Activity of RX-3117, an Oral Antimetabolite Nucleoside, in Subjects with Advanced Urothelial Cancer: Preliminary Results from a Phase lla Study
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Abstract #455

Background: RX-3117 is an oral small molecule antimetabolite that is activated by uridine cytidine
kinase 2 (UCK2) which is predominantly expressed in cancer cells. RX-3117 has shown efficacy in
xenograft models of gemcitabine resistant pancreatic, bladder and colorectal cancer. Preliminary data
from an analysis of a Phase 2a clinical study of RX3117 in advanced urothelial cancer is described.

Methods: In the Phase 2a study designed to evaluate safety, tolerability and efficacy, subjects were
treated with oral RX-3117 (700 mg) once-daily for 5 consecutive days on and 2 days off for 3 of 4
weeks or all 4 weeks in a 28-day cycle. Eligible subjects (aged = 18 years) had relapsed/refractory
metastatic urothelial cancer, ECOG PS of 0 to 1, normal organ function (hepatic, renal and
hematology) with no limit on the number of prior therapies. The primary Phase 2a endpoints are
progression free survival (PFS) and/or objective clinical response with secondary endpoints of safety,
TTP, DOR and ORR.

Results: As of October 5, 2018; 33 subjects were treated (23 males and 10 females, median age
67.5 years); 29 subjects were evaluable having completed more than 1 cycle of therapy or
discontinued due to a related adverse event. Twenty subjects had received 3 or more prior therapies;
30 received gemcitabine/cisplatin and 25 received a checkpoint inhibitor. The most common related
adverse events were anemia (G1-2%, G2-3%, G3-3%), fatigue (G1-6%, G2-3%), neutropenia (G2-
2%, G3-5%, G4-2%), diarrhea (G1-4%, G2-2%), and thrombocytopenia (G2-2%, G3-3%, G4-1%).
One subject had a complete response after 4 cycles of therapy and continues therapy beyond 10
cycles; 5 subjects had PFS ranging from 133 to 315 days.

Conclusions: RX-3117 appears to be safe and well-tolerated in chemotherapy and immunotherapy
refractory advanced urothelial cancer with acceptable toxicities. Preliminary results show anti-tumor
activity in heavily pre-treated patients. (NCT02030067)

Introduction

Currently, first line therapy for aUC is commonly combination gemcitabine and cisplatin, with
pembrolizumab and atezolizumab approved for cisplatin-ineligible patients. Despite the clinical value
of gemcitabine, drug resistance is common, which may be due to reduced prodrug phosphorylation
by deoxycytidine kinase (dCK). RX-3117 is alternatively phosphorylated by uridine-cytidine kinase 2
(UCK2), an enzyme found in cancer cells. RX-3117 is inactivated by cytidine deaminase at a slow
rate, allowing higher cellular concentrations. Both features are expected to enhance RX-3117
anticancer activity. Within the last 15 years, PD-1 inhibitors are the only new treatments approved for
aUC as second line therapy. No third line treatment is approved other than supportive care. While
some patients get a prolonged durable response to PD-1 inhibitors, the vast majority (70-80%)
progress and may benefit from additional therapeutic options such as RX-3117.

Study Design

Phase 2 Design: The ongoing Phase 2a study uses a 2-stage design. Stage 1 was completed
following an interim analysis of 10 response evaluable patients (with a minimum of 4 cycles of therapy
or early treatment discontinuation due to disease progression). Stage 2 began when the criteria of
20% or more patients progression free after > 4 cycles of treatment or a partial response
(PR)/complete response (CR) in at least 10% of patients was met. Preliminary data, updated as of
January 2019, are reported from Stages 1 and 2. Of the 35 patients enrolled, 31 were evaluable.

Treatment: The recommended Phase 2 dose is 700mg for 5 consecutive days with 2 days off for 3 of
4 weeks or all 4 weeks in a 28-day cycle.

Phase 2 Primary Objective:
» To investigate the antitumor activity of RX-3117 in subjects with aUC
Phase 2 Secondary Objectives:

« To assess additional measures of antitumor activity
« To characterize the safety profile associated with RX-3117
« To evaluate population pharmacokinetics using a limited sampling

Baseline Characteristics

Gender - no. (%) ECOG - score no. (%)
Female 11 (31) 0 12 (34)
Male 24 (69) 1 23 (66)
Race - no. (%) Prior Anticancer Treatments - no. (%)
White 31 (89) 1 3(9)
Black 3 (8) 2 13 (37)
Asian 1(3) 3 13 (37)
Other 0 (0) 4+ 6 (17)
Age (Years) Gemcitabine 31 (89) 3422
Median 67| Immunotherapy 27 (77) )
Range 48-84 Cisplatin 19 (54)
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Related AE Grade 1/2 - no. (%) [Grade 3/4 - no. (%)
Fatigue 16 (12)

Diarrhea 14 (10)

Anemia 7 (5) 5 (4)
Thrombocytopenia 3(2) 7 (9)
Neutropenia 3(2) 6 (4)
Nausea 8 (6)

Vomiting 7 (5)

Leukopenia 3(2) 4 (3)
Abdominal Pain 3 (2) 1(1)
Pruritis 4 (3)
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Patient 06-004 was initially treated with MVVAC for 4 months and completed therapy. The
patient was treated with trastuzumab and pertuzumab for 25 months and discontinued due
to disease progression. The patient was treated with an oncolytic virus and
pembrolizumab for 3 months, and after which the patient progressed. Four months of
treatment with RX-3117 resulted in CR in the peritoneum. Baseline image shown in A and
image after 14 cycles is shown in B. The patient is currently in Cycle 15 of treatment with
no long-term hematologic effects observed.

These preliminary results show encouraging responses in heavily pretreated patients.
» Of 31 evaluable patients, 19% had disease control at 4 months.
* 1 complete response (CR) with patient continuing treatment after 14 months
« 5 patients with stable disease (SD) = 4 months
» 1 patient with SD at 10 months
» 1 patient with SD at 6 months
» Over half (54%) of patients failed = 3 prior cancer therapies.
RX-3117 appears safe and well tolerated when administered at the recommended Phase 2
dose to patients with aUC.
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For further information about RX-3117 and Rexahn Pharmaceuticals
please contact Dr. Ely Benaim: benaime@rexahn.com, (240) 268-5300 x 304
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Data

		Medrio ID		Site		Group		Subject ID		Visit		Form		AE - Did the Subject Experience Any Adverse Events		AE - Number		AE - Adverse Event		AE - Was it a DLT event?		AE - Serious?		AE - Severity Grade		AE - Relationship to Study Drug		AE - Other Causality		AE - Other Causality  Specify		AE - Action Taken with Study Drug		AE - Action Taken With Subject		AE - Action Taken With Subject  Specify		AE - Start Date		AE - Ongoing?		AE - Stop Date		AE - Outcome		AE - Outcome  Other  Specify

		0061		Site 04		Bladder Cancer		04-001		Adverse Events Log		Adverse Events Log				1		Intermittent Diarrhea		No		No		1 - Mild		Related						None		Concomitant medication**				21-Sep-2016		Yes				Unresolved		

		0061		Site 04		Bladder Cancer		04-001		Adverse Events Log		Adverse Events Log				2		Fatigue		No		No		1 - Mild		Related						None		None				21-Sep-2016		Yes				Unresolved		

		0062		Site 04		Bladder Cancer		04-006		Adverse Events Log		Adverse Events Log				2		diarrhea		No		No		1 - Mild		Related						None		Concomitant medication**				21-Sep-2016		Yes				Unresolved		

		0062		Site 04		Bladder Cancer		04-006		Adverse Events Log		Adverse Events Log				3		fatigue		No		No		1 - Mild		Related						None		None				12-Oct-2016		Yes				Unresolved		

		0069		Site 04		Bladder Cancer		04-002		Adverse Events Log		Adverse Events Log				1		Nausea		No		No		1 - Mild		Related						None		Concomitant medication**				20-Oct-2016		Yes				Unresolved		

		0069		Site 04		Bladder Cancer		04-002		Adverse Events Log		Adverse Events Log				4		Epistaxis		No		No		1 - Mild		Related						None		None				02-Nov-2016		No		04-Nov-2016		Complete recovery		

		0069		Site 04		Bladder Cancer		04-002		Adverse Events Log		Adverse Events Log				6		Thrombocytopenia		No		No		3 - Severe		Related						None		None				03-Nov-2016		Yes				Unresolved		

		0069		Site 04		Bladder Cancer		04-002		Adverse Events Log		Adverse Events Log				9		vomiting		No		No		2 - Moderate		Related						Dosing permanently discontinued		Concomitant medication**				02-Nov-2016		Yes				Unresolved		

		0077		Site 07		Bladder Cancer		07-004		Adverse Events Log		Adverse Events Log				1		Arthralgias		No		No		1 - Mild		Related						None		None				27-Dec-2016		No		24-Jan-2017		Complete recovery		

