comb
inatio

n 
with 
QBM
076 
150 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 
canc

er 
(NSC
LC) 

PDR
001 
400 
mg 

every 
4 

week
s 

(Q4
W) in 
comb
inatio

n 
with 
QBM
076 
75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
triple-
negat

ive 
breas

t 
canc

er 
(TNB

C) 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

LCL16
1 300 
mg 

once 
per 

week 
(QW) 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
triple-

negativ
e 

breast 
cancer 
(TNBC

) 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) in 
colorec

tal 
cancer 
(CRC) 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

LCL16
1 900 
mg 

once 
per 

week 
(QW) 

Numb
er of 
Partic
ipant

7 8 21 27 29 25 4 19 10 5 2 1 1 9 23 17 21 2 
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s 
Analy
zed 
[units
: 
partic
ipant
s] 
Maximum observed serum concentration (Cmax) of PDR001 
(units: µg/mL) 
Geometric Mean (Geometric Coefficient of Variation) 
Treat
ment 
period 
1 
C1D1 

133 (
21.1
%) 

95.7 (
39.4
%) 

108 (
27.9
%) 

124 (
26.8
%) 

116 (
29.0
%) 

88.1 (
38.7
%) 

87.3 (
22.8
%) 

84.0 (
27.4
%) 

89.7 (
32.9
%) 

85.3 (
20.3
%) 

108 (
22.3
%) 

117 105 
119 (
45.8
%) 

109 (
35.6
%) 

120 (
23.9
%) 

85.9 (
37.2
%) 

139 (
12.8
%) 

 
Time to reach maximum serum concentration (Tmax) of PDR001 
(Time Frame: pre-dose, 1, 168, 336, 504 and 648 hours post infusion on Treatment Period 1 Cycle 1 Day 1 (C1D1). The last sample corresponds to the pre-dose 
of Cycle 2 Day 1.) 
 PDR0

01 + 
LBH5
89 10 
mg 
TIW 
1wk 

on/1w
k off 

PDR0
01 + 

LBH5
89 10 
mg 
TIW 
2wk 

on/1w
k off 

PDR0
01 + 

RAD0
01 5 
mg 
QW 

NSCL
C 

PDR0
01 + 

RAD0
01 5 
mg 
QW 
TNB

C 

PDR0
01 + 

RAD0
01 5 
mg 
QW 
CRC 

PDR00
1 + 

HDM20
1 60 
mg 

(RDE) 
CRC 

PDR0
01 + 
HDM
201 
100 
mg 

CRC 

PDR00
1 + 

HDM20
1 60 
mg 

(RDE) 
RCC 

PDR0
01 + 
QBM
076 
75 
mg 

CRC 

PDR0
01 + 
QBM
076 
150 
mg 

CRC 

PDR0
01 + 
QBM
076 
75 
mg 

NSCL
C 

PDR0
01 + 
QBM
076 
150 
mg 

NSCL
C 

PDR0
01 + 
QBM
076 
75 
mg 

TNB
C 

PDR0
01 + 
LCL1

61 
300 
mg 
QW 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 

NSCL
C 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 
TNB

C 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 
CRC 

PDR0
01 + 
LCL1

61 
900 
mg 
QW 

Arm/Gr
oup 
Descri
ption 

PDR00
1 400 

mg 
every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

panobi
nostat 
10 mg 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

panobi
nostat 
10 mg 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

PDR001 
400 mg 
every 4 
weeks 
(Q4W) 

in 
combina
tion with 
HDM20
1 60 mg 
(recom
mended 
dose for 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

HDM2
01 100 

PDR001 
400 mg 
every 4 
weeks 
(Q4W) 

in 
combina
tion with 
HDM20
1 60 mg 
(recom
mended 
dose for 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 150 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 150 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 300 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 900 
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three 
times a 
week 

(TIW) 1 
week 
on/1 
week 

off 

three 
times a 
week 

(TIW) 2 
weeks 
on/1 
week 

off 

mg 
once 
per 

week 
(QW) 

in non-
small 
cell 
lung 

cancer 
(NSCL

C) 

mg 
once 
per 

week 
(QW) 

in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

mg 
once 
per 

week 
(QW) 

in 
colore

ctal 
cancer 
(CRC) 

expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
colorect

al 
cancer 
(CRC) 

mg on 
Day 1 
and 

Day 8 
every 
cycle 

in 
colore

ctal 
cancer 
(CRC) 

expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
renal 
cell 

carcino
ma 

(RCC) 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 

colore
ctal 

cancer 
(CRC) 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
colore

ctal 
cancer 
(CRC) 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cancer 
(NSCL

C) 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cancer 
(NSCL

C) 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

mg 
once 
per 

week 
(QW) 

mg 
once 
per 

week 
(QW) 

in non-
small 
cell 
lung 

cancer 
(NSCL

C) 

mg 
once 
per 

week 
(QW) 

in 
triple-
negati

ve 
breast 
cancer 
(TNBC

) 

mg 
once 
per 

week 
(QW) 

in 
colore

ctal 
cancer 
(CRC) 

mg 
once 
per 

week 
(QW) 

Numbe
r of 
Partici
pants 
Analyz
ed 
[units: 
partici
pants] 

7 8 21 27 29 25 4 19 10 5 2 1 1 9 23 17 21 2 

Time to reach maximum serum concentration (Tmax) of PDR001 
(units: hours) 
Median (Full Range) 
Treatm
ent 
period 
1 C1D1 

1.50 
(1.48 

to 
1.57) 

1.56 
(1.50 

to 
1.75) 

1.50 
(1.42 

to 
1.67) 

1.52 
(1.08 

to 
1.98) 

1.57 
(0.00 

to 
669) 

1.53 
(0.500 

to 
3.15) 

1.52 
(1.50 

to 
1.75) 

1.50 
(1.00 

to 
1.60) 

1.53 
(1.50 

to 
1.67) 

1.53 
(1.52 

to 
1.62) 

1.49 
(1.48 

to 
1.50) 

1.45 
(1.45 

to 
1.45) 

1.62 
(1.62 

to 
1.62) 

1.50 
(1.43 

to 
1.88) 

1.50 
(1.42 

to 
1.83) 

1.55 
(1.42 

to 
2.50) 

1.55 
(1.02 

to 
2.00) 

1.52 
(1.45 

to 
1.58) 

 
Area under the serum concentration-time curve from time zero to the time of the last quantifiable concentration (AUClast) of 
PDR001 
(Time Frame: pre-dose, 1, 168, 336, 504 and 648 hours post infusion on Treatment Period 1 Cycle 1 Day 1. The last sample corresponds to the pre-dose of Cycle 
2 Day 1.) 
 PDR0

01 + 
LBH5
89 10 
mg 

PDR0
01 + 

LBH5
89 10 
mg 

PDR0
01 + 

RAD0
01 5 
mg 

PDR0
01 + 

RAD0
01 5 
mg 

PDR0
01 + 

RAD0
01 5 
mg 

PDR0
01 + 

HDM2
01 60 
mg 

PDR0
01 + 

HDM2
01 

100 

PDR0
01 + 

HDM2
01 60 
mg 

PDR0
01 + 

QBM0
76 75 

PDR0
01 + 

QBM0
76 

150 

PDR0
01 + 

QBM0
76 75 
mg 

PD
R00
1 + 
QB
M0

PD
R00
1 + 
QB
M0

PDR0
01 + 
LCL1

61 
300 

PDR0
01 + 
LCL1

61 
600 

PDR0
01 + 
LCL1

61 
600 

PDR0
01 + 
LCL1

61 
600 

PDR0
01 + 
LCL1

61 
900 
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TIW 
1wk 

on/1w
k off 

TIW 
2wk 

on/1w
k off 

QW 
NSCL

C 

QW 
TNBC 

QW 
CRC 

(RDE) 
CRC 

mg 
CRC 

(RDE) 
RCC 

mg 
CRC 

mg 
CRC 

NSCL
C 

76 
150 
mg 
NS
CL
C 

76 
75 
mg 
TN
BC 

mg 
QW 

mg 
QW 

NSCL
C 

mg 
QW 

TNBC 

mg 
QW 
CRC 

mg 
QW 

Arm/
Grou
p 
Desc
ripti
on 

PDR00
1 400 

mg 
every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

panobi
nostat 
10 mg 
three 

times a 
week 

(TIW) 1 
week 
on/1 
week 

off 

PDR00
1 400 

mg 
every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

panobi
nostat 
10 mg 
three 

times a 
week 

(TIW) 2 
weeks 
on/1 
week 

off 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) in 

non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) in 
triple-

negativ
e 

breast 
cancer 
(TNBC) 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) in 
colorec

tal 
cancer 
(CRC) 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

HDM20
1 60 
mg 

(recom
mende
d dose 

for 
expansi
on) on 
Day 1 
and 

Day 8 
every 

cycle in 
colorec

tal 
cancer 
(CRC) 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

HDM20
1 100 
mg on 
Day 1 
and 

Day 8 
every 

cycle in 
colorec

tal 
cancer 
(CRC) 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

HDM20
1 60 
mg 

(recom
mende
d dose 

for 
expansi
on) on 
Day 1 
and 

Day 8 
every 

cycle in 
renal 
cell 

carcino
ma 

(RCC) 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

QBM07
6 75 
mg 

twice 
daily 

(BID) 2 
week 
on/2 
week 
off in 

colorec
tal 

cancer 
(CRC) 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

QBM07
6 150 
mg 

twice 
daily 

(BID) 2 
week 
on/2 
week 
off in 

colorec
tal 

cancer 
(CRC) 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

QBM07
6 75 
mg 

twice 
daily 

(BID) 2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR
001 
400 
mg 
ever
y 4 
wee
ks 

(Q4
W) 
in 

com
binat
ion 
with 
QB
M07

6 
150 
mg 
twic

e 
daily 
(BID
) 2 

wee
k 

on/2 
wee
k off 
in 

non-
smal
l cell 
lung 
canc

er 
(NS
CLC

) 

PDR
001 
400 
mg 
ever
y 4 
wee
ks 

(Q4
W) 
in 

com
binat
ion 
with 
QB
M07
6 75 
mg 
twic

e 
daily 
(BID
) 2 

wee
k 

on/2 
wee
k off 

in 
triple

-
neg
ative 
brea

st 
canc

er 
(TN
BC) 

PDR00
1 400 

mg 
every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

LCL16
1 300 

mg 
once 
per 

week 
(QW) 

PDR00
1 400 

mg 
every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

LCL16
1 600 

mg 
once 
per 

week 
(QW) in 

non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) in 
triple-

negativ
e 

breast 
cancer 
(TNBC) 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) in 
colorec

tal 
cancer 
(CRC) 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

LCL16
1 900 
mg 

once 
per 

week 
(QW) 

Num
ber 
of 
Parti

7 8 21 27 29 25 4 19 10 5 2 1 1 9 23 17 21 2 
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cipa
nts 
Anal
yzed 
[unit
s: 
parti
cipa
nts] 
Area under the serum concentration-time curve from time zero to the time of the last quantifiable concentration (AUClast) of PDR001 
(units: h*µg/mL) 
Geometric Mean (Geometric Coefficient of Variation) 
Treat
ment 
perio
d 1 
C1D
1 

2890
0 (25.
4%) 

2640
0 (40.
8%) 

4190
0 (33.
6%) 

5070
0 (25.
1%) 

4320
0 (41.
4%) 

3310
0 (40.
7%) 

2790
0 (22.
8%) 

