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Abbreviat ions 
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Al.T Alanine: Ttansamln.J.sc 
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eCRf Electromc Case Rroort t=orm 
~0 1 End o f Infusion 
GCP Good Cilnlcal Practk:r. 
GGT Gamma Gfutarnul Tran.~ferase 
GSm Glutathione S. Transferase theca class 
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IMP lnvestiaational Medicinal Products 
ITT lfltent to Treat 
KRAS Gene in tnr. Ras F.,13mllv of Onc:m,enes {Kir,:;ten R.l~ Onr.02r.nr. Homoloi:zl 
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N Number 
NCI Nc1tlonc1I c:.inccr lnstirutc 
NSCtC Non.small C~l lunJ? Ctlnc~r-

ORR Overall Resoonse Rate 

OS Overeill Survival 
PD Pro"ressive Disease 
PK Pharmacokinetk 
PR Partial Resnr.nse 
PR PR Se2mem Ourauon In ECG 
PT Preferred Term 
QT QT Interval In ECG 

QTcf Fridericia Corrected QT Interval in ECG 
RECtST Rf',V\onse Evaluarlon Criteria ln >Olid Tumo<S 
SAE Serious Adverse Eve-nt(s) 
SAP Statistical AMJv<;IS Plan 
SD Stable Disense 
siRNA Smiill lnterferina Ribonucleic Add 
soc MedDRA S'vc.tem , -an Cl:Jss 

SOI Sea rt of Infusion 
TEAEs Trcaunent-Emer£ent Actversc Evems(s) 
uCR Unconfirmed Comolece Resoonse 
uPR Un(.OnfinnP.d Parrl..'JI RP.'Sf"VVIS<? 

ULN Uppr.r limit of Normal 
WBC White Blood Cell Count 
Wl-10-0D Wor1d He.atth Oraanization Orux Oictionarv 
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1.0 Introduction 

This Statistical Analysis Plan (SAP) describes analyses and data 
presentations for Nitto BioPharma, Inc. Protocol NBF-006-001. It provides 
details of the analysis populations, derived variables, and statistical 
methods to be used in the analyses and report ing of safety and efficacy 
data. 

The purpose of the SAP is to ensure the credibility of the study findings by 
specifying the statistical approaches co study data analyses prospectively. 
Th@ SAP final 1.0 was us@d for th@ int@rim analysis of Part A of th@ study. 
Based on this interim analysis, speci fication of potential additional analyses 
to be included in the fina l analysis of data derived from Pare B of the study 
may be incorporated in an amended version of the protocol and SAP, which 
is finalized prior to database lock for Part B of the study. Such addi tional 
analyses may, for example, entail assessments of efficacy in specific 
biomarker-defined subsets of study subjects of potential relevance based 
on exploratory analysis of the interim (Part A) biomarker data. All statistical 
analyses detailed in this SAP are conducted using SAS statistical software 
(version 9.4 or higher). 

The Theradex Medical Monitor, supported by the Nitto Bio Pharma, Inc. GCP 
Clinical Lead as required in the setting of serious adverse events (SAEs), will 
be responsible for the assessment of ongoing safety data for the study. 
This will include a review of all adverse events (AEs) (serious and non­
serious AEs) as they are reported, and laboratory and ECG results. Safety 
data will be reviewed periodically by a sa fety review committee consisting 
of Theradex Oncology Medical Monitor. Nitto BioPharma. Inc.. and 
Investigators. Details are provided in the Safety Management Plan and/or 
the Communication Plan. Nitto BioPharma, Inc. will make decisions on dose 
modifications, cohort dose escalation, and transition to dose expansion 
phase (Part B) based on recommendations by the core safety committee 
comprised of the Theradex Medical Monitor, Investigators. and the Nitto 
BioPharma, Inc. GCP Clinical Lead. 
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1.1 Study Documents Used in the Preparation of this Document 

The following documents were usec:I in preparation of this SAP: 
List of Study Documents 

Study Document 

Protocol Amendment 4.0 

1165 Annotated CRF 

Approval Date 

06June 2022 

18 May 2021 
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2.0 

Table 1 

Object ive 

Objectives and Endpoints 

Objectives and Related Endpoints 

Primary (Part A Dose Escalation) 
To determine the safety profile, maximum tolerated 
dose (MTD), and recommended doses for Part B of 
NBF-006 in patients with advanced (NSCLC), 
pancreatic, or colorectal cancer for dose levels 1-4 
(0.15, 0.3, 0.6, and 1.2 mg/kg) and in patients with 
KRAS,mutaced NSCLC for dose level 5 (1.6 mg/kg). 

Secondary (Part A Dose Escalation) 
To evaluate preliminary efficacy of NBF-006 In patients 
with advanced NSCLC, pancreatic, or colorectal cancer 
for dose levels 1-4 (0.15, 0.3, 0.6, and 1.2 mg/kg) and in 
patients with KRAS-mutated NSCLC for dose level 5 
(1.6 mg/kg). 

To investigate the pharmacokinetics (PK) of NBF-006. 

Exploratory (Part A Dose Escalation) 
To evaluate correlat ion between biomarkers and 
clinical outcome. 

To evaluate correlat ion between KRAS mutations and 
clinical outcome. 

Primary (Part B Dose Expansion) 
To evaluate preliminary efficacy and safety profile of 
NBF-006 in patients with KRAS-mutated N SCLC. 

Secondary (Part B Dose Expansion) 
To investigate the PK of NBF-006 

Exploratory (Part B Dose Expansion) 
To evaluate correlation between glutathione 5-
transferase pi (GSTP) messenger r ibonucleic acid 
(mRNA) knockdown (KO) in surrogate t issue 
(peripheral blood mononuclear cells (PBMCs]), 
biomarkers, and cl inical outcome. 

NBF-006-001 S!atlsdcal Analysis Plan 
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Endpoint 

Number of patients with DLTs 
andAEs. 

Best overall response (CR, PR, 
SD) per RECIST 1.1 and PK 
parameters (C,,,.,, clearance 
[CL], volume of distribution 
[V,.J, terminal elimination hal f-
l ife (T11,], area under the curve 
[AUC]o..l of siRNA, duration of 
overall response, duration of 
stable disease. 

Biomarkers may include, but 
are not necessarily l imited to, 
GSTP or related proteins of 
the GST family. 

Best overall response (CR, PR, 
SD) per RECIST 1.1 and safety 
(Dl T, AEs), durat ion of overall 
response, duration of stable 
disease. 

PK parameters (Cm.,, CL, v.,, 
T,12 . AUC0-. Aue •.• ) of siRNA. 

Biomarkers may include, but 
are not necessar ily limited to, 
GSTP or related proteins of 
the GST family 
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3.0 Study Design 

3.1 Overall Study Design 

This is an open-label, non-placebo-controlled study conducted in cwo parts 
- Part A (dose escalation) followed by Part B (dose expansion). 

Figure 1 Part A and B Study Design Schematic 

I Um•• t t t t) 
..... ,, tttttttttt 

1 •~mo• • • • • 1 • 1 • 1 • > 
The end of study is defined as ehe lase paeient lase visit date in ehe eria l. 

Part A Dose Escalation Phase 

Paeients in Pare A will have previously treaeed progressive or metastatic 
NSCLC, pancreatic, or colorectal cancer, with or without KRAS mutation 
status. 

In both parts, NBF-006 will be administered via intravenous (IV) in fusion 
over 70 minutes once a week for 4 weeks followed by a 2-week rest period. 
The length of each cycle is 6 weeks. 

The fi rst dose level (0.15 mg/kg) will be a single patient cohort. If any grade 
2 or greater drug-related event occurs during the first cycle of treatment, 
the cohort will be expanded up to 3 patients. If a dose-lim it ing toxicity (DLT) 
occurs dur ing the first cycle, the cohort will be expanded up to 6 patients 
before proceeding with dose escalation. 

Subsequent cohorts in the dose escalation phase wi ll enroll patients 
following the standard 3+3 design. If 1 out of 3 patients experience a DLT 
during the first cycle of treatment, the dose cohort will be expanded up to 
6 patients. If no DLT is observed in the first three patients enrolled at the 
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highest dose, this cohort wil l be expanded co 6 patients. If 2 or more out of 
6 paciencs experience DLTs. the MT0 has been exceeded, and dose 
escalation will cease. Up co 3 additional patients will be enrolled at a lower 
dose if only 3 patients were treated at that dose level, to confirm safety of 
that dose. To collect cl inically important information in the target 
population, and prepare for Pare B, che 6-patient cohort(s) muse each 
include at lease 3 patients with histoiogically or cytologically confirmed 
progressive or metastatic NSCLC, up co dose level 4 (1.2 mg/kg) in Part A. In 
dose level 5 (1.6 mg/kg) in Pare A and all patients in Part B. only patients 
with previously created NSCLC with KRAS mutation will be included. Once 
safety has been confirmed in Part A at 1.6 mg/kg (i .e., 0-1 DLT in 6 patients). 
an additional 4 patients with KRAS-mutated NSCLC will be enrolled in Part 
B of the study at this dose level. Stratification for GSTT1 -null genotype 
patients will not occur in Pare A. 

One dose de-escalation is permitted. 

Figure 2 Dose Escalation Study Design (3+ 3 Schema} 

Enroll 3 patients at 
a dose level 

! ! 
I O DLT I I 1 DLT I I 2-3 DLT I 

,, • 
Escalate to Enroll 3 more - Stop 
next dose at same dose MTD=P revious dose 

/ ~ 
1 of6DLT I I >1 of6DLT I 

• 
Stop 

MTD=Previous dose 
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Note that if a dose level is not tolerated, the protocol implies that three 
additional subjects should be enrolled ac the next lowest dose level to 
confirm thac it is the MTD (defined as dose at which 0-1 subjects exper ience 
DLTs). 

Table2 Part A NBF-006 Dose Levels 
Dose Level NBF-006 Dose Number of Patients# 
1 0.15 mg/kg 1-6* 
2 0.3 mg/kg 3-6 
3 0.6 mg/kg 3-6 

4 1.2 me:/ke: 3-6 
5 1.6 mg/kg 3-6 

'Two patients were dosed at 0.1 S mg/kg; however, the first patient did not complete Cycle 
1 due to disease progression and was replaced with another patient. 
'The 6-patient cohort(s) must each include at least 3 patients with histologically or 
cytolog,cally confirmed progressive or metastatic NSCLC. 

The definition of MTD will be based on review of safety data and DLTs 
corresponding to the first cycle of therapy In at least 6 evaluable patients. 
MTD will be defined as the highest dose where o or 1 out of 6 patients have 
DLTs. 

Part B Dose Expansion Phase 

After MTD is confirmed in Part A for up to dose level 4 or 5 (1.2 or 
1.6 mg/kg), enrol lment in Part B may commence. Part B will enroll patients 
with previously treated progressive or metastatic NSCLC with confirmed 
KRAS mutation. 

Two doses levels that w111 be explored further in Part Bare 0.6 mg/kg and 
1.2 mg/kg. Approximately twenty patients will be enrolled in Part B, with 1 O 
patients enrolled in each of the cwo cohorts. Both cohorts will be stratified 
for GSTT1-null genotype patients. Once dose level 5 (1.6 mg/kg) has been 
confirmed to be safe in Part A, an additional 4 patients will then be enrolled 
at 1.6 mg/kg, for a planned total of 24 patients in Pare B. The proportion of 
GSTT1 -null patients created at the highest dose level (1.6 mg/kg) will be 
balanced with the previous two expansion cohorts as much as possible by 
applying stratification rules in Part B (depending on the distribution of 
patients enrolled in Part A. unstratified). 

NBF-006-001 S!atlsdcal Analysis Plan 
CopyrightCl 2016 by Theradex Oncology, Princeton NJ 
>JI rights reserved 12 

Flnal Ve<slon 2 .0; Mardl 14, 2023 

Confidential - Entire Page 



rr.;., THERADEX 
V ~ nNCOI lC V 

Table 3 Part B NBF-006 Dose Levels 

Dose Level NBF-006 Dose Number of Patients 
3 0.6 mg/kg 10 
4 1.2 mg/kg 10 
5 1.6 mg/kg 4* 

•Dose level Spending confirmation of safery in P.1rt A 

For both phases, NBF-006 will be administered via intravenous (IV) infusion 
over 70 minutes once a week for 4 weeks followed by a 2-week rest period. 
The length of each cycle is 6 weeks. 

Duration of Therapy 
Upon completion of Cycle 1, in the absence of disease progression or 
unacceptable toxicity, patients may continue to be treated with NBF-006 at 
the same dose and schedule until d isease progression, death, withdrawal 
of consent, investigator decision to remove patient, or intolerable toxicity, 
whichever occurs first. A patient may continue on study (even if one or 
more criterion meets Disease Progression per RECIST 1.1) at the 
Investigator's discretion if deemed that the drug is well -tolerated and that 
the patient may continue to receive benefit from continuing treatment. 

3.2 Blinding and Unblinding 
This is an open-label study; blinding techniques are not required. 

3.3 Randomization and Stratification 

This is an open-label, non-placebo-controlled study. Randomization is only 
implemented in IWRS for Part Bat 0.6 and 1.2 mg/kg. Patients enrolled in 
Part B will be stratified for GSTT1-null genotype to ensure equal allocacion 
to the cohorts with different doses. Patients treated at the highest dose 
level in Part B will be balanced for GSTT1 -null genotype to match the 
distribution of patients at the other (stratified) dose levels as much as 
possible but may depend on the first 6 patients treated at this dose in Part 
A (not stratified). Stratification for GSTT1 -null genotype patients will not 
occur in Part A. 

3.4 Sample Size 

This is an exploratory trial and therefore no sample size ca lculations have 
been performed. The number of patients in Part A (up to 20) is based on 
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the planned number of dose escalation cohorts requi red to identi fy the 
MTD. The planned number of patients in Par t B is approximately 20-24. 
Unless the reason was toxicity (i.e., a DLT), any patient who discontinues 
after receiving less than 4 doses during Cycle 1 will be replaced. 

4.0 Management of Analysis Data 

The data from all study centers will be pooled together for analyses. 

4.1 Data Handling 

Unscheduled laboratory results will not be analyzed for the visit summary 
of continuous values but will be included in the laboratory shift tables. 

4.2 Missing Data 

All partial date value(s) will be presented in the patient listing. as they are 
recorded on the eCRF. Unless otherwise specified, no imputation of va lues 
for missing data will be performed. The missing values will not be reported 
as a "0" numerical value in the database, and the missing values will not be 
included in the overall dataset. 

If the start date/time of an AE is part ially or completely missing, the AE will 
be assumed as Treatment-Emergent AE (TEAE). If the t iming of a given 
concomitant medication cannot be determined, it will be included in the 
listings/summaries as concomitant. 

4.3 Codin2 Conventions for Events and Medications 
EvenUMedication Coding/Mapping Convention 

AE. Med ica I History Coding MedDRA version 21 . 1 

Lab Test Grade NCI CTCAE version 5.0 

Prior and Concomitant Medications WHO-DDE version 2018 

5.0 Statistical Methods 

5.1 General 

Demographic and baseline characteri stics, efficacy assessments, and 
safety data will be summarized by Dose Cohort and Overall for Part A; by 
dose level 0.6 mg/kg, 1.2 mg/kg, and 1.6 mg/kg (if dose level deemed safe), 
and Overall for Part B. Results from Pan: A and Part B will be presented 
separately for sa fety and baseline data, but for efficacy data, include all the 
10 patients at 1.6 mg/kg, so can be compared to other expansion cohorts. 
NBF-006-001 S!atlsdcal Analysis Plan 
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Continuous data will be presenced as n, mean, standard deviation, median, 
minimum, and maximum. Categorical data will be presented as frequency 
counts and percentages. All raw data collected will be listed. 

5.1.1 Definitions 

Baseline: The last measurements taken prior to first exposure to study 
drug, including Day 1 measurements taken pre-dosing. If patients have no 
value as defined above for a particular parameter, the baseline value will 
b@ missing. 

5.1.2 VisitWindow 

In order to summari ze longitudinal data per timepoint, assessment will be 
allocated to visits using pre-defined time windows. Unless otherwise 
specified, the schedule of event and windowing in protocol will be used. 
The deviations from visit windows will be captured by protocol deviations. 

5.2 Statistical Analysis Populations 

5.2.1 Intent-to-Treat (ITT) 

All participants who were enrolled (signed consent) into the study, 
irrespective of whether study medication was administered or not. 
Demographic and baseline data are based on ITT population. 

5.2.2 Safety Evaluable 

All patients who received any component of study treatment. Safety data 
and study drug exposure are based on Safety Evaluable population. 

5.2.3 Efficacy Evaluable 

Patients with measurable disease by RECIST 1.1 who had a baseline 
assessment and at least one post-baseline assessment. Efficacy Evaluable 
is the population for efficacy analyses. 

5.2.4 Pharmacokinetic Evaluable 

Patients who receive at least 1 dose of study treatment and have blood 
samples collected for at least 6 hours after the end of infusion. Patients 
who do not complete the study treatment infusion will be excluded from 
the pharmacokinetic analysis. 
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5.3 Study Population Characteristics 

5.3.1 Study Enrollment 

Patient enrollment, eligibility, and study populations are summarized by 
frequency and percentage of patients. 

5.3.2 Patient Disposition 
The disposition of patients, based on the reasons reported for study 
withdrawal, is summarized by frequency and percentage of patients. 

5.:3.:3 Protocol Deviations 

A classified list of protocol deviations can be found in the Project 
Management Plan, Appendix E. Protocol deviations are categorized by 
Theradex Oncology and Nitto Bio Pharma, Inc. as: 

Minor: 
Where evidence exists that departure(s) from the protocol requirements. 
ICH-GCP or local requirements has occurred with evidence that: 

• Does not have a significant impact on the research participant's 
rights, safety or welfare; the integri ty of the data; nor substantially 
alter risks to subjects. 

• Isolated/infrequent procedure-related deviations (e.g., ECOG not 
performed, missed lab tests, PK time point deviations). 

• Failure co follow ICH-GCP procedures for significant study processes 
(example: IMP accountabil ity logs, patient identification code list) 
that can be retrospectively or prospectively corrected. 

Major: 
Where evidence exists that significant and unjustified departure(s) from 
the protocol requirements, ICH-GCP or local requirements has occurred 
with evidence that: 

• The safety or well-being of trial subjects have the significant potential 
to be jeopardized. 

• There are a significant number of Minor non-compliances within a 
single area of responsibility, indicating a systemic quality assurance 
failure. 

• Impact significantly upon secondary study endpoints 
• Variance from a protocol specified procedure results in questionable 

data. 
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Cri tical: 
Where evidence exists that significant and unjustified deparcure(s) from 
the protocol requirements, ICH-GCP or local requirements has occurred 
with evidence that: 

• The safety or well-being of trial subjects have been jeopardized. 
• The scientific value of the trial has been j eopardized. 
• The clinical trial data are unreliable. 
• There are a number of Major non-compliances across areas of 

responsibility, indicating a systemic quality assurance failure. 
• Impacts significantly upon pri mary study endpoints. 
• There has been clinical research misconduct or fraudulent activity. 

5.3.4 Demographics 

Demographics, including age categor ies (18 to 64, 65+), sex, race, ethnicity, 
and ECOG performance status, are summarized by frequency and 
percentage of patients with in each category. 

Age is summarized using descr iptive statistics (n, mean, standard deviat ion, 
median, minimum, and maximum). The exact age is calculated in years 
without decimal places as follows: 

Age (years)= (Year of First Dose - Year of Birth) - Correction, 
Where: Correction = 1, if Birth Month > First Dose Month or Birth Month= 
First Dose Month and Birth Day> First Dose Day; Else: Correction = 0 (First 
Dose is first study drug administration). 

5.3.5 Baseline Disease Characteristics 

Pr imary site, disease stage, KRAS genotype mutation are summarized by 
frequency and percentage of patients. Duration of disease is calculated 
from the dace of initial diagnosis co the date of first study drug 
administration for NSCLC (with or without KRAS mutation), pancreatic 
cancer, and colorectal cancer tumor cypes for each dose levels in Part A and 
B, respectively. EGFR Mutation, ALK/ROSI gene fusion will be summarized 
for the 14 early enrolled patients in Part A. Smoking history will be 
summarized for NSCLC patients in Pare A and NSCLC patients in Part B in 
the category of never, former, curren t for NSCLC patients and the duration 
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of tobacco consumption. GSTT1 genotype will be summarized in the 
category of null and wild type. 

5.3.6 Prior Cancer Therapy 

Prior cancer therapies, including chemotherapy, hormone therapy, 
immunotherapy, and other prior therapies for NSCLC (with or without KRAS 
mutation), pancreatic cancer, and colorectal cancer tumor types for each 
dose levels in Part A and Part B, respectively, prior cancer radiation, and 
prior surgeries are summarized by frequency and percentage of patiencs 
with in @ach category. Numb@r of pati@nts with prior canc@r th@rapi@s of 1 
regimen. 2, 3, 4, 5, >=6 regimens and best response will be summarized by 
frequency and percentage of patients by dose level. Prior medications will 
be listed. 

5.3.7 Prior Medical History 

Medica l History will be coded using MedDRA version 21.1 and summarized 
by system organ class (SOC) and preferred term (PT) by dose level. 

5.4 Efficacy Analyses 

Patients with measurable disease will be assessed at baseline and re• 
evaluated at the end of even numbered cycles for dose levels 1 ·4 in Part A 
and at baseline and at the end of every cycle for dose level S in Pare A and 
all patients in Part B of the study. The patients could be assessed outside 
these protocol-specified windows at the investigator's discretion. Efficacy 
Evaluable population is used for efficacy analyses. Statistical comparisons 
wil l not be made among the dose levels. 

The primary measure of tumor response is the overall response (CR+PR) 
reported and confirmed. An initial response of complete response (CR) or 
partial response (PR) based on RECIST 1.1 should be confirmed by a second 
imaging evaluation. The efficacy endpoints include best overall response 
(BOR), overall response rate (ORR = rate of PR + CR), disease control rate 
(OCR= rate of SD+PR+CR), duration of overall response (DOR), duration of 
CR, and duration of stable disease (SD). 

BOR summary cable in number (%) is provided. Duration of overall 
response, complete response, and stable disease li fe table estimates will 
be summarized. All efficacy tables and figures will be presenced by dose 
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level at 0.15, 0.3, 0.6, 1.2 mg/kg and overall for Part A; by dose level 0.6, 1.2, 
1.6 mg/kg (including the 1.6 mg/kg from Part A) and overall for Part 8. 

5.4.1 Best Overall Tumor Response per RECIST 1.1 

Tumor responses and progression will be evaluated using Response 
Evaluation Criteria in Solid Tumors (RECIST) version 1.1. All measurable 
lesions up to a maximum of two lesions per organ and five lesions in tota l, 
representative of all involved organs, should be identified as target lesions 
and measured at baseline. Target lesions should be selected based on their 
siz@ (l@sions with th@ long@st diam@t@r) and th@ir suitability for accurat@ 
repeated measurements (either by imaging techniques or clinically). A sum 
of the diameters (longest for non-nodal lesions, short axis for nodal lesions) 
for all target lesions will be calculated and reported as the baseline sum 
diameters, which will be used as reference by which to characterize the 
objective tumor response. 

All other lesions (or sites of disease) including pathological lymph nodes 
should be identified as non-target lesions and should be also recorded at 
basel ine. Measurements of these lesions are not required, and these 
lesions should be fol lowed as "present," "absent," or in rare cases 
"unequivocal progression". 

BOR is defined as the best response assessment depending on the findings 
of target, non-target lesion and new lesions from the start of study 
treatment until disease progression or recurrence. Valid response 
assessments (ranked from best to worst) are CR, PR, SD, and PD. CR or PR 
with only one evaluation will also be presented as unconfirmed PR (uPR) or 
unconfirmed CR (uCR). BOR for a patient without any valid assessments is 
not evaluable (NE). Symptomatic deterioration is not considered PD. The 
primary evaluation of efficacy wil l focus on PR and CR but analyses 
incorporating uPR and uCR will also be performed. 

BOR is based on the overall response captured on the eCRF off-study 
summary. All available val id tumor assessments will be used, invalid 
assessments (not evaluable due to incomplete assessment. not assessed. 
or missing) will be Ignored. 

Response Assessment after Palliative Radiorherapy 
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Pall iative radiotherapy, which was implemented in Protocol Amendment 4 
(dated 06-Jun-2022), is allowed as medically indicated after completion of 
the first treatment cycle, and after discussion with medical monitor. 
Lesions assigned as targets at baseline should preferably not be included 
in the radiotherapy field, as it would preclude further response assessment 
per RECIST. Following palliative radiotherapy of RECIST target lesions, the 
irradiated lesion(s) and overall resp onse assessment should be NA/Not 
evaluated, but remaining target and non-target lesions should continue to 
be monitored (an individualized schedule fo r radiology assessment is 
acceptable). 

BOR is summarized as the number (%) of patients in each response 
category (CR, PR, SD, PD, and NE) for NSCLC (with or without KRAS 
mutation), pancreatic cancer, and colorectal cancer tumor types in Part A 
and Part B, respectively. Patients are counted once in each of the response 
categories based on their best response assessment. 

• PR and CR must be confirmed by a repeat assessment. 
• A confi rmed CR is a CR which is followed by another CR without any 

intervening assessments of PD. 
• A confirmed PR is a PR preceded or fo llowed by a CR or another PR, 

allowing for one interim assessment of SD. 
• All other assessments of CR or PR are considered unconfirmed 

responses uCR or uPR. 
• For SD, follow-up measurements must meet the SD criteria at least 

5 weeks (35 days) after study entry. 
• If the first two scheduled assessments are not evaluable and 

followed by PD or death, BOR is NE. 

ORR is defined as the proportion of patients with a BOR of confirmed CR or 
confirmed PR. ORR2 will also be provided for all CR (including uCR) and all 
PR (including uPR). DCR is defined as the proportion of patients with a BOR 
of CR or PR or SD. DCR2 will also be provided for all CR (including uCR), all 
PR (including uPR), and SD. The two-sided 95% Clopper-Pearson [1] Cls is 
calculated for ORR, ORR2, DCR, DCR2using the fol lowing SAS code: 

LowerCL = 1-betainv (1 -alpha/2, N-x+1, x) 
UpperCL = betainv (1 -alpha/2, x+ 1, N-x) 

where: N=sample size, X=number of responders, alpha=0.05 for a 95% 
confidence interval. 
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Best percent changes from baseline in carget tumor size based on RECIST 
1.1 (waterfall plots) and percent change from baseline in tumor response 
overtime (spider plot) will be provided for NSCLC, pancreatic cancer, and 
colorectal cancer patients respectively. 

Table 4 provides a summary of the overall response status calculation at 
each time point for patients who nave measurable disease at baseline. 
When patients have non-measurable disease, Table STable STable STable s 
should be used. 

CR and PR must be confirmed by a repeat assessment at least 4 weeks but 
no later than 5 weeks for patients in dose levels 1-4 (0.15, 0.3, 0.6, and 
1.2 mg/kg) in Part A after the criteria for response are first met. Response 
will be confirmed at 4 weeks or at t he next scheduled scan (at Week 6 of 
the following cycle) for patients in dose level 5 (1.6 mg/kg) in Part A and all 
pacients in Part B. If a confirmacive scan is done after 4 weeks, the next 
scheduled scan (at Week 6 of the following cycle) may be omitted. 