		0077		Site 07		Bladder Cancer		07-004		Adverse Events Log		Adverse Events Log				2		Aches		No		No		1 - Mild		Related						None		None				27-Dec-2016		No		24-Jan-2017		Complete recovery		

		0088		Site 03		Bladder Cancer		03-001		Adverse Events Log		Adverse Events Log				1		Leukopenia		Yes		No		3 - Severe		Related						Dose delayed		None				27-Dec-2016		No		03-Jan-2017		Complete recovery		

		0088		Site 03		Bladder Cancer		03-001		Adverse Events Log		Adverse Events Log				4		Anemia		No		No		2 - Moderate		Related						Dose delayed		None				03-Jan-2017		No		10-Jan-2017		Complete recovery		

		0088		Site 03		Bladder Cancer		03-001		Adverse Events Log		Adverse Events Log				6		Leukopenia		No		No		2 - Moderate		Related						Dose delayed		None				03-Jan-2017		No		17-Jan-2017		Complete recovery		

		0088		Site 03		Bladder Cancer		03-001		Adverse Events Log		Adverse Events Log				7		Neutropenia		No		No		2 - Moderate		Related						None		None				03-Jan-2017		No		10-Jan-2017		Complete recovery		

		0088		Site 03		Bladder Cancer		03-001		Adverse Events Log		Adverse Events Log				8		Lymphocytopenia		No		No		2 - Moderate		Related						None		None				10-Jan-2017		No		17-Jan-2017		Complete recovery		

		0090		Site 06		Bladder Cancer		06-002		Adverse Events Log		Adverse Events Log				1		Nausea (intermittent)		No		No		2 - Moderate		Related						None		Concomitant medication**				04-Jan-2017		No		04-Feb-2017		Complete recovery		

		0090		Site 06		Bladder Cancer		06-002		Adverse Events Log		Adverse Events Log				2		Vomiting		No		No		1 - Mild		Related						None		None				04-Jan-2017		No		11-Jan-2017		Complete recovery		

		0090		Site 06		Bladder Cancer		06-002		Adverse Events Log		Adverse Events Log				4		Diarrhea		No		No		1 - Mild		Related						None		Concomitant medication**				11-Jan-2017		Yes				Unresolved		

		0090		Site 06		Bladder Cancer		06-002		Adverse Events Log		Adverse Events Log				5		Colitis		No		Yes		3 - Severe		Related						Dose reduced		Concomitant medication**,Hospitalization,Procedure / Non-drug therapy*				13-Jan-2017		No		17-Jan-2017		Complete recovery		

		0090		Site 06		Bladder Cancer		06-002		Adverse Events Log		Adverse Events Log				11		Worsening Abdominal Pain		No		Yes		3 - Severe		Related						Dosing permanently discontinued		Hospitalization,Concomitant medication**,Withdrawn from the study				27-Jan-2017		No		28-Jan-2017		Complete recovery		

		0098		Site 03		Bladder Cancer		03-003		Adverse Events Log		Adverse Events Log				1		Diarrhea		No		No		1 - Mild		Related						None		None				19-Feb-2017		No		20-Feb-2017		Complete recovery		

		0098		Site 03		Bladder Cancer		03-003		Adverse Events Log		Adverse Events Log				2		Vomiting		No		No		1 - Mild		Related						None		None				18-Feb-2017		No		20-Feb-2017		Complete recovery		

		0098		Site 03		Bladder Cancer		03-003		Adverse Events Log		Adverse Events Log				3		Neutropenia		No		No		3 - Severe		Related						Dose delayed		None				28-Feb-2017		No		07-Mar-2017		Complete recovery		

		0098		Site 03		Bladder Cancer		03-003		Adverse Events Log		Adverse Events Log				4		Anemia		No		No		2 - Moderate		Related						None		None				28-Feb-2017		Yes				Unresolved		

		0098		Site 03		Bladder Cancer		03-003		Adverse Events Log		Adverse Events Log				5		Thrombocytopenia		No		No		3 - Severe		Related						Dose delayed		None				28-Feb-2017		No		07-Mar-2017		Complete recovery		

		0098		Site 03		Bladder Cancer		03-003		Adverse Events Log		Adverse Events Log				6		Neutropenia		No		No		1 - Mild		Related						Dose reduced		None				07-Mar-2017		No		14-Mar-2017		Complete recovery		

		0098		Site 03		Bladder Cancer		03-003		Adverse Events Log		Adverse Events Log				11		Fatigue		No		No		1 - Mild		Related						None		None				01-Feb-2017		Yes				Unresolved		

		0098		Site 03		Bladder Cancer		03-003		Adverse Events Log		Adverse Events Log				12		Abdominal Pain		No		No		1 - Mild		Related						None		None				01-Feb-2017		Yes				Unresolved		

		0098		Site 03		Bladder Cancer		03-003		Adverse Events Log		Adverse Events Log				13		Vomiting		No		No		1 - Mild		Related						None		None				09-Feb-2017		No		09-Feb-2017		Complete recovery		

		0098		Site 03		Bladder Cancer		03-003		Adverse Events Log		Adverse Events Log				14		nausea		No		No		1 - Mild		Related						None		None				09-Feb-2017		No		09-Feb-2017		Complete recovery		

		0101		Site 04		Bladder Cancer		04-017		Adverse Events Log		Adverse Events Log				1		fatigue		No		No		1 - Mild		Related						None		None				08-Mar-2017		Yes				Unresolved		

		0102		Site 04		Bladder Cancer		04-018		Adverse Events Log		Adverse Events Log				1		Nausea		No		No		1 - Mild		Related						None		Concomitant medication**				01-Mar-2017		Yes				Unresolved		

		0102		Site 04		Bladder Cancer		04-018		Adverse Events Log		Adverse Events Log				3		Fatigue		No		No		1 - Mild		Related						None		None				01-Mar-2017		Yes				Unresolved		

		0102		Site 04		Bladder Cancer		04-018		Adverse Events Log		Adverse Events Log				4		Anorexia		No		No		1 - Mild		Related						None		Concomitant medication**				01-Mar-2017		Yes				Unresolved		

		0102		Site 04		Bladder Cancer		04-018		Adverse Events Log		Adverse Events Log				9		mucositis		No		No		2 - Moderate		Related						None		Concomitant medication**				13-Mar-2017		No		22-Mar-2017		Complete recovery		

		0108		Site 07		Bladder Cancer		07-014		Adverse Events Log		Adverse Events Log				6		Loose Stool		No		No		1 - Mild		Related						None		None				04-Apr-2017		No		18-Jul-2017		Recovered with sequelae		

		0119		Site 12		Bladder Cancer		12-004		Adverse Events Log		Adverse Events Log				6		Anemia		No		No		2 - Moderate		Related						None		Procedure / Non-drug therapy*				18-Jul-2017		No		01-Aug-2017		Complete recovery		

		0119		Site 12		Bladder Cancer		12-004		Adverse Events Log		Adverse Events Log				10		Anemia		No		No		1 - Mild		Related						None		None				01-Aug-2017		Yes				Unresolved		

		0122		Site 09		Bladder Cancer		09-001		Adverse Events Log		Adverse Events Log				9		platelet count decrease		No		No		3 - Severe		Related						Dose delayed		None				05-Jul-2017		No		10-Jul-2017		Complete recovery		

		0135		Site 07		Bladder Cancer		07-016		Adverse Events Log		Adverse Events Log				1		Diarrhea		No		No		1 - Mild		Related						None		None				29-Aug-2017		Yes				Unresolved		

		0135		Site 07		Bladder Cancer		07-016		Adverse Events Log		Adverse Events Log				2		Abdominal Pain		No		No		1 - Mild		Related						None		None				29-Aug-2017		No		05-Sep-2017		Complete recovery		

		0135		Site 07		Bladder Cancer		07-016		Adverse Events Log		Adverse Events Log				4		Lightheadedness		No		No		1 - Mild		Related						None		None				08-Sep-2017		Yes				Unresolved		

		0140		Site 04		Bladder Cancer		04-028		Adverse Events Log		Adverse Events Log				1		Low WBC count-intermittent		No		No		3 - Severe		Related						Dose delayed		None				06-Nov-2017		No		20-Nov-2017		Complete recovery		

		0140		Site 04		Bladder Cancer		04-028		Adverse Events Log		Adverse Events Log				2		Low neutrophil count		No		No		3 - Severe		Related						Dose delayed		None				13-Nov-2017		No		20-Nov-2017		Complete recovery		

		0140		Site 04		Bladder Cancer		04-028		Adverse Events Log		Adverse Events Log				5		diarrhea-intermittent		No		No		2 - Moderate		Related						None		Concomitant medication**				16-Oct-2017		No		14-Dec-2017		Complete recovery		

		0140		Site 04		Bladder Cancer		04-028		Adverse Events Log		Adverse Events Log				9		Low platelets		No		No		3 - Severe		Related						Dose delayed		None				06-Nov-2017		No		13-Nov-2017		Complete recovery		