3290
0 (27.
2%) 

2430
0 (32.
6%) 

2220
0 (18.
6%) 

2700
0 (34.
2%) 

255
00 

250
00 

3080
0 (50.
2%) 

4370
0 (30.
6%) 

4820
0 (28.
6%) 

3250
0 (30.
9%) 

3540
0 (16.
1%) 

 
Pre-dose trough concentration (Ctrough) of PDR001 
(Time Frame: pre-dose, 1, 168, 336, 504 and 648 hours post infusion on Treatment Period 1 Cycle 1 Day 1. The last sample corresponds to the pre-dose of Cycle 
2 Day 1.) 
 PDR0

01 + 
LBH5
89 10 
mg 
TIW 
1wk 

on/1w
k off 

PDR0
01 + 

LBH5
89 10 
mg 
TIW 
2wk 

on/1w
k off 

PDR0
01 + 

RAD0
01 5 
mg 
QW 

NSCL
C 

PDR0
01 + 

RAD0
01 5 
mg 
QW 

TNBC 

PDR0
01 + 

RAD0
01 5 
mg 
QW 
CRC 

PDR0
01 + 

HDM2
01 60 
mg 

(RDE) 
CRC 

PDR0
01 + 

HDM2
01 

100 
mg 

CRC 

PDR0
01 + 

HDM2
01 60 
mg 

(RDE) 
RCC 

PDR0
01 + 

QBM0
76 75 
mg 

CRC 

PDR0
01 + 

QBM0
76 

150 
mg 

CRC 

PDR0
01 + 

QBM0
76 75 
mg 

NSCL
C 

PDR
001 
+ 

QB
M07

6 
150 
mg 

NSC
LC 

PDR
001 
+ 

QB
M07
6 75 
mg 
TNB

C 

PDR0
01 + 
LCL1

61 
300 
mg 
QW 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 

NSCL
C 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 

TNBC 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 
CRC 

PDR
001 
+ 

LCL
161 
900 
mg 
QW 

Arm/
Grou
p 
Descr
iption 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 

PDR00
1 400 

mg 
every 4 
weeks 
(Q4W) 

in 
combin
ation 

PDR00
1 400 

mg 
every 4 
weeks 
(Q4W) 

in 
combin
ation 

PDR00
1 400 

mg 
every 4 
weeks 
(Q4W) 

in 
combin
ation 

PDR00
1 400 

mg 
every 4 
weeks 
(Q4W) 

in 
combin
ation 

PDR
001 
400 
mg 

every 
4 

week
s 

(Q4

PDR
001 
400 
mg 

every 
4 

week
s 

(Q4

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 

PDR
001 
400 
mg 

every 
4 

week
s 

(Q4
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with 
panobi
nostat 
10 mg 
three 

times a 
week 

(TIW) 1 
week 
on/1 
week 

off 

with 
panobi
nostat 
10 mg 
three 

times a 
week 

(TIW) 2 
weeks 
on/1 
week 

off 

with 
everoli
mus 5 

mg 
once 
per 

week 
(QW) in 

non-
small 
cell 
lung 

cancer 
(NSCL

C) 

with 
everoli
mus 5 

mg 
once 
per 

week 
(QW) in 
triple-

negativ
e 

breast 
cancer 
(TNBC) 

with 
everoli
mus 5 

mg 
once 
per 

week 
(QW) in 
colorec

tal 
cancer 
(CRC) 

with 
HDM20

1 60 
mg 

(recom
mende
d dose 

for 
expansi
on) on 
Day 1 
and 

Day 8 
every 

cycle in 
colorec

tal 
cancer 
(CRC) 

with 
HDM20
1 100 
mg on 
Day 1 
and 

Day 8 
every 

cycle in 
colorec

tal 
cancer 
(CRC) 

with 
HDM20

1 60 
mg 

(recom
mende
d dose 

for 
expansi
on) on 
Day 1 
and 

Day 8 
every 

cycle in 
renal 
cell 

carcino
ma 

(RCC) 

with 
QBM07

6 75 
mg 

twice 
daily 

(BID) 2 
week 
on/2 
week 
off in 

colorec
tal 

cancer 
(CRC) 

with 
QBM07
6 150 

mg 
twice 
daily 

(BID) 2 
week 
on/2 
week 
off in 

colorec
tal 

cancer 
(CRC) 

with 
QBM07

6 75 
mg 

twice 
daily 

(BID) 2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cancer 
(NSCL

C) 

W) in 
comb
inatio

n 
with 
QBM
076 
150 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 
canc

er 
(NSC
LC) 

W) in 
comb
inatio

n 
with 
QBM
076 
75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
triple-
negat

ive 
breas

t 
canc

er 
(TNB

C) 

with 
LCL16
1 300 
mg 

once 
per 

week 
(QW) 

with 
LCL16
1 600 
mg 

once 
per 

week 
(QW) in 

non-
small 
cell 
lung 

cancer 
(NSCL

C) 

with 
LCL16
1 600 
mg 

once 
per 

week 
(QW) in 
triple-

negativ
e 

breast 
cancer 
(TNBC) 

with 
LCL16
1 600 
mg 

once 
per 

week 
(QW) in 
colorec

tal 
cancer 
(CRC) 

W) in 
comb
inatio

n 
with 

LCL1
61 

900 
mg 

once 
per 

week 
(QW) 

Numb
er of 
Partic
ipant
s 
Analy
zed 
[units
: 
partic
ipant
s] 

5 6 21 28 30 28 5 20 9 3 2 1 1 7 23 17 23 1 

Pre-dose trough concentration (Ctrough) of PDR001 
(units: µg/mL) 
Geometric Mean (Geometric Coefficient of Variation) 
Treat
ment 
period 

16.6 (
37.8
%) 

12.3 (
64.8
%) 

21.1 (
65.1
%) 

27.9 (
39.3
%) 

25.8 (
63.0
%) 

19.5 (
73.1
%) 

13.4 (
44.4
%) 

20.1 (
70.9
%) 

20.1 (
42.8
%) 

14.2 (
13.8
%) 

19.2 (
65.4
%) 

9.65 14.6 
21.4 (
61.3
%) 

21.6 (
59.0
%) 

22.9 (
46.4
%) 

16.7 (
46.6
%) 

24.3 



 

   
 
Clinical Trial Results Website 
 

Page 65 
 

1 
C1D1 

 
Maximum observed plasma concentration (Cmax) of panobinostat 
(Time Frame: pre-dose, 0.25, 0.5, 1, 3, 6 and 168 hours post-dose on Treatment Period 1 Cycle 1 Day 1 (C1D1)) 
 PDR001 + LBH589 10 

mg TIW 1wk on/1wk off 
PDR001 + LBH589 10 

mg TIW 2wk on/1wk off 

Arm/Group Description 

PDR001 400 mg every 4 
weeks (Q4W) in 
combination with 

panobinostat 10 mg 
three times a week (TIW) 

1 week on/1 week off 

PDR001 400 mg every 4 
weeks (Q4W) in 
combination with 

panobinostat 10 mg 
three times a week (TIW) 

2 weeks on/1 week off 
Number of Participants 
Analyzed [units: 
participants] 

7 10 

Maximum observed plasma concentration (Cmax) of panobinostat 
(units: ng/mL) 
Geometric Mean (Geometric Coefficient of Variation) 
Treatment period 1 C1D1 7.38 (36.2%) 6.06 (50.1%) 

 
Time to reach maximum plasma concentration (Tmax) of panobinostat 
(Time Frame: pre-dose, 0.25, 0.5, 1, 3, 6 and 168 hours post-dose on Treatment Period 1 Cycle 1 Day 1 (C1D1)) 
 PDR001 + LBH589 10 

mg TIW 1wk on/1wk off 
PDR001 + LBH589 10 

mg TIW 2wk on/1wk off 

Arm/Group Description 

PDR001 400 mg every 4 
weeks (Q4W) in 
combination with 

panobinostat 10 mg 
three times a week (TIW) 

1 week on/1 week off 

PDR001 400 mg every 4 
weeks (Q4W) in 
combination with 

panobinostat 10 mg 
three times a week (TIW) 

2 weeks on/1 week off 
Number of Participants 
Analyzed [units: 
participants] 

7 10 
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Time to reach maximum plasma concentration (Tmax) of panobinostat 
(units: hours) 
Median (Full Range) 

Treatment period 1 C1D1 5.50 
(1.00 to 5.87) 

1.54 
(0.917 to 3.25) 

 
Maximum observed blood concentration (Cmax) of everolimus 
(Time Frame: pre-dose, 1, 2, 6 and 168 hours post-dose on Treatment Period 1 Cycle 1 Day 1 (C1D1)) 
 PDR001 + RAD001 5 

mg QW NSCLC 
PDR001 + RAD001 5 

mg QW TNBC 
PDR001 + RAD001 5 

mg QW CRC 

Arm/Group 
Description 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 

everolimus 5 mg once 
per week (QW) in non-
small cell lung cancer 

(NSCLC) 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 

everolimus 5 mg once 
per week (QW) in 

triple-negative breast 
cancer (TNBC) 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 

everolimus 5 mg once 
per week (QW) in 
colorectal cancer 

(CRC) 
Number of 
Participants 
Analyzed [units: 
participants] 

1 2 4 

Maximum observed blood concentration (Cmax) of everolimus 
(units: ng/mL) 
Geometric Mean (Geometric Coefficient of Variation) 
Treatment period 1 
C1D1 32.2 17.0 (8.3%) 29.8 (92.9%) 

 
Time to reach maximum blood concentration (Tmax) of everolimus 
(Time Frame: pre-dose, 1, 2, 6 and 168 hours post-dose on Treatment Period 1 Cycle 1 Day 1 (C1D1)) 
 PDR001 + RAD001 5 

mg QW NSCLC 
PDR001 + RAD001 5 

mg QW TNBC 
PDR001 + RAD001 5 

mg QW CRC 

Arm/Group 
Description 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 
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everolimus 5 mg once 
per week (QW) in non-
small cell lung cancer 

(NSCLC) 

everolimus 5 mg once 
per week (QW) in 

triple-negative breast 
cancer (TNBC) 

everolimus 5 mg once 
per week (QW) in 
colorectal cancer 

(CRC) 
Number of 
Participants 
Analyzed [units: 
participants] 

1 2 4 

Time to reach maximum blood concentration (Tmax) of everolimus 
(units: hours) 
Median (Full Range) 
Treatment period 1 
C1D1 

2.50 
(2.50 to 2.50) 

1.99 
(1.98 to 2.00) 

1.04 
(0.917 to 2.17) 

 
Maximum observed plasma concentration (Cmax) of HDM201 
(Time Frame: pre-dose, 1, 2, 4 and 8 hours post-dose on Treatment Period 1 Cycle 1 Day 8 (C1D8)) 
 PDR001 + HDM201 

60 mg (RDE) CRC 
PDR001 + HDM201 

100 mg CRC 
PDR001 + HDM201 
60 mg (RDE) RCC 

Arm/Group 
Description 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 
HDM201 60 mg 

(recommended dose 
for expansion) on Day 

1 and Day 8 every 
cycle in colorectal 

cancer (CRC) 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 

HDM201 100 mg on 
Day 1 and Day 8 every 

cycle in colorectal 
cancer (CRC) 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 
HDM201 60 mg 

(recommended dose 
for expansion) on Day 

1 and Day 8 every 
cycle in renal cell 
carcinoma (RCC) 

Number of 
Participants 
Analyzed [units: 
participants] 