Follow-up measuremencs for SD must meet the SD criteria at lease 5 
weeks after study entry. In chis circumstance, the best overall response 
can be interpreted as in Table 6Table 6Table 6Table 6Table 6Table STable 
STable 5.Table 5 

Table 4 R esponse: at,ents wit p . .• h ( / target + - non-tar11 et 1sease 
Target Lesions Non-target Lesions New Lesions Overall Response 

CR CR No CR 

CR Non-CR/ non-PD NO PR 

CR Not evaluated No PR 

PR Non-PO or not all No PR 
evaluated 

SD Non-PD or not all No SD 
evaluated 

Not all evaluated Non-PD No NE 

PD Any Yes or No PD 

Any PD Yes or No PD 

Any Any Yes PD 

CR=complete response, PR=partial resoonse, SD=stable disease 
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I PD=progressive disease, NE=not evaluable 

Table 5 Response: Patients with non-target disease only 
Non-target Lesions New Lesions Overall Response 

CR No CR 

Non-CR I non-PD No Non-CR I non-PD* 

Not all evaluated No NE 

Unequivocal PD Yes or No PD 

Any Yes PD 

CR=complete response; PO=progressive disease; NE=not evaluable 
* Non-CR/non-PD is preferred ov-er SD for non-target disease 

Table6 Best overall resoonse when CR and PR confirmation reauired 
Overall Overall response 

response Subsequent time BEST overall response 
First time point 

point 

CR CR CR 

CR PR SD, PD o r PR* 

CR SD SD provided minimum cri tena for SD duration 
met, otherwise PD 

CR PD SD provided minimum criteria for SD duration 
met, otherwise PD 

CR NE SD provided minimum criteria for SD duration 
met, otherwise NE 

PR CR PR 

PR PR PR 

PR SD SD 

PR PD SD provided minimum criteria for SD duration 
met, otherwise PD 

PR NE SD provided minimum criteria for SD duration 
met, otherwise NE 

NE NE NE 

CR=complete response; PR=partial response; SD=stable disease; PD=progressive 
disease; NE=nonevaluable 

* If CR is truly met at first time point, then any disease seen at a subsequent time point, 
even disease meeting PR criteria relative to baseline, makes the disease PD at that point 
(since disease must have reappeared after CR). Best response would depend on 
whether minimum duration for SD was met. However, sometimes 'CR' may be claimed 
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when subsequent scans suggest small lesions were l ikely stil l present and in fact the 
patient had PR, not CR, at the first t ime point. Under these circumstances, the original 
CR should be changed to PR and che best response is PR. 

5.4.2 Duration of Overall Response 

DOR is measured from the t ime measurement criteria are met for CR or PR 
(whichever is first recorded) uncil the first date that recurrent or 
progressive disease is objectively documented (taking as reference for PD 
the smallest measurements recorded since the treatment started). Only 
patients with a confirmed CR or PR are included in the analysis. For a 
patient wi thout evidence of PD, DOR censoring details are listed in Table 7. 

The duration of overall CR is measured from the time measurement criter ia 
are first met for CR until the first date that recurrent disease is obj ectively 
documented. 

Cls for the median duration t imes are calculated using Brookmeyer and 
Crowley method [2). Cls for point estimates of the survival distribution are 
calculated using the method by Kalbfleisch and Prentice (3). 

Duration of treatment per dose level with patient's response overt ime 
(swimmer plot) will be presented for Part A and Part B, respectively . 

Table 7 REC I ST 1.1 Event /Censored Date used in DOR 

s,enano 

A No bt>scfln~ asSC!ssment 

8 Progression at or before next scheduJe<I assessment 

c1 Progn~SiOn after one mlssing .-,ss~mcnt 

C.2 Progression after two or more missfng assessments 

O No progression 

E Discontinued treatment due to toxicity, withdrew consent 
without progressive disease (PO) 

i: No evaluable cumor assessments or drop out before first follow­
up period 

G New ..:,ntk.ancertherapy given (Including localized therapy to 
tilrgct leslons such c1s radlochcr.1py or surgery, .lfter which 
RECIST response will be NA), 

NBF-006-001 S!atlsdcal Analysis Plan 
CopyrightCl 2O16 by Theradex Oncology, Princeton NJ 
AJI rights reserved 23 

Outcome Date 

Censor-«:!* DAte offitst do~e 

Progressed Dote of progression 

Progrc~(!d Date of pt<>grtssion 

Censored* Date of last 
evaluable 
assessmcm 

Censored,. OateofJ.lSt 
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*Censored : without progressive disease at that time 

5.4.3 Duration of Stable Disease per RECIST 1.1 

Stable Disease is measured from the start of the treatment until the criteria 
for progression are met, taking as reference the smallest measurements 
recorded since the treatment started. Duration of stable disease will be 
analyzed in a similar method as DOR. 

5.5 Safety and Tolerability Analysis 

Safety analyses are based on Safety Evaluable population. Descriptive 
statistics are used to summari ze the safety parameters. Safety data include 
AEs, laboratory parameters, vital signs, electrocardiogram (ECG) 
parameters, and ECOG performance status. Protocol schedule of events 
and windowing will be used for the applicable safety table assessments. 

5.5.1 Study Drug Exposure and Compliance 

NBF-006 exposure and compliance are summarized for cycle 1 and all 
treatment cycles using descriptive statistics. Number of subjects to whom 
NBF-006 is administered will be summarized. Duration of Exposure is 
defined as the duration between the first and last dose of study drug (last 
dose date - first dose date+1) during the treatment period. Total Dose is 
defined as the sum of all study drug administered over the entire course of 
the study. Total intended dose is d efined as the sum of intended doses 
during the duration of exposure, based on no modifications to the 
protocol-specified dose and schedule. 

Percent Compliance is defined as the total dose divided by tota l intended 
dose multiplied by 100% for each patient. The frequency and percentage 
of patient receiving <100%, 100%, and >100% of their intended dose will be 
summarized. 

The number of patients with dose delayed and interrupted will be each 
summarized using frequency counts and percentages, along with the 
reasons for patients receiving NBF-006. 

5.5.2 Dose Limiting Toxicity 
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DLT is defined as any t reatment-related toxicity during the fi rst cycle (42 
days) tha t meers any of the following criteria based on CTCAE version 5.0 
for all patients enrolled in the study, regardless o f their replacement. 

Table 8 Dose Limiting Toxicity 

A Dl Twill be defined as 

(1) Treatment-related hematological toxicities including Grade 4 neutropenia, 
any grade neutropenic fever, a Grade 3 thrombocytopenia lasting longer than 
3 consecutive days, ~ Grade 3 thrombocytopenia with bleeding. any other 
confirmed hematological toxicitv > Grade 4 
(2) Trea tment-related non-hematological toxicity .: Grade 3 including Electrolyte 
abnormalities that do not resolve within 48 hours of intervention, a Grade 3 
infusion-related reactions, Grade 3 cytokine release syndrome, any hepatic 
toxicity meet ing Hy's Law criteria, Grade 3 nausea/vomiting or diarrhea or other 
self-limited or medically controllable toxicities that last> 72. hours regardless of 
medica l intervention 
(3) Any other treatment-related toxicity, i.e., greater than at baseline, is clinically 
significant and/or unacceptable, does not respond to supportive care and 
results in a disruption of the dosing schedule of more than 14 days 
(4) Anv death not clearlv due to the underlvinl! disease or extraneous causes 
OLT excludes: Alooecia of anv grade 

5.5.3 Adverse Events 

TEAEs are defined as adverse events that occurred on or a fter the first dose 
date of study drug up co 30 days post the last dose date. If an AE occurs 
before the first dose o f study drug, it will be considered as non-treatment 

emergent. 

TEAEs are summarized by frequency and percentage of patients and 
tabulated by MedDRA system organ class (SOC) and preferred term (PT), by 
maximum NCI-CTCAE version 5.0 grade and by unrelated. un likely, 
possib le, probable and definite relationships to NBF-006. Serious adverse 
events (SAEs), TEAEs leading to treatment discont inuation and death are 
summari zed. Drug-related TEAEs by CTCAE grade, and drug-related grade 
3 or greater TEAEs are summarized. Patients w ith multip le instances of a 
specific TEAE or AE are counted once w ithin a summary category-SOC, PT, 
maximum grade, or closest relationship to treatment. Infusion-related 
reactions (IRRJ by severity grade will be summarized by dose. Number o f 
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IRR per patient per dose level will be summarized as well. All AEs, DLTs, and 
IRRs will be listed respectively. 

5.5.4 Laboratory Data 

Laboracory data will be summarized by laboratory tests for the treatment 
period, defined as the time from first dose up to 30 days post last dose of 
study drug. Laboratory data will be converted to SI units pr ior to 
summarization. All laboratory tests w ill be provided in patient listings. The 
listings indica te the normal ranges for each parameter. Each value, if 
appropriat@, is classifi@d as falling abov@ (H), b@low (L), or within normal 
range and graded using the CTCAE criteria. 

The observed data and change from baseline will be summarized at each 
of the laboratory timepoints, using descriptive statistics, for hematology, 
chemistry and urinalysis laboratory tests, as specified below in Table 9. 

The changes from baseline co maximum CTCAE grade during treatment will 
be summarized by frequency and percentage of patients using shift cables 
for every gradable hematology and chemistry test. Maximum CTCAE Grade 
is defined as the highest CTCAE version 5.0 grade reported for a patient 
after first dose and up to 30 days post last dose. 

Table9 Clinical Laboratory Parameters Collection 
Hematclo•v Serum Chemistry Urinalysis 
Hemoglobin Sodium G IU('.OSC 

Hematoan Potassium Protein 

WBCand 
BUN Kecones 

differential 
Calcium 

Nitrite 
SGOTIALT 

Plttte1e-r. SGPT/AST Le-ukocytt ester.ue-

Alka!ine phosphatase Specific gravity 

Tmal protein pH 

Tmal bihrubin Microscopic analys-s WBC, RSC, bacteria, epithelial 
Albumin cells, casts, mucous, cryst:afs 
Creatinine 
Gluco~ 

A listing of patients with grade 3 or 4 laboratory values during treatment 
period from first dose up to 30 days post last dose study drug will also be 
provided. 
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5.5.5 Electrocardiogram Data 

ECG parameters including heart rate, PR, QT, and QTcF observed data and 
change from baseline will be summarized by visit. The average of the 
triplicate ECG measurements performed pre-infusion on or before Day 1 
will serve as baseline. The number and percentage of QT and QTcF in 
categories of interval ,;440, >440, >480, >500 ms, and increase from 
baseline >30 ms or >60 ms wil l be summarized. Patient listings of QT/QTcF 
maximum change from baseline >50 ms or increase co 500 ms will be 
provided. 

5.5.6 Other Safety Parameters 

Vital signs including blood pressure, heart rate, respiration rate, and 
temperature, as well as weight will be summarized using descript ive 
statistics. Change from baseline co maximum ECOG scores will be 
summarized by frequency and percentage of patients using shif t tables. 
Pain Assessment will be listed. 

5.5.7 Concomitant Measures 

Concomitant measures will be coded using the World Health Organization 
Drug Dictionary (WHO-DD version 2018), tabulated by drug class and term, 
and summarized by frequency and percentage of patients. Patients are 
counted only once in each summary category (e.g., drug class or term). All 
concomitant medications that were ongoing at Day 1 of treatment or taken 
on Day 1 of treatment or thereafter up to the lase dose of study drug will 
be summarized within each category and listed. Palliative radiotherapy is 
allowed upon implementation of Protocol Amendment 4 (dated 06-Jun-
2022) as medically indicated after completion of the first treatment cycle, 
and after discussion with medical monitor and will be listed separately. 

5.5.8 Pharmacokinetic Analyses 

5.5.8.1 Summary of PK Concentration Data 

Mean and individual NDT-05-1040 plasma concentration-t ime curves on 
Day 1 and Day 22 of Cycle 1 will be expressed graphically using both linear 
and semi-logarithmic scale. PK concentration data will be summarized 
using descriptive statistics: number of patients, arithmetic mean (Mean), 
standard deviation (SD), %coefficient variance (CV%), minimum (Min), 
median (Med), and maximum (Max). Individual data will be reported using 
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the actual col lect ion t ime points whereas mean summary data will be 
reported using nominal t ime points. 

5.5.8.2 Estimation of Individual Pharmacokinetic Parameters Using Non­
Compartmental Analysis (NCA) 

Individual PK parameters will be calculated from plasma concentration­
t ime profiles of NDT-05-1040 using non-compartmental analysis (NCA) 
method on Day 1 and Day 22 of Cycle 1. NCA will be conducted) to obtain 
estimation of individual PK parameters in Phoenix WinNonlin 64, version 
8.3.4. 

Calculation of PK Parameters 
For the calculation of PK parameters. actual times and dose will be used in 
PK parameter ca lculations. All plasma concentrations that are below limit 
of quantification (BLQ) wi ll be set as zero. The following parameters will be 
calculated and reported: 

Table 10 PK Parameters 

PK parameter Definition 

Cm., maximum plasma concentration observed 

Tma-: time 10 maximum plasma concentration, or first maximum plas1T1a concentration if this 
occurs aL more than 1 time point 

Cmin min imum plasma concentration observed 

AUCo., area under the plasma concenuation-time curve from time o to Lhe last quantifiable 
concentration, calculated by the I inear up/log down trapezoidal rule 

AUCon area under the plasma concentration-time curve from lime Oto 72 hours, calculated by 
the linear up/log down trapezoid.al rule 

AUCo- area under the p lasma concentration-time curve extrapolated to infinity, calculated as 
AUC1.1 + C1 .... IA1 

v, volume of distribution during term inal elimination phase following intravenous 
adminisLratJon 

Vz = & Dose ) 
z • AUCo-w 

v \'!, Volume or distr ibution aL equilibrium following intravenous administration, 

VSS = (MRTINF • CL) 

CL total body clearance following ·intravenous administration 

( 
Dose ) CL - --

- AC!C0 . ® 
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PK parameter Definition 

T112 first-order tenninal elimination half-life, calculated as ln(2}171, 

The minimum requirement for Cl, V2, Vss and T,12 calculation will be the 
inclusion of at least 3 consecutive p lasma concentrations above che lower 
limit of quantification (LLOQ) with at least one of these concentrations 
following Cma,, R2 adjustment of the terminal elimination phase regression 
line must be greater chan or equal co 0.80. To have a meaningful reportable 

AUCo.~, CL. v,, v,,., T 112, %AUCo.~ (percent extrapolated) will not exceed 30%. 

Descriptive Analysis and Presentation of PK Parameters 
PK parameters will be summarized by dose level using descriptive statistics 
including number of patients, arithmetic mean (Mean), %coefficient of 
var iation (CV%), standard deviation (SD). median (Median), minimum (Min) 
and maximum (Max) values. 

Addit ional analysis will be performed on calculated PK parameters to 

assess dose proportionality for the C.'!la,, AUCo-12 and AUCo-~ at Cycle 1 Day1 

and Day22 and to estimate accumulation rat io (R0,J for the Cmax, AUCo.n, 
AUCo.~ at Cycle 1 . 

5.5.9 Estimation of population pharmacokinetic parameters using 
population pharmacokineti'c (PopPK) modeling approach 

To quantify the typical disposition characteristics and sources of PK 
variability (such as between-subject. within-subject, and inter-occasion 
variability), population pharmacokinetic (PopPK) analyses will be 
performed by an outside vendor Ann Arbor Pharmacometrics Group, Inc. 
(A2PG) and will be included in the f inal Clinical Study Report. In addition, 
PopPK analysis wi ll be used co quanti tatively identify the impact of 
covariates (such as age, sex, race, body weight, concomitant medications, 
disease state) on systemic drug exposures and assess their potential 
implications on dosing regimen. 

A population PK model will be developed using the nonlinear mixed-effects 
modeling approach. The data will be analyzed in NONMEM (version 7.3.0 
whereas R (version 3.6.1 (2019-07-05) and RStudio (v1 .3.959-1) will be used 
for pre- and post-processing of data. Detailed PopPK analysis will be 
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described in a separate stand-alone modeling plan and a specific report 
wil l be produced to reflect the entire PopPK analysis work performed by 
Amador. 
Final pharmacokinet ics analyses wil l be performed by an outside vendor 
and will be included in the final Clinical Study Report. 

5.5.10 Biomarker Related Analyses 

The actual value, change from baseline for cytokines (TNF-o, IL-113, IL-6, and 
IFN-y) and complements (CH50, Bb, C3a, and C5a) will be listed. Spaghetti 
plots ov@rtim@ will b@ provid@d for @ach pati@nt for cytokin@s and 
complements. The actual value for complements assessment, ADA assay, 
and exploratory biomarkers will be listed. Other biomarkers related 
analyses will be provided in separate reports. 

Listing to show mRNA level for GST family (GSTP1, GSTT1, MGST3 and 
GSTM3) will be provided. Spaghetti plots overtime will be provided for each 
patient for GSTP 1 wi II be provided. 

6.0 Changes to Planned Analyses 

Not applicable. 

7.0 References 
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Table 7-1 Study Calendar Part A (Protocol Amendment 4.0 Table 3) 

.... Cyde l 
P,ut A Wk Wk% WI< l Wk 4 Wk5 
Ev.ilu,ldOl'IS 

LfNt• ....... 1 08 015 02% 029-35 ., tl tl t3 
lnfomlfli C<H'\Sent (incl. X 
oi>tlon.il ~~ con~nt) 

Medical hbtory X 
·Physiaihtxam X X" 
Waight X ,.. 
Viti I Signs" X X" X X X 

ECG' X ,.. X 
ECOG fKtrl'orm;inc0: " X" 
status 

Tumor mirt,l s11romcin~ " (tumor mll.rkm , ir 
<lWlk;able) 

HemiltOIOO,i. X >I' X X X 
Blood d 1emis1.Ti X X" X X X 
UJWMlysb X X" 
Blood Hfflflkl for X 
immune ac:t.iva tion 
biom.arktm,f 

Preg,i-tmc:y test x• 
Blood S:tfflflkl for ADA X X 
a~say' 
PK blood s:implin1• X X X 

Dlood s&m~ for X 
oxploratory biomarkon 
Dlood s&m~ fo, GSTP X X 
. ... 
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Cyde 2. 
Wk6 Wk 1 Wk % Wl<l Wk4 .,..., DI D8 D1S 022 

" ,1 ,3 

X 

X 

X X X X 

X 

X 

X X X X 
X X X X 
X I 

X I 
X 

X 
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Cyde 3& ~yond ,or 
30.d~ 

WkS Wk6 Wkl Wk 2 .,, Wk i,;afli!t)' 
02~!1S .,...., 01 Wl<l ' • FU visit 

Wk4 ltJl 

X X X 

X X X 

X X 

X 
X X X 

X X X 

X X X 
X X X 
X X X 

X X 
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You X 

Gmt genocyJ)I~ X 
OptioMI biopsy- X X 

NBF-006 ~dmlnlsm1tlon '" X X X X X X X X X X 

Concomh~nt X thr()l,1ghoUt$'tUdy X 
mcidlc~dons 
Ad\l'fWM ewnts tlH'()l,1£h OUU t U X X 
a: SCrMning¥sessmMLS tna•fbt' perfOt'med " i1h!n 28 days of srudy 10 ueacmen, i'l.ciatlon, Ul'llits.<i spe<lt.ed. 

tx filf' cycle 1 Day 1, (h~e {~S •YIN;' be perlOJmed 'Mlhin l dltfS prior to Cy<Jt 1 O<ly 1 Ph~ ical exaM bl'ld pre-¢r(lclll'l'IMI! le-<"..U d(l(lt 'Mthln l cl.tyS. or Cyde 1 Oay 1 dO 1'101 need 10 be (ept"Al t:d 

forw("101 unless clrH,c~>,1n(l1rnto • 
C 

"-

,: 

,, 

....oA 4s.i4)' timr.polru: 
Cyde 1, oay t : !)(Mklse 
o,,de 1, oay1s: pre-d_ose 
Cycle Z Cyl;I(- 4, (vl:lcG. Cyr.kl t\.(;t t.(i.e., cw:.ry<lVtn numbered cycle>. \IP t o onc-)'t.ir. ~ 1 pr<:.do se 

'Vt:,11,t 2 aM ~: ~ry 6 MOl"lthi 
,or 
30-claySsJfccy foll<1w,1p vise 

PKdmcpniJttll: 
Cyd('1, 01ly1: 

Before swn of Infusion {SOIi, 
During the ffflljg(ln: 20 m (tSmint 4 fte1' die ~.," of 1hr. lmt infu~!on $U-p il'f1)kmcnttld m , mt/min rntr. 
fndol ll'lftt\lon iEOIY, a f'tc,- EOtO.Shr(iSminl, 2 hr (.l1Q-nin),fi hr (;!.15minl, 24 hr (J.UU".l,118 hf 1Jc2hr), 72 hr(..!Jhr') 

(vtlc 1, o.,y 8: pre'(fose 
(';ytlc 1, O;iy 22: 

Sd-Of'e ~ 
Doring. theuifuston; 20m1n {tSmln~.;ftcr the &an. of the l,)St 1nfvsions1cp iny)cmentc.(I ~ 6 mVmu, rure 
End of lnfmloniEoO: 4ifu~r EOl:.0.Shr (tSminl, l hrC:t:10rl'wl), 6 hr (:JSminh 24 hr (H h,t '18 hr 1.t.2hr). 72 hrt-t.3hrl 

Cycle 2, 0.-.y 1: prc-do~e 
'-"tal signs. 1r,dud1ng blood oresS\l11, heart rate. refY.rutlon r;xe. and tel'!'lOer.mire. Dtffln,t; C'l(k: 1: 5efort SOI. f:OI; .;fte, EOI: 1n1 fa5min\ 2hr h'.10mlnt 0th« d11ys: only before 501 and 
EOL 
$1;md,ml 12•1~M ECG M u iplit,.ltj))Whu: p;1ur,,,t ii in ~l'n9'f'<:l:\lmbent pMif)nn. Pcrlonn ,,r ~r.r«;nlng, M c t &st r1od OOunb drncs· 'Mthin lS n'lnutcspnar to SO., ttic:n 1S min I t Sminl, 
30 m!n i k-1Qmint 1 hr (ct 10!iu\l~M. EOI} 
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g: Tumor me.uun:men1 by RECIST Vtti1ion 1. l ,1nd n1m0r maten will~ m!lcded ,,r b.»dlnc r.nd ,n-the end af cvcty c•1m numl:IO"ed c)'dc In P.iirt A, ~c teo.'t"h 1"4 (0.15 mg.,1,:&. 0.3 rng.,1,:g, 

o.6 mg/kg. 1.2 rn.g/kgl ""d .it the end of CW!f'/ C')'de mt" do~ IC'ICI S (1.6 m,g,'kg.\ rf ,1pp!k.1b!e; the s,wne method med nt l»:.c!ine for ., p.:itic,it ~hould bl! used oonWcmly for all cvMllnt.iom 
ltlfougt'lovt the srudy. To ~as~.gned aS(.aruS of PR or CR. cMnge.s tn rurr.or measurements f'l'!USf be CMflm'led by r~t .t~s.smtnts 11la1 stlOY!d be pe,rlomted at 4 wttks bur no !;)lef 

OlM 5 "'"«ks (Of P£1tlcn1s1n dose Levels l -4 (Q, IS mjv'l!g, 0.3 m~ 0,6 m&flt:3, ;)nd 1.z ~) si P,m A af1<l.r tl'IC critena fOf' response ill"(! f#'& mc1, f!C$pOnsc-MII be <on firmed .)t 4 W<lCks 
or 4't 1he ntXI: ~ hedulr.d :min (nt Week 6of the followlng ~le) fm p11ticn~ In dl:l\C l<!l."I 5 (1.6 mg,1,;gl en P.nrt A. tf II con!inn4'tive uan 11 dtlne Mter 4 weeb,. ttic nex1 Mhffluled ,-:.w, i,t 

Weck 6of the following c:ycll: 'MY be 0111lt11:d. In the case of SO, folloW>Upme.,,u,erm:nt.smuu hN.-e n:1ct the SO aitui., ,,t leo~t Ofltt t.tftct study entry«., minimum inu:rvalafSwr.eb. 

h:. Hem.:itology, lndudlng~moglObil. 'Afllte b!OOO.cet"'4rh d!tic ra,u.,,1. Md plae.1!1 count. 

C elood chrrm5rry, !nckK11ngMIQ11,lfTI, plXo)IS!,hJITI, blood urr-,, 11.ff°Qgtn. a!UCQ.St', SG()TISGP'T iALT/~'m.t,!luflr;() ph(>Spi\f!Ul!,l!, ll)i.1' pm«''1, {(lt,ll l,H1,vl)ln. 1llt,..1mhl. (JW!)!!IWIC .ind r.,)\Qvtn, 

r: 81ood s.impl~ collect<:d duma (yrjc I Mctk I lfor .. p.,ricms trootoo In P,vt A ohhc Stl.ldy f.,,- 4,c;crmin<lt!M of CC)mp$tmcnt <CHSO, eb, C3<1. ($,)) .;afl(I (YU)lu:ne; (l!!N.y, ll-1 ~. ll ", TNf.o}: 

Pre-do~ 
10: 3minutesafter5CI 
GO i 10 ffllMl)II'': ,lftM '()I 

4 hr~ 1Sm1n1.1tc,t-,mc-r EOI 
24 hr 1 1 h r <'lft1:r EOI 

\:; P~¥!C'ftest fo,women of cn!lobe.;,,tf,g pot,:,n(!,;I, an,e,gat1vepre.gna11cy 1eSt h •Meor Set'Q.lml must be aorte \\111,1n 7 a ays prior 1oscvttytre,umen1 lnltia<lonana <Sowmencro-

1; CMflrmariOn of KRAS motatlorr. Ol)tlonal for Parr A dose IEvelS 1-4 and m.;nd;,i:ory for Parr A.dose level Sit fi f'n8'kg). Ob!:alttar<htve s.vnllk! If ilVafabit: otnemse. a fresh blopsyl)CT" Of 

min•""'! nsk mly) i~ ~111N!d, tf $UCh f)'PC ffl biop.~ i~ ni~~d but c,,nmx ft",isibty be cal!cr:tcd, rilf; Sponr.,,:w- ,md M,eQll'.t1I Monitor fflo1jd be c.onsulte<I. C.<":nnmK rumlll' proflin rr.pnrt 1:-, 

Keepldble in lial 04 It biopsy.Hot~ If M ll"ftl!M dutlr,g t.he liiill a biopsy IS ptl10t'tntd as PM Of rOVbne Medicill (Mt. l'letl"llty ~qud,l a !-<'lmple-. 
m: NBf•006 1$ admlnlsw«11V QC (minimum 4 d~ts apa111 pre-f er<1bly on ,.. Mof'ld.ly or TuesdilY <;o oKCOITlmodi>{e me ftC sc::niewle• during CY(Je 1, 

(( GSTP KO vme: polr.ts (a()l!e«e<l In. (he~ l)otlenu from Part A at dose l,e..,el S (1 ~ ~ ); 
Cyde1, Dlly1: 

Bel,:,~ 501 

MerE0 1!6h((t1Snw!l 24 11((1,lhft 

O{(le I, oav 8; befOl'\l SCI 
a:: O;,tioMI biop5y a,llcaccf dul'ing ureeni,ig i!nd 24 (t.3) hoc.n .ilt,er the 4'' do.w! In <ycle I Only f-ar p,ttle1lt$ signing the q:,tlDMI b~ coo,;mt, ,md when the biop,;y r..,n be! s.,fcly olxa~d. 

p: ,,.. PM't A of the stt1dy, p.uie.nr~ \\ill not be w.c1n,fil"ld fu rf-.c Gffil• null gcnoryr,c,. bl.II vmcle blood ,;,:irnplf.s \\ill Mill be cot.mm during the $.O'eening w;it MW b..,1ct, ,,1n,1!:p:td M"' tcncral 

Mbol"<llo,y. 
N«c-E.xh l),)ticnt mllSt remain In dln!t: for a 6-tiou, ~ h,ty obs¢N(ltlon petio<l iJfter ooi:h N81-0061nfu:;lon, unnl !hl! s.)f('f'/ rc-,;c-w oommlti:oo h.» re¥1iewtd .i a~nt cohort .:,f'l(f r«Qmmtf'ldcd 
,11 reduced ab~n,;,dontfrnr. m th• dO!.C levd. Plr."""c lff P1'011aco!Amcndmcnt SCffieln a .2.& for dl!ttllb. 
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Table 7-2 Study Calendar Part 8 (Protocol Am endment 4.0 Table 4) 

.,.,. Cyde:1 

P4!rt 8 fvalu11tionll "''" 1111<2 Wl<l 1111< 4 \/11<5 
lreU• ...... DI 08 015 022 02~HS ., :) ., 

lnfomlfli c:onSMt (incl X 
oi>tlon.il tMo~ con~nt) 

Medical hbtory X 
·PhV5iaih1xam X x• 
Waight X x• 
Vlti1$ig,15° X .. X X X 
Ecc.· X .. X 
ECOG fKtrl'orm;inc0: X x• 
stalus 
Tumor mirt,ls11romcin~ X 
(tumor mll.rkm , ir 
<lWlk;able) 
lfllmatology• X x• X X X 
Blood d 1cim.istry' X x• X X X 

Urh.llyslS X .. 
Blood Slt.lflJlh! for X 
imroor.e .i«lll'.idon 
blo~tkel'Sl 
Pfet,n.lU'l<y test "' Blood Slt.lflJlh! for Al>A X X 
.isuy• 

PtC blood .s&n,pling" X X X 
Blood Solmp&. for X 
elCplor Slto.ry biOITWltkerS 

Blood Solmp&. for GSTP X X 

Kil" 
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(}>de 2 
WI<& WI< ' Wk2 Wkl Wk4 

036·42 0 11 •• DIS 022 
:l :l .. 