		0140		Site 04		Bladder Cancer		04-028		Adverse Events Log		Adverse Events Log				14		Low WBC		No		No		3 - Severe		Related						Dose delayed		None				27-Nov-2017		No		04-Dec-2017		Complete recovery		

		0143		Site 07		Bladder Cancer		07-019		Adverse Events Log		Adverse Events Log				3		Burning sensation in groin		No		No		1 - Mild		Related						None		Concomitant medication**				17-Oct-2017		Yes				Unresolved		

		0143		Site 07		Bladder Cancer		07-019		Adverse Events Log		Adverse Events Log				4		Diarrhea		No		No		1 - Mild		Related						None		None				24-Oct-2017		No		19-Dec-2017		Complete recovery		

		0143		Site 07		Bladder Cancer		07-019		Adverse Events Log		Adverse Events Log				5		Nausea		No		No		1 - Mild		Related						None		None				24-Oct-2017		No		19-Dec-2017		Complete recovery		

		0143		Site 07		Bladder Cancer		07-019		Adverse Events Log		Adverse Events Log				7		Bilateral lower left extremity pain		No		No		1 - Mild		Related						None		None				24-Oct-2017		Yes				Unresolved		

		0143		Site 07		Bladder Cancer		07-019		Adverse Events Log		Adverse Events Log				8		Muscle aches to shoulders		No		No		1 - Mild		Related						None		None				27-Oct-2017		No		29-Oct-2017		Complete recovery		

		0143		Site 07		Bladder Cancer		07-019		Adverse Events Log		Adverse Events Log				9		Muscle aches in lower back		No		No		1 - Mild		Related						None		None				27-Oct-2017		No		29-Oct-2017		Complete recovery		

		0143		Site 07		Bladder Cancer		07-019		Adverse Events Log		Adverse Events Log				10		Dry throat		No		No		1 - Mild		Related						None		None				31-Oct-2017		Yes				Unresolved		

		0143		Site 07		Bladder Cancer		07-019		Adverse Events Log		Adverse Events Log				11		Difficulty swallowing		No		No		1 - Mild		Related						None		None				31-Oct-2017		Yes				Unresolved		

		0143		Site 07		Bladder Cancer		07-019		Adverse Events Log		Adverse Events Log				12		Dark urine		No		No		1 - Mild		Related						None		None				19-Dec-2017		Yes				Unresolved		

		0143		Site 07		Bladder Cancer		07-019		Adverse Events Log		Adverse Events Log				13		Voice change		No		No		1 - Mild		Related						None		None				28-Nov-2017		Yes				Unresolved		

		0143		Site 07		Bladder Cancer		07-019		Adverse Events Log		Adverse Events Log				14		Neck Pain		No		No		1 - Mild		Related						None		None				31-Oct-2017		Yes				Unresolved		

		0143		Site 07		Bladder Cancer		07-019		Adverse Events Log		Adverse Events Log				15		Unexpected weight loss		No		No		1 - Mild		Related						None		None				19-Dec-2017		Yes				Unresolved		

		0144		Site 07		Bladder Cancer		07-020		Adverse Events Log		Adverse Events Log				2		Transient Maculopapular rash on neck		No		No		1 - Mild		Related						None		None				24-Oct-2017		Yes				Unresolved		

		0144		Site 07		Bladder Cancer		07-020		Adverse Events Log		Adverse Events Log				3		Transient Maculopapular rash on shoulders		No		No		1 - Mild		Related						None		None				24-Oct-2017		Yes				Unresolved		

		0144		Site 07		Bladder Cancer		07-020		Adverse Events Log		Adverse Events Log				5		Flatulence		No		No		1 - Mild		Related						None		None				07-Nov-2017		Yes				Unresolved		

		0144		Site 07		Bladder Cancer		07-020		Adverse Events Log		Adverse Events Log				7		Myalgias		No		No		1 - Mild		Related						None		None				07-Nov-2017		Yes				Unresolved		

		0147		Site 12		Bladder Cancer		12-011		Adverse Events Log		Adverse Events Log				10		Leukopenia		No		No		1 - Mild		Related						None		None				28-Nov-2017		No		30-Nov-2017		Complete recovery		

		0148		Site 12		Bladder Cancer		12-012		Adverse Events Log		Adverse Events Log				1		Flatulence-Intermittent		No		No		1 - Mild		Related						None		Concomitant medication**				19-Oct-2017		Yes				Unresolved		

		0148		Site 12		Bladder Cancer		12-012		Adverse Events Log		Adverse Events Log				10		Diarrhea		No		No		1 - Mild		Related						None		Concomitant medication**				28-Oct-2017		No		27-Nov-2017		Recovered with sequelae		

		0148		Site 12		Bladder Cancer		12-012		Adverse Events Log		Adverse Events Log				11		Diarrhea		No		No		2 - Moderate		Related						Dose delayed		Concomitant medication**				28-Nov-2017		Yes				Unresolved		

		0148		Site 12		Bladder Cancer		12-012		Adverse Events Log		Adverse Events Log				12		Vomiting		No		No		1 - Mild		Related						Dose delayed		Concomitant medication**				28-Nov-2017		Yes				Unresolved		

		0148		Site 12		Bladder Cancer		12-012		Adverse Events Log		Adverse Events Log				13		Abdominal Pain		No		No		2 - Moderate		Related						Dose delayed		Procedure / Non-drug therapy*				28-Nov-2017		Yes				Unresolved		

		0149		Site 04		Bladder Cancer		04-030		Adverse Events Log		Adverse Events Log				4		constipation		No		No		1 - Mild		Related						None		Concomitant medication**				28-Nov-2017		Yes				Unresolved		

		0149		Site 04		Bladder Cancer		04-030		Adverse Events Log		Adverse Events Log				5		Exacerbation of Anemia		No		No		3 - Severe		Related						Dose delayed		Concomitant medication**,Procedure / Non-drug therapy*				04-Dec-2017		No		18-Dec-2017		Complete recovery		

		0149		Site 04		Bladder Cancer		04-030		Adverse Events Log		Adverse Events Log				6		nausea		No		No		1 - Mild		Related						None		Concomitant medication**				04-Dec-2017		Yes				Unresolved		

		0149		Site 04		Bladder Cancer		04-030		Adverse Events Log		Adverse Events Log				7		vomiting		No		No		1 - Mild		Related						None		Concomitant medication**				04-Dec-2017		Yes				Unresolved		

		0150		Site 04		Bladder Cancer		04-031		Adverse Events Log		Adverse Events Log				1		Worsening of Anemia		No		No		3 - Severe		Related						None		Concomitant medication**,Procedure / Non-drug therapy*				04-Dec-2017		Yes				Unresolved		

		0150		Site 04		Bladder Cancer		04-031		Adverse Events Log		Adverse Events Log				6		fatigue		No		No		1 - Mild		Related						None		None				20-Nov-2017		Yes				Unresolved		

		0150		Site 04		Bladder Cancer		04-031		Adverse Events Log		Adverse Events Log				7		Low Absolute neutrophil count		No		No		3 - Severe		Related						None		None				13-Nov-2017		No		20-Nov-2017		Complete recovery		

		0154		Site 06		Bladder Cancer		06-004		Adverse Events Log		Adverse Events Log				1		Pruritus (intermittent)		No		No		1 - Mild		Related						None		Concomitant medication**				23-Dec-2017		No		19-Feb-2018		Complete recovery		

		0154		Site 06		Bladder Cancer		06-004		Adverse Events Log		Adverse Events Log				2		Fatigue		No		No		1 - Mild		Related						None		None				21-Dec-2017		Yes				Unresolved		

		0154		Site 06		Bladder Cancer		06-004		Adverse Events Log		Adverse Events Log				3		Pruritus (intermittent)		No		No		2 - Moderate		Related						None		Concomitant medication**				19-Feb-2018		No		16-Mar-2018		Complete recovery		

		0154		Site 06		Bladder Cancer		06-004		Adverse Events Log		Adverse Events Log				4		Pruritus (intermittent)		No		No		1 - Mild		Related						None		Concomitant medication**				16-Mar-2018		No		04-Apr-2018		Complete recovery		

		0154		Site 06		Bladder Cancer		06-004		Adverse Events Log		Adverse Events Log				5		Pruritus (intermittent)		No		No		1 - Mild		Related						None		Concomitant medication**				19-Apr-2018		Yes				Unresolved		

		0154		Site 06		Bladder Cancer		06-004		Adverse Events Log		Adverse Events Log				6		Mucositis oral		No		No		1 - Mild		Related						None		Concomitant medication**				21-Jun-2018		No		25-Jun-2018		Complete recovery		

		0155		Site 07		Bladder Cancer		07-021		Adverse Events Log		Adverse Events Log				5		Mild Erythema in posterior pharnyx		No		No		1 - Mild		Related						None		None				16-Nov-2017		No		13-Feb-2018		Complete recovery		