25 5 20 

Maximum observed plasma concentration (Cmax) of HDM201 
(units: ng/mL) 
Geometric Mean (Geometric Coefficient of Variation) 
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Treatment period 1 
C1D8 612 (37.2%) 792 (29.1%) 647 (37.1%) 

 
Time to reach maximum plasma concentration (Tmax) of HDM201 
(Time Frame: pre-dose, 1, 2, 4 and 8 hours post-dose on Treatment Period 1 Cycle 1 Day 8 (C1D8)) 
 PDR001 + HDM201 

60 mg (RDE) CRC 
PDR001 + HDM201 

100 mg CRC 
PDR001 + HDM201 
60 mg (RDE) RCC 

Arm/Group 
Description 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 
HDM201 60 mg 

(recommended dose 
for expansion) on Day 

1 and Day 8 every 
cycle in colorectal 

cancer (CRC) 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 

HDM201 100 mg on 
Day 1 and Day 8 every 

cycle in colorectal 
cancer (CRC) 

PDR001 400 mg every 
4 weeks (Q4W) in 
combination with 
HDM201 60 mg 

(recommended dose 
for expansion) on Day 

1 and Day 8 every 
cycle in renal cell 
carcinoma (RCC) 

Number of 
Participants 
Analyzed [units: 
participants] 

25 5 20 

Time to reach maximum plasma concentration (Tmax) of HDM201 
(units: hours) 
Median (Full Range) 
Treatment period 1 
C1D8 

2.92 
(1.00 to 8.63) 

2.00 
(1.97 to 7.67) 

2.01 
(1.00 to 7.83) 

 
Maximum observed plasma concentration (Cmax) of QBM076 
(Time Frame: pre-dose, 0.5, 1, 2, 4 and 6 hours post-dose on Treatment Period 1 Cycle 1 Day 1 (C1D1)) 
 PDR001 + QBM076 

75 mg CRC 
PDR001 + QBM076 

150 mg CRC 
PDR001 + QBM076 

75 mg NSCLC 
PDR001 + QBM076 

150 mg NSCLC 
PDR001 + QBM076 

75 mg TNBC 

Arm/Group 
Description 

PDR001 400 mg 
every 4 weeks (Q4W) 

in combination with 
QBM076 75 mg twice 

daily (BID) 2 week 

PDR001 400 mg 
every 4 weeks (Q4W) 

in combination with 
QBM076 150 mg 
twice daily (BID) 2 

PDR001 400 mg 
every 4 weeks (Q4W) 

in combination with 
QBM076 75 mg twice 

daily (BID) 2 week 

PDR001 400 mg 
every 4 weeks (Q4W) 

in combination with 
QBM076 150 mg 
twice daily (BID) 2 

PDR001 400 mg 
every 4 weeks (Q4W) 

in combination with 
QBM076 75 mg twice 

daily (BID) 2 week 
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on/2 week off in 
colorectal cancer 

(CRC) 

week on/2 week off in 
colorectal cancer 

(CRC) 

on/2 week off in non-
small cell lung cancer 

(NSCLC) 

week on/2 week off in 
non-small cell lung 
cancer (NSCLC) 

on/2 week off in 
triple-negative breast 

cancer (TNBC) 
Number of 
Participants 
Analyzed [units: 
participants] 

11 6 2 1 1 

Maximum observed plasma concentration (Cmax) of QBM076 
(units: ng/mL) 
Geometric Mean (Geometric Coefficient of Variation) 
Treatment period 1 
C1D1 706 (148.6%) 4610 (27.7%) 185 (101.0%) 6.46 545 

 
Time to reach maximum plasma concentration (Tmax) of QBM076 
(Time Frame: pre-dose, 0.5, 1, 2, 4 and 6 hours post-dose on Treatment Period 1 Cycle 1 Day 1 (C1D1)) 
 PDR001 + QBM076 

75 mg CRC 
PDR001 + QBM076 

150 mg CRC 
PDR001 + QBM076 

75 mg NSCLC 
PDR001 + QBM076 

150 mg NSCLC 
PDR001 + QBM076 

75 mg TNBC 

Arm/Group 
Description 

PDR001 400 mg 
every 4 weeks (Q4W) 

in combination with 
QBM076 75 mg twice 

daily (BID) 2 week 
on/2 week off in 
colorectal cancer 

(CRC) 

PDR001 400 mg 
every 4 weeks (Q4W) 

in combination with 
QBM076 150 mg 
twice daily (BID) 2 

week on/2 week off in 
colorectal cancer 

(CRC) 

PDR001 400 mg 
every 4 weeks (Q4W) 

in combination with 
QBM076 75 mg twice 

daily (BID) 2 week 
on/2 week off in non-
small cell lung cancer 

(NSCLC) 

PDR001 400 mg 
every 4 weeks (Q4W) 

in combination with 
QBM076 150 mg 
twice daily (BID) 2 

week on/2 week off in 
non-small cell lung 
cancer (NSCLC) 

PDR001 400 mg 
every 4 weeks (Q4W) 

in combination with 
QBM076 75 mg twice 

daily (BID) 2 week 
on/2 week off in 

triple-negative breast 
cancer (TNBC) 

Number of 
Participants 
Analyzed [units: 
participants] 

11 6 2 1 1 

Time to reach maximum plasma concentration (Tmax) of QBM076 
(units: hours) 
Median (Full Range) 
Treatment period 1 
C1D1 

2.00 
(0.500 to 5.50) 

1.98 
(0.950 to 2.02) 

3.89 
(3.78 to 4.00) 

5.58 
(5.58 to 5.58) 

2.08 
(2.08 to 2.08) 
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Maximum observed plasma concentration (Cmax) of LCL161 
(Time Frame: pre-dose, 1, 3, 4 and 6 hours post-dose on Treatment Period 1 Cycle 1 Day 1 (C1D1)) 
 PDR001 + LCL161 

300 mg QW 
PDR001 + LCL161 

600 mg QW NSCLC 
PDR001 + LCL161 
600 mg QW TNBC 

PDR001 + LCL161 
600 mg QW CRC 

PDR001 + LCL161 
900 mg QW 

Arm/Group 
Description 

PDR001 400 mg 
every 4 weeks (Q4W) 

in combination with 
LCL161 300 mg once 

per week (QW) 

PDR001 400 mg 
every 4 weeks (Q4W) 

in combination with 
LCL161 600 mg once 

per week (QW) in 
non-small cell lung 
cancer (NSCLC) 

PDR001 400 mg 
every 4 weeks (Q4W) 

in combination with 
LCL161 600 mg once 

per week (QW) in 
triple-negative breast 

cancer (TNBC) 

PDR001 400 mg 
every 4 weeks (Q4W) 

in combination with 
LCL161 600 mg once 

per week (QW) in 
colorectal cancer 

(CRC) 

PDR001 400 mg 
every 4 weeks (Q4W) 

in combination with 
LCL161 900 mg once 

per week (QW) 

Number of 
Participants 
Analyzed [units: 
participants] 

6 0 1 3 3 

Maximum observed plasma concentration (Cmax) of LCL161 
(units: ng/mL) 
Geometric Mean (Geometric Coefficient of Variation) 
Treatment period 1 
C1D1 1000 (48.8%)  1660 2410 (87.8%) 3910 (89.9%) 

 
Time to reach maximum plasma concentration (Tmax) of LCL161 
(Time Frame: pre-dose, 1, 3, 4 and 6 hours post-dose on Treatment Period 1 Cycle 1 Day 1 (C1D1)) 
 PDR001 + LCL161 

300 mg QW 
PDR001 + LCL161 

600 mg QW NSCLC 
PDR001 + LCL161 
600 mg QW TNBC 

PDR001 + LCL161 
600 mg QW CRC 

PDR001 + LCL161 
900 mg QW 

Arm/Group 
Description 

PDR001 400 mg 
every 4 weeks (Q4W) 

in combination with 
LCL161 300 mg once 

per week (QW) 

PDR001 400 mg 
every 4 weeks (Q4W) 

in combination with 
LCL161 600 mg once 

per week (QW) in 
non-small cell lung 
cancer (NSCLC) 

PDR001 400 mg 
every 4 weeks (Q4W) 

in combination with 
LCL161 600 mg once 

per week (QW) in 
triple-negative breast 

cancer (TNBC) 

PDR001 400 mg 
every 4 weeks (Q4W) 

in combination with 
LCL161 600 mg once 

per week (QW) in 
colorectal cancer 

(CRC) 

PDR001 400 mg 
every 4 weeks (Q4W) 

in combination with 
LCL161 900 mg once 

per week (QW) 

Number of 
Participants 

6 0 1 3 3 
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Analyzed [units: 
participants] 
Time to reach maximum plasma concentration (Tmax) of LCL161 
(units: hours) 
Median (Full Range) 
Treatment period 1 
C1D1 

1.77 
(0.950 to 4.00)  3.98 

(3.98 to 3.98) 
1.00 

(1.00 to 1.02) 
2.58 

(1.00 to 2.70) 
 
Number of participants with anti-drug antibodies (ADA) against PDR001 
(Time Frame: Baseline (before first dose) and post-baseline (assessed throughout the treatment up to Cycle 6 in treatment period 1 and 2). The duration of each 
treatment cycle was 28 days.) 
 PDR0

01 + 
LBH5
89 10 
mg 
TIW 
1wk 

on/1w
k off 

PDR0
01 + 

LBH5
89 10 
mg 
TIW 
2wk 

on/1w
k off 

PDR0
01 + 

RAD0
01 5 
mg 
QW 

NSCL
C 

PDR0
01 + 

RAD0
01 5 
mg 
QW 
TNB

C 

PDR0
01 + 

RAD0
01 5 
mg 
QW 
CRC 

PDR00
1 + 

HDM20
1 60 
mg 

(RDE) 
CRC 

PDR0
01 + 
HDM
201 
100 
mg 

CRC 

PDR00
1 + 

HDM20
1 60 
mg 

(RDE) 
RCC 

PDR0
01 + 
QBM
076 
75 
mg 

CRC 

PDR0
01 + 
QBM
076 
150 
mg 

CRC 

PDR0
01 + 
QBM
076 
75 
mg 

NSCL
C 

PDR0
01 + 
QBM
076 
150 
mg 

NSCL
C 

PDR0
01 + 
QBM
076 
75 
mg 

TNB
C 

PDR0
01 + 
LCL1

61 
300 
mg 
QW 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 

NSCL
C 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 
TNB

C 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 
CRC 

PDR0
01 + 
LCL1

61 
900 
mg 
QW 

Arm/Gr
oup 
Descri
ption 

PDR00
1 400 

mg 
every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

panobi
nostat 
10 mg 
three 

times a 
week 

(TIW) 1 
week 
on/1 
week 

off 

PDR00
1 400 
mg 

every 4 
weeks 
(Q4W) 

in 
combin
ation 
with 

panobi
nostat 
10 mg 
three 

times a 
week 

(TIW) 2 
weeks 
on/1 
week 

off 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in non-
small 
cell 
lung 

cancer 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
triple-
negati

ve 
breast 
cancer 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
colore

ctal 
cancer 
(CRC) 

PDR001 
400 mg 
every 4 
weeks 
(Q4W) 

in 
combina
tion with 
HDM20
1 60 mg 
(recom
mended 
dose for 
expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
colorect

al 
cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

HDM2
01 100 
mg on 
Day 1 
and 

Day 8 
every 
cycle 

in 
colore

ctal 
cancer 
(CRC) 