X 
X 

X X X X 

X 

X 

X X X X 

X X X X 

X 

X 
X 

X 
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Cycle l & beyond ,or 
:,O.d,y 

WkS WI<& WI<' Wk2 WI< Wk , .. ,~ 
02HS 036•42 0 1 Wkl s • FU visit 

""'' ftJl 

X X X 
X X X 

X X 
X 

X X X 

X X X 

X X X 
X X X 
X X X 

X X 
X X X 
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Confirmation of KRAS X 
mutation• 
(Part e mandatory) 

Gffl1 gC110typi.rcg"' X 
Optional biopsyt X X 
NBf•OOG •"lmlni&U;Jtlo-n X X X X X X X X X X . 
Concomltt)nt X througttout stvdy X 
medk,1uion1 

AdV'fH'M ~wnts throvzt.out stl,f(fy X X 

a: 5<1'ttn!ng a!.'lessmtf'l.ls m&}'bt perlOl'm~ W.thln 28 days Of sNd'/tO irMmtnt IMIMIOI\ Uf'ies.sspecmed. 
tx- f-QI" C',<tle l DJ)' 1. these wsts rn.,y bl?' p('ri()(ITl(l(l w11h.-i 3 d,)ys pri()r to G\-cie 1 Doy 1, P'tl'fsi~I e;0rn an4 prMre¥roent 1em cone w1m1n 3 d;tys Qf Cyde' , Oly 1 00 no, rH?t(I to be ttfl(:,)ted 

for WklOt tmle:\~ dlr«..:ilty .idic,1ced . 

C ....oA 4s.i4)' timr.poiru: 
Cycle I, Day 1: l)(t«lst> 
Cycle 1, ~11S: prc-d~ 
Cyde 2, Cyr.It: ,1, Cyde6,. Cyde ae1c.(i.t., ~-try a-en l'lor'l'lbtred cytle). up to Me)'fllll": D")' 1 pre-dose 
'Vt:,11,t 2 aM ~: ~ry 6 MOl"lthS 
t-OTs 
30.doy sofi:ty follow up vis.c 

d: Pl( t!mepolms: 

Cyd('1, 01ly1: 
ttf~ 1.t;in of 1n!l(\lon 1$011, 
Oul'lng tl'lelMIJSion: 20 m (tSmhit~ftt'll' me 5CMI b'I the 1¥t 1nrtislo1uttp !l'fll,lemenred M6 ml.Im~ rate 
(l'l(Jof lnfusio1qE(XJ; t)~l!r EOI: O,$tlrh$min!, l tlrttlQmil).6 ht(::. l$m1nl, 24 hr 0-1hr) 

(vdc 1, o.,y 8: pre'(fose 
Cyde1, Olly .?2: 

6efore~ 
Ounng thelnfusmn: 20 m (t5mint nftcr die-""'" ffl the lmt infu1111m u~ ,rf4')kmentecl m 6 ml/min. r;iu: 
Endo{ lnfmlol'liEoO: nttt EOl:.O.Shr (tSminl, l hrC:t:10rl'wl), 6 hr (:JSminl, 24 hr (H h,1 

Cyd(' Z 01ly 1: prlH!ost!. 
,c:: "At.JI s1gr1s. 11Kluding blood pressiwe ho.-irt r<'Jfe, n'$Plf,:ilU)f'l r,ue. ,ind tr,11¥-f«Yrll'. Oming Cycll: 1: Bc:mrf' SOI, EOI: s,k« rot: 1h r { ct!iminl, 2hr i t 1 C'.minl. Other d,1~ : onty before SCI ,ind 

' 
EOL 
5tM1dard 12-IMd ECG !ln 1t1pliG111e)w~ patient is In s~c-um1>tn1 ~i11M. Pel'OtM at scrtenll'lg.. CWlc t 0!:\! IIM ro,uJb dO"it:% 'Mlhln 15 ni~ttsr>riOr to SOl 1.hoen 15 min f'-5minl. 
30 m!ni.t10!flif'lt 1 flr(ct10n'i'.n.lCMEOI} 
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g: Tumar mc.,:r.~m by RECIST ,-er~ t.1 .~nd tumor m.111'U'n wlff be mc,~ured ;1t b.'l:.cline .-.id ;11 lhc encl every cydro.,. d ,,pplic:1'1ble: the .$.llfflC mc:1hnd us.r.d 41 hMd,ne mr ., p,,tlcnt should 

be used oon:.etmtly for .,11 evdulmom throughout the !\tlldy. To be .:a~!Vlcd ., !-l:MU:t of PR or~ c:h<lnp in t lff!Of" me,,wremcr,t:u, -.1i1r be confirmt<I ..'ll 4 ~ ourt the next :.c.ltcdu\ed 

5CM (at Wede 60f 1he tot kw.Ing t','de). If a ront!rmaM seon ~ dol"le<mer.s \•lttkS. lht nae scheduted !Can ai Wede 6ot Ule to!low!l'lg cycle maybe M'llttc-d. In Ille case ctso, fol!o,;.;;p 
mC<lSVrcmcnu most Mvc met lhc SO cr1tcrit1<1t It.'.& or.oo <1ft<ir sro4°/<ll'l!1Y ilt a mrnlroom lnt~rval of S v.tlllks, 

i,: Hcll\4tology, lndOOingtlemog.lDhin, 'M'lite blood «I w th differ Ml 141, Md pl«"ek!I count. 

c 8100<! c.hemi:ltry, inc:ludingi1odmrn, pntll'lllil.-n, !mod urN rt.1rngen,g!uc~. SGOT/SC,PT !ALT/AST), olknhnc pho!ph~~ 10f41 p10tein, toti,I btlin.1bJ!\,. olbi.nitt, uc,11:1i~ 4nd r..,lal#Tl, 

f. Blood samp/es<Ollected dutlf\!I Cycle 1 (Week 11 fl)( <ill patlM IS tteated 'tn Pan 8 ()! the St>Jdy for de!trrrtn,;,t!M of compl~'l'll KHSO, Bb, Cla, CSal: 

Pf-(l•dQliC! 

Hh 3 m1nvtcs <lftcr-SOI 
60:. 10 msm.lt64tter EOI 
6 hr .t ISm!nll(esafter EOt 

1~hr:i ll'lt~itt t £<i 
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2.0 Programming Considerations 

All tables, data listings, figures (TLFs), and statistical analyses will be generated using 
SAS® Version 9.4. 

2.1 TLF Outputs 

Unless otherwise noted, the estimated mean and median for a set of values are 
printed out to one more significant digit than the original values; Standard 
Deviations are printed out to 2 more significant digits than the original values. The 
minimum and maximum will be reported the same significant digits as the original 
values. For example, for age: 

N xx 
Mean xx.x 
Standard Deviation x.xx 
Median xx.x 
Minimum xx 
Maximum xx 

Percentage values will be printed with one digit to the right of the decimal point in 
parentheses 1 space after the count (e.g., 7 (12.8%), 13 (5.4%). 

2.2 Data Conventions and Rules 

This section provided rules for calculations and definitions for naming conventions 
that are common to all applicable tables. 

The baseline value of a variable is defined as the last value obtained on or before 
the administration date and time of the first study drug dose. 

For any variable where percent change from baseline is evaluated at Visit X: Percent 
Change from Baseline value= [(Visit X value - Baseline value)/Baseline value] x100 

For any variable where absolute change from Baseline is evaluated at Visit X: 
Absolute Change from Baseline value = Visit X value - Baseline value 

Concomitant drugs missing both start and stop dates or having a start date prior to 
the last dose of study drug and missing the stop date or having a stop date after 
the start of study drug and missing the start date, are counted as concomitant. 
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Relative Study Day: The first day of treatment is Day 1. A minus(-) sign indicated 
days prior to the start of treatment (e.g., Day -3 represented 3 days before start of 
therapy; there is no Day 0). The relative study day for a specific visit (day of study 
relative to start of treatment) is calculated as Visit Date - Date of First Dose +1 (for 

post-treatment visits) and Visit Date - Date of First Dose (for Screening visits). 

2.3 NBF-006 Starting Dose and Dose Levels 

The pre-planned doses of NBF-006 will be 

Dose Level 1: 0.15 mg/kg 

Dose Level 2: 0.3 mg/kg 

Dose Level 3: 0.6 mg/kg 

Dose Level 4: 1.2 mg/kg 

Dose Level 5: 1.6 mg/kg 

2.4 Output Presentation Rules 

Tables and figures will be presented separately for Part A and Part B, adjust titles 
as below: 

Title (Dose Escalation Part A) 

Title (Dose Expansion Part B) 

For Baseline and Safety tables and figures, present Part A dose escalation at dose 
levels 0.15, 0.3, 0.6, 1.2, 1.6 mg/kg (6 patients), and overall; present Part B 
expansion cohorts at 3 Dose Level 0.6, 1.2, 1.6 mg/kg (4 patients), and overall. 

For Efficacy data, present Part A dose escalation at dose level 0.15, 0.3, 0.6, 
1.2 mg/kg, and overall; present Part B expansion cohorts at 3 Dose Level 0.6, 1.2, 
1.6 mg/kg (4 patients, also include the 6 patients from Part A at 1.6 mg/kg), and 
overall. 
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Table 14.1.2 
Demographics (Dose Escalation Part A) 

Intent-to-Treat (N=n) 

NBF-006 Dose Level (mg/kg) for Escalation (Part A) NBF-006 Dose Exeansion (mg/kg) (Part B) 

Demo ra hies 0.15 0.3 

Number of Patient cee '" 
Age (years) 

N cee '" Mean xx.x xx.x 
Standard Deviation x.xx x.xx 
Median xx.x xx.x 
Minimum " " Maximum " " 

Age Group (years) [1] 
18to 64 nn(xx.x%) nn(xx.x%) 
65 + nn(xx.x%) nn(xx.x%) 

Sex [1] 
Male nn(xx.x%) nn(xx.x%) 
Female nn(xx.x%) nn(xx.x%) 

Race [1] 
White nn(xx.x%) nn(xx.x%) 
Asian nn(xx.x%) nn(xx.x%) 
Black or African American nn(xx.x%) nn(xx.x%) 
Native Hawaiian or Pacific Islander nn(xx.x%) nn(xx.x%) 
American Indian or Alaska native nn(xx.x%) nn(xx.x%) 
Not Reported nn(xx.x%) nn(xx.x%) 
Other nn(xx.x%) nn(xx.x%) 

Ethnicity [1] 
Hispanic or Latino nn(xx.x%) nn(xx.x%) 
Not Hispanic or Latino nn(xx.x%) nn(xx.x%) 

NBF-006-001 Statistical Analysis Plan 
Copyright© 2016 by Theradex Oncology®, Princeton NJ 
All rights reserved 16 

onwards Overall 0.6 1.2 1.6 Overall 

cee cee nee '" '" '" 

cee cee nee '" '" '" xx.x xx.x xx.x xx.x xx.x xx.x 
x.xx x.xx x.xx x.xx x.xx x.xx 
xx.x xx.x xx.x xx.x xx.x xx.x 

" " X, " " " 
" " X, " " " 

nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 

nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 

nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 

nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
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NBF-006-001 Phase 1/1 b 

Baseline Disease Characteristics 

Number of Patient 

Primary Site [1] 
Primary Site 
Primary Site 
Primary Site 

Disease Stage [1] 
Stage 
Stage 
Stage 

ECOG Performance Status [1] 
0 

2 

EGFR Mutation [1] 
Yes 
No 
Unknown 

ALK/ROSI Gene Fusion [1] 
Yes 
No 
Unknown 

KRAS Genotype Mutated [1] 
Yes 
No 
Unknown 

Duration of Disease (month) [2] 

NBF-006-001 
Copyright© 2016 by Theradex Oncology®, Princeton NJ 
All rights reserved 

DI RECTORY/Fl LE.SAS 

Table 14.1.3.1 
Baseline Disease Characteristics for NSCLC (Dose Escalation Part A) 

Intent-to-Treat (N=n) 

NBF-006 Dose Level (mg/kg) for Escalation (Part A) 

0.15 0.3 onwards Overall 

'" '" '" '" 

nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 

nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 

nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 

nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 

nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 

nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
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N '" Mean xx.x 

Standard Deviation x.xx 
Median xx.x 

Minimum " Maximum " 
Smoking History [3] 

Never nn(xx.x%) 

Former nn(xx.x%) 
Duration of Tobacco Use (month) 
N '" Mean xx.x 
Standard Deviation x.xx 

Median xx.x 

Minimum " Maximum " 
Current nn(xx.x%) 
Duration of Tobacco Use (month) 
N '" Mean xx.x 

Standard Deviation x.xx 

Median xx.x 
Minimum " Maximum " 

GSTT1 Genotype [1][4] 
Null nn(xx.x%) 
Wild Type nn(xx.x%) 
Unknown nn(xx.x%) 

NSCLC= Non-Small Cell Lung Cancer; GSTT1 = Glutathione S-Transferase theta class 

[1] Number of Patients used as denominator to calculate percentages. 

'" '" xx.x xx.x 

x.xx x.xx 
xx.x xx.x 

" " 
" " 

nn(xx.x%) nn(xx.x%) 

nn(xx.x%) nn(xx.x%) 

'" '" xx.x xx.x 
x.xx x.xx 

xx.x xx.x 

" " 
" " 
nn(xx.x%) nn(xx.x%) 

'" '" xx.x xx.x 

x.xx x.xx 

xx.x xx.x 

" " 
" " 

nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) 

[2] Duration of disease is calculated from the date of initial diagnosis to the date offirst study drug administration. 
[3] Number of NSCLC patients used as denominator to calculate percentages. 

[4] This genotype only determined for the 1.6 mg/kg dose level. 
Cross-References: Listin 16.2.4.2.1, 16.2.4.2.2 
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NBF-006-001 Phase 1/1 b 

Baseline Disease Characteristics 

Number of Patient 

Primary Site [1] 
Primary Site 
Primary Site 
Primary Site 

Disease Stage [1] 
Stage 
Stage 
Stage 

KRAS Genotype Mutated [1][2] 
Yes 
No 
Unknown 

Duration of Disease (month) [3] 
N 
Mean 
Standard Deviation 
Median 
Minimum 
Maximum 

Smoking History [4] 
Never 

Former 
Duration of Tobacco Use (month) 
N 
Mean 
Standard Deviation 

NBF-006-001 
Copyright© 2016 by Theradex Oncology®, Princeton NJ 
All rights reserved 
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Table 14.1.3.1 
Baseline Disease Characteristics for NSCLC (Dose Expansion Part B) 

Intent-to-Treat (N=n) 

NBF-006 Dose Expansion (mg/kg) (Part B) 

0.6 1.2 1.6 

'" '" ccn 

nn(xx.x%) nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) nn(xx.x%) 

nn(xx.x%) nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) nn(xx.x%) 

nn(xx.x%) nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) nn(xx.x%) 

'" '" ccn 
xx.x xx.x xx.x 
x.xx x.xx x.xx 
xx.x xx.x xx.x 

" " " 
" " " 

nn(xx.x%) nn(xx.x%) nn(xx.x%) 

nn(xx.x%) nn(xx.x%) nn(xx.x%) 

'" '" ccn 
xx.x xx.x xx.x 
x.xx x.xx x.xx 
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nn(xx.x%) 
nn(xx.x%) 
nn(xx.x%) 

nn(xx.x%) 
nn(xx.x%) 
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nn(xx.x%) 
nn(xx.x%) 

Nee 
xx.x 
x.xx 
xx.x 

" 
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nn(xx.x%) 

nn(xx.x%) 
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(11'!:.:0.~) M(lOt.)(\6. nf'llxu,'ll,) 

""" """ NM 

"'·' "' u., 

"" '·"' )(.1()( 

"'' )()( ,)( ""·' "' " " "' "' "' 
n,v,~,>-1-.) nn(l(J(,ll',6~ nnt~) 
nn()oX.>$) nn(XK,l(~> nn(~) 
nn:~) m (x,,:.x~l nnf)OU.~) 

(t:)h1 del.S(l ~'l~1on (or NS().(. ,1!1 p11111:r11s mus. ha\'CI l<AAS (:.en01)'?¢ Mttil'.c:,d oat.not h.;we E(,f:R attd Al.,l<IR()SI G~tt<l mul.obt:fl, 
j3) Om.tt10nof d i!>t:a ~t- .S clllcula:.cd from the d,t!e of inili1d d 1agr.cS$ {<1 ti~ d11tc off a! ~tudydrug ad1mnisll'ati0'1. 
{J.) N1,1mbe1 c f NS0.Cpa1Jel'l:s used ilS denom!n;i~()t to@\cu'i11e per(cnta~ 
(fO"!;,Rc(erfl,!lt1": L1:11mg 16.1.-'.l.1. 1G.J..a.>..J 
PR.0GAAM)l1Eft'S NOTES: 
(;,!rlllr..~d fnW,onth1:-(0iitf" of lnl\111 OU15,..,on • Pmt aff.r:.t ()ow,)/~.J.!ill2i 
so,:t.caieg,Or!es 1n 0tscet1dfngo1oorol "O't'E'ra r freq-Jelley, 
Nctt?:" '01j~' US41d wht:n cl.,Y,.inO tnQ(lf.h mlS'HII fr()ffl (l.rt~ afcl"lnosi5. '01· u:;oo W'l'ienon!y do,yirissmi from ~t(l of <ll;!lfi~ 

Ricmow, 'Pflnr.uy Site• If theu1·1o; on)J Cf!C$1~t' ir,,ut '"data Im- k!!.ClC. 
~nl !>at! AancJ P,s,rl B oalpu! ~pllr~t-)y,adjlftl lille fo1 ?".tit B cl«ord<l·j;ly. 
~"' GSTI'I ()'l!y ~f r(!SIJlt d;i~-., s ;iv.,1C..t.1!o. 

NBr-000-001 Stat~ cai Ar:a~s?lan 
~riJIIIIO '1016 by 11,n , ,lci 1:W:nlll!I)'•• l'fktc-dlm SJ 

All~,~~ U Corflc:1et1holl - &iure ~ 



~ THERADEX 
~ C- ... COL...,.UV 

<Use the abo•ie table 95 template tor t.abies as betow> 

Table 14.1.12 
BasellrteDiSease CNlta«ef'.:Stk:s 101 i:a,r-ic,e.atic: carc:et (Dose Esc.a'.'ollion Pan A) 

lnterit•to-Tte\li (N'• nl 

fo• Pont A oose!evel ,n o.Ii. 0.3. 0.6. 1.2 mg/<g 
111 N u 111l'lei tl f Plltie,t.~S 1£'.iMa::d~f'IOO'lil'lbtm to(IIICUlll! e ~!Cf!N!ag~ 
@Ouratlenol d iSeese6 calcuta:ed rrom the date ol Initial d la.groS610 tl\e date of r tst studyd N_g c1d m111isttation. 
(10$-Refe11!'flt t!S!Ustiflg 16.2.~.2..L 16.2.A,2,2 
ffi,OGRA.MMEA'S NOTES: 
Cnlc",ned ,n.Me:rithE<Oatei er lnrta! D<11J1,ttO!I.~. D11tear i:.,irt Ow.e)1 ()GS.25/U~ 
Sal f.4\qil:ltl~ In de.Cmd1og t.ndltr (d"Ovet:.JTf1cq,Je><-y. 
~CU!\' '01J~ ' used wtl«f'l day .ioo fTCUllh ll'l!'SSl~g i1«nd¥ie Of d ifg,')l)!ii$. '01' us~ w"!er, omy G8y fl')SSiflg l·orn date-otd!il&')CISis-. 
Remove •e>rimiJ)' Site• if tt-eriHs Ol"l~~es-ti: ,rput ln"'(t;Jta for ""l'CNSltk Glncer. 
ll'lb !il»e l~otily II>" P•rl.A OOS!! lev.Sat 0,13, 0.3, 0.6, U.ntg.'~ l'Jot lut P11rt A {1.6 ~ 
li.emo~ Smcl<.11. H~ EGfil_MlbtlO{\ A:..l<IB9SI Gene Flii<Of'I. Wf!ICl'late(){!!Y, k!I". ~LC PilllfCll~-. 

table 14.1.13 
&ISl:'hnlt Pi&eascCh.arnctt'fl~lrs fot (01:0r('c~I (.inr~r (l)o!;r-€.'-t~lo, 11.,., ~ A) 

!ntent<to,T:e,s,. (1-."=nl 

re, e>,ut Ada~e!C'VC!-1 at O.t!., O.l. O.G, 1.2 mg/leg. 
11JNu1•1~!<1f P.atii:-1'.tS lbedasdenominatGi 1c>c.111cui.ace Jlei«!mag\"S. 
f2J Our.ition(}f d ii;l!a:;c $ c.illcul;,i;C'CI from tl'M; dfte of mit!ill d1;,11r'(lms 1otr.c datcoff.:•s., stuc,lyd1vgi1dmin11it.'.it,on, 
C=•Rcrcrente~ UM!ri.l:! Ui.2.A.2.1, 16.1A.2.2 
~AAMME,rS, t,K)le': 
Caltdaied ln..v.&!tts:<°"tc cf l"iti.JI Dlll,Sll~S.• Dati:-af !=.rst Da,;e}' (365.25/ll~ 
5q,rt C'ijtt>Jones In dliSCe'ld il'!J 01der-or~,.rfrec,.ien-,y. 
~"qtt;:: 'OIJi111' U!;(ldwhr.n dt"141ndrncu,tt1 m1~ng fr()ffld.1114:: af d "8~· '(11' 11:;l!(I W"!lrl' only cjay rrt$1,!f'!.II f•om CS.,t(" QI" c,1;,igpC$1!.. 
RlelYlovt! •Pzimory Sil,:" lr ttierC'i 5 ortyone :si!e-npu! .n d.,14 tor Cdo1a:t.sl Ca~r . 
Th!'; i.a'le ls only fo,-Pia" ~ close IIN~ -110.15, 0.3. O.G. t.2 m~~ no1 for Patt,.! 1.1> •~a), 
~111/!l S:nok,;f!i k ,i;tg_,y, EGi:A Mu~t!e!\ ~l</q GcnoJIJH!f1. ""1h;h,1ri:oo_ly ~ N,g;! C p.,tlffl'-.{-

NBr-000-001 Stat~c.ai Ar:a~s?lan 
~ ri,!11110 '1016 by 11,n , ,lci 1:W:nlll!I.),'•• l'l'ktc-d1111 SJ 

All ~ i ~-.d L.\ Corflc:1et1holl - &iure ~ 



~ THERADEX 
~ C- ... COL...,.UV 

labte 14,1.4 
S1.,mrN1ry of ,V~lc.,! H&oryt0o54j C$C•1~,Qfl ~illtAJ 

lfllt!'lt·tC-T feal. (N-1'1) 

l'!NAL - jjcj11mrr:,y;hh:mm 
Poge l el x 

MedOOASystem o rgan eta» NBMD6 O,set.evel (Mil!&! lot Es(alatlel\(P,:trt,N NBP-006 D&;e f)(parisiOr.(!Tlg,'k(I [?¥1. 8) 
~OAA ?rt:feuNt Tet:n 111121 0.1.S 0.3 onward~ Ovet'btl ••• 1.2 1.6 Ov~.til! 