		0155		Site 07		Bladder Cancer		07-021		Adverse Events Log		Adverse Events Log				10		Epigastric burning		No		No		1 - Mild		Related						None		None				01-Nov-2017		No		02-Nov-2017		Complete recovery		

		0155		Site 07		Bladder Cancer		07-021		Adverse Events Log		Adverse Events Log				14		Fatigue		No		No		1 - Mild		Related						None		None				08-May-2018		Yes				Unresolved		

		0155		Site 07		Bladder Cancer		07-021		Adverse Events Log		Adverse Events Log				15		Dysgeusia		No		No		1 - Mild		Related						None		None				08-May-2018		Yes				Unresolved		

		0155		Site 07		Bladder Cancer		07-021		Adverse Events Log		Adverse Events Log				16		Anorexia		No		No		1 - Mild		Related						None		None				08-May-2018		Yes				Unresolved		

		0155		Site 07		Bladder Cancer		07-021		Adverse Events Log		Adverse Events Log				18		Nausea		No		No		1 - Mild		Related						None		None				08-May-2018		Yes				Unresolved		

		0155		Site 07		Bladder Cancer		07-021		Adverse Events Log		Adverse Events Log				19		Diarrhea		No		No		1 - Mild		Related						None		None				22-May-2018		Yes				Unresolved		

		0156		Site 03		Bladder Cancer		03-006		Adverse Events Log		Adverse Events Log				2		Worsening of anemia		No		No		2 - Moderate		Related						None		None				06-Feb-2018		Yes				Unresolved		

		0157		Site 07		Bladder Cancer		07-022		Adverse Events Log		Adverse Events Log				2		Fatigue		No		No		2 - Moderate		Related						None		None				02-Jan-2018		Yes				Unresolved		

		0158		Site 12		Bladder Cancer		12-013		Adverse Events Log		Adverse Events Log				4		fatigue		No		No		1 - Mild		Related						None		None				23-Jan-2018		No		01-Mar-2018		Complete recovery		

		0159		Site 03		Bladder Cancer		03-007		Adverse Events Log		Adverse Events Log				7		Fatigue		No		No		1 - Mild		Related						None		None				01-Mar-2018		No		14-Mar-2018		Recovered with sequelae		

		0159		Site 03		Bladder Cancer		03-007		Adverse Events Log		Adverse Events Log				9		Anorexia		No		No		2 - Moderate		Related						None		None				01-Mar-2018		Yes				Unresolved		

		0159		Site 03		Bladder Cancer		03-007		Adverse Events Log		Adverse Events Log				12		Anemia		No		No		3 - Severe		Related						Dose delayed		Concomitant medication**,Procedure / Non-drug therapy*				21-Mar-2018		No		26-Mar-2018		Complete recovery		

		0159		Site 03		Bladder Cancer		03-007		Adverse Events Log		Adverse Events Log				13		Fatigue		No		No		2 - Moderate		Related						Dose reduced		None				15-Mar-2018		Yes				Unresolved		

		0159		Site 03		Bladder Cancer		03-007		Adverse Events Log		Adverse Events Log				14		Chills		No		No		1 - Mild		Related						None		None				15-Mar-2018		Yes				Unresolved		

		0159		Site 03		Bladder Cancer		03-007		Adverse Events Log		Adverse Events Log				16		Dyspnea		No		No		1 - Mild		Related						None		None				19-Mar-2018		No		04-Apr-2018		Complete recovery		

		0159		Site 03		Bladder Cancer		03-007		Adverse Events Log		Adverse Events Log				17		White Blood Cell count decreased		No		No		2 - Moderate		Related						None		None				21-Mar-2018		No		26-Mar-2018		Complete recovery		

		0159		Site 03		Bladder Cancer		03-007		Adverse Events Log		Adverse Events Log				18		Thrombocytopenia		No		No		1 - Mild		Related						None		None				21-Mar-2018		Yes				Unresolved		

		0159		Site 03		Bladder Cancer		03-007		Adverse Events Log		Adverse Events Log				19		Anemia		No		No		1 - Mild		Related						Dose delayed		None				26-Mar-2018		Yes				Unresolved		

		0159		Site 03		Bladder Cancer		03-007		Adverse Events Log		Adverse Events Log				20		Elevated AST		No		No		1 - Mild		Related						None		None				21-Mar-2018		Yes				Unresolved		

		0159		Site 03		Bladder Cancer		03-007		Adverse Events Log		Adverse Events Log				21		Elevated ALT		No		No		1 - Mild		Related						None		None				26-Mar-2018		Yes				Unresolved		

		0159		Site 03		Bladder Cancer		03-007		Adverse Events Log		Adverse Events Log				22		Elevated Bilirubin		No		No		1 - Mild		Related						None		None				26-Mar-2018		No		02-Apr-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				3		Diarrhea		No		No		1 - Mild		Related						None		None				12-May-2018		No		19-May-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				4		Localized edema (bilateral scrotal swelling)		No		No		1 - Mild		Related						None		None				11-May-2018		No		20-May-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				5		Creatinine increased		No		No		1 - Mild		Related						None		Procedure / Non-drug therapy*,Concomitant medication**				14-May-2018		No		29-May-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				6		Neutrophil count decreased		No		No		3 - Severe		Related						None		None				21-May-2018		No		29-May-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				8		White blood cell count decreased		No		No		3 - Severe		Related						Dose delayed		None				21-May-2018		No		04-Jun-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				9		Dizziness (intermittent)		No		No		2 - Moderate		Related						None		None				15-May-2018		Yes				Unresolved		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				10		Mouth sores (intermittent)		No		No		1 - Mild		Related						None		None				16-May-2018		No		28-May-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				11		Rash (upper right arm)		No		No		1 - Mild		Related						None		Concomitant medication**				17-May-2018		No		28-May-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				12		Hypotension		No		No		1 - Mild		Related						None		None				21-May-2018		Yes				Unresolved		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				13		Epistaxis		No		No		1 - Mild		Related						None		None				26-May-2018		No		26-May-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				15		Nipple tenderness - bilateral		No		No		1 - Mild		Related						None		None				18-May-2018		Yes				Unresolved		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				16		Anemia		No		No		2 - Moderate		Related						None		None				29-May-2018		No		30-May-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				17		Anemia		No		No		3 - Severe		Related						None		None				30-May-2018		No		04-Jun-2018		Unresolved		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				18		Lymphocyte count decreased		No		No		2 - Moderate		Related						None		None				29-May-2018		No		26-Jun-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				20		Neutrophil count decreased		No		No		4 - Life-threatening		Related						None		None				04-Jun-2018		No		12-Jun-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				21		Platelet count decreased		No		No		4 - Life-threatening		Related						Dose delayed		None				29-May-2018		No		04-Jun-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				22		White blood cell count decreased		No		No		4 - Life-threatening		Related						Dose delayed		Procedure / Non-drug therapy*				04-Jun-2018		No		12-Jun-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				24		Platelet count decreased		No		No		1 - Mild		Related						None		None				04-Jun-2018		No		12-Jun-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				25		Neutrophil count decreased		No		No		3 - Severe		Related						None		None				30-May-2018		No		04-Jun-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				26		Fatigue		No		No		2 - Moderate		Related						None		None				30-May-2018		Yes				Unresolved		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				32		Platelet count decreased		No		No		3 - Severe		Related						None		None				24-May-2018		No		29-May-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				44		Neutrophil count decreased		No		No		2 - Moderate		Related						None		None				29-May-2018		No		30-May-2018		Complete recovery		

		0164		Site 04		Bladder Cancer		04-032		Adverse Events Log		Adverse Events Log				2		fatigue		No		No		1 - Mild		Related						None		None				23-Jul-2018		Yes				Unresolved		

		0164		Site 04		Bladder Cancer		04-032		Adverse Events Log		Adverse Events Log				4		diarrhea		No		No		1 - Mild		Related						None		None				02-Aug-2018		No		03-Aug-2018		Complete recovery		

		0165		Site 07		Bladder Cancer		07-024		Adverse Events Log		Adverse Events Log				2		Diarrhea		No		No		1 - Mild		Related						None		None				31-Jul-2018		Yes				Unresolved		

		0167		Site 04		Bladder Cancer		04-034		Adverse Events Log		Adverse Events Log				5		Anorexia		No		No		1 - Mild		Related						None		None				22-Aug-2018		Yes				Unresolved		

		0167		Site 04		Bladder Cancer		04-034		Adverse Events Log		Adverse Events Log				4		Anemia		No		No		3 - Severe		Related						Dose delayed		None				05-Sep-2018		Yes				Unresolved		

		0167		Site 04		Bladder Cancer		04-034		Adverse Events Log		Adverse Events Log				9		Exacerbation of fatigue		No		No		2 - Moderate		Related						Dose delayed		None				13-Sep-2018		Yes				Unresolved		