PDR001 
400 mg 
every 4 
weeks 
(Q4W) 

in 
combina
tion with 
HDM20
1 60 mg 
(recom
mended 
dose for 
expansi
on) on 
Day 1 

and Day 
8 every 
cycle in 
renal 
cell 

carcino
ma 

(RCC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 

colore
ctal 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 150 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
colore

ctal 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 150 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
triple-
negati

ve 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 300 
mg 

once 
per 

week 
(QW) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in non-
small 
cell 
lung 

cancer 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
triple-
negati

ve 
breast 
cancer 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
colore

ctal 
cancer 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 900 
mg 

once 
per 

week 
(QW) 
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(NSCL
C) 

(TNBC
) 

cancer 
(CRC) 

cancer 
(CRC) 

lung 
cancer 
(NSCL

C) 

lung 
cancer 
(NSCL

C) 

breast 
cancer 
(TNBC

) 

(NSCL
C) 

(TNBC
) 

Numbe
r of 
Partici
pants 
Analyz
ed 
[units: 
partici
pants] 

1 2 3 2 6 32 5 24 11 7 2 1 1 1 6 3 9 1 

Number of participants with anti-drug antibodies (ADA) against PDR001 
(units: participants) 
Count of Participants (Not Applicable) 

 
1 

(100%
) 

2 
(100%

) 
3 

(100
%) 

2 
(100
%) 

6 
(100
%) 

4 
(12.5%

) 
1 

(20%) 
4 

(16.67
%) 

0 
(%) 

1 
(14.2
9%) 

1 
(50%) 

0 
(%) 

0 
(%) 

1 
(100
%) 

6 
(100
%) 

3 
(100
%) 

9 
(100
%) 

1 
(100
%) 

 
 

 
Safety Results 
 
All-Cause Mortality 
 

PDR
001 + 
LBH
589 
10 
mg 
TIW 
1wk 
on/1
wk 

PDR
001 + 
LBH
589 
10 
mg 
TIW 
2wk 
on/1
wk 
off 

PDR0
01 + 

RAD0
01 5 
mg 
QW 

NSCL
C 

N = 
27 

PDR0
01 + 

RAD0
01 5 
mg 
QW 

TNBC 
N = 
35 

PDR0
01 + 

RAD0
01 5 
mg 
QW 
CRC 
N = 
36 

PDR0
01 + 
HDM
201 
60 
mg 

(RDE) 
CRC 
N = 
32 

PDR
001 + 
HDM
201 
100 
mg 

CRC 
N = 5 

PDR0
01 + 
HDM
201 
60 
mg 

(RDE
) 

RCC 

PDR
001 + 
QBM
076 
75 
mg 

CRC 
N = 
11 

PDR
001 + 
QBM
076 
150 
mg 

CRC 
N = 7 

PDR
001 
+ 

QB
M07
6 75 
mg 

NSC
LC 

PDR0
01 + 
QBM
076 
150 
mg 

NSCL
C 

N = 1 

PDR0
01 + 
QBM
076 
75 
mg 

TNBC 
N = 1 

PDR
001 + 
LCL1

61 
300 
mg 
QW 
N = 
10 

PDR
001 + 
LCL1

61 
600 
mg 
QW 
NSC
LC 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 

TNBC 
N = 
32 

PDR0
01 + 
LCL1

61 
600 
mg 
QW 
CRC 
N = 
27 

PDR
001 + 
LCL1

61 
900 
mg 
QW 

N = 6 

All 
partici
pants 
N = 
298 
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off 
N = 7 

N = 
10 

N = 
24 

N = 
2 

N = 
25 

Arm/
Grou
p 
Desc
riptio
n 

PDR0
01 

400 
mg 

every 
4 

weeks 
(Q4W

) in 
combi
nation 
with 

panob
inosta
t 10 
mg 

three 
times 

a 
week 
(TIW) 

1 
week 
on/1 
week 

off 

PDR0
01 

400 
mg 

every 
4 

weeks 
(Q4W

) in 
combi
nation 
with 

panob
inosta
t 10 
mg 

three 
times 

a 
week 
(TIW) 

2 
weeks 
on/1 
week 

off 

PDR00
1 400 
mg 

every 
4 

weeks 
(Q4W) 

in 
combin
ation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR00
1 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combin
ation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
triple-

negativ
e 

breast 
cancer 
(TNBC

) 

PDR00
1 400 
mg 

every 
4 

weeks 
(Q4W) 

in 
combin
ation 
with 

everoli
mus 5 

mg 
once 
per 

week 
(QW) 

in 
colorec

tal 
cancer 
(CRC) 

PDR00
1 400 
mg 

every 
4 

weeks 
(Q4W) 

in 
combin
ation 
with 

HDM2
01 60 
mg 

(recom
mende
d dose 

for 
expans
ion) on 
Day 1 
and 

Day 8 
every 
cycle 

in 
colorec

tal 
cancer 
(CRC) 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W

) in 
combi
nation 
with 

HDM2
01 
100 

mg on 
Day 1 
and 

Day 8 
every 
cycle 

in 
colore

ctal 
cance

r 
(CRC) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

HDM2
01 60 

mg 
(reco
mmen
ded 
dose 
for 

expan
sion) 
on 

Day 1 
and 

Day 8 
every 
cycle 

in 
renal 
cell 

carcin
oma 

(RCC) 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W

) in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 

colore
ctal 

cance
r 

(CRC) 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W

) in 
combi
nation 
with 

QBM0
76 
150 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 

colore
ctal 

cance
r 

(CRC) 

PDR
001 
400 
mg 

every 
4 

week
s 

(Q4
W) in 
comb
inatio

n 
with 
QBM
076 
75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 
canc

er 
(NSC
LC) 

PDR00
1 400 
mg 

every 
4 

weeks 
(Q4W) 

in 
combin
ation 
with 

QBM0
76 150 

mg 
twice 
daily 

(BID) 2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cancer 
(NSCL

C) 

PDR00
1 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combin
ation 
with 

QBM0
76 75 

mg 
twice 
daily 

(BID) 2 
week 
on/2 
week 
off in 
triple-

negativ
e 

breast 
cancer 
(TNBC

) 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W

) in 
combi
nation 
with 

LCL1
61 
300 
mg 

once 
per 

week 
(QW) 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W

) in 
combi
nation 
with 

LCL1
61 
600 
mg 

once 
per 

week 
(QW) 

in 
non-
small 
cell 
lung 

cance
r 

(NSC
LC) 

PDR00
1 400 
mg 

every 
4 

weeks 
(Q4W) 

in 
combin
ation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
triple-

negativ
e 

breast 
cancer 
(TNBC

) 

PDR00
1 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combin
ation 
with 

LCL16
1 600 

mg 
once 
per 

week 
(QW) 

in 
colorec

tal 
cancer 
(CRC) 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W

) in 
combi
nation 
with 

LCL1
61 
900 
mg 

once 
per 

week 
(QW) 

All 
particip
ants in 

the 
study 

Total 
parti
cipa
nts 
affec
ted 

3 (4
2.86
%) 

7 (7
0.00
%) 

11 (4
0.74
%) 

16 (4
5.71
%) 

17 (4
7.22
%) 

11 (3
4.38
%) 

2 (4
0.00
%) 

7 (29
.17%

) 

7 (6
3.64
%) 

6 (8
5.71
%) 

0 (0
.00
%) 

1 (10
0.00
%) 

1 (10
0.00
%) 

4 (4
0.00
%) 

4 (1
6.00
%) 

14 (4
3.75
%) 

14 (5
1.85
%) 

2 (3
3.33
%) 

127 (
42.62

%) 
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Serious Adverse Events by System Organ Class 

Time Frame From first dose of study treatment up to 150 days after last dose in each treatment period. The median duration of exposure to study 
treatment ranged between 8 and 9.15 weeks in Treatment Period 1 and between 5 and 42.05 weeks in Treatment Period 2. 

Additional 
Description Any sign or symptom that occurs during the study treatment plus 150 days after last dose in each treatment period. 

Source Vocabulary 
for Table Default MedDRA (25.0) 

Assessment Type 
for Table Default Systematic Assessment 

 

 PDR
001 
+ 

LBH
589 
10 
mg 
TIW 
1wk 
on/1
wk 
off 
N = 
7 

PDR
001 
+ 

LBH
589 
10 
mg 
TIW 
2wk 
on/1
wk 
off 
N = 
10 

PDR
001 + 
RAD
001 5 
mg 
QW 
NSC
LC 
N = 
27 

PDR
001 + 
RAD
001 5 
mg 
QW 
TNB

C 
N = 
35 

PDR
001 + 
RAD
001 5 
mg 
QW 
CRC 
N = 
36 

PDR
001 + 
HDM
201 
60 
mg 

(RDE
) 

CRC 
N = 
32 

PDR
001 
+ 

HDM
201 
100 
mg 

CRC 
N = 
5 

PDR
001 + 
HDM
201 
60 
mg 

(RDE
) 

RCC 
N = 
24 

PDR
001 
+ 

QBM
076 
75 
mg 

CRC 
N = 
11 

PDR
001 
+ 

QBM
076 
150 
mg 

CRC 
N = 
7 

PDR
001 
+ 

QBM
076 
75 
mg 

NSC
LC 
N = 
2 

PDR
001 + 
QBM
076 
150 
mg 

NSC
LC 

N = 1 

PDR
001 + 
QBM
076 
75 
mg 

TNB
C 

N = 1 

PDR
001 
+ 

LCL
161 
300 
mg 
QW 
N = 
10 

PDR
001 + 
LCL1

61 
600 
mg 
QW 
NSC
LC 
N = 
25 

PDR
001 + 
LCL1

61 
600 
mg 
QW 
TNB

C 
N = 
32 

PDR
001 
+ 

LCL
161 
600 
mg 
QW 
CRC 
N = 
27 

PDR
001 
+ 

LCL
161 
900 
mg 
QW 
N = 
6 

All 
partic
ipant

s 
N = 
298 

Arm/Grou
p 
Descriptio
n 

PDR0
01 

400 
mg 

every 
4 

week
s 

(Q4W
) in 

combi
nation 
with 
pano
binost
at 10 
mg 

three 

PDR0
01 

400 
mg 

every 
4 

week
s 

(Q4W
) in 

combi
nation 
with 
pano
binost
at 10 
mg 

three 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W) 

in 
combi
nation 
with 

everoli
mus 5 

mg 
once 
per 

week 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W

) in 
combi
nation 
with 

HDM2
01 60 
mg 

(reco
mmen

ded 

PDR0
01 
400 
mg 

every 
4 

week
s 

(Q4W
) in 

combi
nation 
with 
HDM
201 
100 
mg 
on 

PDR0
01 

400 
mg 

every 
4 

weeks 
(Q4W

) in 
combi
nation 
with 

HDM2
01 60 
mg 

(reco
mmen
ded 

PDR0
01 
400 
mg 

every 
4 

week
s 

(Q4W
) in 

combi
nation 
with 
QBM
076 
75 
mg 

twice 

PDR0
01 
400 
mg 

every 
4 

week
s 

(Q4W
) in 

combi
nation 
with 
QBM
076 
150 
mg 

twice 

PDR0
01 
400 
mg 

every 
4 

week
s 

(Q4W
) in 

combi
nation 
with 
QBM
076 
75 
mg 

twice 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 
150 
mg 

twice 
daily 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W) 

in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

PDR0
01 
400 
mg 

every 
4 

week
s 

(Q4W
) in 

combi
nation 
with 

LCL1
61 
300 
mg 

once 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 

mg 
once 
per 

week 

PDR0
01 
400 
mg 

every 
4 

week
s 

(Q4W
) in 

combi
nation 
with 

LCL1
61 
600 
mg 

once 

PDR0
01 
400 
mg 

every 
4 

week
s 

(Q4W
) in 

combi
nation 
with 

LCL1
61 
900 
mg 

once 

All 
particip
ants in 

the 
study 
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times 
a 

week 
(TIW) 