NJmll8r of ~,wer< nnn r,m nnn """ rinn OM nnn nnn 

K.1rntc1 of ;>,1ncru, ~lr\Ary nl'(xx,rl(.) n.tt(,xK.x'~l ,mix~ n,t()()(,)(~ nrt,10t~) nr(xx.xWi> 11nt~ nr(xu,91."J 
>,'\ed11:ali-l~ory 

Me!dORAS)':SICm OtganCilln nl'(xx.~) n.tt{xlC.x'~l t1nl)I~) nn(xlC.ll~ nn(lClt~) nr(xx.x~> rint~ rn,:xx.x91."J 
Met.ID¼ ?rt:leir!Nti et-tn l'll'l[)(X,)(96) n."(lo;.i,.16l 1'1111)1~ fl!'lt,()(,X¼) fll'(x..i.91; nl'()(U¼) no(»..'"') nl'J(xx.~l 
MedO-;iA Preferred Tertn nn(kX.:d6) •t.11(,:,c,,,:·it,l (1(11/1,~ rm(>:1t,1d6l flf'llj(a.).~) l\r(llX,ll'4) nnl»L""' nl'(,cx.X,,,l 
MtdD.:iA P'rt:lcm.•d Tl!f;n nl'(xx.x~) l!.!:(xK,x-1') nn(ilx.x1ij ni:(xx.x~) nn(lClt~) nr(xx.x~) nrtf:ii:uc%) rn,:u .:,,,9') 
>,\e(JQAA ?:t:INted i e«n l'U'l( )(X,)(9(1) ntOo;.xlbl l'll'I:),~ !'lllt,(x.x¼i flr)(Xo.li.9'i nl'()(U¼t no(»..'"') 1'11'(11,;.i.911 

Me:dMAS)'SlC!fl o ,pnUMS nr(JO(.dl,> 11.1:(xK.X'~l nnl)I~ l'l!l(x)(.J19',\ tin()(!(.~) ruw;xu~) rm(~ nrl(xx.:dil 
MOOOAA ?l't:l~rre<Jl er,<n 11r,(,O,:.)(';I&) M (»;.i.1b) Ml).~ fl!'lt,()(.)t(,{I) t!r'l[AA.>o.~; nl'(,;u¼> l'!f!~ t'll'l()(U9&l 

MOOOilA Preferred Ter/l'l nr(llit,)'kl) '!ll(XU~l nnOi,~ nr((x.1111'.i) nr<ico'ltl) nr(xll',11'6) ··- nr,()(11~1 
MroDJIA ii,r~(erroo Tcr,'fl nn(xx.ll'ij) n."(,()(.X'i.,) nn(it~ n.1(•1t,ltil;\ nrt:~) nr(11u16) ··- nf"l(,c•,..~I 

j1lMt!diJAA.Yt:"rllon 2 1.1 
!2)Numt>e· <11 Patle-nts iSusOO as<lt!~rf!'!a!<lf to c.akulilte per'Ce.":ages. 
131 Patients w it~ muk1ple MOO~! H!SiOry E<.enlS "1!reon!y CO'-"'tECI onc:ew1tt1 n as1.nrmaryca1ego1y.sys.:e,lf\ organ cs..ss ar,O pfEfe,r~ lei'"'· Pat!tY'ltsWlt~e-Yents !n 
!JIO!'e th11n one tllll!gOl'ywt1cc.01mtcd~rc:ew,1hin i:,;,c;4; Cll:tj;!Xy. 
(f0$-,1E-fetl!t'!Ci!S: LiSllfT 16.2.A.3 
moGAAMMER'S NOTES: 
lr<!u~ a11~rllJlei.n<.C!olSS" caieg,or,esfoaOO ,o tt-..e database. 
Sixt "T'l~r :, pc~k (la~ ~olumn 1n dc:~ercl ,r:g <".-tdCf bn!led on °'()Ycirn I" column freq 1tmry coun:. 
l:'te!oenl P'.sttJ.ofllf ?btl 8 output ~p11ti.!!.'1,b~la. tllk-fo! ~bft 8 OC(Ol'di!!f,ly., 

NBr-000-00 1 Stat~cai Ar:a~s?lan 
~ri,!11110 '1016 by 11,n , ,lci 1:W:nlll!I)'•• l'l'ktc-d1111 SJ 

All ~i ~-.d iJ Corflc:1et1holl - &iure ~ 



a'aed a.JI+u:3 - IeI+uapIJUOJ " p;iAJ;JSJJ Stlf<lµ IJ\f 

IN UOtJJUJJd '@~OJOJUQ X;JpllJ;JlJ.L Aq 910Z ~tqilµh:loJ 

EZOZ ·v~ Lp.JeV\j ·o-z UOIS.Jdf\ IeuI:1 ueId s1si\1euy IeJI+sI+e+s 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU 

LiLiLi LiLiLi LiLiLi LiLiLi LiULi LiLiLi LiLiLi LiLiLi 

IIe.JaAQ 9"l n g·o IIe.JaAQ sp.JeMUO E"O s ~ ·o 
(8 +.Jed) (S>ifew) uoisuedx3 asoo 900·:18N (V +Jed) uoI+eIeJs3 .JOJ (S>i;Sw) IaAa7 asoo 900·:18N 

XJO ~ a'aed 

ww:LILl:Ai\wwwpp- l'lfNl:I 

(U=N) +ea.J1-o+-+ua+uI 

(V +Jed uoI+eIeJs3 asoo) JlJSN .JOJ i\de.JaL11 .JaJueJ .JOI.Jd 

~-sTt~ aIqe1 

SVS":lll:1/A'tJOlJ:l'tJIO 

~00·900·:18N 

UMOU>jun 

a1qeJ11ddy+oN 

aseasI0 aA1ssa.J'aO.Jd 

aseasI0 aIqe+s 

asuodsacJ IeI+.Jed 

asuodsacJ a+a1dwoJ 

asuodsacJ +saa 

suaw1'aacJ 9=< 

suaw1'aacJ z 
uaw1'aacJ ~ 

uaw1'aacJ ON 

i\de.JaL1+ounww1 .JOI.Jd 

UMOU>jun 

a1qeJ11ddy+oN 

aseasI0 aA1ssa.J'aO.Jd 

aseasI0 aIqe+s 

asuodsacJ IeI+.Jed 

asuodsacJ a+a1dwoJ 

asuodsacJ +saa 

suaw1'aacJ 9=< 

suaw1'aacJ z 
uaw1'aacJ ~ 

uaw1'aacJ ON 

i\de.JaljfOWdlj) .JOI.Jd 

+uaI+ed JO .JaqwnN 

IziiiT"Tcf e.JaL11 .JaJueJ .JOI.Jd 

q ~H aselld ~00·900·:18N 



a'aed a.J1+u:3 - 1e1+uap1JUOJ n p;iAJ;JSJJ Stlf<lµ IJ\f 

IN UOtJJUJJd '@~OJOJUQ X;JpllJ;JlJ.L Aq 910Z ~tqilµh:loJ 

EZOZ ·v~ Lp.JeV\j ·o-z UOIS.Jdf\ 1eu1:1 ue1d s1si\1euy 1eJ1+s1+e+s ~00·900·:18N 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU aseas10 a1qe+s 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU asuodsacJ 1e1+.Jed 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU asuodsacJ a+a1dwoJ 

asuodsacJ +saa 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU suaw1'aacJ 9=< 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU suaw1'aacJ z 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU uaw1'aacJ ~ 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU uaw1'aacJ ON 

sa1de.JaL11JO sau11 IIV 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU UMOU>jun 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU a1qeJ11ddy+oN 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU aseas10 aA1ssa.J'aO.Jd 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU aseas10 a1qe+s 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU asuodsacJ 1e1+.Jed 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU asuodsacJ a+a1dwoJ 

asuodsacJ +saa 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU suaw1'aacJ 9=< 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU suaw1'aacJ z 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU uaw1'aacJ ~ 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU uaw1'aacJ ON 

sa1de.Jdljl.JOI.Jd .Jdlj+Q 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)LIU (%X"XX)LIU (%X"XX)UU (%X"XX)UU UMOU>jun 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)LIU (%X"XX)LIU (%X"XX)UU (%X"XX)UU a1qeJ11ddy+oN 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)LIU (%X"XX)LIU (%X"XX)UU (%X"XX)UU aseas10 aA1ssa.J'aO.Jd 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)LIU (%X"XX)LIU (%X"XX)UU (%X"XX)UU aseas10 a1qe+s 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)LIU (%X"XX)LIU (%X"XX)UU (%X"XX)UU asuodsacJ 1e1+.Jed 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)LIU (%X"XX)LIU (%X"XX)UU (%X"XX)UU asuodsacJ a+a1dwoJ 

asuodsacJ +saa 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)LIU (%X"XX)LIU (%X"XX)UU (%X"XX)UU suaw1'aacJ 9=< 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)LIU (%X"XX)LIU (%X"XX)UU (%X"XX)UU suaw1'aacJ z 

(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)LIU (%X"XX)LIU (%X"XX)UU (%X"XX)UU uaw1'aacJ ~ 
(%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)UU (%X"XX)LIU (%X"XX)LIU (%X"XX)UU (%X"XX)UU uaw1'aacJ ON 

i\de.JaL11 aUOW.JOH .JOI.Jd 



~
THERADEX 
C- .,_COL --.UV 

Pr<lS,'~ve OM:ase o,Y,,o;..~) M[ltlWt.iQ 

NotApj:1 <able nn().u.~) f'lnj)()U.')I. 

lk!lll'IOwn nr,t-.x.~) nW,itll:~ 

Pr;:it ca<lcer Rad la(iOl'l 121 nntxu.<il) (lr,j)()(.).~ 

Pror cancer Surgeries (21 nn(IQ(.~) nn:~ 

>-SCLC: Ni,11,Sm11,I Ce.I L~ng Ganrer 
11lNuMbe-, <I I Pitie-tltS ltScd~deritll'l\lllbh.Y 10 catcu t111~ fJt'ltt!~. 
12):Pat!ems ma-, oo. ccunted In 'flOle man one pt tor tnei-apycategorles. 
Cmss-Refe1t11(E£Us11ng 16,2..4,4, lli.U!i. 16.lA.6.16,LJ,1 
MOGRAlliMER'S NOTES: 

nr(xx.dl} 

nl'(xiu~) 
nf'(x11.11"6> 

nr(xiu~) 
nf'(x11.11"6> 

~m ?,vt A.1nd Part S oatpU! \.oep:,ra!c?y,.octi_W t11,lefo1 P.,rt._B 1m01d •'n. 

NBr-000-001 Stat~cai Ar:a~s?lan 
~ ri,!11110 '1016 by 11,n , ,lcl( 1:W:nlll!I)'•• l'l'ktc-d1111 SJ 

All ~ i ~~ '1 

nr(l(x.i;,16} ni:(xx.ldi>l l'lfl(.,(l(.X~) nr(x,,:.1t'6l ru'(),:lt.1'116} 
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<Use the above c'JS template tep~at for> 

Table 14,1,S.2 
J:l'l(l4' 0.1'1(.cr Tneiapy fo r ?'.;ircrc;itir (.;il'll;()r (tl<,::;¢~!.atlQl'I Par: A) 

ln~l'!Mo,Tr ea'l (~-:nl 

rok;:,anA doseteve! ;uO.ti. l'.3. o.6. t.2 mg/cg. 
f11 lllurnOO'of Pitlents. ltied..scJer,crnm,1to, to cillcvl.11e perten1.;ise-s. 
P..J PlJl;t~tto ltlo1'f bc- coont~ +n mot1t1hM1 c~ p1iot ~hc:t~•catcsnri'~. 
C~efertl'lces: Ll!mng 16.U .4. 16.2A.5. 16.2.4,6. 16.2.,4.7 
PROGRAMME,t'S NOT6: 
11)~ ison!)' for Patt .A Close 1eve1 at <U S.~l.2.mi/1!,&..J:!m_forfar.. ,. th..fL..Tlgl)gl 

1'.ai,111 14.1.S.3 
,,ior Cancer l hi:tllpyfo1 Co!oieda1 C;wiccr (~e £'l,(..11;i,ticn ?-.sr1 At 

lntei'lt•lO-Tft:a"i ("'-.(l) 

FQtltHtA<foseleYt!l <Ho.tS. 0.3, 0.6. 1,2 ftlll/"i, 
{1)N1.1mt.let c f Po1ti1t.11t~ ic.cd.;is(l~r,cxrmt.:i1c::< :o (;i/culatr, pe1t<:nt-',S~ 

121 Plll.!Mt!. ma,i !lee U!U"!!:d u,mo1, than tint! piicr lkl!rapyt-.st".gorle . 
CrcsM<ele1erices~Us1if:g 16.U.4, 16.2.4.5, 16.2.4.6. 16.U .7 
ffiOG:AAMMER'S NOTES: 

T~t.:i-it! lsofll),'f~ .A dose~ iJi ~tW. 0.~ 1.2.mf"~ nol for Fart.A tl,&~ ,,. ---------------------~ 
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NBF-006-001 Phase 1/1 b 
DIRECTORY/Fl LE.SAS 

Table 14.2.1.1 
Best Overall Response Summary based for NSCLC (Dose Escalation Part A and Dose Expansion Part B) 

Efficacy Evaluable (N=n) 

FINAL - ddmmmyy:hh:mm 
Page 1 ofx 

NBF-006 Dose Level (m~kg)for Escalation (Part A) NBF-006 Dose Expansion (mg/kg) (Part B) 

Best Overall Response 0.15 0.3 onwards Overall 0.6 1.2 1.6 Overall 

Number of Patient '" '" '" '" '" '" '" '" 
Best Overall Response [1] 

Complete Response (CR) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
CR Unconfirmed (uCR) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
Partial Response (PR) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
PR Unconfirmed (uPR) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
Stable Disease (SD) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
Progressive Disease (PD) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
Not Evaluable (NE) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
Missing nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 

Overall Response (CR or PR) [2][3] nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
Lower 95% Confidence Limit xx.x% xx.x% xx.x% xx.x% xx.x% xx.x% xx.x% xx.x% 
Upper 95% Confidence Limit xx.x% xx.x% xx.x% xx.x% xx.x% xx.x% xx.x% xx.x% 

Overall Response 2 (CR or uCR or PR or uPR) [3][4] nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
Lower 95% Confidence Limit xx.x% xx.x% xx.x% xx.x% xx.x% xx.x% xx.x% xx.x% 
Upper 95% Confidence Limit xx.x% xx.x% xx.x% xx.x% xx.x% xx.x% xx.x% xx.x% 

Disease Control Rate (CR or PR or SD) [3][5] nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
Lower 95% Confidence Limit xx.x% xx.x% xx.x% xx.x% xx.x% xx.x% xx.x% xx.x% 
Upper 95% Confidence Limit xx.x% xx.x% xx.x% xx.x% xx.x% xx.x% xx.x% xx.x% 

Disease Control Rate 2 (CR or uCR or PR or uPR or SD) [3][6] nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
Lower 95% Confidence Limit xx.x% xx.x% xx.x% xx.x% xx.x% xx.x% xx.x% xx.x% 
Upper 95% Confidence Limit xx.x% xx.x% xx.x% xx.x% xx.x% xx.x% xx.x% xx.x% 

Complete Response (CR) [3] nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) nn(xx.x%) 
Lower 95% Confidence Limit xx.x% xx.x% xx.x% xx.x% xx.x% xx.x% xx.x% xx.x% 
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~
THERADEX 
C- .,_COL --.UV 

~per 95,_ Cunfide!r'!Cc liMit """" xx.x9') xx.x16 .-,-i,;.x~ """ "'"" 
COfT'fl!ele R1?spr#1Se2 (CR Of 11(~ [3]17) nntxo,' ... nr,txi.-~1 M(IOl,X1f>) M(iO(,)( ... ) M()<,_"") nn~) 

lcwer 93S6 Ct:nfide(ite Lirri~ """" )()(,)l',I) )();, )(16 .u:.xS6 """ "'"" IJppe<9~Co~M e-iceLl!'l'!it """ )O(.ll.~ """ l((,X'6 "'"" '"-"' 
>.sct c .. Non-small Cefl t!.tllg C'..ln(€:t 
P¥! Adar.etC'l.<e! .r. 0.tS,0.3, 0.G, 12. mghgc.«eµ-: ?11r1A t i, mg/kp,. 9;m Bat Mi. l.2 a. IX. mg/,q; lrdud1ns the Ui wgl~ from Part A. 
f1}Nu rtlbe,; (l f P<1tle1itS 6 usied asde,'IOl'l'i/lbl<lr lOWlt.ulllli:-ptfc.ef!1~. 

!2l0vefil!I Response 6b-ased on patiel'(s ""ith eitrier ~Coo-p.'ete Respor.se(CRJ or Pamarnesponse l?Rl. 
[3J OOppet-Pearsonmahod 1, tJSecl for ltle<<ile>J atlOtl of the9Si; r.oifidenr,ell'lterva!, 
f.tt~au Respo~ 2is based Cl!'IJ)blil:l'llSw!lh CAO! uCRI>' PR er uPR. 
IS)OlseaseCO'ltrOI Rate Is based on patients w tn CR or PR or SD. 
{6)0,:.oeaiseControl liate 2 ls t\iSOO QII. i;aueru v.ith CRm t,o'. (Ir PR or uM or St>. 
f7}Comp!~c.:;,~ns<- 2 ,, t;~<;n p;i:.to"ttl wrthCJt (;( v<:A. 
<ross-Refere,,ces: Agure 111.2.1.1. U!t1ing 16.2.6.2 
~RAViMER'S NO.TES. 

"'"" 
XX,lli9i 

nn(xx.d) nr(iitx~) 

"'"" 
)()(,).9i 

"'"" 0;.).~ 

Ass11mptl0'!1S! ~ts of SO l:lffore S:1.1dyv.1?e1C 5-(35 ~yS) were \le,lled as rr!ssirc. Conf,rrnato()''5GlrtS-for Oland tl,\must r,;we oee-, ;n toost.: ~s i Cl.:O\lllng 
riii/;,i~dOC\IT!tr!t.Jt~ncf 1 valldClvetilll (tsOOIM, 
Toet~llted 95'40cppl!r•Pt!.rlcltl conrldente lntM--il'l wast.al(ul.s~d for the.cvct!I!! rMOOf1Sle rate:1 osing !.ht! folVJ~ r)gSAst'l t odi:. 

LcwetCL • l•~al~(H'pha/2. ~le"' I, X) 

llppit,('.L =-Ol't.l (lvl l•alpll,W2. x .. 1. N-,,;i 
Wl'lt1J1e *snrrt111!' "-,e-, X=n .1rr oc:,1 cl f("liPQ~. a pha=0.45 for a ~~ (l:(lfldr.nrc lnifMtL 
-Def~ uc,R and 't,M (l('f SAP. Ul")'ar~ f'l(ltCill WJ:>dCl'I CM. 

Re>movr mkisln~ 1( M ml:i,Slft& 11alut>. 

~flt P.irt:Aaiid Part B O!rt?<Ji lnsa;riet-JD e. 
Fm;.eni ?..rt ,t\-ckl~ ~I ..-, ~IS. 0'.3. ,O,G. 1J. mghx ~<!pt Pi1>1 A 1.Co"'ll'.'Kg.. Prnicn I F'lan r; m. ();(1, 1,l a. I_(; mg,'j(g int•ildin,g 1111, 1.~ mgtlcg from 911r1 A. 
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~ THERADEX 
~ C- ... COL...,.UV 

Table 14.2,1.2 
Beil 0.,~,11!1 Ae:;pqi?. Summ;iry b,1,~ fer l'ar<reiiti.-Cllr1C:c:1 ffJaM: l:~t,1!11~on P.irt. A) 

iff,u,ey EV.,,Ulllble it-J~rl 

fO' ;ian A dose!eill!l ,H0.15. o.3. 0.6. 1,2 111g1<g 
Cf'<lSS-Rd m11<1t1!r.Rgyrt1 t4,2.1,2. t 1S11r1g 16.2,6.2 
P;fiQqAAWMEAS NOTES; 
Tito,t.lOiC 1$on!,y fot P•ll A (Sl)se lttvd oil 0.IW~ sf~ nQl for Par "' 1.6-n'?f"t,, 

Tabll: 1.c.i.u 
!c"t O,<e/111 Rc,,sp<1m.c Sur1-..rit11yb.seiNfto, CukHtCl.s! Ctm~er (Dt.•t.c! E.~o1-U.l~ ?¥1 A) 

ft1lc.acy f1,a JuatJe(N"nl 

Fot 9;,itt A<fo'it:-1~1 ;;t0, 15. 0.3. 0.6, l,2 111g/~ 
Crose,,Rcfe1ew.~: Figutr. l4,)_ 1.l. lb.1irig 1£,.2.G.2 
PQQ<;AA~M!ll'S NQ'l!S; 
This--~ 1,0,ilyfor F.111 A dlpe ll!ve!;.JJt0.,t!i, M, 0.4 1J fl!Sl!i, nQI for?~ A 1J.(t'i/~ 
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,r;:.. THERADEX 
~ O"-ICO OG,V 

i:igure 14,.2. U : Bes.! ~ar,ge ff Om Basel 11..e In lu/llor Meas.i:err-enis ror NS.CLC t'Natetf.fl 'IOU I or C(lse~!ilti0-1\(?¥1. A>ilf'ld Dose bpansltl(l (l><lft B) 
fJ1lcacy E"a.;uatte(N•n) 

z • 

I : 
f »-=--------------------------

i ~ •- ••• • • 1 11 1 111 1 111 11 1 1 11 1 111 1 

Mo-1ltlt1UI reh:icrc.c rans~•J.:un.s de-fimliclm, for prt:s,·=n (•20)41ttd p11<'1!.111~~e(,l0) 
V•.t:X6 so1esoo1.11d a!w;)y$be-tOO to lOOto 11...ohJ p,esei\lir:g exttemevarues. Va!ueschilt.-ire u1~ped as a,esuU or tr,;s restr.:-1100 to 1.Msc.1~ aretl'lllf ~ed wl!h ~ 
c,oss-Aef«ences: Taoie 1-4.z.1. 1. tis1lns, 16,2.6.2 
PRQGRA.\( V ER'S NOTES:: 
!il)l!ltontaT refrerc~c ransr-,;u:-;¢ (•21)1 for ptogN:$$Qn ill'!d l•lOI Im p,tf'(tlll ,~:xin~. 
V-~!. !t.t!Uhaukl lllW,Sl/l lJI!- • 100 10 100 ttl :iwld pte.l!!!llng 1!-Xlt'l!m& valul!S. 
Use COIO(S al'd/0( l)a,;tl!!M. and lete!'ld to prew!('II d tret~i dOSie !~ 
M d patient nll'Ober ~h oest response. 
Pr~, PM I ~ .and f'• I ih1..1tp1tl in.s.wne figuJI!:.. 

r ,gvre 2-'.2.1.2! Bes! Cl'.ar,ge ltomBaseliOf! ,n Turror Measuremems lot Pancre-at( C~l!''(er{W¥ierta11 ?!otHDose f S(a\atlOn ?art A} 
For Pi!ttA (los,e !~lat G.15.G,3. 0,6. 1,2 m_f/l(g 
CtOli!.•Atlfn'CllMli: Tatic , ~., ~1.2.1 r>ting!i u;,,.~,,. 

~RSti01E~1Ps1sfu!Jaa'.Aoasu-14NdKO,JS.o.3. 0.6. l2tTA ... -------------------------

/:or ·?ar, I< dO!.C !-.! 11t O. IS..O.l 0,(\ 1.2 •nglkg 
Cro1>s• ' ~ 
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,r;:..THERADEX 
~ O"-ICO OG,V 

l=igurc 44.2..1.4. 1: Pl!ft~l'L Ch111ise h em 8,1se~t1~ il\ l utllor- Rt".!lpon,e for NSCLC (Spidef ?t(I!)!~ £:.(alation P;,rtA} 

Efficacy e ... a-•ua1te(N00
•~ 

--....... ... -

-.,,. 

"' 
FOf Pil-tAdose level ill O.IS. 0.3,0.6, 1.2 mg.'l\g ~cept Pitt A 1.6~~ 

.. 

.. 

Y•<l(,S "SCaleshoaldalway:s,be -100 to I00to ,wold p1ese-titlng e..:treme'"atues. Vah.1es that are c.ipped as a ~stb ot tllts res;f\ct'!>n to the su11earemari<OOw1tn • 
(ro!.S-Rcf('l'ef'K~ T.Jo\> 1.: >~1, t t.istl11g; 16.2..6.2 
PAOCiPAM>i£R'SN01'ES. 
V,a:..-6 selllufloukl alw,¥-be• 100 to 100 to 11\'0fd prd.t!,!!tlng ,!.xln!me vllul'5. 

AOd patlenl nll"tlbe!r Ao!d fMp0hSeS. 
USE (OIOf5 ~,or p.i:tel't:S. it'ld le,gefll1 (Q pres,m dltete."l dcsf le"oelS.. 
F'or P;:irt-Add:se level .R O.IS.0,3. 0,6. 1:2: llt&lk&. t>l'(CJ)l P.ittii. 1.6 nw'Jca. 
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~ THERADEX 
~ C- ... COL...,.UV 

<Use the .tbov<! as template repil!',lt for> 

;; gi.,1e-54.2.U.2: Pettent croan:ge from ~!+ne-in Turr.or l\es.ponse to, N.SCLC {Spdet PIOt) (Oose f.i(pans1011 Pane) 
Efflc.;,cy Ev;aJUvtle(N:.:I\) 

for Part.9.110.6. 1,J.t, 1.(im&Jlls 11'<.lud1111;ttw 1.Vmgt,:S from F>MtA, 
Y-a::.:,ssca1esho1.1kl al¥">¥00 -10010 l00to a\'Old p1ese<ilifl& e>.1reme\'alues. Values cNlt are caoped<1s a f8St.n ct tllls restrtt1on to the scale.ire mar'<OO'Wfth ~ 
Cross-Rete,enc('S: l aole u.2.1, 1. l iS1lngs 16.2.&.2 
PROO!lA\(,V.iR'S NOlfS:-
'f•A'lS--scalesttouid aM-'¥,be -100 to 100.:o il\'Old pres~!ng ~mevatues, 
A{Jd PilUcnl n~tet •"'-' re:.po,u,e.,. 
Use col0/5 and(or l)a:terns..at1d lege<ld topresem (lffe<er~ dose ~IS. 
Prese_rt1 P;ri8;at0,6. 1,2 & 1.6 m.Jlfcg 1!1(!1,1dl1"11,1"4! 1.6 ~from P'a1~A. 

<Use the abOve as template reptMt for> 

f;;g1.11e'34..2,I..S; Pl?fcen; O'l,111~ f1om B;,,selit1e ir+ Tumor Response for FancN!.Jt< <:arur (.Spider S:-btl (!)oS(I es(~i;t:.on Par. Al 
f fftl'.111)' EVll 'ililtit'(N=l'I) 

t<1r 'art ,. do!.e !~I Ill. 0.15,.0.3. 0.6, 1.J. 1n.g/kg. 
cross-~Je'th'ICes:Ta~e l ,U.U. LiStlfl$.S 16.1.6.2 

IPROG._~¥MERS~OTE. 
lTh siS w ?artA<HlSelM a1 0,15."'0.3, 0.6. ,.2 ffl3/lrg 
jl.l~ co"crs-•11dldr f111Uerl',,. llrld !cgt!nd t6p•IC'lk1,ld lf.erent d~ !eo.,,eb,. 

f:iJIII'~ ,~.2,1,6: ~rrent C"inae frorn ~9e!lne~ Tv'MOr "espcns,e for CliOt<'C!alC...nc~r (Sp-~r PlvJ(DO">e E':;c.11.it./onP;,irtAJ 
ff1kacy EvaAuato'e(N0011.) 

for ran 1-.d~ l~t>I at0.15,0.3. 0.6. l,2mt,ll<g. 
('.ror.s-Aofoftln(('s; far.ii~ 14.2.1.l l.t1t1 16,U,,,. 
PROG.:i>.VMER'S NOTE· 

,i,s~ fo;r"•ttAOC'!le!,i.'l!I a l \US.o.3. 0.1),. 1.2 m&J'.118. 
?.eLIJ(C)('l,e"dlot_f!ot:le,"", llf'l/j ltgl!fld to~ntd fferer,1 d~ !Mb. 

NBr-000-001 Stilt~Ca! Al!a~s?lan 
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NBF-006-001 Phase 1/1 b 

Duration of Overall Res onse 

Number of Patients 
Number of Events 
NumberofCensored [1] 

Duration of Overall Response [1][3] 
75% Progression-free 
Median 
Lower 95% Confidence Limit 
Upper 95% Confidence Limit 

25% Progression-free 
Last Observation 

Duration of Overall CR [2][3] 
75% Progression-free 
Median 
Lower 95% Confidence Limit 
Upper 95% Confidence Limit 

25% Progression-free 
Last Observation 

Progression-Free Rate 
Baseline 
2 cycles (84 days) 
4 cycles (168 days) 
6 cycles (252 days) 
8 cycles (336 days) 

Last Event (xxx days) 

DI RECTORY/Fl LE.SAS 

Table 14.2.2.1 
Life Table Summary of Duration of Overall Response (Dose Escalation Part A) 

Efficacy Evaluable (N=n) 

NBF-006 Dose Level (mg/kg) for Escalation (Part A) 

0.15 0.3 0.6 1.2 

" " " " xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 
xx (xx.x%) xx (xx.x%) xx (xx.x%) xx (xx.x%) 

XXX days XXX days XXX days XXX days 
XXX days XXX days XXX days XXX days 
XXX days XXX days XXX days XXX days 
XXX days XXX days XXX days XXX days 
XXX days XXX days XXX days XXX days 
XXX days XXX days XXX days XXX days 

XXX days XXX days XXX days XXX days 
XXX days XXX days XXX days XXX days 
XXX days XXX days XXX days XXX days 
XXX days XXX days XXX days XXX days 
XXX days XXX days XXX days XXX days 
XXX days XXX days XXX days XXX days 

100.0% 100.0% 100.0% 100.0% 
xx.x% xx.x % xx.x % xx.x % 
xx.x% xx.x % xx.x % xx.x % 
xx.x% xx.x % xx.x % xx.x % 
xx.x% xx.x % xx.x % xx.x % 

xx.x% xx.x % xx.x % xx.x % 

For Part A dose level at 0.15, 0.3, 0.6, 1.2 mg/kg except Part A 1.6 mg/kg. 