		0167		Site 04		Bladder Cancer		04-034		Adverse Events Log		Adverse Events Log				10		nausea		No		No		1 - Mild		Related						None		None				19-Sep-2018		Yes				Unresolved		

		0167		Site 04		Bladder Cancer		04-034		Adverse Events Log		Adverse Events Log				11		vomiting		No		No		1 - Mild		Related						None		Concomitant medication**				30-Aug-2018		Yes				Unresolved		

		0169		Site 03		Bladder Cancer		03-009		Adverse Events Log		Adverse Events Log				1		Fatigue		No		No		1 - Mild		Related						None		None				14-Sep-2018		Yes				Unresolved		

		0170		Site 12		Bladder Cancer		12-014		Adverse Events Log		Adverse Events Log				22		Decrease white blood count		No		No		3 - Severe		Related						None		Concomitant medication**				06-Dec-2018		No		21-Dec-2018		Complete recovery		

		0170		Site 12		Bladder Cancer		12-014		Adverse Events Log		Adverse Events Log				28		Fatigue		No		No		2 - Moderate		Related						None		None				20-Nov-2018		No		14-Dec-2018		Complete recovery		

		0170		Site 12		Bladder Cancer		12-014		Adverse Events Log		Adverse Events Log				31		Decrease platelet		No		No		4 - Life-threatening		Related						None		Procedure / Non-drug therapy*				14-Dec-2018		No		21-Dec-2018		Complete recovery		

		0170		Site 12		Bladder Cancer		12-014		Adverse Events Log		Adverse Events Log				32		Decrease platelet		No		No		1 - Mild		Related						None		Procedure / Non-drug therapy*				09-Dec-2018		No		14-Dec-2018		Other		Increase in grade
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		Transient Maculopapular rash on neck

		07-020

		1 - Mild

		24-Oct-2017

		Transient Maculopapular rash on shoulders

		07-020

		1 - Mild

		24-Oct-2017

		Unexpected weight loss

		07-019

		1 - Mild

		19-Dec-2017

		Voice change

		07-019

		1 - Mild

		28-Nov-2017

		vomiting

		03-003

		1 - Mild

		09-Feb-2017

		18-Feb-2017

		04-002

		2 - Moderate

		02-Nov-2016

		04-030

		1 - Mild

		04-Dec-2017

		04-034

		1 - Mild

		30-Aug-2018

		06-002

		1 - Mild

		04-Jan-2017

		12-012

		1 - Mild

		28-Nov-2017

		White Blood Cell count decreased

		03-007

		2 - Moderate

		21-Mar-2018

		06-005

		3 - Severe

		21-May-2018

		4 - Life-threatening

		04-Jun-2018

		Worsening Abdominal Pain

		06-002

		3 - Severe

		27-Jan-2017

		Worsening of Anemia

		03-006

		2 - Moderate

		06-Feb-2018

		04-031

		3 - Severe

		04-Dec-2017

		(blank)

		(blank)

		(blank)

		(blank)

		Grand Total





Related

		Medrio ID		Site		Group		Subject ID		Visit		Form		AE - Did the Subject Experience Any Adverse Events		AE - Number		AE - Adverse Event		AE - Was it a DLT event?		AE - Serious?		AE - Severity Grade		AE - Relationship to Study Drug		AE - Other Causality		AE - Other Causality  Specify		AE - Action Taken with Study Drug		AE - Action Taken With Subject		AE - Action Taken With Subject  Specify		AE - Start Date		AE - Ongoing?		AE - Stop Date		AE - Outcome		AE - Outcome  Other  Specify

		0061		Site 04		Bladder Cancer		04-001		Adverse Events Log		Adverse Events Log				1		Intermittent Diarrhea		No		No		1 - Mild		Related						None		Concomitant medication**				21-Sep-2016		Yes				Unresolved		

		0061		Site 04		Bladder Cancer		04-001		Adverse Events Log		Adverse Events Log				2		Fatigue		No		No		1 - Mild		Related						None		None				21-Sep-2016		Yes				Unresolved		

		0062		Site 04		Bladder Cancer		04-006		Adverse Events Log		Adverse Events Log				2		diarrhea		No		No		1 - Mild		Related						None		Concomitant medication**				21-Sep-2016		Yes				Unresolved		

		0062		Site 04		Bladder Cancer		04-006		Adverse Events Log		Adverse Events Log				3		fatigue		No		No		1 - Mild		Related						None		None				12-Oct-2016		Yes				Unresolved		

		0069		Site 04		Bladder Cancer		04-002		Adverse Events Log		Adverse Events Log				1		Nausea		No		No		1 - Mild		Related						None		Concomitant medication**				20-Oct-2016		Yes				Unresolved		

		0069		Site 04		Bladder Cancer		04-002		Adverse Events Log		Adverse Events Log				4		Epistaxis		No		No		1 - Mild		Related						None		None				02-Nov-2016		No		04-Nov-2016		Complete recovery		

		0069		Site 04		Bladder Cancer		04-002		Adverse Events Log		Adverse Events Log				6		Thrombocytopenia		No		No		3 - Severe		Related						None		None				03-Nov-2016		Yes				Unresolved		

		0069		Site 04		Bladder Cancer		04-002		Adverse Events Log		Adverse Events Log				9		vomiting		No		No		2 - Moderate		Related						Dosing permanently discontinued		Concomitant medication**				02-Nov-2016		Yes				Unresolved		

		0077		Site 07		Bladder Cancer		07-004		Adverse Events Log		Adverse Events Log				1		Arthralgias		No		No		1 - Mild		Related						None		None				27-Dec-2016		No		24-Jan-2017		Complete recovery		

		0077		Site 07		Bladder Cancer		07-004		Adverse Events Log		Adverse Events Log				2		Aches		No		No		1 - Mild		Related						None		None				27-Dec-2016		No		24-Jan-2017		Complete recovery		

		0088		Site 03		Bladder Cancer		03-001		Adverse Events Log		Adverse Events Log				1		Leukopenia		Yes		No		3 - Severe		Related						Dose delayed		None				27-Dec-2016		No		03-Jan-2017		Complete recovery		

		0088		Site 03		Bladder Cancer		03-001		Adverse Events Log		Adverse Events Log				4		Anemia		No		No		2 - Moderate		Related						Dose delayed		None				03-Jan-2017		No		10-Jan-2017		Complete recovery		

		0088		Site 03		Bladder Cancer		03-001		Adverse Events Log		Adverse Events Log				6		Leukopenia		No		No		2 - Moderate		Related						Dose delayed		None				03-Jan-2017		No		17-Jan-2017		Complete recovery		

		0088		Site 03		Bladder Cancer		03-001		Adverse Events Log		Adverse Events Log				7		Neutropenia		No		No		2 - Moderate		Related						None		None				03-Jan-2017		No		10-Jan-2017		Complete recovery		

		0088		Site 03		Bladder Cancer		03-001		Adverse Events Log		Adverse Events Log				8		Lymphocytopenia		No		No		2 - Moderate		Related						None		None				10-Jan-2017		No		17-Jan-2017		Complete recovery		

		0090		Site 06		Bladder Cancer		06-002		Adverse Events Log		Adverse Events Log				1		Nausea (intermittent)		No		No		2 - Moderate		Related						None		Concomitant medication**				04-Jan-2017		No		04-Feb-2017		Complete recovery		

		0090		Site 06		Bladder Cancer		06-002		Adverse Events Log		Adverse Events Log				2		Vomiting		No		No		1 - Mild		Related						None		None				04-Jan-2017		No		11-Jan-2017		Complete recovery		

		0090		Site 06		Bladder Cancer		06-002		Adverse Events Log		Adverse Events Log				4		Diarrhea		No		No		1 - Mild		Related						None		Concomitant medication**				11-Jan-2017		Yes				Unresolved		

		0090		Site 06		Bladder Cancer		06-002		Adverse Events Log		Adverse Events Log				5		Colitis		No		Yes		3 - Severe		Related						Dose reduced		Concomitant medication**,Hospitalization,Procedure / Non-drug therapy*				13-Jan-2017		No		17-Jan-2017		Complete recovery		

		0090		Site 06		Bladder Cancer		06-002		Adverse Events Log		Adverse Events Log				11		Worsening Abdominal Pain		No		Yes		3 - Severe		Related						Dosing permanently discontinued		Hospitalization,Concomitant medication**,Withdrawn from the study				27-Jan-2017		No		28-Jan-2017		Complete recovery		

		0098		Site 03		Bladder Cancer		03-003		Adverse Events Log		Adverse Events Log				1		Diarrhea		No		No		1 - Mild		Related						None		None				19-Feb-2017		No		20-Feb-2017		Complete recovery		

		0098		Site 03		Bladder Cancer		03-003		Adverse Events Log		Adverse Events Log				2		Vomiting		No		No		1 - Mild		Related						None		None				18-Feb-2017		No		20-Feb-2017		Complete recovery		