1 
week 
on/1 
week 

off 

times 
a 

week 
(TIW) 

2 
week
s on/1 
week 

off 

(QW) 
in 

non-
small 
cell 
lung 

cancer 
(NSCL

C) 

(QW) 
in 

triple-
negati

ve 
breast 
cancer 
(TNB

C) 

(QW) 
in 

colore
ctal 

cancer 
(CRC) 

dose 
for 

expan
sion) 
on 

Day 1 
and 

Day 8 
every 
cycle 

in 
colore

ctal 
cance

r 
(CRC) 

Day 1 
and 

Day 8 
every 
cycle 

in 
colore

ctal 
cance

r 
(CRC

) 

dose 
for 

expan
sion) 
on 

Day 1 
and 

Day 8 
every 
cycle 

in 
renal 
cell 

carcin
oma 

(RCC) 

daily 
(BID) 

2 
week 
on/2 
week 
off in 

colore
ctal 

cance
r 

(CRC
) 

daily 
(BID) 

2 
week 
on/2 
week 
off in 

colore
ctal 

cance
r 

(CRC
) 

daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cance
r 

(NSC
LC) 

(BID) 
2 

week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cancer 
(NSCL

C) 

2 
week 
on/2 
week 
off in 
triple-
negati

ve 
breast 
cancer 
(TNB

C) 

per 
week 
(QW) 

(QW) 
in 

non-
small 
cell 
lung 

cancer 
(NSCL

C) 

(QW) 
in 

triple-
negati

ve 
breast 
cancer 
(TNB

C) 

per 
week 
(QW) 

in 
colore

ctal 
cance

r 
(CRC

) 

per 
week 
(QW) 

Total 
participant
s affected 

6 (8
5.71
%) 

8 (8
0.00
%) 

13 (4
8.15
%) 

13 (3
7.14
%) 

15 (4
1.67
%) 

7 (2
1.88
%) 

2 (4
0.00
%) 

9 (3
7.50
%) 

4 (3
6.36
%) 

5 (7
1.43
%) 

1 (5
0.00
%) 

1 (10
0.00
%) 

1 (10
0.00
%) 

6 (6
0.00
%) 

12 (4
8.00
%) 

13 (4
0.63
%) 

8 (2
9.63
%) 

2 (3
3.33
%) 

126 (
42.28

%) 
Blood and 
lymphatic 
system 
disorders 

                                      

Anaemia 0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (9.
09%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

1 (1
0.00
%) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

2 (0.6
7%) 

Haemato
toxicity 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

1 (3.
70%

) 

0 (0.
00%

) 

1 (0.3
4%) 

Neutrope
nia 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (0.3
4%) 

Pancyto
penia 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (4.
17%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (0.3
4%) 

Cardiac 
disorders 

                                      

Atrial 
fibrillatio
n 

0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

1 (3.
70%

) 

0 (0.
00%

) 

2 (0.6
7%) 
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Cardiac 
tampona
de 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

1 (2.
86%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

1 (4.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

2 (0.6
7%) 

Pericardi
al 
effusion 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

1 (2.
86%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%) 

1 (3.
13%) 

0 (0.
00%

) 

0 (0.
00%

) 

2 (0.6
7%) 

Suprave
ntricular 
tachycar
dia 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%) 

1 (3.
13%) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (0.3
4%) 

Tachycar
dia 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

1 (3.
70%

) 

0 (0.
00%

) 

2 (0.6
7%) 

Endocrine 
disorders 

                                      

Adrenal 
insufficie
ncy 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (4.
17%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (0.3
4%) 

Eye 
disorders 

                                      

Keratitis 0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%) 

1 (3.
13%) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (0.3
4%) 

Photoph
obia 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

1 (2.
78%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (0.3
4%) 

Gastrointe
stinal 
disorders 

                                      

Abdomin
al pain 

0 (0.
00%

) 

2 (2
0.00
%) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (4.
17%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

1 (1
6.67
%) 

4 (1.3
4%) 
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Abdomin
al pain 
lower 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

1 (2.
78%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (0.3
4%) 

Abdomin
al pain 
upper 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

1 (2.
78%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (0.3
4%) 

Constipa
tion 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

2 (5.
56%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

2 (0.6
7%) 

Diarrhoe
a 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (0.3
4%) 

Gastric 
ulcer 

0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (0.3
4%) 

Gastroint
estinal 
haemorr
hage 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (4.
17%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

2 (0.6
7%) 

Ileus 0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (0.3
4%) 

Intestinal 
obstructi
on 

0 (0.
00%

) 

1 (1
0.00
%) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

1 (3.
70%

) 

0 (0.
00%

) 

2 (0.6
7%) 

Nausea 0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%) 

0 (0.
00%) 

1 (2.
78%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

2 (0.6
7%) 

Obstructi
on 
gastric 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (0.3
4%) 

Pancreat
itis 

0 (0.
00%

) 

1 (1
0.00
%) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (0.3
4%) 
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Proctalgi
a 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%) 

0 (0.
00%) 

1 (2.
78%) 

0 (0.
00%
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00%) 

0 (0.
00%

) 

0 (0.
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00%

) 

0 (0.
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00%

) 

0 (0.
00%) 

0 (0.
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00%

) 

0 (0.
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00%

) 

0 (0.
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Other Adverse Events by System Organ Class 

Time Frame 
From first dose of study treatment up to 150 days after last dose in each treatment period. The median duration of 
exposure to study treatment ranged between 8 and 9.15 weeks in Treatment Period 1 and between 5 and 42.05 
weeks in Treatment Period 2. 

Additional Description Any sign or symptom that occurs during the study treatment plus 150 days after last dose in each treatment period. 
Source Vocabulary for Table Default MedDRA (25.0) 
Assessment Type for Table Default Systematic Assessment 
Frequent Event Reporting Threshold 0% 
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mg 
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week 
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binos
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every 
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5 mg 
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nation 
with 

everol
imus 
5 mg 
once 
per 

week 
(QW) 

in 
colore

ctal 
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in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
colore

ctal 
cancer 
(CRC) 

PDR0
01 

400 
mg 

every 
4 

weeks 
(Q4W

) in 
combi
nation 
with 

QBM0
76 

150 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 

colore
ctal 

cance
r 

(CRC) 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W

) in 
combi
nation 
with 

QBM0
76 75 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cance
r 

(NSC
LC) 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W

) in 
combi
nation 
with 

QBM0
76 
150 
mg 

twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
non-
small 
cell 
lung 

cance
r 

(NSC
LC) 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W

) in 
combi
nation 
with 

QBM0
76 75 

mg 
twice 
daily 
(BID) 

2 
week 
on/2 
week 
off in 
triple-
negati

ve 
breast 
cance

r 
(TNB

C) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 300 
mg 

once 
per 

week 
(QW) 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W

) in 
combi
nation 
with 

LCL1
61 
600 
mg 

once 
per 

week 
(QW) 

in 
non-
small 
cell 
lung 

cance
r 

(NSC
LC) 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W

) in 
combi
nation 
with 

LCL1
61 
600 
mg 

once 
per 

week 
(QW) 

in 
triple-
negati

ve 
breast 
cance

r 
(TNB

C) 

PDR0
01 400 

mg 
every 

4 
weeks 
(Q4W) 

in 
combi
nation 
with 

LCL16
1 600 
mg 

once 
per 

week 
(QW) 

in 
colore

ctal 
cancer 
(CRC) 

PDR0
01 
400 
mg 

every 
4 

weeks 
(Q4W

) in 
combi
nation 
with 

LCL1
61 
900 
mg 

once 
per 

week 
(QW) 

All 
partici
pants 
in the 
study 
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Total 
participan
ts 
affected 

7 (1
00.0
0%) 

9 (9
0.00
%) 

26 (
96.3
0%) 

35 (1
00.0
0%) 

35 (
97.2
2%) 

31 (
96.8
8%) 

5 (1
00.0
0%) 

23 (
95.8
3%) 

11 (1
00.0
0%) 

7 (1
00.0
0%) 

2 (1
00.0
0%) 

1 (1
00.0
0%) 

1 (1
00.0
0%) 

10 (1
00.0
0%) 

24 (
96.0
0%) 

30 (
93.7
5%) 

27 (1
00.0
0%) 

6 (1
00.0
0%) 

290 (
97.3
2%) 

Blood 
and 
lymphatic 
system 
disorders 

                                      

Anaemi
a 

2 (2
8.57
%) 

3 (3
0.00
%) 

1 (3.
70%

) 

8 (22
.86%

) 

5 (1
3.89
%) 

9 (2
8.13
%) 

3 (6
0.00
%) 

7 (2
9.17
%) 

1 (9.
09%) 

3 (4
2.86
%) 

1 (5
0.00
%) 

1 (1
00.0
0%) 

0 (0.
00%

) 

2 (20
.00%

) 

1 (4.
00%

) 

5 (1
5.63
%) 

4 (14
.81%

) 

1 (1
6.67
%) 

57 (1
9.13
%) 

Leukocy
tosis 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (10
.00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (3.
70%) 

0 (0.
00%

) 
3 (1.
01%) 

Leukope
nia 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (9.
09%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
2 (0.
67%) 

Lympha
denopat
hy 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Lympho
penia 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Monocyt
osis 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Neutrop
enia 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

1 (2.
78%

) 

0 (0.
00%

) 

2 (4
0.00
%) 

1 (4.
17%

) 
0 (0.
00%) 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 
0 (0.
00%) 

0 (0.
00%

) 
7 (2.
35%) 

Polycyth
aemia 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (10
.00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 
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Thromb
ocytope
nia 

0 (0.
00%

) 

2 (2
0.00
%) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

1 (2
0.00
%) 

3 (1
2.50
%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

2 (6.
25%

) 
0 (0.
00%) 

0 (0.
00%

) 
9 (3.
02%) 

Cardiac 
disorders 

                                      

Angina 
pectoris 

0 (0.
00%

) 

1 (1
0.00
%) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Atrial 
fibrillatio
n 

0 (0.
00%

) 

1 (1
0.00
%) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Atrial 
flutter 

0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (3.
70%) 

0 (0.
00%

) 
2 (0.
67%) 

Bradyca
rdia 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Extrasys
toles 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Palpitati
ons 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 
0 (0.
00%) 

0 (0.
00%

) 
3 (1.
01%) 

Pericard
ial 
effusion 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
2 (0.
67%) 

Sinus 
bradyca
rdia 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (9.
09%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Sinus 
tachycar
dia 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (3.
70%) 

0 (0.
00%

) 
2 (0.
67%) 
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Tachyca
rdia 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 
1 (3.
70%) 

0 (0.
00%

) 
6 (2.
01%) 

Ventricu
lar 
extrasys
toles 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Ear and 
labyrinth 
disorders 

                                      

Cerume
n 
impactio
n 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Ear 
discomf
ort 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Ear pain 
0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 
0 (0.
00%) 

0 (0.
00%

) 
2 (0.
67%) 

Hypoac
usis 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
2 (0.
67%) 

Tinnitus 
0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 
0 (0.
00%) 