FINAL - ddmmmyy:hh:mm 
Page 1 of x 

Overall 

" xx (xx.x%) 
xx (xx.x%) 

XXX days 
XXX days 
XXX days 
XXX days 
XXX days 
XXX days 

XXX days 
XXX days 
XXX days 
XXX days 
XXX days 
XXX days 

100.0% 
xx.x % 
xx.x % 
xx.x % 
xx.x % 

xx.x % 

[1] Duration of overall response is measured from the time measurement criteria are met for CR or PR (whichever is first recorded) until the first date that recurrent or 
progressive disease is objectively documented (taking as reference for progressive disease the smallest measurements recorded since the treatment started). Only 

NBF-006-001 
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~ THERADEX 
~ !. ... COL UV 

p,a:lle!'!!S W th a corif\m'led CR Of ?R:s1e r<!uded in tl-e an:t1y:1ls. Sytl'ptOmalic dett:fiu:r.,t,Cln is not (.01\S.dell:d ?O. j:ix a pat.iNIL mt.he:-.11. ~«k!l"lee<1f diS.tillSc ?T,WM!.cn, 
OJ ration of ow.ran response -,m be CMSOfed ¥< me &ie of lo e-;o1tuablt-tur110, assessrrert. 
{2)0ifratlonof overall corrf)fete respo"5e ,s measured frorr, theU#fll! rreasurement ~ei-!;i ..:-e flrsr me.. for CR 11f"f;!I the tlr!il date th;lt recurrel'li dlsea.se iSob!e<wely 
dc.1C~fnet'lted. 0 :ilypatietitswllh a ctlt'lflll'lted CR.sic 1r<h.11kd in ti~ analr-i,is.. ~l>ntalic deleriutat.<in is (!Ot CO!'\icdi:-=red PD. H)J a p8(1c·1t ..,;1ho:il ~.dec'tc of diSt!ase 
prcgesS'ori. du1ati0!'\ Cl OYe(at CR•,..111 be censo•ed at the: elate er last ev.¥uab-'e W/Onr asses..vne<it. 
13)Ufe fable eslifl'ateiare cak!i;11~d \dng ltcl;ilan-Meler meth0clo1ogy. Corf,oe-.~ce .n\e,va! fol' the r1wd1att SIJf~YilJ l!rre ...-as cijlculate<I u>ing the m«hod O)° 

arookm(.')'llt ~ \J'tl.-.icy, 
Cros.s•Rel'ere,,,ws: Figure 14.2.2.1, Ta Die 14..2.A. Li.nine, 16.2.6.2 
:ffQGRAMME/:1:S NOTES: 
On 'Y "di.di! II Cl\()( PR iesponse, <1'8 rouf'ld ltHne d.l\abise.. 
L 1elati!eesim~1es V"tl C'.iltulilted 1,1smg tcap~n-Meier-lfll!~PIOdo!QI)', Conf-<Jerce ~-s.>l"Alt to1 11\'8 med ,m dJ'il;-r.n time. i;qtl(tl!aed~islnJ11ltt 11'-elhod'by StOO\:'nl?"J'@!" 
aMUOWit:y. 
Upda1e"..tiirepc,'tll pr101 «> t,nteveltt per <111a!la~~ di~~ 

esem.at ~t..ennumuered Me for Pa~s.! ffl'ftl ~QJ.S. tU.1).4,__ 1.2 !!'&~I'-~~ f';irt A IJi, rrc,'~ 

NBr-000-001 Stat~cai Ar:a~s?lan 
~ri,!11110 '1016 by 11,n , ,lci 1:W:nlll!I)'•• l'l'ktc-d1111 SJ 
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NBF-006-001 Phase 1/1 b 

Duration of Overall Res onse 

Number of Patients 
Number of Events 
NumberofCensored [1] 

Duration of Overall Response [1][3] 
75% Progression-free 
Median 
Lower 95% Confidence Limit 
Upper 95% Confidence Limit 

25% Progression-free 
Last Observation 

Duration of Overall CR [2][3] 
75% Progression-free 
Median 
Lower 95% Confidence Limit 
Upper 95% Confidence Limit 

25% Progression-free 
Last Observation 

Progression-Free Rate 
Baseline 
1 cycle (42 days) 
2 cycles (84 days) 
3 cycles (126 days) 
4 cycles (168 days) 
5cycles(210days) 

Last Event (xxx days) 

DI RECTORY/Fl LE.SAS 

Table 14.2.2.2 
Life Table Summary of Duration of Overall Response (Dose Expansion Part B) 

Efficacy Evaluable (N=n) 

NBF-006 Dose Expansion (mg/kg) (Part B) 

0.6 1.2 1.6 

" " 
X, 

xx (xx.x%) xx (xx.x%) xx (xx.x%) 
xx (xx.x%) xx (xx.x%) xx (xx.x%) 

XXX days XXX days XXX days 
XXX days XXX days XXX days 
XXX days XXX days XXX days 
XXX days XXX days XXX days 
XXX days XXX days XXX days 
XXX days XXX days XXX days 

XXX days XXX days XXX days 
XXX days XXX days XXX days 
XXX days XXX days XXX days 
XXX days XXX days XXX days 
XXX days XXX days XXX days 
XXX days XXX days XXX days 

100.0% 100.0% 100.0% 
xx.x % xx.x % xx.x % 
xx.x % xx.x % xx.x % 
xx.x % xx.x % xx.x % 
xx.x % xx.x % xx.x % 
xx.x % xx.x % xx.x % 

xx.x % xx.x % xx.x % 

Overall 

" xx (xx.x%) 
xx (xx.x%) 

XXX days 
XXX days 
XXX days 
XXX days 
XXX days 
XXX days 

XXX days 
XXX days 
XXX days 
XXX days 
XXX days 
XXX days 

100.0% 
xx.x% 
xx.x% 
xx.x% 
xx.x% 
xx.x% 

xx.x% 

FINAL - ddmmmyy:hh:mm 
Page 1 of x 

[1] Duration of overall response is measured from the time measurement criteria are met for CR or PR (whichever is first recorded) until the first date that recurrent or 
progressive disease is objectively documented (taking as reference for progressive disease the smallest measurements recorded since the treatment started). Only 

NBF-006-001 
Copyright© 2016 by Theradex Oncology®, Princeton NJ 
All rights reserved 
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p,a:lle!'!!S W th a corif\m'led CR Of ?R:s1e r<!uded in tl-e an:t1y:1ls. Sytl'ptOmalic dett:fiu:r.,t,Cln is not (.01\S.dell:d ?O. j:ix a pat.iNIL mt.he:-.11. ~«k!l"lee<1f diS.tillSc ?T,WM!.cn, 
OJ ration of ow.ran response -,m be CMSOfed ¥< me &ie 0110 e-;o1tuabit- tu111of assessrrert. 
{2)0ifratlonof overall corrf)fete respo"5e ,s measured frorr, theU#fll! rreasurement ~ei-!;i ..:-e flrsr me.. for CR 11f"f;!I the tlr!il date th;lt recurrel'li dlsea.se iSob!e<wely 
dc.1C~fnet'lted. 0 :ilypatietitswllh a ctlt'lflll'lted CR.tic 1r<h.11kd in ti~ ilnalr-i,is.. ~l>ntalic deleriutat.<in is (!Ot CO!'\icdi:-=red PD. H)J a pa(ie,:,l ..,;1ho:il ~.dec'tc of diSt!Me 
prcgesS'ori. du1atiO!'\ Cl OYe(at CR•,..111 be censo•ed at the: elate er last ev.¥uab-'e W/Onr asses..vne<it. 
13)Ufe fable eslifl'ateiare cak!i;11~d \dng ltcl;;lir>-Meler meth0clo1ogy. Corf,oe-.~ce .n\e,va! fol' the r1wd1att SIJf~YilJ l!rre ...-as cijlculate<I u>ing the m«hod O)° 

arookm(.')'llt ~ \J'tl.-.icy, 
Cros.s•Rel'ere,,,ws:Rgure 14.2.2.2., Taoie 14..2.A. LIS'!lr'lf.16.2.6.2 
:ffQGRAMME/:1:S NOTES: 
On 'Y "di.di! II Cl\()( PR iesponse, <1'8 fOU/'ld ltHne d.l\abise.. 
L 1elati!eesim~1es V"tl C'.iltulilted 1,1smg tcap~n-Meier-lfll!~PIOdo!QI)', Conf-<Jerce ~-s.>l"Alt to1 11\'8 med ,m dJ'il;-r.n time. i;qtl(tl!aed~islnJ11ltt 11'-elhod'by StQO\:'nl?"J'@!" 
aMUOWit:y. 
Updale"..ti!fepc,'tn. pr101 «> t,nteveltt per <l'\la!la~~ di~~ 
Fresem F'~ A.ind F',;rt B.oU1pUt se~ri'fe~adj1,st tltiek,r F';lirt a ilttCltd ,..:y. 
Pt~l.it t11CO')!<Y'(!(t ror P:i~ 9,ai O.G: 1J~ 1,& mi,/,(& lr(ltJ5t1r,a thei 1.6 rrg,'ir,_ ho'fl A.Ir~ 1'. 

NBr-000-001 Stat~cai Ar:a~s?lan 
~ri,!11110 '1016 by 11,n , ,lci 1:W:nlll!I)'•• l'l'ktc-d1111 SJ 
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Rgire 8,d!.22.1 Dir alien ofO.-etlliJ Res~ (i<4'ptan,Weier)~~~ £:.CblatiM P41t A) 

Efficacy e ... a-•ua1te(N00
•~ 

•• 
•• 
•• 

f 
., 
•• 

! •• • 
J •• 
l •• . , 

•• 
•• • ,,. ,. ,. ,,,. •~,,,"Nm m ~ m • ~ ~ 

0..00!,,0f'I (Cop) 

o o o ~ea -.i.enh 

For Pa.r. A<lose !e,.,el ill 0.15. 0,l. 0.6,. 1.2 mJlkg. 
01.11111tof\d 17V(!fllll l~l)()fl$e G ,,.,.,,J1$1J,c,ctfrom ,htt!mn fTCtlSlll'1!m(ll'II <ril<'fi.i ¥t' """'I for CA or P~{'A.tH(hOV\'.'I° l\flt'jl UXQI~) 11nttl !ti(! fil)l; d i.11(': th;,r, ren r1ent O' 

prc.grcnl~ d..'IO:-..'l:.e II'> O:J.,4:'f.1 ,te'yd (!CUlftC-Med t,.s<e,ns, 11:1 rcfor~cefu1 p1ogre551vod:.r..1:r,e lbe ,;mn ~~ ml'!/1:MJterrn:nt.5 11:l(Ofd!:d :iinn: lhe tl(Wl"'11r.l'lt S:.llrtC:d ). O"ly palw.nb 

with a confirmed CR or PR(W s,ec.von S,..;, Hare lneiUOOd ,f\the aN!t)'S'S. Sympto-'flclt lcdeter,or,1:ton Is Ml cons!dere(I f:t>, For o P<ttlE>nt wltncu, evtdente cf <I.Se,.)S(> 
prcgr~on,dur-?tlOfl af ~r;)I! •cspcit1sc tMtl to censored at ttt~datr of l;,st C\llllu;Jti!rtt,1tNlr ~$YT'll'rtt. 

CroM-Refcreme.: l ,1:nc l ".,.2.1. Table 1-ll.2.4.. _t;tins 1r. .. u-.2 
PROGRA'\lVEi<SNOTES: 
kilpari.-Maer (16V!S illt' ge."-etiM.eduSing.Jog•ril l'!k lesL Olil.w IIOfflOllliilf4!1ete.'Xe Ill'!! ttp-:esent1rit~\e-.t!I (tMdlan~ 
Upd.te t!m~lf'II P'lol 10 ~ eo-"el\t-~.t i1'$\ablj! d~$. 
Pl'C5('rtt 101 P~rt 4 -.i. dOMI lcvtl nt 0..15.0.~ o.&. 1,2:m,a/kJ CKU:pt.P,Jn I. 1,(i niglq.~d ove,~ L 
'-!St! different <pl,o,s 0t pan~ms Mid legem1 lff !nefic:are 0.1.S.0.3;.0.6, 1.1: mglltga!'III ow.rail, 

<Use the obo';e as template repeat for> 

NBr-000-001 Stat~cai Ar:a~s?lan 
~ri,!11110 '1016 by 11,n,,lci 1:W:nlll!I)'•• l'l'ktc-d1111 SJ 
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~.1;111e94.2.2.2:0u111tiond Oveian ~!!K!(K&pla,-i•Mcl~f) ffXlse E.a,:pa~an ?<11t 8) 
Efficacy e ... a-•ua1te(N00

•~ 

r.or :iartB al 0.6. 1.2. l.6 fl'lt,/llg ,1:(lud,f"&ll'W! 1.6 t~ ff OM P4rt f<. 
Cross-Rew~nces: Table 1'.2.2.2. Table 1.i.z..c. LiSt!n,t 16.2.6.2 

NBr-000-001 Stat~cai Ar:a~s?lan 
~ ri,!11110 '1016 by 11,n , ,lci 1:W:nlll!I)'•• l'l'ktc-d1111 SJ 
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Figure tOU.2..l: Ovrin!on of O.-eral! Cofrp!~e ~flMSe O<ap,til!l-Me-et)(l'>OSe fsu!atiOn Pan A~ 
Efflc.iry EvaiJUatte(Nwn) 

•• 
•• 
•• 

J 
., 
•• 

i •• 
J •• • Ol . , 

•• 
•• 

0 JO .. .. 120 IY !Ill 210 2., 210 300 lJO JM l to ~ .&50 ~ 

0-,t,o,, (OIM,) 

000 ~~. 
For P;in A(IO',,(' 1("1'9! 1lt Q.IS.Q,3,.(1.G., 1,2 ma,'k$-
D11rnuondlM;'f1t!lcamp-'eterc\Jlonsc 1ime.n:ired lren-, the~ ml! 1T1C;f$1J1e-nent m-ic11o, ,11eflli.t me:kn C.R urnil thf:.lir!il <t.,lc lhlll rcc:urrcn t or pr<igtC'i,:'11\'tl ct:1ea:.i: 1r. 
oojectNe!y documel'\ted. Only tont!rmoo QI is 1nol.l(letl. S)'1t1ptorNl1C 00ti!11or->tion is not considered~. For a l'ie'tient .,,1tnoo1 evldenu1 cf dtease proiress,lof\. dJt4t>0nef 
Qvtr.J11 (<::mr.tcif! r~ wll! blt«'•nse)tcd on 11'('; doi\(t Qf ;i:,141V11tv~ tvrror "'li~mant. 
CroM-<Refcreme.:T,1:nc J.:..,.2.1. T;,hle l l!JA t.tstmg 16.2.6.2 
PROGRA'\lVEi<SNOTES: 
kilpari.-Maer tl6V!S Ult' ge."-etiM.eduSing.Jog•ril l'!k tesL Olil.w IIOfflOllliilf4!1ete.'Xe Ill'!! ttp-:esent1rit~\e-.t!I (tMdlan~ 
Upd.te t!m~lf'II P'lol 10 ~ eo-"el\t-~.t i1'$\ablj! d~$. 
Pl'C5('rtt 101 P~rt A.on dOMI lcvtl nt 0.15.0,3. o.&. 1.2:m,alkJ extc,pi 1>i'I 4 1,6 nt8hS:,-"1'1~ O'-'er111 ~ 

'-!St! different <pl,o,s 0t pan~ms Mid legem1 lff !nefic:are 0.1.S.0.J;.0.6, 1.1: mglltgat'lfl ow.rail, 

<Use the above as (emplate re-peat tor> 

NBr-000-001 Stat~ cai Ar:a~s?lan 
~ri,!11110 '1016 by 11,n, ,lci 1:W:nlll!I)'•• l'l'ktc-d1111 S J 

All ~i ~~ 4J Corflc:1et1holl - &iure ~ 
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Figure 11,U.2.4; Di.ration of 0.-era;I Coml)'lete Respol'l5e(Kaptan-Me!e1►tOose hpartSion P.i11 8) 
Effl~cy Ev.i1~1it:(N=~ 

ror :>,1n Bat 0.6. 1.2. 1.6 mg/kg ~ud+ng ;he 1.6 rr""8: l1om Part I.. 
Cross-Refe-enoos:: nible l4.2..2.2. Ta!lle 14.U. l,son 1&.2.-6.2 
ROGfWIM~~.lliOTES; 

t.h ma'<J (qr ~ !:Xp,imlon (Pa!'t $), Pr~m Part f<;and P,, ,. Bou\-v,r. ""f'-.il.fty, .,~\lit! r~!f't fot Par; fl ¥{or~ipt:ly. 
1e,crt for Part 8 11i o.r~ 1,l, u ; lngll(g •ndllfi.r,g itle 1.6 r,,.gllts hc<n />art p.. 
itdlfi f il®~'l!IJl11J!!9.!;;n,,;lld,J,,i,Ml!Jllfl<ll!!'!J1~!!lti------------------------' 

NBr-000-001 Stat~cai Ar:a~s?lan 
~ ri,!11110 '1016 by 11,n , ,lci 1:W:nlll!I)'•• l'l'ktc-d1111 SJ 
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F,g11re 124.2.2..S: Oorill:lon of l'rea-r,r,em per Dose L~!w,m Fa1iert's Aesponse OYer;lrr.e~~-nmer PtJO(Dose-halatlor.PartA\ 
Efflc!4l)' Ev.i1~1it:(N=~ 

llOOI 

""' an..., 

J 

o"'"'"'~• • - • ffl.fJffDoul.,._. 
J1••ri-O-II-M~"'-••lM1W1P-

• --.own • .m:i. 
. ,__....,.,...., •• II.PIii 
• ~"'-•-« ,111 

I ! I J • I t I t • 111 It !J ! I I• U It ll 1°1 lt ~n,, ~~, v~~~mu,1~~~1, 
.-iulo 

IE• • 0 »••'•~••'•"'1 

PAOGAAV v.Er<sNO!CS; 
Tre'X+ai..s .:IIS!)la,s l'i<J,v!d ~a! p,d~rt'S tumor fest,IOl'M! &l'el'tl1r,e. 
Tl'E'Y-~,sdlSQlaysl.tle ·!TdMdiAI pa&:ltrllS 11'81: 'ecewed ;t1estudy<h..1g 
P,r~~110onttiele 

l=is-,, re 134.2.2..61 01J1.iuonffllrootm('N per b:j,t1nS10nCc11ort witl'l l►.ltent'S !\es;i,onsc O,,cv-o·ne (Swimmer PIOl)(Oose E~.ansion #art SJ 
Fffir..acy Ev.,11Mt1e(N=l'I) 

Crcss-Relerentes.:Apperx, ,c t 6W1K 16.2.6.1 
RROGRA.~Vll'<'SNOTE~ 
Tre 'l<-a.isdlsr,,.ays r1d Mdua! patler<'S rumor respol"6eC'o1!tt!ll'le, 
TN:l '(-;,,xi-. dlip!il)'.StNI "d lv!(l i,.11 p~lfl'ltii tlv, m«!l'IC'd ff'!l"~Ud)' d'VJ­
pr~~ pot!C!"\ 10 on tho ,r.ft. 

NBr-000-001 Stat~cai Ar:a~s?lan 
~ri,!11110 '1016 by 11,n , ,lci 1:W:nlll!I)'•• l'l'ktc-d1111 SJ 
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NBF-006-001 Phase 1/1 b 

NBF-006 Dose 

Time oint 

0.15 mg/kg 
Baseline 
2 cycles (84 days) 
4 cycles (168 days) 
6 cycles (252 days) 
8 cycles (336 days) 

Last Event (xxx days) 

0.3 mg/kg 
Baseline 
2 cycles (84 days) 
4 cycles (168 days) 
6 cycles (252 days) 
8 cycles (336 days) 

Last Event (xxx days) 

0.6 mg/kg 
Baseline 
2 cycles (84 days) 
4 cycles (168 days) 
6 cycles (252 days) 
8 cycles (336 days) 

Last Event (xxx days) 

Onward 
Baseline 
2 cycles (84 days) 
4 cycles (168 days) 

NBF-006-001 

DIRECTORY/Fl LE.SAS 

Table 14.2.3.1 
Life Table Analysis of Duration of Overall Response: Confidence Intervals for Point Estimates (Dose Escalation Part A) 

Efficacy Evaluable (N=n) 

FINAL - ddmmmyy:hh:mm 
Page 1 ofx 

Number at Cumulative Progression-Free 95% Confidence Interval [2] 

Risk Events [1] Rate Lower u ec 

'" '" 100.0% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" 100.0% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" 100.0% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" 100.0% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

Statistical Analysis Plan Final Version 2.0, March 14, 2023 
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6 tyCJe-s (252 dll"p) nnn n1111 ~-"" XJ(.Jli6 
'""" acyc!es{336d¥1 """ Mnn XIC.~ )OUl\6 lllu.~ 

LbSl £111!«1 (X)O(&)'S,) nnn nnn Xlt.~ xx.xi6 '""" 
0.-etalt 

8t1~ l!ne nnn nnn 100,0,l. Xl(,X\6 xx.x~ 
2 cyeles (&A days> ,nn MM )(I(.)(~ XlC.ll\6 ""'" >1 cydes(l 6S<I¥) """ nnn :u.~ Xl(.ll\6 '""" 6cydc::1(2SZ<1~ •i,·1 nnn nnn )l)(, ili, Xll:,X\6 Xll,X~ 

a cyeles {336 Cl¥') """ MM XK.li:~ )(l(,ll\6 ""'" 
l;)stfYl':flt ~ )O(dl)':;) nnn n nn xx.iii. xx.x\6 Xll,X~ 

1110111iil:!Qn()I (M!r.1tl t~:i(H$ mc~"'rr'CI frolT, thtt l!n' (J mc...S",l t,!ITCl'f: ( t !tcr1t1 l)ICI ITCI fat CA 01 PR(\'thiti<~r !ti filr,i 1(:'(Qlrlcd)\lnUI ihc f 1-t d ~C! trill lt4:1HfC'1t 01 

prcgess-~ d!sease ;(; objeet/1.,ely OOCU1Ter.ted(lolk.i!'lg 8st~'ere((e for ;wogressw,,diSease o,e sma,!lest measureme111:s recorded since o,e 1reatine'1t st.arted)_O!'l!y 
pa!Jent.slM>l'i \I conflr -neel CR or PR (SAf>secuon S,.:.11 ¥e inouded n thea,nalyslS. SymptomatlC'. dettflo1at,QI'! iS rot considered PV, For;;: p;;a\'?n: w~hQt.11. ~ !Ol!nte of 
<b m ~ pn)gr~tOl\d.:iratlnn q ( q.ocr;i'i t~p(ll'lsew ll be-fC!'l$".ltcd ~I lhC!d"ltt of l!li,t tw1!v11;.:lotursror ~ \'"-Wl'Ol'II, 
ll)Ufe Tablees,~es are. c.aicutateel 16.J'lgkaQ/af)-Meler'1'11!;,t,«I010g),·. Cof't',(k>..'ICE .nterval fc, $ po11t estimate 01HheSJMvaM1stt!b11tlon lsut:u!ai:00 using the 

rnethcd by Kulof-Eils(h a;!l,(f Fre~!c~. 
(fO\,o;.fld N t:,t1t.~: l nb!(' 14J .A li'lh,':,S 1<,.2,G . .? 

""'"""""'A'S N(lff$; 
t1f,;-lan1cc:-.!mn1e-, ;1 TT c:ih;u!o;l;d 1,1,;mg l(apkm•MCl('f mr1hod01oa.-Cortf-d,;-i,::~ "'l'('flllll ro1 II' poif!'I CSllmittt: on tN" s1"'-'wldKCt1bub.an i-. ralr--41.J.1ti;d 1:nin_g th<' mtfhr.d 
I)'{ Kilb l\eischar,ct Pfe<"tt<<e, 
l"Nr-...em lit eveiy 1i~n nu!Ylbc~d ~~" rt A <to:ic ;(.'l<'tl ;;. 0, 15. ().3; 0.6. 1.2 m~ cx( i,ptP;irt A 1.6 ma/_ • 
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NBF-006-001 Phase 1/1 b 

NBF-006 Dose 

Time oint 

0.6 mg/kg 
Baseline 
1 cycle (42 days) 
2 cycles (84 days) 
3 cycles (126 days) 
4 cycles (168 days) 
5cycles(210days) 

Last Event (xxx days) 

1.2 mg/kg 
Baseline 
1 cycle (42 days) 
2 cycles (84 days) 
3 cycles (126 days) 
4 cycles (168 days) 
5cycles(210days) 

Last Event (xxx days) 

1.6 mg/kg 
Baseline 
1 cycle (42 days) 
2 cycles (84 days) 
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NBF-006 Dose 

Time oint 

0.15 mg/kg 
Baseline 
2 cycles (84 days) 
4 cycles (168 days) 
6 cycles (252 days) 
8 cycles (336 days) 

Last Event (xxx days) 

0.3 mg/kg 
Baseline 

2 cycles (84 days) 
4 cycles (168 days) 
6 cycles (252 days) 
8 cycles (336 days) 

Last Event (xxx days) 

0.6 mg/kg 
Baseline 

2 cycles (84 days) 
4 cycles (168 days) 
6 cycles (252 days) 
8 cycles (336 days) 

Last Event (xxx days) 

1.2 mg/kg 
Baseline 

2 cycles (84 days) 
4 cycles (168 days) 
6 cycles (252 days) 

NBF-006-001 
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Table 14.2.6.1 
Life Table Analysis of Duration of Stable Disease: Confidence Intervals for Point Estimates (Dose Escalation Part A) 

Efficacy Evaluable (N=n) 
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8tyCJe-sU,3Gdll"~) nnn n1111 ~-"" XJ(.Jli6 '""" 
IMst : ·vem ;..)(I( da.YS) onn nnn U,,l(~ :iu.xWi """" 

~all 
Silsel!ne onn nnn 100.lm l(J(.l(,6 "'"" 2 cydes{S.:: d-1y:;) '"" nnn XIC,ll:l. XI(,)(~ xx.x~ 

.llcyelesll68d ,¥1 ,nn MM )(I(,)(~ XlC.ll'i6 ""'" 6cydesa,52d¥) '"" nnn :u.~ Xl(.ll'i6 '""" -!\cydc::1O36<1~ •~·, '"" nnn )l)(,ili, n:.x~ Xll,X~ 

List-!:"'!'lf :•)I)(~) '"" nnn l(l(,l(~ :,o:.x'i6 "'"" 
r11 Stat~ Oise~ is iTOOStlfi!d rrom 1he st,)fl of 11'1etre.attr1er<t un1t 1neor:etl.l f0t prccress!on~1e met tilkm,.-s reierenoo 1:tle sm;,ies, measuremems r41co1Ck!d siixe 
thQUi,l;nn:,r,nt r.taced, ()n!ypatto,,t,,v,lth a SO MCI !nrt.Jclcct t1 ;hc;1n;ilysi:;. Fqt!w,,i,p ~;,:;1,1tc'l"tnt\ for 50 rr.u~t mC(l'I ~,r. SD n ,em••t 11:m:.t SYJ«-<sal'tc.Y ,-1u(ly r "'ry. 
ror a pilt,ei,t <Mtheut ev'.dericeol disea5e l)(ogttsS~. d1.1•iltl0I\ cC Sl4b!e diSeasewl!I be ce,sored. 
!21 ure fiible ew1Ntes ;1re c.ilCJJ<11ed ltS!na ltlJpl~n,.Melef meti'OOology, Cor4ldlli!ce Tile"Vill k.< <l pcr!t«.llm.r..e~n1he9.1rv1Yt1 d iso1b1rnon 1sca10.1i.r.ro usfna ;:he 

rr,athc;d b)• l<.i!bf'4ll)ol'h .ard Prcl'ti(C, 
<ross-Refert()ce: T.a ble- 14..2.7. lJ$tlng 16..2.6.2 
fflOGAA\liMER'S NO.TES. 
l.!te Totll~~strna1es af'tJilCUlat1!d usll'lg Kaplan-Meier me~od-otog)', Conf dEUXe l'!JeMt for a po1rt ~matt! on tr~s1a•wn1ld~1Q\Jt'ffl 1S'f<ilt~1ed U>",g the ,neU'IC(I 
"t,/ <aloflelschancJ Prentt<.~, 
P.,Mt'nt nt l'W!f)'C'Vl'"rtnt.1mo.-~d "Y.t'(l rorPan AdoM; 1~ 111. o.t~ I?,$, o.G. q m""5 l'll(.i:-p. P11n A, 1m-ng1i.;i .-.r(I ov~iljl, 
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NBF-006 Dose 