		0098		Site 03		Bladder Cancer		03-003		Adverse Events Log		Adverse Events Log				3		Neutropenia		No		No		3 - Severe		Related						Dose delayed		None				28-Feb-2017		No		07-Mar-2017		Complete recovery		

		0098		Site 03		Bladder Cancer		03-003		Adverse Events Log		Adverse Events Log				4		Anemia		No		No		2 - Moderate		Related						None		None				28-Feb-2017		Yes				Unresolved		

		0098		Site 03		Bladder Cancer		03-003		Adverse Events Log		Adverse Events Log				5		Thrombocytopenia		No		No		3 - Severe		Related						Dose delayed		None				28-Feb-2017		No		07-Mar-2017		Complete recovery		

		0098		Site 03		Bladder Cancer		03-003		Adverse Events Log		Adverse Events Log				6		Neutropenia		No		No		1 - Mild		Related						Dose reduced		None				07-Mar-2017		No		14-Mar-2017		Complete recovery		

		0098		Site 03		Bladder Cancer		03-003		Adverse Events Log		Adverse Events Log				11		Fatigue		No		No		1 - Mild		Related						None		None				01-Feb-2017		Yes				Unresolved		

		0098		Site 03		Bladder Cancer		03-003		Adverse Events Log		Adverse Events Log				12		Abdominal Pain		No		No		1 - Mild		Related						None		None				01-Feb-2017		Yes				Unresolved		

		0098		Site 03		Bladder Cancer		03-003		Adverse Events Log		Adverse Events Log				13		Vomiting		No		No		1 - Mild		Related						None		None				09-Feb-2017		No		09-Feb-2017		Complete recovery		

		0098		Site 03		Bladder Cancer		03-003		Adverse Events Log		Adverse Events Log				14		nausea		No		No		1 - Mild		Related						None		None				09-Feb-2017		No		09-Feb-2017		Complete recovery		

		0101		Site 04		Bladder Cancer		04-017		Adverse Events Log		Adverse Events Log				1		fatigue		No		No		1 - Mild		Related						None		None				08-Mar-2017		Yes				Unresolved		

		0102		Site 04		Bladder Cancer		04-018		Adverse Events Log		Adverse Events Log				1		Nausea		No		No		1 - Mild		Related						None		Concomitant medication**				01-Mar-2017		Yes				Unresolved		

		0102		Site 04		Bladder Cancer		04-018		Adverse Events Log		Adverse Events Log				3		Fatigue		No		No		1 - Mild		Related						None		None				01-Mar-2017		Yes				Unresolved		

		0102		Site 04		Bladder Cancer		04-018		Adverse Events Log		Adverse Events Log				4		Anorexia		No		No		1 - Mild		Related						None		Concomitant medication**				01-Mar-2017		Yes				Unresolved		

		0102		Site 04		Bladder Cancer		04-018		Adverse Events Log		Adverse Events Log				9		mucositis		No		No		2 - Moderate		Related						None		Concomitant medication**				13-Mar-2017		No		22-Mar-2017		Complete recovery		

		0108		Site 07		Bladder Cancer		07-014		Adverse Events Log		Adverse Events Log				6		Loose Stool		No		No		1 - Mild		Related						None		None				04-Apr-2017		No		18-Jul-2017		Recovered with sequelae		

		0119		Site 12		Bladder Cancer		12-004		Adverse Events Log		Adverse Events Log				6		Anemia		No		No		2 - Moderate		Related						None		Procedure / Non-drug therapy*				18-Jul-2017		No		01-Aug-2017		Complete recovery		

		0119		Site 12		Bladder Cancer		12-004		Adverse Events Log		Adverse Events Log				10		Anemia		No		No		1 - Mild		Related						None		None				01-Aug-2017		Yes				Unresolved		

		0122		Site 09		Bladder Cancer		09-001		Adverse Events Log		Adverse Events Log				9		platelet count decrease		No		No		3 - Severe		Related						Dose delayed		None				05-Jul-2017		No		10-Jul-2017		Complete recovery		

		0135		Site 07		Bladder Cancer		07-016		Adverse Events Log		Adverse Events Log				1		Diarrhea		No		No		1 - Mild		Related						None		None				29-Aug-2017		Yes				Unresolved		

		0135		Site 07		Bladder Cancer		07-016		Adverse Events Log		Adverse Events Log				2		Abdominal Pain		No		No		1 - Mild		Related						None		None				29-Aug-2017		No		05-Sep-2017		Complete recovery		

		0135		Site 07		Bladder Cancer		07-016		Adverse Events Log		Adverse Events Log				4		Lightheadedness		No		No		1 - Mild		Related						None		None				08-Sep-2017		Yes				Unresolved		

		0140		Site 04		Bladder Cancer		04-028		Adverse Events Log		Adverse Events Log				1		Low WBC count-intermittent		No		No		3 - Severe		Related						Dose delayed		None				06-Nov-2017		No		20-Nov-2017		Complete recovery		

		0140		Site 04		Bladder Cancer		04-028		Adverse Events Log		Adverse Events Log				2		Low neutrophil count		No		No		3 - Severe		Related						Dose delayed		None				13-Nov-2017		No		20-Nov-2017		Complete recovery		

		0140		Site 04		Bladder Cancer		04-028		Adverse Events Log		Adverse Events Log				5		diarrhea-intermittent		No		No		2 - Moderate		Related						None		Concomitant medication**				16-Oct-2017		No		14-Dec-2017		Complete recovery		

		0140		Site 04		Bladder Cancer		04-028		Adverse Events Log		Adverse Events Log				9		Low platelets		No		No		3 - Severe		Related						Dose delayed		None				06-Nov-2017		No		13-Nov-2017		Complete recovery		

		0140		Site 04		Bladder Cancer		04-028		Adverse Events Log		Adverse Events Log				14		Low WBC		No		No		3 - Severe		Related						Dose delayed		None				27-Nov-2017		No		04-Dec-2017		Complete recovery		

		0143		Site 07		Bladder Cancer		07-019		Adverse Events Log		Adverse Events Log				3		Burning sensation in groin		No		No		1 - Mild		Related						None		Concomitant medication**				17-Oct-2017		Yes				Unresolved		

		0143		Site 07		Bladder Cancer		07-019		Adverse Events Log		Adverse Events Log				4		Diarrhea		No		No		1 - Mild		Related						None		None				24-Oct-2017		No		19-Dec-2017		Complete recovery		

		0143		Site 07		Bladder Cancer		07-019		Adverse Events Log		Adverse Events Log				5		Nausea		No		No		1 - Mild		Related						None		None				24-Oct-2017		No		19-Dec-2017		Complete recovery		

		0143		Site 07		Bladder Cancer		07-019		Adverse Events Log		Adverse Events Log				7		Bilateral lower left extremity pain		No		No		1 - Mild		Related						None		None				24-Oct-2017		Yes				Unresolved		

		0143		Site 07		Bladder Cancer		07-019		Adverse Events Log		Adverse Events Log				8		Muscle aches to shoulders		No		No		1 - Mild		Related						None		None				27-Oct-2017		No		29-Oct-2017		Complete recovery		

		0143		Site 07		Bladder Cancer		07-019		Adverse Events Log		Adverse Events Log				9		Muscle aches in lower back		No		No		1 - Mild		Related						None		None				27-Oct-2017		No		29-Oct-2017		Complete recovery		

		0143		Site 07		Bladder Cancer		07-019		Adverse Events Log		Adverse Events Log				10		Dry throat		No		No		1 - Mild		Related						None		None				31-Oct-2017		Yes				Unresolved		

		0143		Site 07		Bladder Cancer		07-019		Adverse Events Log		Adverse Events Log				11		Difficulty swallowing		No		No		1 - Mild		Related						None		None				31-Oct-2017		Yes				Unresolved		

		0143		Site 07		Bladder Cancer		07-019		Adverse Events Log		Adverse Events Log				12		Dark urine		No		No		1 - Mild		Related						None		None				19-Dec-2017		Yes				Unresolved		

		0143		Site 07		Bladder Cancer		07-019		Adverse Events Log		Adverse Events Log				13		Voice change		No		No		1 - Mild		Related						None		None				28-Nov-2017		Yes				Unresolved		

		0143		Site 07		Bladder Cancer		07-019		Adverse Events Log		Adverse Events Log				14		Neck Pain		No		No		1 - Mild		Related						None		None				31-Oct-2017		Yes				Unresolved		

		0143		Site 07		Bladder Cancer		07-019		Adverse Events Log		Adverse Events Log				15		Unexpected weight loss		No		No		1 - Mild		Related						None		None				19-Dec-2017		Yes				Unresolved		

		0144		Site 07		Bladder Cancer		07-020		Adverse Events Log		Adverse Events Log				2		Transient Maculopapular rash on neck		No		No		1 - Mild		Related						None		None				24-Oct-2017		Yes				Unresolved		

		0144		Site 07		Bladder Cancer		07-020		Adverse Events Log		Adverse Events Log				3		Transient Maculopapular rash on shoulders		No		No		1 - Mild		Related						None		None				24-Oct-2017		Yes				Unresolved		