0 (0.
00%

) 
3 (1.
01%) 

Vertigo 
0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (4.
17%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
2 (0.
67%) 

Endocrin
e 
disorders 

                                      

Autoim
mune 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 
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hypothyr
oidism 

Hyperth
yroidism 

0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%

) 
1 (2.
86%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

1 (4.
17%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (10
.00%

) 

0 (0.
00%

) 

2 (6.
25%

) 
0 (0.
00%) 

0 (0.
00%

) 
7 (2.
35%) 

Hypothy
roidism 

0 (0.
00%

) 

1 (1
0.00
%) 

0 (0.
00%

) 
2 (5.
71%) 

2 (5.
56%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

2 (20
.00%

) 

1 (4.
00%

) 

2 (6.
25%

) 
0 (0.
00%) 

0 (0.
00%

) 

11 (3
.69%

) 

Thyroid 
disorder 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (10
.00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Eye 
disorders 

                                      

Altered 
visual 
depth 
percepti
on 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Cataract 
0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (10
.00%

) 

0 (0.
00%

) 

1 (3.
13%

) 
0 (0.
00%) 

0 (0.
00%

) 
2 (0.
67%) 

Diplopia 
0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Dry eye 
0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

2 (5.
56%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (10
.00%

) 

1 (4.
00%

) 

2 (6.
25%

) 
0 (0.
00%) 

0 (0.
00%

) 
7 (2.
35%) 

Erythem
a of 
eyelid 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (9.
09%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Eye 
pruritus 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 
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Eyelid 
ptosis 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Lacrimat
ion 
increase
d 

0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (9.
09%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
3 (1.
01%) 

Miosis 
0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Ocular 
discomf
ort 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Ocular 
hyperae
mia 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Swelling 
of eyelid 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Vision 
blurred 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

2 (6.
25%

) 
0 (0.
00%) 

0 (0.
00%

) 
4 (1.
34%) 

Visual 
impairm
ent 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Gastroint
estinal 
disorders 

                                      

Abdomi
nal 
discomf
ort 

0 (0.
00%

) 

1 (1
0.00
%) 

1 (3.
70%

) 
0 (0.
00%) 

3 (8.
33%

) 

2 (6.
25%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

2 (6.
25%

) 
0 (0.
00%) 

0 (0.
00%

) 

10 (3
.36%

) 

Abdomi
nal 

1 (1
4.29
%) 

1 (1
0.00
%) 

0 (0.
00%

) 
0 (0.
00%) 

6 (1
6.67
%) 

3 (9.
38%

) 

1 (2
0.00
%) 

2 (8.
33%

) 
1 (9.
09%) 

1 (1
4.29
%) 

1 (5
0.00
%) 

1 (1
00.0
0%) 

0 (0.
00%

) 
0 (0.
00%) 

2 (8.
00%

) 

0 (0.
00%

) 
1 (3.
70%) 

1 (1
6.67
%) 

22 (7
.38%
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distensi
on 

Abdomi
nal pain 

2 (2
8.57
%) 

3 (3
0.00
%) 

1 (3.
70%

) 
1 (2.
86%) 

12 (
33.3
3%) 

7 (2
1.88
%) 

1 (2
0.00
%) 

1 (4.
17%

) 

3 (27
.27%

) 

2 (2
8.57
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

1 (3.
13%

) 
2 (7.
41%) 

2 (3
3.33
%) 

39 (1
3.09
%) 

Abdomi
nal pain 
lower 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Abdomi
nal pain 
upper 

1 (1
4.29
%) 

3 (3
0.00
%) 

1 (3.
70%

) 
1 (2.
86%) 

6 (1
6.67
%) 

0 (0.
00%

) 

1 (2
0.00
%) 

1 (4.
17%

) 
0 (0.
00%) 

2 (2
8.57
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

1 (3.
13%

) 
2 (7.
41%) 

1 (1
6.67
%) 

21 (7
.05%

) 
Abdomi
nal 
tendern
ess 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Ascites 
1 (1
4.29
%) 

1 (1
0.00
%) 

0 (0.
00%

) 
0 (0.
00%) 

2 (5.
56%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (9.
09%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (10
.00%

) 

0 (0.
00%

) 

1 (3.
13%

) 
0 (0.
00%) 

0 (0.
00%

) 
7 (2.
35%) 

Constip
ation 

2 (2
8.57
%) 

2 (2
0.00
%) 

6 (2
2.22
%) 

7 (20
.00%

) 

9 (2
5.00
%) 

7 (2
1.88
%) 

0 (0.
00%

) 

3 (1
2.50
%) 

5 (45
.45%

) 

0 (0.
00%

) 

1 (5
0.00
%) 

0 (0.
00%

) 

1 (1
00.0
0%) 

2 (20
.00%

) 

3 (1
2.00
%) 

6 (1
8.75
%) 

5 (18
.52%

) 

1 (1
6.67
%) 

60 (2
0.13
%) 

Diarrhoe
a 

3 (4
2.86
%) 

2 (2
0.00
%) 

4 (1
4.81
%) 

6 (17
.14%

) 

8 (2
2.22
%) 

4 (1
2.50
%) 

1 (2
0.00
%) 

3 (1
2.50
%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (1
00.0
0%) 

0 (0.
00%

) 
0 (0.
00%) 

3 (1
2.00
%) 

1 (3.
13%

) 

6 (22
.22%

) 

2 (3
3.33
%) 

44 (1
4.77
%) 

Dry 
mouth 

0 (0.
00%

) 

1 (1
0.00
%) 

1 (3.
70%

) 
2 (5.
71%) 

2 (5.
56%

) 

5 (1
5.63
%) 

0 (0.
00%

) 

1 (4.
17%

) 
1 (9.
09%) 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (10
.00%

) 

0 (0.
00%

) 

2 (6.
25%

) 

3 (11
.11%

) 

0 (0.
00%

) 

20 (6
.71%

) 

Dyspep
sia 

0 (0.
00%

) 

2 (2
0.00
%) 

1 (3.
70%

) 
0 (0.
00%) 

2 (5.
56%

) 

2 (6.
25%

) 

1 (2
0.00
%) 

1 (4.
17%

) 
1 (9.
09%) 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

2 (8.
00%

) 

1 (3.
13%

) 
0 (0.
00%) 

0 (0.
00%

) 

14 (4
.70%

) 

Dyspha
gia 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (5
0.00
%) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (10
.00%

) 

1 (4.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
4 (1.
34%) 
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Epigastr
ic 
discomf
ort 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
2 (0.
67%) 

Eructati
on 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Flatulen
ce 

0 (0.
00%

) 

1 (1
0.00
%) 

0 (0.
00%

) 
2 (5.
71%) 

2 (5.
56%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (3.
70%) 

0 (0.
00%

) 
6 (2.
01%) 

Frequen
t bowel 
moveme
nts 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Gastric 
haemorr
hage 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Gastritis 
0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

1 (2
0.00
%) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
2 (0.
67%) 

Gastroin
testinal 
sounds 
abnorm
al 

0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Gastroo
esophag
eal 
reflux 
disease 

0 (0.
00%

) 

1 (1
0.00
%) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 
1 (3.
70%) 

0 (0.
00%

) 
4 (1.
34%) 

Gingival 
pain 

0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (9.
09%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
2 (0.
67%) 
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Haemat
ochezia 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Haemor
rhoids 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Ileus 
0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Intestina
l 
obstructi
on 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Lip dry 
0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Lip 
oedema 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (3.
70%) 

0 (0.
00%

) 
1 (0.
34%) 

Lip 
swelling 

0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Lip 
ulceratio
n 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Melaena 
0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (3.
70%) 

0 (0.
00%

) 
3 (1.
01%) 

Mouth 
ulceratio
n 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (3.
70%) 

0 (0.
00%

) 
1 (0.
34%) 

Nausea 
3 (4
2.86
%) 

2 (2
0.00
%) 

4 (1
4.81
%) 

13 (3
7.14
%) 

6 (1
6.67
%) 

18 (
56.2
5%) 

4 (8
0.00
%) 

15 (
62.5
0%) 

6 (54
.55%

) 

2 (2
8.57
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

2 (20
.00%

) 

7 (2
8.00
%) 

10 (
31.2
5%) 

6 (22
.22%

) 

3 (5
0.00
%) 

101 (
33.8
9%) 
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Oesoph
ageal 
compres
sion 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Oral 
dysaest
hesia 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Oral 
pain 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Pancrea
titis 

0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Paraest
hesia 
oral 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Proctalg
ia 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (9.
09%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
2 (0.
67%) 

Proctitis 
0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%
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0 (0.
00%
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0 (0.
00%
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0 (0.
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0 (0.
00%
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00%
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00%
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00%
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1 (10
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0 (0.
00%
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0 (0.
00%
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0 (0.
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0 (0.
00%
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2 (0.
67%) 

Rectal 
discharg
e 

1 (1
4.29
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00%
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0 (0.
00%
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0 (0.
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0 (0.
00%
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0 (0.
00%
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00%
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00%
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00%
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00%
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00%
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00%
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00%) 

0 (0.
00%
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00%
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0 (0.
00%) 

0 (0.
00%
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1 (0.
34%) 

Stomatit
is 

1 (1
4.29
%) 

0 (0.
00%

) 

3 (1
1.11
%) 

3 (8.
57%) 

3 (8.
33%

) 

2 (6.
25%
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00%

) 

0 (0.
00%
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1 (9.
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1 (1
4.29
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0 (0.
00%
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00%

) 
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00%
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00%) 

1 (4.
00%

) 

3 (9.
38%

) 
1 (3.
70%) 

0 (0.
00%

) 
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.38%

) 
Tongue 
ulceratio
n 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
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00%

) 
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00%

) 
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00%
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00%
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1 (10
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) 
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00%
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00%
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0 (0.
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0 (0.
00%
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1 (0.
34%) 

Toothac
he 

1 (1
4.29
%) 

0 (0.
00%
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1 (3.
70%

) 
0 (0.
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00%
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00%
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00%
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Vomitin
g 

0 (0.
00%

) 

2 (2
0.00
%) 

2 (7.
41%

) 

13 (3
7.14
%) 

9 (2
5.00
%) 

9 (2
8.13
%) 

1 (2
0.00
%) 

6 (2
5.00
%) 

2 (18
.18%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%
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0 (0.
00%

) 

1 (10
.00%

) 

3 (1
2.00
%) 

8 (2
5.00
%) 

6 (22
.22%

) 

4 (6
6.67
%) 

66 (2
2.15
%) 

General 
disorders 
and 
administr
ation site 
condition
s 

                                      

Astheni
a 

3 (4
2.86
%) 

1 (1
0.00
%) 

2 (7.
41%

) 

6 (17
.14%

) 

6 (1
6.67
%) 

7 (2
1.88
%) 

2 (4
0.00
%) 

0 (0.
00%

) 
1 (9.
09%) 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

4 (1
6.00
%) 

3 (9.
38%

) 
2 (7.
41%) 

0 (0.
00%

) 

38 (1
2.75
%) 

Axillary 
pain 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%
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00%) 
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00%
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00%
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00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 
0 (0.
00%) 

0 (0.
00%
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2 (0.
67%) 

Breakthr
ough 
pain 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Catheter 
site 
erythem
a 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Catheter 
site pain 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Chest 
discomf
ort 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (5
0.00
%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
2 (0.
67%) 

Chills 
0 (0.
00%

) 

0 (0.
00%

) 