Time oint 

0.6 mg/kg 
Baseline 
1 cycle (42 days) 
2 cycles (84 days) 
3 cycles (126 days) 
4 cycles (168 days) 
5cycles(210days) 

Last Event (xxx days) 

1.2 mg/kg 
Baseline 
1 cycle (42 days) 
2 cycles (84 days) 
3 cycles (126 days) 
4 cycles (168 days) 
5cycles(210days) 

Last Event (xxx days) 

1.6mg/kg 
Baseline 
1 cycle (42 days) 
2 cycles (84 days) 
3 cycles (126 days) 
4 cycles (168 days) 
5cycles(210days) 

Last Event (xxx days) 

Overall 
Baseline 

NBF-006-001 

DIRECTORY/Fl LE.SAS 

Table 14.2.6.2 
Life Table Analysis of Duration of Stable Disease: Confidence Intervals for Point Estimates (Dose Expansion Part B) 

Efficacy Evaluable (N=n) 

FINAL - ddmmmyy:hh:mm 
Page 1 ofx 

Number at Cumulative Progression-Free 95% Confidence Interval [2] 

Risk Events [1] Rate Lower u ec 

'" '" 100.0% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" 100.0% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" 100.0% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" xx.x% xx.x% xx.x% 

'" '" 100.0% xx.x% xx.x% 
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1 tyCJe f4l d iJ)'Sj nnn n1111 ~-"" XJ(,Jli6 ,~ .. 
2 cydes (84 days• OM MM xx.~ );1(,)1\6 """" 3 cydesit26<1oys) """ MM )((,)(~ iu.x~ """" J cyCJ~S(16Sdl¥'J nnn nnn Xlt.~ XX.lli6 ,~ .. 
.icydes(2 10daysl "" nnn )()(,""' Xll!.ll\6 ""'" 
l,nt Evwt ~n:dJ.Y$) nnn nnn XIC,ll:l. XI(,)(~ xx.x~ 

i1}S1all'e Oi.sease is :'l'leasured from the start 01 tl'let,eat!'llet".t u 1,0 tne<f.!e1ia •~ p,cgrf!SS!on a re met. l ilkiflg ai refereflee tne sm8'le!.l me.;isu,em~s rncoreled since 
ttieve11u,,ent slar..00. ontypcRlemswhl<i a SO ¥e incl.ldOO i'1 meanal)•s5, Follow-up measute-riems fot SO m.m meet !!le SD tMerii•t least SweeGafte, study e,,cry, 
F<I· a pci tiet!t ~ theut evd~1Cf!<1 f diW~prclgi" tsS.()l'i, dur111ior, of sia ble d lSeast": Y1ill bl'! l'et191'>:ed. 
12).L!fe fable es1ilT'..ites are Q!Culated t.sil'lg l<al)lall-Me1ef"methcl(lo!C(y. Cori'lde\-ice f"lterva! fer a pot1t estimate on1:M~fvl"al d istrib11t1on 1Sc,n u1a1ed 16irig zyie 

met had by l<tllof elS<h al\d Pre~ice. 
(roM,Ad orr. flt.11: h b!o 14..2.7. l.1:it.1ns I G.U.1 
PROG?AMME!l;'S NOTB : 
lJ.lt! l aote~Im11Itsa!fl (61(.ul!II~ ui.iflg K:dplllti·Ml!il!f !nett'IO!kl!Cl$Y. Collr:dt!nc~ ln!li-!tY.lll ror 19 point b1Jtt\llt~on Ult' ~1Nov.ild6\f!bul>On I~ lbllJJdli:d U5ll'G lhe tnethlld 
Qt/ Katl!'!~chat'ld f'rfl"!t1Ce. 
l'res;e,,t Patt A~r4 P•n a oalp<Jt sep;i~. P1es~tat ~ :g•cie fQ 1- i:11r1 8 ill o.ti. 1.t l.6n-i,/11&ll'ldlldlrt1,lhe. l .6fl11lk.&lrom P;art A 

NBr-000-001 Stat~cai Ar:a~s?lan 
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K:sr.oo&-001 Pl'l;ase I /lb 

~iem Study 
/~ e/S~ Part 

((.(_.pppp • ,_ 
«t.-pppp • ,_ 
t:tt.-pppp • ,_ 
t:tt-pppp • ,_ 

t,.:3j:,OO(j 

oc~e~m~ I 

A< 

X, 

X, 

X, 

0!RECTOiW/RLf.sAS 

Tnbte 14..2.7 
~t!ent USting or INral.!Ot'l cf Stable Disease 

Eftic,1cy Ellil-iuatte(N•nJ 

O~lrl i.M!ed D,neaf 
H1~Do!.c! +=h~ CR (11 F1t~?R[I) 

dd nrntri)')'yy ddm-nmyyyy 

dd n,ntri)')'yy lldm'.M'YYYY 

ddTlrl"!triyyyy tldtr'l'M')Y)Y 

dd1"1!1'1tt1)')'Y,Y lldtn!M')'y)'y 

r11 Cit• <orrptete :espo,se. PA• oan1a1 r~nse. 50 .. stab!e<I sease 

+=!NAl - dthVll(l')'y'.hh:mm 
t>,.;,ge 1 of x 

Oateaf D.:rtecif 01mr.ionuf 
p,~es:.1011 c~,so>i1):i SD(~X11f21 

dd1ntru~y ,u 

dd•nf'lln)Y)Y <U 

ddMftl''YJ>Y "" 

dd·nmtl\)':t)y "" 

{2:J Stable Di:.ll!Vil:se i:. t lle;1lV.l1ed f;Pm the! ~ft of tne treatment ut"M U,c rnteru fix pro$1e!il:!1on irre met, tllk.,f'S e 1d6'w1,t the !.1,mae~, ~ urem~~ rac11dcd :.,."t<e 

!he 1rea:mel'lt S1¥t00. OO!y p.itier:ts with a SD ..-e 11'lCl.id-M In rt:e a.,ia~s. Fo!tc,w~.ip measu1eme,t'ltS r« SO must me(!t the SD a tetia -tt !east S .._,ms at.e.i- s1udyffl,tr)'. 
f<Va patient wilheut e!idefl<eof disieasepfll§(ts$,Cn, dlaiatlOl't oC stable d isease WIii be (l'!'lSCteel. 
C.1%S-Aeferenc.~: Qll;4: R ort f.orms: C •ell> AeG Of\Se Asseli-Smen1 t-5> 

OGAAMMFA: 
SD!'1 "P111/c~• !ne~c:imll T)8 o<dcr u1ilrt; •pµp~.•rd lhei1 "cu.~ norUll..r, of p,11LeolNID!lll!t. 

Dlltfturect nmeSAS Lift!.Tal)lepnxedute-. 
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Table 14.3.t 1 
Ov.n!I Si.lrrmaryol l r~tmMt•Eme1t',!rt. Ao:11tet'Se Events {Dose Esc.i!atlon ?an A) 

s.,,fe1y Mlullb!e (N9-n> 

Na.:.00600l>e l-l(r!!iil!!&! tor Esc11!at~'(!1?11rt A) NB r--o06 00M: Exub1'6.(ln l rrg./$) (i>~1l 8) 
l rc.ttriiti'lt•fme,p t AIM:r~c fvm1 111"1 o.,s OJ 01\YMTd!> Qytn,W .,. L.2 I.G ~at 

l,,.1mte1 of ~,rn~ro MM """ """ om """ """ MM mn 

~f'l'l1S 

\ \11th Any TfAEs m t11x.x11,.) nn:,01.~t nn(xx.rl(,) nf'iKX.x41'.I nr(x~) nn:x,i.~t m:(.KK.xix.l m(>ou<1') 

With 'ltuJ Relatecl TC.AES (3) nn(lo(.,;-fW nw,o.:.,q;• t'lr{l()t,Xl/6) nr(«,(16-) nl'(~) nn(,cx~) ., .. t,:,u,~ M(xx.K~ 

wu;, Sc~r>tyGl'OO(.' 3.~.<115 nnl)O<xl4j nn:_xx,>Aij nll(l(')(.ll~l nr(u.it~t nfl(xx.~) nniu ,i,,~ nrQ(lC,x%) m (n:,llW:,) 
W!lh Sevet1yGr;wte l. .:., 01 5 Orug ~lated TEAb [3} nn(JC~ rm:x .. io.4-► nn(xx.rlC.) nr.(1ou :!(,) nr(~) n",xll.~t iiit(.KK,lf.~\ r.n(lou:16) 
\\fitrl My 5':lious T MES M(klv.-lt,) n1'11xu9'► n(l(JOi:.x9&) nf'(n.~l nl'l[JOJ.'~) lin(xu1'► n:-.(»;.x¼) M(iow<1') 
W!!ri Any 5(11!011$. Or,J.&A~'l..111:d HAEs 13) mtx,x.x'fW nn:xx.iAij nn(XX.ll~\ nr(u Jt\6i nr(xx.k1!.) nn(U.ll~ nrQCt.x~I m(K:x.x\(,) 
\VhoOii,u,mtin~ Tre11 tment Due to TFAEf. nn(xx.rll,) m1:u.d► nn(lOC.X~ ) nr( .. .-W.~ r111(~) n!Y,xx.~I "n(.w.x.x¼) m()O(.x1') 
Who Olfld 0 1.12 to Ai .. y l EAE.s M(,o(.tlt,) tu'llxu~ fli'(JOi:.X~) nl'{)Ot.x14} nn[io.-9&) l\('IIXXJl.11. n:-.(,:x.x~ ) M(lu<:Xft,) 
Who b:pfnel"(e<I OU i-'l tmO,.X.~ rtfl!Kll~ nfl(lOC.X~l nr(«.ll4) nn(o..>.'l&) "'*x>-~ nn(JC,,:,x~l rnc,oc,'it,) 

l1J Numtw-rof P.itlt-nts n <.1scd .as dor,c,<rt:11.n(lr tQ q11t111;1tc prr<.('.itt~ 
{2J Trootmi,nt,EmNpt Adve~ h-c111:J {TcAE,) .IIIC clef.r:ecf as l!dvt:r!ie -MS th11t C!CtllHl'd tl!'I ard llftcr l.t.c fiBt d<l~t' dote upto 30 dllyil pW.: l.oM dallC date. ?11dcnb. 
v, Ill mu11!plf: TEAE.1, ,...,:rticOl#'ll.ed or,c.ew,mlna s,>1rt11'tjl")'Cil~eslY)·: S'fitM'IOi~ t"l<I~ !)ftfetiea te11"', rr aicimu1rigrade, 0t 1e!a(oonshipto1rea-tmMt. Pat ,ents\¥th e\>Mts 
n ffl(H~ th.i n or.~ (lllqj,(llYMf('(Qll!Ttcdo~ w :hin1:1,1(h (ill:<'.g(tl)'. 

121 Nu mber o-f Pl!tlC!tl!i IS IJiC'd ~ dCN.'fn1a!ct to tnlcll~lt' pllr<eit!~ 
1310fug~iate<I irdude 1f!lat101'Sl'ip as O!!:lin1te or ? too.'1!>11: Of Pc.$ible. 
f4) 0~ T: OO$e-lml1>rg t<;x,c!ty 
utas,Rcfe1C1tc~: u~tir. 16.2.7.1. 16.2.JA 
.PAOC,AAMMER'S NOTF.$; 
'Sort 11t ~c" ding <11<lct 'll!Slng "O'llt!'b!I" rteq~to!um,. 
Ex(ludes evems with i'lc«np:.ete 1t1tc1:na(1Cn fo( g, ade ct <I rug i da:icn,h. ;>. Add f001no~ II 1 equ11ed: S!'lt:--!!s;n,·g t6.2.7 .ol lct .e>;(Jude<l eve!lti. 
~ P..tt Aaf'l(I ?an B otr1p1}! )<lpllnrcf y,odju,t-tdln ~)r .hit a aa:,c!d ng!:y 
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O!RECTOiW/RLf.sAS ~!NAl - dthVll(l')'y'.hh:mm 
t>,.;,ge 1 ofx 

Table 14.3.1.2 
S11mmaryot1, ~m-.eni-Emergent JS(l,..-erse &ellis by S:,,st@ITIOrP'f OilSS ;l!'!d P1efe-rred Term(Dcse Es(,a;~tlor! ,an Al 

$-tfeiY ?--.t v.,hll? (N=nl 

Mt:dOOASy.item OrS31'10li54 N8f:.006 Dose l c-.•d {(~ ~IP for e.(atatoi , , .,ft Al Nki:-006 Dooe hp,tr1S01l(titWlq{I IP•l 8) 
Mt-dD:tA i:rdc11cdli:tm 111 0.15 0.3 Cl'IWllf d !I C'Ntt.o!I ... 1.2 "' Oven11! 

NJrrr;er of Pouercs """ "'" OM """ nnn MO """ OM 

F'ae:teNS With Af'ly lt..r..E i2JD,J nr,(11.X.ll'l&l '!fl(.lco:''6) nr(u.,.'9So) M((Ur.(i.) rln(',.)c.)1.1') M(i.u¼) M~ nf'(...:l(J1.1»1 

Ml,'(l{)AA $yjtcm Orpn(.l;iss nr(XX,ll~l n!!(1uc.x-~l nn(xx,.x'«,) nn(,clC,dj,) nr<xx.lA;> MtxK,)( ~ ) nn(•~ nn(u ,,Al,J 

MfflD::tA Preleur.d T crm nr<xx.x~l n.11(.xl(.~l nn(x~) ffl!(KI(,)(~) nn(n,x$1 m(xl(,X~,) nn(ll~ nn,!)(x,x~l 
MOOWiA Pre:ferr(>II Jenn nl'())(,:W..~I n-r.(i(~ l nr<~> nl'l(X)(,xt;) nn(xx.iA;) M()(_l(,X~) rint,;~ l'ln()(X.X.~J 
Mt(10!tA ;:tr~ferr('d Te,•n nr(XlUl~i M(x,c,dl,) nn(xx.&) nn(,cx.xtlil nr(xx,lAil mtxK,X~ ) nnf•~ nn()(x.,Al,J 

McdDM ?referredfer-n m'l.xx.x~l ~ r.{xl(.rll,l nl~lllt.lt''~'} rm(>cll.ll~\ nn(xx.~I m(xll.ll.SQ nnf~ nri,l()l.x~ l 

Mr,tjt)AA 5)-:;tcm 0rpn0..S"S nr,(llll,x~l n-ntxlt,ll"llil nn[xx.&) n11t:,cx.xt,',) nn(llll.lt~t m(xx.x~ l nn1•l'-i-M.) nn(l()l.x'V,j 
MedOAA .Prefeired T l!ftn m'l.xu ~l O~T{xl(.rll,l nr(~) rm(xu~l nn(xx.~i m(xx.x.SQ nnfx~ nn(l()l.lt~l 
MedO.:iA ;,,c1e:rr~ Term nr.<l0i.J<9ill rtl"{...ul6} l'ln(lll(.).~> ~ ( .X~l frnj».~} M{l(K.1'S6) Mt»--""l i"ll'l(ll)t.X<i&J 
Medi)\.\ ::rcl~rrc-dfr<'n nr-.(llX.ll~J n.11(xiu(lloJ nr(xx.&) n11(xu w.) nn(l<X.lt~> m(xu Y.) nni•~ ni,(xx.x<V.l 

f1JM011rJA,1 ~'$Ion 2,1.~ 
121 N umbe, dPaUe:nt~ IL'lcd~ dcncm11·.atCf lo cldtullltc pl'!ft.ell!4!:~. 
{3) fre\llrnent-EmertentAtt-'1!r!ie~ (TEAEsl ;a,._, defined i'lS ;;dve100: eventst~t cc:cwed on ,1 11(1 ~l?f tr1e first 0Cseef..lte ~P to SO day; post !asr; dos,., elate. lli7t!err.s 

whn m;1 11ph~ lEAh """111 <1nr;' toonter:I (ll'lf~ ... ,11t;n • sJn,m;ir-1c:•c-sory:~";l.cm QfP, c!IIG:S, p1ckr«-d lr.i'm. P'.:rt~ w ~h C','en:;:i In mott: 1r,manc(o1t11gorywero 
cou11:t-d cr.:c w:thin c«:i c11:ci-ory. 

Crcss-Relerl!f'lces: US1ill8 16.1.7.1. 16.2.7..4 
F1!0GPAMM£R'S NOT~S: 
SotlSY$~f!m Ori.;in Cl.ls~ and tl!enP~fer,eit :~rm In ijascimdlns otlJer ~ l'l "(')1"tt1!t fr,equer,cy'c:oltmn. 
EKi;lud~evt'll';Wllh l'lrom¢r.~ 1t!W1m.Kion for 81.0t (hlS 1(fa(f<1n1il'f::-... ~ d kmtr,cxq tr requ11«1:Se,: •/'it!l'lS HiJ.7.-' fo1 <-,'(«u.;ie,:I CVC"Tts. 

>1*.dkaiw11l1!1 wiHdetemTr-t the-epptoprilll~ pe1c.etTI.11geC1Jt-o ff ;,elnt~.g... '!'i'6<1• 10 llo in Cs«:t. 
~ P,;,rt At11'1,1 P.1rf8Jt_i,rtplJ\._l!P.llt.Ce\',oldJ1Gttltltl for~ il('(Clfd ~y, 
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Table 14.3.1.3 
Summary of Treatment-Emergent Adverse Events by System Organ Class (Dose Escalation Part A) 

Safety Evaluable (N=n) 

MedDRA System Organ Class [1][2] All TEAE 

Number of Patients '" 
Number of Patients with Any TEAE [3] nn(xx.x%) 

Blood and lymphatic system disorders nn(xx.x%) 
Cardiac disorders nn(xx.x%) 
Ear and labyrinth disorders nn(xx.x%) 
Eye disorders nn(xx.x%) 
Gastrointestinal disorders nn(xx.x%) 
General disorders and administration site nn(xx.x%) 
conditions 
Infections and infestations nn(xx.x%) 
Investigations nn(xx.x%) 
Metabolism and nutrition disorders nn(xx.x%) 
Musculoskeletal and connective tissue nn(xx.x%) 
disorders 
Neoplasms benign, malignant and unspecified nn(xx.x%) 
(incl cysts and polyps) 
Nervous system disorders nn(xx.x%) 
Psychiatric disorders nn(xx.x%) 
Renal and urinary disorders nn(xx.x%) 
Reproductive system and breast disorders nn(xx.x%) 
Respiratory, thoracic and mediastinal disorders nn(xx.x%) 
Skin and subcutaneous tissue disorders nn(xx.x%) 
Vascular disorders nn(xx.x%) 

[1] MedDRAversion 21.1 
[2] Number of Patients used as denominator to calculate percentages. 

NBF-006-001 
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<0.15m/k> 

Drug-Related[4] Any 
Grade [5] Grade>= 3 [5] 

'" '" 
nn(xx.x%) nn(xx.x%) 

nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) 

nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) 

nn(xx.x%) nn(xx.x%) 

nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) 
nn(xx.x%) nn(xx.x%) 
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~ THERADEX 
~ C- ... COL...,.UV 

[3l Trc,;Jtrr'ef!t•6-ner~t A~r:;~€''1!:nu (lEASs) ;_ire ckr11100 <I$ ;u;IV(!,se ltYCl'!t!i tf!"ilt o:cUfred on"'"'" ;if!er tho f irst oose<l;:r.e (lpto 30 days post l.lst doscelir.e. P.atlefd.s 
mthmul!-.,te TfA.~ .... oe1ecnlyi:ooJ1:l!d ont:e with!n.1 .\~mm;F)•ta-1(>,gory: r.yr.iem org.1,i, r l,u-i. prdeired tem. rr.iulfflum g•11dr-, or «-!lll:10mh1p 1<1 ue11tmmt, :l11t!e;m; 
wilhCYl!fltS in 1ric1c thlln ore i..atq.'<lrywe1cw11r,tedcru.,,, thin ~ <N.~'01)', 

f'lO!ug~i..100 if'Oude t elat!oruhip as Definite O! ?rot>at>~ or Possit>le. 
(51 G1.ide: 1 :MIid, 2:Mr.<leratr-, 3:$.tw.re, 4-=Lifc: th1t.<ittcrnrg. S=- De~h 
Cress:,Rele1ei-:(~: I.JS\1!'816.2.7.1. 16.2.7A 
AACGRA.MMFR'S NOTES: 
SoftS~m Or-gon Clll!.!r, !nde,tt-l'd.ngotdel' U!r.ng"AllnAE~ rrequierty<ollJrtn. 
E11cllldeseve11ti;w;th !11ro,,p'c1c urfotm;,Uol' for g:r~or d'\18 ,~.-; on:;f'l.p. .AdC, k,atnotl'.'I ir l tqU11td: ~ ~•ns: Hi,1..1.4 for ~~dt-vo11t,s. 
lf.cl)('llt lot 

~~-ctq;/~ 
oi,ward!i 
<0.-i:r-a!I fer~ Esc:a!Mlcr1l> 

Pr~rll PM! A~ Pan. B_oatpul ~1~.<!,dJIJ!II. Ulltt for :>4n B a«o_1d41y. 

NBr-000-001 Stat~cai Ar:a~s?lan 
~ri,!11110 '1016 by 11,n , ,lci 1:W:nlll!I)'• • l'l'ktc-d1111 SJ 

All ~ i ~~ 6l Cor flc:1et1holl - &iure ~ 



~ THERADEX 
~ C- ... COL...,.UV 

0!RECTOiW/RLf.sAS ~!NAl - dthVll(l')'y'.hh:mm 
t>,.;,ge 1 of x 

Table 14.3.t.A 
S11Tim;vyot Orug-Ael.lu?d. Treatrl'l8nt•Emergem A<Mirse E~n-.s 11y System01:g;i!\Class iWld Prelerre<I Term(Dose ~a lemon Par; A) 

5-tfCiY ~I v.,b!I? (N=nl 

Mt:dOOASy.item OrS31'10li54 N8f:.006 Dose l c-.•d (ll~l:/~!{I for e.(atat,Ct>(?JJllA.l Nki:-006 Dooe h p,tr1SIQl'1 (<ry:Jlq{I fPM 8) 

Mt-dD:tA i:rd c11cdli:tm l11!2J 0.15 0.3 Cl'IWllf d !I C'Ntt.o!I ... 1.2 "' Oven11! 

NJrrr;er of Pauercs """ "'" OM """ nnn MO """ OM 

NJtnherol :>alJeru ~ti\ nr,(11.X.ll'l&l ·in(.lco:''6l nr(u.,.'9So) M((Ur.(i.) rln(',.)c.)1.1') M(i.u¼) M~ nf'(...:l(J1.1»1 
Af'f/Orug•Re!~ TEAE.!'31[-lJ 

Mr.d{)i:IASy:ucm Org;,nOllss nr,(n.x~l n.n(,xl(.)(k,\ "~~) nn(x)(,llW.I nn(n.x~I m(xl(,X~,) nn(ll~ l'l~)()(,ll~l 

MOOD!iA Preferr(>II Tenn nl'())(,:W..~I n-r.(i(~l nr<~> nl'l(X)(,xt;) nn(xx,iA;) M()(_l(,X~) rint,;~ l'ln()(X.X.~J 

Mt(10!tA ;:tr~ferr('d Te,•n nr(XlU l~i M(x,c,dli1 nr,:xx.&) nn(,cx.xtlil nr(,oc,lAil mb,:K,X~) nnf•~ l"ln()(X,xqt,J 

MedD:tA Prererrcd Tcr-n nn(xx.x~l T!tt{,xl(.i<ll,l "~~} nn(x)(,X~ I nn(JUt.~) IYl(l(l(,X~ nn(,~ nn(xx.x9'l 
MeclDV. Preferre-lJ Tenn nfl(XX,X~I n:,(,cit-AI nr(x~) nn(i(1t,x1l;) nn(xx.~I M(lo:.x~) nnC-~ nn(O;,ll~ 

Mr.dOOA S,y:$lem Orgii11 Olli13 nr/.xx.x~l 11.'l{xl(.rli,l nr(l!X.l(;)) nn(l,:x.xW.l nn(xx.x~I m(l,:x.x.~ nnfx~ nnlxx.x9'l 
MedO.:iA ;,,c1e:rr~ Term nr.<l0i.J<9ill rtl'{...ul6} l'ln(xl(.).~> ~(.X~l frnj».~} mc,tu :S6) Mt»--""l i"'il'l(ll)t.X<i&J 
~I)\.\ f:r('l'Nr('d Tr<'n nr-<)()(,X~l 11-11(xKJ('lloJ nr(xlL&) n11(xx.xW.) nn(xx.x~> m(x•.xWil nn(ll~ nn(u .~l 
McdDAA .?relcrred T er -n nr/.xx.x~l fll'{xl(."""I nr(~) ru,(l,:x.xW.l m,txx.x*l lll'l(i,:l(.XSc.) nn(x~ nnlxx.x9') 

j\}MedDRAvc~onl1.I 
R) Numoc1 o f Pat¼>:!ts USOdil$<lenoT111i!t0t 1.0 cat cul.It I?" perten1,)j!!$, 
~J l1ei,1m(tffl,€,."n~~n1 AIM:r:s~€V.:n1$t1EAb) :ire d(fm~ :I$ :id~il'Yernr. 1ttm occu•t(:d on :ind :ift(:r the fir~ dor.c d:i:e up to 30 d:iy,; pr.m 111st dO!lcchr.e, Patl~rct~ 

vttth multi~ TiAbwete l'o,mte:d onc:ewithn .- .wrr.ma1yt11~~'0iy: s-p!.em oigan llu:.. p1cfem!d tern\ u 1Cf.tllom,h plO l!-c1aoay. '),alit-1't:-l 1Mth c~rt~ in more th,an 
one utegcry ~e c<KJmOO oi'.Ce.,, 1hin eac:l'l c¥.egory. 

[4)0mgAckltc:d irdode •dat1011sh1p ,11.Defirntci w P,o:,.::ible or P<.>»ible. 
Cre.1.!o,Rcfe11mc~Li~\m • 16.2.7.1, 16..lJA 

PAOC,RAMMERS NOTES: 
.5«1 S'S"f.ctrl Org.)ri Clan .ind then 9:eferred 1~rrr, in de.1.crnJ1ng otdef ..1:i:!1"$ "O\<cra!I" frequer,qr t o!tnin. 
fxi;l!~ t">euf":'ltliw)tti ,,.i;omp'-ete h,form~cmfor sro(IO or cl-n•i 1t1,;10n$h-P.. ,l(ICI fo1;tnn1,.. if rcq1,11143d: ~ UIIC!f'l8 u:,t7,.1 for • .M. -ildcd t:V!Mt5. 

..r,.~nt F'.f!I " •nd P,1,t a 0111put -l(!par..:~. ~dJil)tt111t:-fca_h rt B 8«<1!d r.gi.y. 