		0144		Site 07		Bladder Cancer		07-020		Adverse Events Log		Adverse Events Log				5		Flatulence		No		No		1 - Mild		Related						None		None				07-Nov-2017		Yes				Unresolved		

		0144		Site 07		Bladder Cancer		07-020		Adverse Events Log		Adverse Events Log				7		Myalgias		No		No		1 - Mild		Related						None		None				07-Nov-2017		Yes				Unresolved		

		0147		Site 12		Bladder Cancer		12-011		Adverse Events Log		Adverse Events Log				10		Leukopenia		No		No		1 - Mild		Related						None		None				28-Nov-2017		No		30-Nov-2017		Complete recovery		

		0148		Site 12		Bladder Cancer		12-012		Adverse Events Log		Adverse Events Log				1		Flatulence-Intermittent		No		No		1 - Mild		Related						None		Concomitant medication**				19-Oct-2017		Yes				Unresolved		

		0148		Site 12		Bladder Cancer		12-012		Adverse Events Log		Adverse Events Log				10		Diarrhea		No		No		1 - Mild		Related						None		Concomitant medication**				28-Oct-2017		No		27-Nov-2017		Recovered with sequelae		

		0148		Site 12		Bladder Cancer		12-012		Adverse Events Log		Adverse Events Log				11		Diarrhea		No		No		2 - Moderate		Related						Dose delayed		Concomitant medication**				28-Nov-2017		Yes				Unresolved		

		0148		Site 12		Bladder Cancer		12-012		Adverse Events Log		Adverse Events Log				12		Vomiting		No		No		1 - Mild		Related						Dose delayed		Concomitant medication**				28-Nov-2017		Yes				Unresolved		

		0148		Site 12		Bladder Cancer		12-012		Adverse Events Log		Adverse Events Log				13		Abdominal Pain		No		No		2 - Moderate		Related						Dose delayed		Procedure / Non-drug therapy*				28-Nov-2017		Yes				Unresolved		

		0149		Site 04		Bladder Cancer		04-030		Adverse Events Log		Adverse Events Log				4		constipation		No		No		1 - Mild		Related						None		Concomitant medication**				28-Nov-2017		Yes				Unresolved		

		0149		Site 04		Bladder Cancer		04-030		Adverse Events Log		Adverse Events Log				5		Exacerbation of Anemia		No		No		3 - Severe		Related						Dose delayed		Concomitant medication**,Procedure / Non-drug therapy*				04-Dec-2017		No		18-Dec-2017		Complete recovery		

		0149		Site 04		Bladder Cancer		04-030		Adverse Events Log		Adverse Events Log				6		nausea		No		No		1 - Mild		Related						None		Concomitant medication**				04-Dec-2017		Yes				Unresolved		

		0149		Site 04		Bladder Cancer		04-030		Adverse Events Log		Adverse Events Log				7		vomiting		No		No		1 - Mild		Related						None		Concomitant medication**				04-Dec-2017		Yes				Unresolved		

		0150		Site 04		Bladder Cancer		04-031		Adverse Events Log		Adverse Events Log				1		Worsening of Anemia		No		No		3 - Severe		Related						None		Concomitant medication**,Procedure / Non-drug therapy*				04-Dec-2017		Yes				Unresolved		

		0150		Site 04		Bladder Cancer		04-031		Adverse Events Log		Adverse Events Log				6		fatigue		No		No		1 - Mild		Related						None		None				20-Nov-2017		Yes				Unresolved		

		0150		Site 04		Bladder Cancer		04-031		Adverse Events Log		Adverse Events Log				7		Low Absolute neutrophil count		No		No		3 - Severe		Related						None		None				13-Nov-2017		No		20-Nov-2017		Complete recovery		

		0154		Site 06		Bladder Cancer		06-004		Adverse Events Log		Adverse Events Log				1		Pruritus (intermittent)		No		No		1 - Mild		Related						None		Concomitant medication**				23-Dec-2017		No		19-Feb-2018		Complete recovery		

		0154		Site 06		Bladder Cancer		06-004		Adverse Events Log		Adverse Events Log				2		Fatigue		No		No		1 - Mild		Related						None		None				21-Dec-2017		Yes				Unresolved		

		0154		Site 06		Bladder Cancer		06-004		Adverse Events Log		Adverse Events Log				3		Pruritus (intermittent)		No		No		2 - Moderate		Related						None		Concomitant medication**				19-Feb-2018		No		16-Mar-2018		Complete recovery		

		0154		Site 06		Bladder Cancer		06-004		Adverse Events Log		Adverse Events Log				4		Pruritus (intermittent)		No		No		1 - Mild		Related						None		Concomitant medication**				16-Mar-2018		No		04-Apr-2018		Complete recovery		

		0154		Site 06		Bladder Cancer		06-004		Adverse Events Log		Adverse Events Log				5		Pruritus (intermittent)		No		No		1 - Mild		Related						None		Concomitant medication**				19-Apr-2018		Yes				Unresolved		

		0154		Site 06		Bladder Cancer		06-004		Adverse Events Log		Adverse Events Log				6		Mucositis oral		No		No		1 - Mild		Related						None		Concomitant medication**				21-Jun-2018		No		25-Jun-2018		Complete recovery		

		0155		Site 07		Bladder Cancer		07-021		Adverse Events Log		Adverse Events Log				5		Mild Erythema in posterior pharnyx		No		No		1 - Mild		Related						None		None				16-Nov-2017		No		13-Feb-2018		Complete recovery		

		0155		Site 07		Bladder Cancer		07-021		Adverse Events Log		Adverse Events Log				10		Epigastric burning		No		No		1 - Mild		Related						None		None				01-Nov-2017		No		02-Nov-2017		Complete recovery		

		0155		Site 07		Bladder Cancer		07-021		Adverse Events Log		Adverse Events Log				14		Fatigue		No		No		1 - Mild		Related						None		None				08-May-2018		Yes				Unresolved		

		0155		Site 07		Bladder Cancer		07-021		Adverse Events Log		Adverse Events Log				15		Dysgeusia		No		No		1 - Mild		Related						None		None				08-May-2018		Yes				Unresolved		

		0155		Site 07		Bladder Cancer		07-021		Adverse Events Log		Adverse Events Log				16		Anorexia		No		No		1 - Mild		Related						None		None				08-May-2018		Yes				Unresolved		

		0155		Site 07		Bladder Cancer		07-021		Adverse Events Log		Adverse Events Log				18		Nausea		No		No		1 - Mild		Related						None		None				08-May-2018		Yes				Unresolved		

		0155		Site 07		Bladder Cancer		07-021		Adverse Events Log		Adverse Events Log				19		Diarrhea		No		No		1 - Mild		Related						None		None				22-May-2018		Yes				Unresolved		

		0156		Site 03		Bladder Cancer		03-006		Adverse Events Log		Adverse Events Log				2		Worsening of anemia		No		No		2 - Moderate		Related						None		None				06-Feb-2018		Yes				Unresolved		

		0157		Site 07		Bladder Cancer		07-022		Adverse Events Log		Adverse Events Log				2		Fatigue		No		No		2 - Moderate		Related						None		None				02-Jan-2018		Yes				Unresolved		

		0158		Site 12		Bladder Cancer		12-013		Adverse Events Log		Adverse Events Log				4		fatigue		No		No		1 - Mild		Related						None		None				23-Jan-2018		No		01-Mar-2018		Complete recovery		

		0159		Site 03		Bladder Cancer		03-007		Adverse Events Log		Adverse Events Log				7		Fatigue		No		No		1 - Mild		Related						None		None				01-Mar-2018		No		14-Mar-2018		Recovered with sequelae		

		0159		Site 03		Bladder Cancer		03-007		Adverse Events Log		Adverse Events Log				9		Anorexia		No		No		2 - Moderate		Related						None		None				01-Mar-2018		Yes				Unresolved		

		0159		Site 03		Bladder Cancer		03-007		Adverse Events Log		Adverse Events Log				12		Anemia		No		No		3 - Severe		Related						Dose delayed		Concomitant medication**,Procedure / Non-drug therapy*				21-Mar-2018		No		26-Mar-2018		Complete recovery		

		0159		Site 03		Bladder Cancer		03-007		Adverse Events Log		Adverse Events Log				13		Fatigue		No		No		2 - Moderate		Related						Dose reduced		None				15-Mar-2018		Yes				Unresolved		

		0159		Site 03		Bladder Cancer		03-007		Adverse Events Log		Adverse Events Log				14		Chills		No		No		1 - Mild		Related						None		None				15-Mar-2018		Yes				Unresolved		

		0159		Site 03		Bladder Cancer		03-007		Adverse Events Log		Adverse Events Log				16		Dyspnea		No		No		1 - Mild		Related						None		None				19-Mar-2018		No		04-Apr-2018		Complete recovery		