2 (7.
41%

) 
0 (0.
00%) 

2 (5.
56%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (10
.00%

) 

2 (8.
00%

) 

2 (6.
25%

) 
1 (3.
70%) 

0 (0.
00%

) 

10 (3
.36%

) 

Early 
satiety 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 
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Facial 
pain 

0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Fatigue 
0 (0.
00%

) 

4 (4
0.00
%) 

5 (1
8.52
%) 

10 (2
8.57
%) 

18 (
50.0
0%) 

10 (
31.2
5%) 

1 (2
0.00
%) 

9 (3
7.50
%) 

6 (54
.55%

) 

2 (2
8.57
%) 

0 (0.
00%

) 

1 (1
00.0
0%) 

1 (1
00.0
0%) 

4 (40
.00%

) 

1 (4.
00%

) 

8 (2
5.00
%) 

10 (3
7.04
%) 

1 (1
6.67
%) 

91 (3
0.54
%) 

Gait 
disturba
nce 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (9.
09%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

0 (0.
00%

) 
1 (3.
70%) 

0 (0.
00%

) 
4 (1.
34%) 

General 
physical 
health 
deterior
ation 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (1
00.0
0%) 

0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Generali
sed 
oedema 

0 (0.
00%

) 

1 (1
0.00
%) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%
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00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 
1 (3.
70%) 

0 (0.
00%

) 
2 (0.
67%) 

Breath 
sounds 
abnorm
al 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 
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Electroc
ardiogra
m QT 
interval 
abnorm
al 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Electroc
ardiogra
m ST 
segment 
depressi
on 

0 (0.
00%

) 

1 (1
0.00
%) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Eosinop
hil count 
decreas
ed 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Eosinop
hil count 
increase
d 

0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 

2 (18
.18%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
4 (1.
34%) 

Gamma
-
glutamyl
transfer
ase 
increase
d 

0 (0.
00%

) 

2 (2
0.00
%) 

0 (0.
00%

) 
0 (0.
00%) 

3 (8.
33%

) 

2 (6.
25%

) 

0 (0.
00%

) 

0 (0.
00%

) 

2 (18
.18%

) 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

2 (20
.00%

) 

2 (8.
00%

) 

1 (3.
13%

) 
1 (3.
70%) 

0 (0.
00%

) 

16 (5
.37%

) 

Globulin
s 
increase
d 

0 (0.
00%

) 

1 (1
0.00
%) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Glucose 
urine 
present 

0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Hepatic 
enzyme 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (3.
70%) 

0 (0.
00%

) 
1 (0.
34%) 
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increase
d 
Internati
onal 
normalis
ed ratio 
increase
d 

1 (1
4.29
%) 

1 (1
0.00
%) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (9.
09%) 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
5 (1.
68%) 

Lipase 
increase
d 

1 (1
4.29
%) 

1 (1
0.00
%) 

0 (0.
00%

) 
2 (5.
71%) 

5 (1
3.89
%) 

0 (0.
00%

) 

0 (0.
00%

) 

3 (1
2.50
%) 

2 (18
.18%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (10
.00%

) 

1 (4.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

16 (5
.37%

) 
Lympho
cyte 
count 
decreas
ed 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%

) 
3 (8.
57%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

2 (3
3.33
%) 

9 (3.
02%) 

Monocyt
e count 
increase
d 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

2 (18
.18%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
2 (0.
67%) 

Neutrop
hil count 
decreas
ed 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (4.
17%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (10
.00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
4 (1.
34%) 

Platelet 
count 
decreas
ed 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

6 (1
8.75
%) 

2 (4
0.00
%) 

3 (1
2.50
%) 

1 (9.
09%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

13 (4
.36%

) 

Protein 
total 
increase
d 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 

2 (18
.18%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
3 (1.
01%) 

SARS-
CoV-2 
test 
negative 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

2 (6.
25%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
2 (0.
67%) 



 

   
 
Clinical Trial Results Website 
 

Page 115 
 

Troponi
n I 
increase
d 

0 (0.
00%

) 

1 (1
0.00
%) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Urine 
output 
decreas
ed 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Vitamin 
D 
decreas
ed 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Weight 
decreas
ed 

1 (1
4.29
%) 

1 (1
0.00
%) 

3 (1
1.11
%) 

3 (8.
57%) 

4 (1
1.11
%) 

3 (9.
38%

) 

1 (2
0.00
%) 

2 (8.
33%

) 
1 (9.
09%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (10
.00%

) 

1 (4.
00%

) 

3 (9.
38%

) 
2 (7.
41%) 

2 (3
3.33
%) 

28 (9
.40%

) 
Weight 
increase
d 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (1
6.67
%) 

1 (0.
34%) 

White 
blood 
cell 
count 
decreas
ed 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%

) 
2 (5.
71%) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (2
0.00
%) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
4 (1.
34%) 

White 
blood 
cell 
count 
increase
d 

0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Metabolis
m and 
nutrition 
disorders 
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Acidosis 
0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Alkalosi
s 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (3.
70%) 

0 (0.
00%

) 
1 (0.
34%) 

Decreas
ed 
appetite 

4 (5
7.14
%) 

5 (5
0.00
%) 

7 (2
5.93
%) 

8 (22
.86%

) 

8 (2
2.22
%) 

7 (2
1.88
%) 

0 (0.
00%

) 

8 (3
3.33
%) 

6 (54
.55%

) 

3 (4
2.86
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

2 (20
.00%

) 

4 (1
6.00
%) 

4 (1
2.50
%) 

6 (22
.22%

) 

4 (6
6.67
%) 

76 (2
5.50
%) 

Dehydra
tion 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

2 (6.
25%

) 
1 (3.
70%) 

0 (0.
00%

) 
5 (1.
68%) 

Diabete
s 
mellitus 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (9.
09%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Food 
craving 

0 (0.
00%

) 

1 (1
0.00
%) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Hypera
mylasae
mia 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Hyperca
lcaemia 

0 (0.
00%

) 

1 (1
0.00
%) 

1 (3.
70%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

5 (2
0.83
%) 

0 (0.
00%) 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 
0 (0.
00%) 

0 (0.
00%

) 
9 (3.
02%) 

Hypergl
ycaemia 

1 (1
4.29
%) 

3 (3
0.00
%) 

1 (3.
70%

) 
3 (8.
57%) 

3 (8.
33%

) 

4 (1
2.50
%) 

1 (2
0.00
%) 

1 (4.
17%

) 

3 (27
.27%

) 

2 (2
8.57
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (3.
70%) 

1 (1
6.67
%) 

24 (8
.05%

) 

Hyperka
laemia 

0 (0.
00%

) 

2 (2
0.00
%) 

1 (3.
70%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

2 (8.
33%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

1 (3.
13%

) 
2 (7.
41%) 

0 (0.
00%

) 
9 (3.
02%) 

Hyperlip
idaemia 

0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (4.
17%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
2 (0.
67%) 
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Hyperna
traemia 

0 (0.
00%

) 

1 (1
0.00
%) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Hypertri
glycerid
aemia 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

2 (5.
56%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
2 (0.
67%) 

Hyperuri
caemia 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (10
.00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Hypoalb
uminae
mia 

1 (1
4.29
%) 

4 (4
0.00
%) 

0 (0.
00%

) 
2 (5.
71%) 

3 (8.
33%

) 

3 (9.
38%

) 

0 (0.
00%

) 

1 (4.
17%

) 
1 (9.
09%) 

2 (2
8.57
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

2 (20
.00%

) 

1 (4.
00%

) 

0 (0.
00%

) 
2 (7.
41%) 

1 (1
6.67
%) 

23 (7
.72%

) 

Hypocal
caemia 

1 (1
4.29
%) 

2 (2
0.00
%) 

0 (0.
00%

) 
1 (2.
86%) 

2 (5.
56%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
6 (2.
01%) 

Hypogly
caemia 

0 (0.
00%

) 

2 (2
0.00
%) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (9.
09%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
4 (1.
34%) 

Hypokal
aemia 

0 (0.
00%

) 

3 (3
0.00
%) 

0 (0.
00%

) 
1 (2.
86%) 

1 (2.
78%

) 

4 (1
2.50
%) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (9.
09%) 

2 (2
8.57
%) 

0 (0.
00%

) 

1 (1
00.0
0%) 

0 (0.
00%

) 

1 (10
.00%

) 

0 (0.
00%

) 

1 (3.
13%

) 
0 (0.
00%) 

0 (0.
00%

) 

15 (5
.03%

) 
Hypoma
gnesae
mia 

0 (0.
00%

) 

2 (2
0.00
%) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (5
0.00
%) 

1 (1
00.0
0%) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
2 (7.
41%) 

0 (0.
00%

) 
8 (2.
68%) 

Hyponat
raemia 

2 (2
8.57
%) 

5 (5
0.00
%) 

1 (3.
70%

) 
3 (8.
57%) 

4 (1
1.11
%) 

2 (6.
25%

) 

0 (0.
00%

) 

0 (0.
00%

) 

3 (27
.27%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (10
.00%

) 

4 (1
6.00
%) 

1 (3.
13%

) 

3 (11
.11%

) 

1 (1
6.67
%) 

30 (1
0.07
%) 

Hypoph
agia 

0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (10
.00%

) 

0 (0.
00%

) 

1 (3.
13%

) 
0 (0.
00%) 

0 (0.
00%

) 
3 (1.
01%) 

Hypoph
osphata
emia 

1 (1
4.29
%) 

2 (2
0.00
%) 

1 (3.
70%

) 
2 (5.
71%) 

3 (8.
33%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (9.
09%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

1 (3.
13%

) 
0 (0.
00%) 

1 (1
6.67
%) 

14 (4
.70%

) 



 

   
 
Clinical Trial Results Website 
 

Page 118 
 

Lactic 
acidosis 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (3.
70%) 

0 (0.
00%

) 
1 (0.
34%) 

Vitamin 
D 
deficien
cy 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

2 (6.
25%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (3.
70%) 

0 (0.
00%

) 
3 (1.
01%) 

Musculos
keletal 
and 
connectiv
e tissue 
disorders 

                                      

Arthralgi
a 

0 (0.
00%

) 

1 (1
0.00
%) 

5 (1
8.52
%) 

3 (8.
57%) 

6 (1
6.67
%) 

3 (9.
38%

) 

0 (0.
00%

) 

4 (1
6.67
%) 

1 (9.
09%) 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

2 (20
.00%

) 

2 (8.
00%

) 

4 (1
2.50
%) 

2 (7.
41%) 

2 (3
3.33
%) 

36 (1
2.08
%) 

Arthritis 
0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Back 
pain 

0 (0.
00%

) 

2 (2
0.00
%) 

2 (7.
41%

) 

6 (17
.14%

) 

4 (1
1.11
%) 

1 (3.
13%

) 

0 (0.
00%

) 

5 (2
0.83
%) 

0 (0.
00%) 

0 (0.
00%

) 

1 (5
0.00
%) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (10
.00%

) 

2 (8.
00%

) 

4 (1
2.50
%) 

2 (7.
41%) 

1 (1
6.67
%) 

31 (1
0.40
%) 

Bone 
pain 

0 (0.
00%

) 

1 (1
0.00
%) 

2 (7.
41%

) 
1 (2.
86%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (4.
17%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 
1 (3.
70%) 

0 (0.
00%

) 
8 (2.
68%) 

Bone 
swelling 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Flank 
pain 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

2 (5.
56%

) 

0 (0.
00%

) 

0 (0.
00%

) 