NBr-000-001 Stilt~ cai Ar:a~s?lan 
~ riJIIIIO '1016 by 11,n , ,lci 1:W:nlll!I)'•• l'fktc-dlm SJ 

All~,~~ 6:-' Corflc:1et1hill - &iure ~ 



~ THERADEX 
~ C- ... COL...,.UV 

l'!NAL - jjcj11mrr:,y;hh:mm 
Poge l el x 

T.able 1'4.3,1.S 
Svmm;iry c( Gr;Jl$e 31>' (ir~:et. T~«Jtm-,il,£m(•J'l'l't A.(tvtt~ :Cvt{lt;S 11/ 5}'$\c:n Ot1e1n (:"':,s.il'l(JJllt'f(!rrcd Twm (Oest E:;c:~1~,on ~t1rt A> 

safety fl.·a! uable (t-1.m 

MedOOASystem Organ c •.ass Ni3M l0600Sf: Level (:!'&'.!&! lcr !:S(illatlOt'l (?art A) NBP-006 D&;e Ell.paris!ot'l (m.g,'k(I t?M 8) 
~OAA ?rt:feuNt Tet:n 111121 0.1.S 0.3 Onward i. Ove<-btl ••• 1.2 ... Ov~.til! 

N.,1mt-cr of P;JilJl"l'tS """ """ """ MO """ MO """ nnn 

NJrN;ier of P;,-Ve~ ~lhAfYJ('irade 3 l'lr,(X,C,ll'ijl M (l(lt.~l nr(ll~) nn(,(l(,Xt;) nn(~I M(::(i(,XY)) f'll'l{ll)(.~ l'ln(l(i,:Jl~J 

er Gr~tot TCAE (~) 

V.OODAAS)stem OrganC!.ass nl'())(,:W..'ii;I n r.(l(,t,,('~l nr(~) nl'l(l()(,lC'il;) nn(xx.~1 M()(l(,XY,) f'll'l{ll~ l'ln(l(XJl.~J 

Mt(10!tA ;:tr~lerr('d Te,•n nr(XlUl~i M(Kit,dl,1 nr,:xx.&) nn(,cx.xtlil nr(,oc,lAit mb,:K,X~) nnf•~ l'lr,()()(,xqt,j 

MedD:tA Preferred Tcr-n nn(xx.x~l Tla°t{)(J(.i<ll,j "~~} nn(xlt.x~ \ nn:1uc.~) m(l(l(.X~ nn(,~ nn(l(x.x9'l 
MeclDV. Prelerre-lJ Tenn nfl(x,c,x~1 n :,(l(it-AI nr(int..~) nn(i(lC,X1';) nn(xx.~I M(lo:.xY,) nnC-~ l'ln(l(ll;,ll~ 

Mcd()~::rc:k m:•dTrt·n nr,(xx.xq/,J n.n(x,wc<II,) nn(xx.&) n11t:,cx.xt,',) nn(xx.xq/,> m()U(.ll~ M llll'-i-Mo) nr,(u .x<V.l 

MetSDAASystem o ~n0il$.S nr.<l0i.J<9ill rtl'{.>(U\6} l'ln(lll(.).~> ~(.X~l flnj».~} m{lu.i.S6) 
.. _ 

1"'1"(11)(.ll.<i&J 
~l)\,\f:'rc:fNr('dTrt·n nr,(xx,xq/,J 11-n(xl(J('lloJ nr(xll.&) n11(xu W.) nn(XX,lt~t m(xu ~ nn(ll~ nr,(u .~l 
MtdDAA .?relerred T er -n nr/.xx.x~l ri ;·{>:J(,irMi) nr(~) ru,(l(ll.ll~ l nntxx.x*l lll'l(i,:ll.ll Sc.) nn(x~ nnlllll.lt~) 
MOOOitA ?rf:l(!r,l'(J T ean nt(lOi.rli;l nr(.-:o.'16) l'lr,(lll(.).<,i;) l'l'\(X(.Xit'.I) 01'1(»:.~> m(X,c.xS6) M(),o,"IQ M(x,u<i&l 

(l)MerlOOA. "t"!Sion 11.1 
{?)Nu1t1bc1 Qf P.iiie-fit$ ir.cd,n d,e:nomin.o:q-10 « llcut:itc pcttc:n!~ 
1'3} Tie:.tlrr.t:111.&nfft-cnt Act.'Cf:.e~nhtl!:Ab) ;:ire defined 11i adYr£...c evt!ftl.i Uw,t occlt'red on and after the flr"t do:.e da:C up to 30 day-. p,o:sl kl)l do:icdi,'.c. P11ttent:1 

will'! muttip'e TEAfS...,e<e counted oocewith f'l a~fl'!frlaryca:~ry: 91Sternofgan dass.. pfefe«ed tetm. Of max,wu,myade. Pallt<'lts witl'leYe<il.S f'l mote U\ill'I or:e 
fJ!legc(y.,w,recounled or.re-wnhn c,.,r;, <111':q;J)I)', 

f4) G1adl'!: 3.---SCVCre, ,hUetn1e11tenin,g. S=F~11J 
Cross-Rele(l!f'ICts:Us1il'g l 6.1.7.1. IG.lJ..4 
PAOGAAViMER'S NOTES: 
Sotl:Sn;tim Qr.s,,n t.l;:;~ ani, 11!1!r. Jttefor,Nt 1~rm In tlc."S(4!nd!ns otlJer~isln.,, 'Ol"!r illr fr~OOntY<Oltmn. 
~d~~CY'\ttll.SWllh ,.,i:ompicte 1n6t;t<r111hon for 8flldl:--Ot (h lS 11:f~onsh" _?. Add kmtnotl') i f n:qu11ecl:~ t1,t1r-s Ui.J.1., for C',l(c:Jude,:I c;viH!t.$. 

>t*.dit.slwr1litt wD «"lt!rt'n"r.t tht:-..pptopriiM pe~e<ut>Ofr :ielnt.-c-,g.. --SS6 <1• 10 llo in Cs«:t. 
Pl'tS1!~ A. illnd~n B_Ou.:!f}UI 5eP-ill.ft~.MJ~it~ ,C>r ~ n B ,i('(C!~)'. 

NBr-000-001 Stat~cai Ar:a~s?lan 
~ ri,!11110 '1016 by 11,n , ,lci 1:W:nlll!I.),'•• l'fktc-dlm SJ 

All~,~~ 6-t Corflc:1et1holl - &iure ~ 



~ THERADEX 
~ C- ... COL...,.UV 

0!RECTOiW/RLf.sAS ~!NAl - dthVll(l')'y'.hh:mm 
t>,.;,ge 1 ofx 

Table 1.l.3.t 6 
Sorr.m3ryof Grillk! 3 o, Greater, Ofug•ReratM. lEAf byS)"S1X!lf'I Ot'gan Cl;lssand Frefertedlerm (Dose Esc~-,;/on Aart A> 

5-tfCiY ~I v.,hll' (N=nl 

Mt:dOOASy.item OrS31'10li54 N8f:.006 Dose Lc-.,t:t {(~ ~IP for e.(atatoi , , .,ft Al Nki:-006 Dooe hp,tr1SIQl'1 (<ry:Jlq{I IP•l 8) 
Mt-dD:tA i:rdc11cdli:tm l11!2J 0.15 0.3 Cl'IWllf d !I C'Ntt.o!I ... 1.2 "' Oven11! 

NJrrr;er of Pauercs """ "'" OM """ nnn M O """ OM 

N.i1nber cl ?a!leru mthA1"f Drug- nr,(11.X.ll'l&l ·in(.lco:''6l nr(u.,.'9So) M((Ur.(i.) rln(',.)c.)1.1') M (i.u¼) M~ nf'(...:l(J1.1»1 
Re!-,ted G1;;<1e>~3 TEAE (31(41!SJ 

Mr.d{)i:IASy:ucm Org;,nOllss nr,(n.x~l n.n(,xl(.)(k,\ "~~) nn(x)(,llW.I nn(n.x~I m(xl(,X~,) nn(ll~ l'l~)()(,ll~l 

MedD!iA Preferr(>II Tenn nl'())(,:W..~I n-r.(i(~l nr<~> nl'l(X)(,xt;) nn(xx,iA;) M()(_l(,X~) rint,;~ l'ln()(X.X.~J 
Mt(10!tA ;:tr~ferr('d Te,•n nr(XlUl~i M(x,c,dli1 nr,:xx.&) nn(,cx.xtlil nr(,oc,lAil mb,:K,X~) nnf•~ nn()(X,xqt,J 

MedD:tA Prererrcd Tcr-n nn(xx.x~l T!tt{,xl(.i<ll,l "~~} nn(x)(,X~I nn(JUt.~) IYl(l(l(.X~ nn(,~ nn(xx.x9'l 
MeclDV. Preferre-lJ Tenn nfl(XX,X~I n:,(,cit-AI nr(x~) nn(i(1t,x1l;) nn(xx.~I M(lo:.x~) nnC-~ nn(O;,ll~ 

Mr.dOOA S,y:$lcm Orgii11 Olli13 nr/.xx.x~l 11.'l{xl(.rli,l nr(l!X.l(;)) nn(l,:x.xW.l nn(xx.x~I m(l,:x.x.~ nnfx~ nnlxx.x9'l 
MedO.:iA ;,,c1e:rr~ Term nr.<l0i.J<9ill rtl'{...ul6} l'ln(xl(.).~> ~(.X~l frnj».~} mc,tu:S6) Mt»--""l i"'il'l(ll)t.X<i&J 
~I)\.\ f:r('l'Nr('d Tr<'n nr-<)()(,X~l 11-11(xKJ('lloJ nr(xlL&) n11(xx.xW.) nn(xx.x~> m(x•.xWil nn(ll~ nn(u .~l 
McdDAA .?relcrred T er -n nr/.xx.x~l fl l'{xl(."""I nr(~) ru,(l,:x.xW.l m,txx.x*l lll'l(i,:l(.XSc.) nn(x~ nnlxx.x9') 

j\}MedDRAvc~onl1. I 
R) Numoc1 of Pat¼>:!ts USOdil$<lenoT111i!t0t 1.0 cat cul.It I?" perten1,)j!!$, 
~J l1ei,1m(tffl,€,."n~~n1 AIM:r:s~€V.:1'!1$l1EAb) :ire d(fm~ :!'$ :id~il'Yernr. 1ttm occu•tcd on :ind :iftcr the f1r.U dm~d .Jt~ ;ipto )I) d:ivr, p0"1t l.ic;t clo(lc d.:ttc. Patl~rct~ 

vclh mu!tiffi! TEAbwcre co.mte:d unc:cwithn .a ,,1.mTno1yu~~-oiy: 9p!.em oigan llu:.. p1cfem!d tern\ tnalt!mumyadc. 01 1c111\l!)'l~ipto therlt?f. ?at:e1\I!'> witt, 
e<Yems in rrote !hi!I\ 0f'le ca-.ego,y we:e coa'l:t<f Ol')(e \\iu,ineach c..it~,y. 

[J}GHldc-:3.:SeYere-, J.=lf~;nra;itentrtJ, S=F;r.,11\ 
i5101us Rcl.,tt:a 1nvudt-1ellll/U!"li.hlp :0Deft11!te ot Pi~ble UI Po!.:.ible. 
cross-Rereffir"lces:u s1if'g 16.l .7.I. IG.2J..4 
PAOGP.AViMER'S NOTES: 
Sotl:Sn;tim Or-so1n t.ia:;~ a ni, 11!1!r. Jttefom•tt 1~rm In tlc."S(4!nd!"S Ot1Jer~ISl"4 'Ol"!rillr fr~oont,y<o!tmn, 
~d~ ~eY'\ttlt.swllh ,.,i:ompicte 1n6t;t<r111hon for 31.-ar <h•S 11:f~onsh"_?. Add kmtnotl') if n:qu11ecl:~ t1,t1r-s Ui.J.7.l for C',l(c:Jude,:I c;ve,na. 
>t*.dit.sl w11litt wD «"lt!ft'n"r-t tht:-..pptopriiM pe~e<ut>Ofr aelnt.-e,.g.. --SS6<1• 10 llo in Cs«:t. 
?l"tSe~ A. illnd~n B_Ou.:!f}UI 5eP-ill.ft~.MJ~it~ ,C>r ~n B ,i('(C!~)'. 

NBr-000-001 Stilt~ Ca! Ar:a~s?lan 
~ riJIIIIO '1016 by 11,n , ,lci 1:W:nlll!I)'•• l'l'ktc-d1111 S J 

All~,~~ ~ Corflc:1et1holl - &iure ~ 



~ THERADEX 
~ C- ... COL...,.UV 

NBF-00:,-001 Phclse I/ lb 
O!RECTORYIRli..SAS 

T*blt:- 1•LU.7 
Si.Jrrtnaryof TEAf by >,1aximu-nse•~rlt)'Grade-. Sys1em,01yn0.6S ¥Id Prefem~d Term !Dose fsw!ationPatlAl 

Safety &al ual>le (N>-nt 

McdCIAA Sy?rotem Org.,n 011:0 

F:';A}_- ddnYnlJ!Y.f.h'l!fflM 

P•1oh 

MEdOAA P~t:l'erH:d Te1111 NB~60ot.e: L~'d 11'!!£!~ for iSca!al!M IP¥! A) Ns;..006 D<:se exe::ins:<:n 0•):ilkl;)(Par! 8) 
Mil'lllfllfm »'en;y G111de ft Jf21 0.tr. OJ ol'l'Wllrd~ ~ra!I •• u , .. o..., • 

N11m1>et tif ?,;1tiel'II, nnn nnn nnn nnn nnn non nnn nnn 

P.itlcflts.,.,!fl\An)' Tf.t.E (3) nr(xx.~ nn(xlUAij nr(u.~) nr(x-.x<,j) nr(ltx,x~I nn();~) l'lr(U.Jo,16> nn(-.~,c'4) 

MOODAA Sysie1 n O:&Jn aa~ 111'1()(.x,),~~ ""'°'~ nn(i.x,,.,~) m'l(llJl.ll~) rl!"{xx.ll.~) I'll!(~) nr(x:o.'16) nri(l(l(.)(%.) 
Mcd:JAA Pirfrued re,m nn(xx.~I nnfx~ nn(xx.>$) nr(n,x~) nr(lCx,x/¥,\ nn{x~) l'lr(Xll Jo.16) nn(l,.1(.ir~ 

<Grade J nr()U(.X~• nnf)(~ nr(JQl.lt.¥.1) nr(J01.rl!i) nr(u.x<J4l nn(~) nr(xx.:1116) nnv,Jt.l(,!(.) 
G1ad~ I tn',()(.x,).~· t'l'1t);~ ntl(>.ll.ll.~) !'ln(»..ll~) r11'((x.)(~l N!~) l'!r(X~) l'l(t(l(l(.Xfli.) 

G1acle2 l'lr(lCX.ll.9'1 flrl(JI,~ nr,:()t .• •:1<l) nn(n.x~) nr(-:it,ll'1,) 1111{>.0.~) l"H'(XU.'6) nn~.:lll) 
G111dc3 ni'(,o,;.J0.96l rinf•~ nn:xx,.%) nr(n.x'i4) nn(xu96l nr,f,ou,1.) nr(x~) nnv,JU(~) 
G1ade'1 lln(X'X.).°91} nn;ll,~ n,~i.x.:.."") !'l!'l(Ull~) n!'(,tu~) """"-""l o,'(xu~) I'll'!()«.>.'%) 

Giacle 5 nr(iot.:..-.1 flrl(x)U,'lij nr,:.;u'Xt) nn(n.ll'h) nr(-:it,ll'11l flll{AU._..) l"H'(it1t;Jii'16) M~db) 
>.:G111del ni'(,o,;.J0.96l onf•~ rm(xx,.o/J) ll~XA.ll'i4) nn(xx.x96l ntt(..:io.1.) m'(xx.&> nn~~ 

(11 Mc•dDPAver:Oor,2 J. I 
(2l N.rmber er :ia;..err.s u...ed as .:.h:-r.ocr!flK:Cf to<alc'.i.lJiJ!e pet.:Mtages. 
(3}l1c.,1mel'lt-Fm~g.-r« Ach.•t-r~ (Ymtr (l'F,Ah).11~dci:11rd.11$111~51'J ~rns thill: o«\lrtr,d O!'lilncl Mt<'.lt 1~ f r~ dQM: Q11teup toJ0d.:i)'S PQ!i'! llli! (kls,c d111e. P111!~t> 

v1llh 1ni,!llp!c TW.,. v..icre Gflly coJ..rJ.i:d unte with 1 a surmniryt-4!.q;ury: :sy.Y.e111 01S19nc.J,e:,,.i;, p1de,-1cd term 01 waxhnurng•ade. ~11~e!'f::11Mth evc~s !n mote lh1111 
or.e (<l!t&Ot')' \W(e(OU~ed()(l( t Wlhin etkh cat~)'. 

Cross-ReWtef'(es: List!n , 16.2.?. I. 16.2..7., 
PAOGRAMVE!('SNOtES:: 
Sort ~em Oig;m O'a:.} al'd thr,n Preferred I MT! In dc,ccmdng mdcr ll)lng "O;cr.,u• r req 1.1r.n~)' c alvmn. 
t:11.cjude~ tvel'U Wllh 1nt.0n,iletc irlorrt•l.!on b gradc(ltdt!,Q} tcllitiol'l:thtp. Add fo!Y'.nb!.e if t i:qu!red:See ll~ti,,g 16.2.?.A to, e-io.tlude:J c..-crt:?I. 

esl?!ll.Pa~aiMl P<l:1@.0uiP-irl ~~y,_ ~ ;M!l 1,ueJo__tP.il't B ikCO!dl!).g!)t. 

NBr-000.(101 Stat~cai Ar:a~s?lan 
~ri,!11110'1()16 by11,n , ,lcx 1:W:nlll!l)'•, l'fktc-dlm SJ 
All ~i ~-.d 66 Corflc:1et1holl - &iure ~ 



~ THERADEX 
~ C- ... COL...,.UV 

NBF-00:,-001 Phclse I/ lb 
O!RECTORYIRli..SAS 

T*blt:- 1•LU.S 

F: ';A}_- ddnYnlJ!Y.f.h'l! fflM 

P•1oh 

sumrnaiyot Dtig~ted. l c.A.t I)}' Maium1.msev-e1ity Glade. 5ystecn·o1~1'.0assaf'<I ?referred Term :oose fsai1a:!or1 P'-trt A) 

sa rety &a! vable (N><n> 

McdCIAA Sy?rotem Org.,n 0 11:0 
MEdOAA P~t:l'erH:d Te1111 t..iSr,006 Da!>e l t!'ll!I (11"\i ~l fc.Y Es(-, :,i1N)'1 (?all Al NB~Oose hu.t1"t.•tln~n1g/9Ji)t?.!i11 B) 

Mil'lllfllfm »'en;y G111de ft Jf21 0.15 O.l em~m:b Oie11!11 cu; 1.2 , .• c>.-e11111 

N11m1>et ef ?,;1tiel'II, nnn nnn '"" '"" nnn non 
""" nnn 

P.itlcflts.,.,!fl\/1,ny Qn,1,itclh1trd T€.4e{3}[.:.J "l'l'I~) ""'~) m(,oc<11,) m(,oc<11,) nn!xx.~ nr(xx,x~) t!fl(,(lC,X~) nn(>o.xlll 

MOOOAA Syste1 l'l 0:8,Jn aa~ f 11'1l),;)I.),•> l'lntJO..d) ,..,_ M i)o.."14) nn:x~ nn!)(X.ll~) tu!(,(i,;.x¼) I'll'!~ 
Mcd:JAA Pi rfrued re,m nnt-,;.:d'J) nr,:..x.~) m()ot.lC'~ ml)o<."14,) nnfu~ nr(xx,x~) n n(.Kx,x~l nn~ 

<Grade J nn()(U~) nrl,~) r.n(,o<.id 6) nnOc:,,..x~) nn(~ nl"(xx.xW.) n.n¢,cx.xiti) nn(ll~ 
G1ad~ I l'ln()t;):.)..j l'lnt,o..),1lj r,,()o<.""l ,,,,_ 

ni'l~ nn!lOC.x~) tu:(l,;i,;.x~) nn(,)..""l 
G1acle2 l'lfl:~) nrt:lX.~) !'tl(l(O;l(i) ,,,,_ M l~~ n l"'(Xll.11t,6> f! 'l(l()(,)(lt,) MQ«..(li.> 
G111dc3 nn(lCll.)i9r.) nn!io...'&.) m(l«.d1) nn(i,o,..x~) fll1f~ nf(Xll.xi6) Wl(,xl(.Xit.) nn(xxxli,.) 
G1ade'1 n,'l()t;)I..).•; M l~j M ""-"16) 

... _ 
M~ l'll'(Xll.X~► M ((li,X~) nn(,)..""l 

Giacle 5 nn:~) n,,:~) ,,,,_.., r,,l)oc"'4,) M IO;~ f!f'(lOl.ltt.6) f! '1(1(1(,ltl6,l M(loc,,'llo> 
>.: G111del nn(iOUlit) nnl~) m(x>..x") """"-'"l nnf~ nrt;Xll.xi6) n1•(xu i6i nn(xxxli>) 

(11 Mc•dDPAver:Oor,2 J. I 
(2l N.rmber or :ia;..err.s u...ed as .:.h:-r.ocr!na:or to<alc'.iJJiJ!e pet.:Mtages. 
(3}l1c.,1merit-Fm~g.-r« Ach.•t-r~ (Ymtr (l'F,Ah).11~dci:11rd;.~111~5e (Ml'rns tl,;it o«\lm:d O!'lilncl Mt<'.lt \~ f r~ da51: d11tcup 10JOd~ .s po:.i l.151 daM: d<ne, P1111m~ 

v1!th 1ni,!llp!c TW.,. were G11ly coJ..rJ.,:,cj ante with 1 a s1m1mi,;ytAte,sury: !IY"!e111 01g19nc.J,e:,,.i;, p1de,-rcd teim, l'lt-'Xllf!IJl'll 8,! lldcar r el11t!a1llhlp lotl1e1~py. ?atienb 
w!thfM:ois,nmiYe 1N1n ore category were coumed oocewt hin tlKhcategOfy. 

{-#J Dwg Related 111cl!Jde 18-it,onsh:p as Defl r1 teor Probab!eo, Possble. 
C11,,.i.-!'Mc<cnu•,,-:lbtir • 16.2.7.l. 16.2.7.~ 

Pfl.()Gfi.AM\(~NOT.E$: 
Sart Sr,ilcMO~O'~a1•JJ thrn P1detrctJ ti:,:rn ff' lte:.t.endn.g arder lnil'lf, "O.teii1U .. h eq uerit)' tclumn. 
UC!UOP.S ~r,;s ~ h hlCOfll)!t-.e !rdOffNl()f) b' g,r~e Ot dti.,g (tolilti0!'6tllp. hfd!OOO'lOle !I (£-q.J lfed! See l1st1 t1g 16.2.7.A' ,Or t!'.o,<!u~d ~ . 
P1~ ?art A llll!d ?ali 9 cug>,rf:;~1~t.:ly, ;,dµst 1il<i fo1 ?llr.'"B o>r<ord 1ng!y, 

NBr-000-001 Stat~ <a! Ar:a~sPlan 
~ri,!11110'1()16 by111n , ,lci 1:W:nlll!l.),'•, l'l'ktc-d1111 SJ 
All ~i ~~ 61 Corflc:1et1holl - &iure ~ 



~ THERADEX 
~ C- ... COL...,.UV 

Table 1'4.3,l.9 
Surrm;iryof $(1' ,cvsA(Ncrsci t'o'l!nts by$y;;t!"l10r~I\ (lfssi)rd Pr('l'errl!(I Ttmi tOo:ro C:;t..il.lnon P.lrt A) 

safety fl.·al uable (t-1.m 

l'!NAL - jjcj11mrr:,y;hh:mm 
Poge l el x 

MedOOASystem organ eta» Ni3Ml0600Sf: Level(:!'&'.!&! lcr !:S(illatlOt'l (?art A) NBP-006 D&;e Ell.paris!ot'l (m.g,'k(I t?M 8) 
~OAA ?rt:feuNt Tet:n 111121 0.1.S 0.3 

N.,1mt-cr of P;JilJl"l'tS """ """ 
NJrN;ier of P;,-Ve~ ~lhAf"f'SeflOus l'lr,(X,C,ll'ijl M (l(lt.~l 
MM'!~ E,ten1 

V.OODAAS)stem OrganC!.ass nl'())(,:W..'ii;I n r.(l(,t,,('~l 

McdO!tA ;:tr~lerr('d Te,•n nr(XlUl~i M(Kit,dl,1 

MedD:tA Preferred Tcr-n nn(xx.x~l Tla°t{)(J(.i<ll,j 

MeclDV. Prelerre-lJ Tenn nfl(x,c,x~1 n :,(l(it-AI 
Mcd()~::rc:km:•dTrt·n i,r,(xx.xq/,J n.n(xUII,) 

MetSDAASystem o~n0il$.S nr.<l0i.J<9ill rtl'{.>(U\6} 
~I)\.\ f:'r('(Nr('d Tr<'n nr-<)0(,lt~J 11-!T()(KJ('ll,J 

MtdDAA .?relerred T er -n nr/.llll.ll~l ri ;·{>:J(.irMi) 
MOOOitA ?rf:l(!r,l'(J T ean nt,<lOi.rli;l nr (.-:o.'16) 

(l)MerlOOA. "t"!Sion 11.1 
{?JN;J1,1bc1 Qf P.iiie-fit$ ir.cd,n d,e:nomin.oti,:1·10 « llcut:itc pert.en!~ 
(m&.,Rdc1et1c~Lh,tin • 16.2.7. f, 16.2JA 
~OC,RAMMER$ NOTf$: 

Onwardi. 

""" 
nr(ll~) 

nr(~) 
nr,:xx.&) 

"~~} 
nr(int..~) 
nr,(xx.&) 

l'ln(l()(.).~> 
nr(xll.&) 
nr(~) 
l'lr,(l()(.).<,i;) 

Ove<-btl ••• 1.2 ... Ov~.til! 

MO """ MO """ nnn 

nn(,(l(,Xt;) nn(~I M(::(i(,XY)) f'll'l{ll)(.~ l'ln(l(i,:Jl~J 

nl'l(l()(,lC'il;) nn(xx.~ 1 M()(l(,XY,) f'll'l{ll~ l'ln(l(XJl.~J 

nn(,cx.xtlil nr( ,oc,lAit mb,:K,X~) nnf•~ l'lr,()()(,xqt,j 

nn(xlt.x~\ nn:1uc.~) m(l(l(.X~ nn(,~ nn(l(x.x9'l 
nn(i(lC,X1';) nn(xx.~I M(lo:.xY,) nnC-~ l'ln()(l(,ll~ 

n11(xlt.ltt,',) nn()O(.lt~> m(xu ~ Mllll'-i-Mo) nr,()()(.x'V,j 

~l(.X~l flnj» .~} m{lu .i.S6) 
.. _ 

l"'ll'l(ll)t.lt<i&J 
n11(xuW.) nn()O(,lt~> m (xu~ nn(ll~ nn()()(.~l 

ru,(l(lt.ll~l nntxx.x*l lll'l(i,:lt.ll Sc.) nn(x~ nnlxll.lf/~) 
l'l'\(X( .Xiti) 01'1(»:.~> M(X( .i.S6) M()lO."iQ M(x,u<i&l 

ll~eScrious-Ulde >1.'5e<-tJult~ l~ot !>e:iaue., 2:Re!IU!b in ONt.b, 3,i.ll~thre4lfl1!"8, 4=Requird or Ptol01·g,Hoi1p:fa!l.l.tti<111,~PeN>u.S or .Sign11ic«1t DiScSbllrtyllri<afl«ity, 
t=eorw.er..;.;itAnr;im.ityor 81"1, Duft1:1.1~t,<>< Med ~•!~ lrrlJOm111t Setl.,ll'i Mm. 
~ISy\~e,m ()rg.in Cl~, ;i r111 ti,enPq;~ncd a:1m n dMCend 1ns otd!!f b;r,<'/d <,n "OV'()ta!I° t"clurrn f1eq.1("ncy. 
Pr-I'll P.trl Aancl P6rl B ou~u! ~par.r.e.)', ar.li_i&t tttlefcn ?a,i B tit(ord i-gty. 