		0159		Site 03		Bladder Cancer		03-007		Adverse Events Log		Adverse Events Log				17		White Blood Cell count decreased		No		No		2 - Moderate		Related						None		None				21-Mar-2018		No		26-Mar-2018		Complete recovery		

		0159		Site 03		Bladder Cancer		03-007		Adverse Events Log		Adverse Events Log				18		Thrombocytopenia		No		No		1 - Mild		Related						None		None				21-Mar-2018		Yes				Unresolved		

		0159		Site 03		Bladder Cancer		03-007		Adverse Events Log		Adverse Events Log				19		Anemia		No		No		1 - Mild		Related						Dose delayed		None				26-Mar-2018		Yes				Unresolved		

		0159		Site 03		Bladder Cancer		03-007		Adverse Events Log		Adverse Events Log				20		Elevated AST		No		No		1 - Mild		Related						None		None				21-Mar-2018		Yes				Unresolved		

		0159		Site 03		Bladder Cancer		03-007		Adverse Events Log		Adverse Events Log				21		Elevated ALT		No		No		1 - Mild		Related						None		None				26-Mar-2018		Yes				Unresolved		

		0159		Site 03		Bladder Cancer		03-007		Adverse Events Log		Adverse Events Log				22		Elevated Bilirubin		No		No		1 - Mild		Related						None		None				26-Mar-2018		No		02-Apr-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				3		Diarrhea		No		No		1 - Mild		Related						None		None				12-May-2018		No		19-May-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				4		Localized edema (bilateral scrotal swelling)		No		No		1 - Mild		Related						None		None				11-May-2018		No		20-May-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				5		Creatinine increased		No		No		1 - Mild		Related						None		Procedure / Non-drug therapy*,Concomitant medication**				14-May-2018		No		29-May-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				6		Neutrophil count decreased		No		No		3 - Severe		Related						None		None				21-May-2018		No		29-May-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				8		White blood cell count decreased		No		No		3 - Severe		Related						Dose delayed		None				21-May-2018		No		04-Jun-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				9		Dizziness (intermittent)		No		No		2 - Moderate		Related						None		None				15-May-2018		Yes				Unresolved		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				10		Mouth sores (intermittent)		No		No		1 - Mild		Related						None		None				16-May-2018		No		28-May-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				11		Rash (upper right arm)		No		No		1 - Mild		Related						None		Concomitant medication**				17-May-2018		No		28-May-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				12		Hypotension		No		No		1 - Mild		Related						None		None				21-May-2018		Yes				Unresolved		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				13		Epistaxis		No		No		1 - Mild		Related						None		None				26-May-2018		No		26-May-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				15		Nipple tenderness - bilateral		No		No		1 - Mild		Related						None		None				18-May-2018		Yes				Unresolved		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				16		Anemia		No		No		2 - Moderate		Related						None		None				29-May-2018		No		30-May-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				17		Anemia		No		No		3 - Severe		Related						None		None				30-May-2018		No		04-Jun-2018		Unresolved		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				18		Lymphocyte count decreased		No		No		2 - Moderate		Related						None		None				29-May-2018		No		26-Jun-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				20		Neutrophil count decreased		No		No		4 - Life-threatening		Related						None		None				04-Jun-2018		No		12-Jun-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				21		Platelet count decreased		No		No		4 - Life-threatening		Related						Dose delayed		None				29-May-2018		No		04-Jun-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				22		White blood cell count decreased		No		No		4 - Life-threatening		Related						Dose delayed		Procedure / Non-drug therapy*				04-Jun-2018		No		12-Jun-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				24		Platelet count decreased		No		No		1 - Mild		Related						None		None				04-Jun-2018		No		12-Jun-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				25		Neutrophil count decreased		No		No		3 - Severe		Related						None		None				30-May-2018		No		04-Jun-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				26		Fatigue		No		No		2 - Moderate		Related						None		None				30-May-2018		Yes				Unresolved		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				32		Platelet count decreased		No		No		3 - Severe		Related						None		None				24-May-2018		No		29-May-2018		Complete recovery		

		0161		Site 06		Bladder Cancer		06-005		Adverse Events Log		Adverse Events Log				44		Neutrophil count decreased		No		No		2 - Moderate		Related						None		None				29-May-2018		No		30-May-2018		Complete recovery		

		0164		Site 04		Bladder Cancer		04-032		Adverse Events Log		Adverse Events Log				2		fatigue		No		No		1 - Mild		Related						None		None				23-Jul-2018		Yes				Unresolved		

		0164		Site 04		Bladder Cancer		04-032		Adverse Events Log		Adverse Events Log				4		diarrhea		No		No		1 - Mild		Related						None		None				02-Aug-2018		No		03-Aug-2018		Complete recovery		

		0165		Site 07		Bladder Cancer		07-024		Adverse Events Log		Adverse Events Log				2		Diarrhea		No		No		1 - Mild		Related						None		None				31-Jul-2018		Yes				Unresolved		

		0167		Site 04		Bladder Cancer		04-034		Adverse Events Log		Adverse Events Log				5		Anorexia		No		No		1 - Mild		Related						None		None				22-Aug-2018		Yes				Unresolved		

		0167		Site 04		Bladder Cancer		04-034		Adverse Events Log		Adverse Events Log				4		Anemia		No		No		3 - Severe		Related						Dose delayed		None				05-Sep-2018		Yes				Unresolved		

		0167		Site 04		Bladder Cancer		04-034		Adverse Events Log		Adverse Events Log				9		Exacerbation of fatigue		No		No		2 - Moderate		Related						Dose delayed		None				13-Sep-2018		Yes				Unresolved		

		0167		Site 04		Bladder Cancer		04-034		Adverse Events Log		Adverse Events Log				10		nausea		No		No		1 - Mild		Related						None		None				19-Sep-2018		Yes				Unresolved		

		0167		Site 04		Bladder Cancer		04-034		Adverse Events Log		Adverse Events Log				11		vomiting		No		No		1 - Mild		Related						None		Concomitant medication**				30-Aug-2018		Yes				Unresolved		

		0169		Site 03		Bladder Cancer		03-009		Adverse Events Log		Adverse Events Log				1		Fatigue		No		No		1 - Mild		Related						None		None				14-Sep-2018		Yes				Unresolved		

		0170		Site 12		Bladder Cancer		12-014		Adverse Events Log		Adverse Events Log				22		Decrease white blood count		No		No		3 - Severe		Related						None		Concomitant medication**				06-Dec-2018		No		21-Dec-2018		Complete recovery		

		0170		Site 12		Bladder Cancer		12-014		Adverse Events Log		Adverse Events Log				28		Fatigue		No		No		2 - Moderate		Related						None		None				20-Nov-2018		No		14-Dec-2018		Complete recovery		

		0170		Site 12		Bladder Cancer		12-014		Adverse Events Log		Adverse Events Log				31		Decrease platelet		No		No		4 - Life-threatening		Related						None		Procedure / Non-drug therapy*				14-Dec-2018		No		21-Dec-2018		Complete recovery		

		0170		Site 12		Bladder Cancer		12-014		Adverse Events Log		Adverse Events Log				32		Decrease platelet		No		No		1 - Mild		Related						None		Procedure / Non-drug therapy*				09-Dec-2018		No		14-Dec-2018		Other		Increase in grade





Sheet1

		Related AE		Grade 1/2 - no. (%)		Grade 3/4 - no. (%)		Total - no. (%)

		Fatigue		16 (12)				16 (12)

		Diarrhea 		14 (10)				14 (10)

		Anemia		7 (5)		5 (4)		12 (9)

		Thrombocytopenia		3 (2)		7 (5)		10 (7)

		Neutropenia		3 (2)		6 (4)		9 (6)

		Nausea		8 (6)				8 (6)

		Vomiting		7 (5)				8 (6)

		Leukopenia		3 (2)		4 (3)		6 (4)

		Abdominal Pain		3 (2)		1 (1)		4 (3)

		Pruritis		4 (3)				4 (3)





		Anorexia		4

		Aches		1

		Arthralgia		1

		Chills		1

		Colitis				1

		Constipation		1

		Dyspnea		1

		Elevated ALT		1

		Elevated AST		1

		Elevated Bilirubin		1

		Epistaxis		2

		Flatulance		2

		Lightheadedness		1

		Lympocytopenia		2

		Mucositis		2

		Myalgia		1

		Transient macropapular rash on neck		1

		Transient macropapular rash on shoulders		1

		Bilteral lower extremity pain		1

		Burning sensation in groin		1

		Creatinine Increase		1

		Dark urine 		1

		Difficulty swallowing		1

		Dizziness		1

		Dry throat		1

		Dysgeusia		1

		Epigastric burning		1

		Hypotension 		1

		Localized edema		1

		Mild Erythema in posterior pharynx		1

		mouth sores		1

		neck pain		1

		nipple tenderness		1

		rash		1

		unexpected weight loss		1

		voice change		1

		muscle aches in lower back		1

		muscle aches in shoulders		1
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