2 (8.
33%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 
0 (0.
00%) 

0 (0.
00%

) 
6 (2.
01%) 

Fracture 
pain 

0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (9.
09%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
2 (0.
67%) 
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Greater 
trochant
eric pain 
syndrom
e 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Groin 
pain 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (1
6.67
%) 

2 (0.
67%) 

Joint 
stiffness 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Muscle 
spasms 

0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%

) 
1 (2.
86%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (9.
09%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

2 (6.
25%

) 
1 (3.
70%) 

0 (0.
00%

) 
7 (2.
35%) 

Muscula
r 
weakne
ss 

0 (0.
00%

) 

1 (1
0.00
%) 

1 (3.
70%

) 
1 (2.
86%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (4.
17%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

1 (3.
13%

) 
1 (3.
70%) 

0 (0.
00%

) 
8 (2.
68%) 

Musculo
skeletal 
chest 
pain 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
3 (8.
57%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 
0 (0.
00%) 

1 (1
6.67
%) 

6 (2.
01%) 

Musculo
skeletal 
disorder 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (4.
17%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Musculo
skeletal 
pain 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
2 (0.
67%) 

Musculo
skeletal 
stiffness 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (4.
17%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Myalgia 
0 (0.
00%

) 

1 (1
0.00
%) 

1 (3.
70%

) 
2 (5.
71%) 

3 (8.
33%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (4.
17%

) 

2 (18
.18%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

2 (8.
00%

) 

3 (9.
38%

) 
2 (7.
41%) 

2 (3
3.33
%) 

19 (6
.38%

) 
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Neck 
pain 

0 (0.
00%

) 

1 (1
0.00
%) 

1 (3.
70%

) 

4 (11
.43%

) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (4.
17%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

2 (20
.00%

) 

0 (0.
00%

) 

2 (6.
25%

) 
0 (0.
00%) 

0 (0.
00%

) 

12 (4
.03%

) 

Osteoart
hritis 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Osteopo
rosis 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (4.
17%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
2 (0.
67%) 

Pain in 
extremit
y 

0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%

) 
0 (0.
00%) 

3 (8.
33%

) 

4 (1
2.50
%) 

1 (2
0.00
%) 

1 (4.
17%

) 
1 (9.
09%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

1 (3.
13%

) 
0 (0.
00%) 

1 (1
6.67
%) 

14 (4
.70%

) 

Pain in 
jaw 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Pubic 
pain 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Neoplasm
s benign, 
malignant 
and 
unspecifi
ed (incl 
cysts and 
polyps) 

                                      

Fibroma 
0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (9.
09%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Haeman
gioma of 
skin 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (10
.00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Infected 
neoplas
m 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 



 

   
 
Clinical Trial Results Website 
 

Page 121 
 

Neoplas
m 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Tumour 
associat
ed fever 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

2 (8.
33%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
3 (1.
01%) 

Tumour 
pain 

0 (0.
00%

) 

1 (1
0.00
%) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (9.
09%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (1
00.0
0%) 

0 (0.
00%) 

1 (4.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
5 (1.
68%) 

Nervous 
system 
disorders 

                                      

Ataxia 
0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Aura 
0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Cerebral 
infarctio
n 

0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Cognitiv
e 
disorder 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (10
.00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
2 (0.
67%) 

Depress
ed level 
of 
conscio
usness 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Disturba
nce in 
attention 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (1
6.67
%) 

1 (0.
34%) 

Dizzines
s 

2 (2
8.57
%) 

0 (0.
00%

) 

2 (7.
41%

) 
3 (8.
57%) 

2 (5.
56%

) 

0 (0.
00%

) 

1 (2
0.00
%) 

2 (8.
33%

) 

2 (18
.18%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (10
.00%

) 

1 (4.
00%

) 

2 (6.
25%

) 
0 (0.
00%) 

1 (1
6.67
%) 

19 (6
.38%
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Dizzines
s 
postural 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Dysarthr
ia 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (5
0.00
%) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (10
.00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
2 (0.
67%) 

Dysgeu
sia 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (2
0.00
%) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (3.
70%) 

1 (1
6.67
%) 

4 (1.
34%) 

Headac
he 

0 (0.
00%

) 

2 (2
0.00
%) 

1 (3.
70%

) 

9 (25
.71%

) 

3 (8.
33%

) 

3 (9.
38%

) 

1 (2
0.00
%) 

2 (8.
33%

) 
1 (9.
09%) 

4 (5
7.14
%) 

1 (5
0.00
%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

2 (8.
00%

) 

3 (9.
38%

) 
2 (7.
41%) 

0 (0.
00%

) 

34 (1
1.41
%) 

Hypoae
sthesia 

0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%

) 
3 (8.
57%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (10
.00%

) 

0 (0.
00%

) 

2 (6.
25%

) 
0 (0.
00%) 

0 (0.
00%

) 
7 (2.
35%) 

Letharg
y 

1 (1
4.29
%) 

1 (1
0.00
%) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

2 (2
8.57
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
4 (1.
34%) 

Memory 
impairm
ent 

0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Migraine 
0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Myoclon
us 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Neuropa
thy 
peripher
al 

1 (1
4.29
%) 

1 (1
0.00
%) 

0 (0.
00%

) 
1 (2.
86%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (9.
09%) 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (10
.00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
7 (2.
35%) 

Paraest
hesia 

0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%

) 
2 (5.
71%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 
1 (3.
70%) 

0 (0.
00%

) 
6 (2.
01%) 
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Paraple
gia 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (4.
17%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Peripher
al 
sensory 
neuropa
thy 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Post 
herpetic 
neuralgi
a 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (3.
70%) 

0 (0.
00%

) 
1 (0.
34%) 

Seizure 
0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Somnol
ence 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

1 (3.
13%

) 
0 (0.
00%) 

0 (0.
00%

) 
2 (0.
67%) 

Spinal 
cord 
compres
sion 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (4.
17%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Syncop
e 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Taste 
disorder 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

2 (5.
56%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
3 (1.
01%) 

Tension 
headach
e 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

VIth 
nerve 
paralysi
s 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
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0 (0.
00%

) 
1 (0.
34%) 

Testicul
ar pain 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Vaginal 
haemorr
hage 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Respirato
ry, 
thoracic 
and 
mediastin
al 
disorders 

                                      

Acute 
respirat

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 
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ory 
failure 

Broncho
spasm 

0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Catarrh 
0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

2 (8.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
3 (1.
01%) 

Cough 
0 (0.
00%

) 

1 (1
0.00
%) 

7 (2
5.93
%) 

5 (14
.29%

) 

11 (
30.5
6%) 

2 (6.
25%

) 

0 (0.
00%

) 

5 (2
0.83
%) 

3 (27
.27%

) 

3 (4
2.86
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (10
.00%

) 

3 (1
2.00
%) 

5 (1
5.63
%) 

6 (22
.22%

) 

1 (1
6.67
%) 

53 (1
7.79
%) 

Dyspho
nia 

0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%

) 
1 (2.
86%) 

1 (2.
78%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

3 (4
2.86
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
8 (2.
68%) 

Dyspno
ea 

0 (0.
00%

) 

2 (2
0.00
%) 

1 (3.
70%

) 

8 (22
.86%

) 

5 (1
3.89
%) 

5 (1
5.63
%) 

1 (2
0.00
%) 

2 (8.
33%

) 

4 (36
.36%

) 

1 (1
4.29
%) 

0 (0.
00%

) 

1 (1
00.0
0%) 

0 (0.
00%

) 

1 (10
.00%

) 

4 (1
6.00
%) 

8 (2
5.00
%) 

4 (14
.81%

) 

1 (1
6.67
%) 

48 (1
6.11
%) 

Dyspno
ea at 
rest 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Dyspno
ea 
exertion
al 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

2 (5.
56%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (10
.00%

) 

2 (8.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
6 (2.
01%) 

Epistaxi
s 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
2 (5.
71%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

0 (0.
00%

) 
1 (3.
70%) 

0 (0.
00%

) 
4 (1.
34%) 

Haemop
tysis 

0 (0.
00%

) 

2 (2
0.00
%) 

2 (7.
41%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (4.
17%

) 
1 (9.
09%) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (1
00.0
0%) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
9 (3.
02%) 

Hiccups 
0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

2 (5.
56%

) 

2 (6.
25%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
4 (1.
34%) 
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Hypoxia 
0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

1 (3.
13%

) 
0 (0.
00%) 

0 (0.
00%

) 
3 (1.
01%) 

Larynge
al 
oedema 

0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Lung 
infiltratio
n 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Nasal 
congesti
on 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Orophar
yngeal 
pain 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%

) 
3 (8.
57%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 
1 (3.
70%) 

0 (0.
00%

) 
6 (2.
01%) 

Pleural 
effusion 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

4 (11
.43%

) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

2 (8.
00%

) 

4 (1
2.50
%) 

0 (0.
00%) 

0 (0.
00%

) 

11 (3
.69%

) 

Pleuritic 
pain 

0 (0.
00%

) 

0 (0.
00%

) 

1 (3.
70%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
2 (0.
67%) 

Pneumo
nitis 

0 (0.
00%

) 

0 (0.
00%

) 

2 (7.
41%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

1 (4.
17%

) 
0 (0.
00%) 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
6 (2.
01%) 

Pneumo
thorax 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (9.
09%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Producti
ve 
cough 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (2.
86%) 

1 (2.
78%

) 

2 (6.
25%

) 

0 (0.
00%

) 

2 (8.
33%

) 
1 (9.
09%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

4 (1
6.00
%) 

2 (6.
25%

) 
1 (3.
70%) 

0 (0.
00%

) 

14 (4
.70%

) 
Pulmon
ary 
embolis
m 

0 (0.
00%

) 

1 (1
0.00
%) 

1 (3.
70%

) 
1 (2.
86%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (5
0.00
%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
5 (1.
68%) 
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Rhinorrh
oea 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

1 (3.
13%

) 

0 (0.
00%

) 

1 (4.
17%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (10
.00%

) 

3 (1
2.00
%) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
7 (2.
35%) 

Sinus 
congesti
on 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Sinus 
pain 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Tachypn
oea 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (1
4.29
%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (3.
70%) 

0 (0.
00%

) 
2 (0.
67%) 

Upper-
airway 
cough 
syndrom
e 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (4.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Wheezi
ng 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
3 (8.
57%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

1 (10
.00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
5 (1.
68%) 

Skin and 
subcutan
eous 
tissue 
disorders 

                                      

Acne 
0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (9.
09%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Alopecia 
0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Cold 
sweat 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

1 (3.
13%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 
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Decubit
us ulcer 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

1 (2.
78%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 
1 (0.
34%) 

Dermatit
is 
acneifor
m 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (9.
09%) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 

0 (0.
00%

) 
0 (0.
00%) 

0 (0.
00%

) 

0 (0.
00%

) 
1 (3.
70%) 

0 (0.
00%

) 
2 (0.
67%) 
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Conclusion: 
The evaluated combinations of PDR001 with LBH589, LCL161 and RAD001, while being generally well tolerated, did not 
identify a combination treatment with efficacy clearly superior to that of single agent PDR001. This study also sought to 
explore whether ~6 months of treatment with PDR001 in combination would be sufficient to induce a durable clinical benefit. 
There were too few subjects with clinical response to assess this question, but two patients with NSCLC treated with 
PDR001 + LCL161 remained well until study completion after the initial six cycles of treatment, suggesting that for some 
subjects, six months of treatment might be sufficient to provide durable clinical benefit. 
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