NBr-000-001 Stat~ta! Ar:a~s?lan 
~ri,!11110 '1016 by 11,n , ,lclf 1:W:nlll!I)'• • l'l'ktc-d1111 SJ 

All ~ ' ~~ 6G Cor flc:1et1holl - &iure ~ 



~ THERADEX 
~ C- ... COL...,.UV 

0!RECTOiW/RLf.sAS 

n,i»e t.a.1.1.10 
S1.1'M'ar)'OI Deetrl On·SIW, or w th!i'l 30 O~s PoSi last Dose (Dose Esca,a!ion Pa1 AJ 

Silfety .Eva! uable (N><n> 

~!NAl - dthVll(l')'y'.hh:mm 
t>,.;,ge 1 of x 

t-.a;..006 Dolle Lot!Yt'I e!lil.!!il k t bcht ion f?airt Al N8F.006Dme Expa~1on(mi,('2{)(>-m ffl 
PrmaryC:ioliC cl0Nth!1) 0.15 03 

N,1rr r;cr of ~ilUCl'll'i """ """ 
Altlwth 

Prm,1ryC~r.1:;c m(u,it\t,) nr(l()( .~l 

Pr m 11ry CA:!1c rll{l(l(.rl(I) nr(Kx.rl!.l 
?r l'nllty Cb .1M! IT!(Jt(.l('W)j nl't>;x.ll.") 

Dcalhwllrll(; l0da:,:rnf l a"1. Oc$oC 

Prh'latyCa>JSiE! IT!(.10(.1(16) nl'(,()(.ll.") 
FrmaryC;:;Jse M (,Co..>:M>l r,~x • .11,91,J 

Pr t n11ry C.,.J5c m(n.rl61 ll!'\(l(X,~l 

f11 Numbcf o f P11l1Cflls usededencow1atcr to t;,lcullllc pcrcem~ 
CteS.S-Releie<ices: Lisi~ , 16.2.7., 

moGP.AVMER'S NOTES: 

onv,.irdr; 

""" 
nn(x._,~ 
nn(ut.dij 
'II'!~ 

'ln(o.(ft> 
llfl(»..~ 

rmf~ 

F'r~nt P;i,ttA~rwt Part 8 01,tputsep:ir;;r;.eiy.~dj•~ tltlek)r p,.,, 8 llctOtd IIJ'Y, 

NBr-000-001 Stat~cai Ar:a~s?lan 
~ri,!11110 '1016 by 11,n , ,lci 1:W:nlll!I)'• • l'l'ktc-d1111 SJ 

All~,~~ 6.9 

~, .. 11 •. , ,., 1.6 Ov«,11!1 

""" """ mn '"" "'" 

nn(-.:u~i nr(~) m(ll;ll,(\i,) rr,(,t)(,)(i(,) n!!(l()(,xfit.\ 

nn(µJ()I,) nn:~) m (<,u<"l nr(xx.ldiil nn(i(K.x~l 
1'1•1{);~) t'ltl(lOUl.9') l't'l(lo..~) nr(xx,iat,) nrtCl(x.i.r.t.J 

l'l'!f.,(U~) l'lrl(xo.>.'~) l't'l(».:.l(N,) t\O{i(l(,,ck,) O!'l(l(X,l('S(,) 

fl"l(XU~) nn(~) MC-X.t4tl) "r.(l(,t.~) (1~1(,1(~) 

ml(i,.x.rlt,) rin:x~) M(<,u<l<j :; 1:(.,(1(,x'W,) nt?(-(1(,)11,16) 

Corflc:1et1holl - &iure ~ 
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~ THERADEX 
~ C- ... COL...,.UV 

DIRECT~Y/r!Lf.5AS 

T~ble 1'4,3,2.1 
P.it~inl L1stlng<11lrc.itmel'(•En-,c1i,ent Ad·1C"rso E~nu l ,;»d111s to l)f1,1t~ 

safety fl.·al uable (t-1.m 

;:ai'3nt '"'"' N~•006 MelJOftl, 
l&i£1St::t. PM, Oosc•m&'k,H) Prcfcncd T~rm 

(((-ppf)f,1/)(>t/)( ,. """ ""' ,ox 

( ((·ppf)f)'»:/K ~ "" ""' ,ox 

((( ,pppl)')W,; ~ "" ,00. 

ViedDRAversion 21.1 
( 1] D;J)' iSteltltN•Ho 111e f.fst d~ ~,,. 
U'.I Gr«te: 1-=-Mlld. ~=-V.<.:de1,it1,·. l:$.ew-e . .t,,lil t thri-d.tni1s.-S=r,,t11I. 
f3l Our1111on d a<M;>!s,e ewri. ,sca'cult'ltE<I In da-,.s from onset l).)te <O lii!SC'\JtlOnO,:,te, 
' "1 Drv.V, Aelilteel 1nc1J<1e 1,e!«.ol'IS!I p,:1, Definite or Prol:"10"'4! or Possible. 

""' G1acle t>ur.r.on 
ro 12} (day)($) 

" " 
" " " M 

" " " ,:,; 

" " " " " " 

orvg 
Aciatedf4J 

POS6i~l' 
POSSfDle 
Relited 
P0$$1blC 
Pos.sible 
Poss/Ole 
Ac1.ttt1d 
POSSt>le 

'1t-!Al - odmmmyy;nh;rrm 
l>~ l of,c 

Qi,t(Oltl(> 

IS) 

X 

X 

X 

{SI 0,J:torntr. 1~e<Chl~dRe}oived.1.=lt.c~tr.dlRto;QM:'d'l'11th 'ie(Jll<'l.le. 3=A('(OVJ:-nns/Ti:(,:.c,lving. ~cl R~f~ /N01 Rc--.c,IV't'd..S=-F.Jt.al, G,:U11'(rawn 
C.:a...-:,:kferericcs: Lisli • 16.2.7. 1. lti.2.7 A 
~!l.OGRAMMER'S ~ OTB: 
sor1 "FaUei"" in aS<'el'ld+f"C order Using·~. ilfldlTien"Ccr"porho,1 er patient "1rnber. 

NBr-000-001 Stat~ cai Ar:a~s?lan 
~ri,!11110 '1016 by 11,n , ,lci 1:W:nlll!I)'•• l'l'ktc-d1111 SJ 

All ~ i ~~ 'J Corflc:1et1holl - &iure ~ 



~ THERADEX 
~ C- ... COL...,.UV 

OIRfCTORV/ffLE.W 

Table 1.1.3.2.2 
Pal ,ent l&h,, of Sericus .A<M>rse Evems 

$-tfeiY ~I v.,b!t> (N=nl 

::ai..en1 Sll.ldy ~Br-006 "''"""' l:!£!!15811: P"1 Oosej11'&'~~ Preferred Term 

CCC1)Wphlt'b, "' ... 
""' ""' CCC-9Wp/u'/~ "' ... 
"" ""' (CC1)Wp/U',h. "' ... 
"" 

Vi!d DAAY"t!•Slt),1 21. 1 
f 11 oay1Stelat1Yeto tile t ,rst dose oote. 
(2) Gracie: l=M!ld. 2Q/,oder,,ite. ~Seve-ie, 4=Life thtlSllef'~J S.C~al, 
(SI Ourii¼lon d ittlverw. cYC!l'll $,~cvliited In rlwr., f,om nnM:l D.,t~ to At:1Q!ut!onthr.c. 
' " l Drug.Related !nc~Jd~ re!ations:tl pas Oef!n!te or Probib~ or P-oi.slble-. 

Day .,, ... 
(1} fZI 

" " 
" " 
" 
" " 
" 

OJF.)t!()tl Drug 

(®')(31 Related!5f 

,, Fos.slble 

" POS6ibl~ 

" 
Related 

M Fos.s/nle 

" Po$$ible 
,:,; Pos.sible 

" 
Aelited 

" P0$$1tl!C 

F!NA... - ddl'M'lmw.nn:rrm 
i:;age I of• 

O111<ome 

w 

X 

X 

pl ◊J~cme: 1'41t<OYet~lto?soivt'l.l. 2=1\l?c<WttOOl~o~v,11t\ se>q\ll?l;e, 3=Re(over ni,'l'l(>.SCIVll'IJ ~:.Not Rl!t:<:'lt!fed /Not RP...so1"1l'd. S=-f-it-1, 6=Un~ro-v.n 
CiMt.MittCf'ICel: t.1~1ng 16.l.7.1. 16.l.7.l 16..2.7~ 
~MMEA'S NOTS'S; • 
Son •~1~r 11'1 asc.ftldiJl: ofdeJ usl/"g ~pp,$11)' .and 1.t-ei'!-Cci"p~t1Ctl er patient nooi~f. 

NBr-000-001 Stat~cai Ar:a~s?lan 
~ ri,!11110 '1016 by 11,n , ,lci 1:W:nlll!I)'•• l'l'ktc-d1111 S J 

All ~i ~~ 1 ! Corflc:1et1holl - &iure ~ 



~ THERADEX 
~ C- ... COL...,.UV 

Tab!e 14..3.2..3 
P.iuent Listing of Treilmtet1t·E~rge!'lt Aclverse Events leod ng to OtvgW!il'Clr.JWn 

<CC·PPl>P 

'""' 
MedOOA .. ers'()(l 2t. 1 

~_a;..006 
Dose ('!'&'kJ!, 

" 
,x 

" 

" " 

" 
" 

111 Oiyls rela11Y(! torne 6rst dose dilte. 

5aftity EVblu<1 i:.t> (N:211) 

Ml'dDRA o,, 
PreJt·t ed T.:-rm (11 

MC<IOIU,M X 

MtidORA PT ' 
MNIORA PT X 

Me<IORAFT X 
MedORA !>T X 

Me<IORAFT X 

Me-dORA PT ' 

P:)G14dc: l =Mikl. 2:Modei11le. 3::.ScYl!u• .. .t:Lift! tl'ltcd!cnu-ti,5:f4Ull. 
f31 Oufatlof'l()f ad..-erse e-..el'lt Is cat(ulatt<I In days IJO'l'lOnset D,ne to ~u110f', r.xne. 
1,1 Orug,Rela!ed !f'lrlude ·eliKIOrul'l!p iSDe1\nlte O! Pfot)a!))e Of Possible. 

G111d..- Ou1111.1on 
[21 (Days) !31 

, .• 

" " 
,x ' 
xx xx 
,x ,x 

xx xx 

" " 

Dfug 
Rela100[4l") 

Po:JG!bl11 

""""'" 
Umc!a:ed 

POS5ible 
Reio!~ 

POS151ble 

~ll!d 

Ou!cume 
151 

IS} CX.trome: 1-=R€CO'Vl!l't!l'lt~'100. 2:i!l«c11~ed/~'JOOwi\tl scq-.1e\lt. 3"-Ae«l"'4!t't"lg#l,<"...O'\I\I',._ ~::Nota«O'<(.'tt<I INot$1(00t1100. S:Fi!UJI. 6-=lk!)l..l!OM'l, 
Ctoss-ReleferlCei: UStif'g 16.2..7.1. 16.2.7.23. 16.2..7A 
f'f,!Ol;AAMMUIS NOTES: 

oSIYI "'Pa~!el'(• lr)llS<.eoo'.~ o«ter uS!f'C-"Pm°• al'ltl th~ 'tce-poulOn or patif,'11 CtJrr1fl.er. 

NBr-000-001 Stat~cai Ar:a~s?lan 
~ ri,!11110 '1016 by 11,n , ,lci 1:W:nlll!I)'•• l'l'ktc-d1111 S J 

All ~i ~~ ,:.> Corflc:1et1holl - &iure ~ 



~ THERADEX 
~ C- ... COL...,.UV 

Table 1A.3.2.-' 
Patlft'll Ust,lltt crfOooe Umltlf'IS TOll1(!t!l!S 

DL T E\'a!IA,bbie (,".c .. ,,> 

<«-pppp/ ,.,,,_ 

StuOy 
Pan 

X 

X 

Med~ '-~'>ieo 21.1 
Dt.T• Dose Limiting f(lid(!l)' 

t<B::.006 M!!dDRA 
OGse(mg.'kS) Prete" OO fer,n 

Kx Mc<IDAA?'T 

" 

Me<IDAA?T 

MedDPA>T 

1110.ly!s relit Ive to ll't~ flt st dose date. 
121 G1ade:: l=Mild,. 2~Mcde-rbll!, 3;Stvt:rt, 11.'.-Lifc: lhn:w.eml't-5.;tlltlll. 

. .,, 
:11 

X 

X 

X 

' X 

' 

!3J Ouratlenct MYerse Evenrc.a!oJ'clted In a.ays frorn me or.set Date .o 1heRe.ot~cn Date. 
{4JOtugAeli'lted !OOuele r11!.ittonst1lp asOeflnlte or Frobalile or Poss!bte. 
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NBF-006-001 Phase 1/1 b 

Table 14.3.5.1.1 
Summary of NBF-006 Administration and Compliance for Cycle One (Dose Escalation Part A) 

Safety Evaluable (N=n) 

NBF-006 Administration 

Number of Patients 

Duration of Exposure [1] 
N 
Mean 
Standard Deviation 
Median 
Minimum 
Maximum 

Total Actual Dose (mg) [2] 
N 
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Standard Deviation 
Median 
Minimum 
Maximum 

Total Target Dose (mg/kg) [3] 
N 
Mean 
Standard Deviation 
Median 
Minimum 
Maximum 

Compliance(%) [4][5] 
>100% 
100% 
<100% 
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NBF-006-001 Phase 1/1 b 

NBF-006 Administration 

Number of Patients 

Number of Cycles [1] 
N 
Mean 
Standard Deviation 
Median 
Minimum 
Maximum 

Duration of Exposure [2] 
N 
Mean 
Standard Deviation 
Median 
Minimum 
Maximum 

Total Actual Dose (mg) [3] 

N 
Mean 
Standard Deviation 
Median 
Minimum 
Maximum 

Total Target Dose (mg) [4] 
N 
Mean 
Standard Deviation 

NBF-006-001 

DIRECTORY/Fl LE.SAS 

Table 14.3.5.1.2 
Summary of N BF-006 Administration and Compliance for Al I Treatment Cycles (Dose Escalation Part A) 

Safety Evaluable (N=n) 
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NBF-006 Dose Level (mg/kg) for Escalation (Part A) N BF-006 Dose Expansion (mg/kg) (Part B) 
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N!:l~()Ot;.001 PhAS4} 1/11, 
OfRECTOIWJf!LE..sAS 

T11ble 1.:..1.5.1.3 
S\ll'Jlma~d NBF-oo6 ~ OE!la)'E'dllrmttrop:.edJW;tn(lra'tll\ (O<:se fs(a;atlOfl "OM Al 

S;Jfciy ~!v..,Qlo (~> 
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Ower nr(xx.x~) n"(,;(.:ir.~) nnf)l(l(.I('•) nn{u .~ nr(U,X'\bl nn()Ui.J(iW nrl(x:x.11%> t1 '1(lCX,ll.'li) 

"" nr(:ir.u~) rm(xu ¼) nn!~) nn:x:ir..~ flf'{ll.ll,x1'J) nn(:ir.iurll,) nr()O(,:ir.'li/1) "l ' t(xu 'liol 

~ 1c111S with Dose Slc!ppccll1 J nn(xx.dO n"(,;,t.11.4',) nn{~) nr(u .~ nr((X,X1bl M(lil(.(~ nr~xx.11%> tl~(.1""') 
y.,, nr((ut/i) n,1(lcu ~) nn(~) nn:"x,rl;• nl'(u.x11i) nn(~ nr(xu96) ri-i(xu 1iol 

Ad'IC1:.e Even1 nr(xuWI) rr,(xx.x~) nfl!~) M(ltJU,,~} n"'1(u~l on(><"-""l rm()O(.ld6) mi(xx.~ ) 
Nco<Of1lll!,:l.n(t" ru'l(xx.dO rr(l(x,xi,,) nnt~l.) nr(u ,~ nr(( X,X1bl nn(ln(,JC).) nr~)0(,11%) tl '1((X,1Aio) 

Oi.itcr nr(xut/i) n,-i(lc,c.:,r,~ nnf~) nnCu .x.~ nr(u.x1bl nn(~ nr(xu'lti) mr(lt:ir..lAiol ·~ nr(,cu'i6) n:i(xx.x~) (ln!..:O.i') M(KK.X.~} r,r(.xx.~ l on(><"-""l nr.(»..id6) ll"(xi,;.~) 

!>.:r:iel'l!i With NB~.OOC. Wlthdm~TI Due: to 
Ad'IC1se Even1 nr(xu'i6) n:i(x,;.x,~ M :~) nl'l!XJ(.X~} nr.{,;x.~l l!rt(),.)u(i4) nr(xx.llS6) tl"[Xl(.~) 

»,Xl(X)I n1'(l1)1,)(~) M(l((.X~) nn:;,.;~) nr¢i.u,._ M(XK.X16} /!r'l()IX.X~ n!'(x>:,ll~) 11~1'.~ ) 
.100::ir.xi.. nr(xx.xq,) !Tt(l(J(,:,r,~ ) 

111 Ni,lm~ <i f P.iM"lS OOC(ii,$-(l(lnc)(n+l~tnr {() (;:,h;!Jltlilt r,(>!((ll'l!<1gC$.. 

nn/~) nf't!XJ(.ll.qu nr,(,c)(.x1'1J rm(,ou c~) nr.()O(.X~) rT't(}()(.xll.1 

(rr:,i:.,Aefere-nt~: lii1tin 1G.) . 7.2.1•3 

MOGAAMMEA"S N01B; 
8aM!d on 1heW-KS:.,qoi; F.itpmure ;:.age ;md lrid~•.$oC E.Y\'m,, p~ 
~I'll P.ttt ,r. ilnd !>art 8 0a1put-1EOOI ~, i clJI.ISt t1tlefo1 ~ rtB ilt«l-fd ~ "I, 
~nt l)Qr,l"S,\(.1pjX'11~fiof$Yt lc l<lfl!y (la:a ~ ii&Ya!labtc-. 

NBr-000-00 1 Stat~cai Ar:a~s?lan 
~ ri,!11110 '1016 by 11,n , ,lcx 1:W:nlll!I.),'•• l'ftfl(fl1111 SJ 

All ~i ~~ l.t Corflc:1et1hal - &iure ~ 



~ THERADEX 
~ C- ... COL...,.UV 

N~OOf>.001 ?hltit- 1/1~ 
D!RECTO~f/filf.SA.S l'!NAL - jjcj11mrr:,y;hh:mm 

Poge l el x 

Tut'e 1"-.l.S.1.-1 
Svmrr-.rJ/ of Conwmt~l\t Moos11re:; (Dose Eso ·o1t<1n P.irt ,ty 

safety fl.·a! uable (t-1.m 

\\/HO-OD ATC Class Citetw'Y l evel " NBMD6 O,set.evel (Mil!&! lot Es(alatlel\(P,:trt,N NBP-006 Do-;e fll,(!ar'ISiOr.(ro&'.!;(! (?¥1. 8) 
\'MOOD ~rnferre,dl crrn fl)f21 0.1.S 0.3 

K .1rr.bc1 of ~ '1 !1Crtll nm-; nm 

1" ,1rnbrt o f ;;i 11('1'11'.i T ,aldn,g nr(xx,l<~) nn(.x1C,~l 
Conr<:rmlolffl )/)Ca:\urc${;ij(A) 

Wl-.0.0l)ATC (l.i'iS Coitll¥Q,Y l('YOI M nr(xx.ll~) nn(xt,x'ff.l 
\VHQ.OD ?.rderrcd Tem nl'(xx.~) n.tt{xl(.~l 
WI-K).0D P':f;feue-d To:Ym l'll'l[)(X,l(<J6) n."(lo;.i,.16l 
\YH0-00 Pr'elerred Term nn(kX.:d6) •t.11(,:,c,,,:·it,l 
\Yl-K).00 P.rr.ferredl crn1 nl'(xx.x~) l!.!:(xK.x-1') 

WHO OD ATC Class tateg•:uy te...el J! nn(i«,x9&) •trt(.«,itltll 
\YMQ.OD P.rcrerced Term nr<xx.x~> 1!.!:(.1()(.)(1') 

WW0-0D ?tffl!tted Tetm 11r,(,O,:.)(';I&) M(»;Jr-"b) 

\Yi-l0-00 P\'eterred Term nn[XX,ll~) •!fl(X(,Xltll 

(1)~'<1rf<I l-lr.-.11tn 0,g;,,nrationOrng flct11:1NU)' (Vo'l-:().Ol>l\'l:1'$1Dn 201A 
f2}Nu 1t1bcf o l P.'ltle.lTts l.ccdm.dencmln11tc1 10 co1tculate peitel'll,a,se.. 

onward ~ Ove<-btl ••• nnn mn nm-; 

,in()(~ ffll(iclC,lli6) nn(JQo;~) 

,in(x~ ffl!(i(X,ll~l M0:lOCX~) 

nn(JI~) r,n(x,c.xW.) nn(J0tx9!o) 

1'1111)1~ l'l!'lt,('x.x¼) fln[x..i.91; 
(1(11/1,~ rm(>:1t,1d6l flf'llj(a.).~) 

nn(ilx.x1ij 11i:(xu~) nn:)X~) 

flnf/1~ nfl((it,x141 fln(~l('}') 
tinf)I~ l'l!l(x)(.XV,) tin()(!(.~) 

Ml).~ fl!'lt,()(.l((,{I) t!r'l[AA.)o.~; 

rlnfK~ nr,(,;x,x'6) nn[)(l.l(,_) 

f31Pal!e!lts may be ccuoted inmoJ~tf'lilfl CN! lhera,p,eu10:. cI.iss: paI!e<11Sa1e oo!y co·ll"ltet.l coc,e " itfina t!'<e<ape:,'1C. class. 

1.2 
nm 

nr(xx,xi6> 

nr(xx.xi6> 
nr(xx.x~) 
nl'()(U¼) 

nr(11.x.x'4) 
nr(xx.x~) 

nr(xll,it'4) 
n1,;xx.x~) 
n!'(xx.x¼> 
nr(xX',x!M 

141 SU!'nfl'lclnzesmed ltat!of's !except ror st<1dyd1ugl wtel\On or .itter the date oflhe· flrStstU1Jyd1ug dose up to last oose--30 days. 
~,Rc(e!re,1td: U,-tlr,li 16.2.10.1, 16.2.10.2 

PAOGAAMMER'S NOTF,S; 
!rdutJe • tf~rope~ C!~ Wtegt,rl~fc,i,.lliJ In lfte d11tab«.c. 
5cr'f 'Tllerape~ic Clas!>" <Olumn uldel;Cend rgcvder oosoo Of'l"OW'!r',lr cohrnn t1equ11n~ count. 
~ P..tt A and ?.-n B Oll!fll,11 )<:pllfllr'.-C:¥, .ndj1,:rtt111n fmhrl..8 aa:<1!d ',!tfjy 

NBr-000-00I Stilt~Cal Ar:a~s?lan 
~ri,!11110 '1016 by 11,n , ,lc11 1:W:nlll!I)'•• l'fktc-dlm SJ 

All ~i ~-.d k, Corflc:1et1holl - &iure ~ 

1.6 Ov~.til! 

nnn nr;n 

""""""" nr()(x,~l 

nn(:,c,,:..,c14.) nr(1(x,dil 
nn(~ rm(xx.x9'.) 
no(»..'"') nl'J(xx.~l 

Ml»L""' nl'(,cx.X,,,l 
nrtf:ii:uc%) rn,:u .x9') 

""l»L""' nl'(1'x~1 
rm(:ii:uc%) nn(xx.:119') 

l'!f!~ r'll'(Kit.x9&l 

rin()O(.,m.) nl'(itll~l 



~ THERADEX 
~ C- ... COL...,.UV 

0!RECTOiW/RLf.sAS 

T.\bfe 1-'.il2..I 
Su~ry of Change f1om 8i5el!I"(! C11.mni Tr~tmen; Period fOf H:>maiotogyTesu (DosP. Esu .t«I Part A) 

5-tfCiY ~I v.,hll' (N=nl 

H.~<r:if!Olllg' TtS! II. Bi=-006 D<:se Level (1r~ 'II~ h.Y E sa,,c1110,, (1>'4rt A } 

llmcpcmit 
St.rtkuc-. AnJ.;iol 

Lao P'ar~tet I 
(11n:) 
Baseline 

N non 

"'"' )1)(, )1 

St11rd.:ird '1(,)1)1( 

"""°'""' -·· llX,X 

M11Umum "' Milli:lm..rn "' 
Timcpalnl 

N nnn ..,~ )1)(,)1 

Stll~rd '·"" Dev-illiOO 
~i., n )1)(,)1 

MU'.Jmum "' Maidfl"rJ n "' 
I.ab ?a1;rnel~ 2 
(uni.) 

Cross-Rele(llfl(t. Ust1 , 16.2.6.1 
PAOGAAViMER'S NOTES: 

(U S 
('.n;angr 

nnn 

""·' 
"'" 

"" 
"" 

o., 
YJCnllll'I" .A£t1a! CNIJI~ ~hil'J!IC' Actual 

nnn '"" 
"'-" XIC,X 

= )(,)()1 

"'-" X I(,)( 

"' "' "" "" 
(11\0 nnn ""' """ ... 
""' "'-" IOU! = X I(,)( 

Ua< = 1(, )1)1 ~, l(,)()I 

"'-" l(I(,)( 

"" "' " "' "" 
"" "' " >:~ "" 

l-i'm#.o!Oi)' Tfl:SU: n~q-c;,b111. hl!tN:lo<nl p\illtile.s. ~aC ~ (JWa('llrd <11ffi)1o:>l'(I~ ttn1blnl'd mtl(!H11!~ 
Jrci~ lSrudy Ewr($Qi~J!C:llrwi W'ri.;!OW!"J WU bo ~ 

NBr-000-001 Stat~cai Ar:a~s?lan 
~ri,!11110 '1016 by 11,n , ,lci 1:W:nlll!I)'• • l'l'ktc-d1111 SJ 

crYMtd i. 

Chans~ ~hill'l8P. 

nrn .,. 
m 1(1(,)( 

m )(, )()( 

" "' 
" " 

All ~ i ~~ 111 Cor flc:1et1holl - &iure ~ 
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"'·' u, 

""·' 
"' "" ... 
""·' 
)(, 1()( 

""·' 
"" 
"' 

~!NAl - dthVll(l')'y'.hh:mm 
t>,.;,ge 1 ofx 

C>.•i:ra!I 
CNN!~ 41<:h.11'18f 

MO OM 
m "'·' 
)(, )()( '-"" 
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" "" 
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~
THERADEX 
C- .,_COL --.UV 

N!lt-006-001 :>ftai.e lit e> 0!RECTOiW/RLf.sAS 

fibfe 1-'.l.5.2.I 
Surrm;uyof Change from fm.e!!nedurlrtg Tf(>Qtrnent Period for HematOlogylests(Dcse Eq,.inslon P;Ht Bl 

5-tfCiY ~I v.,b!t> (N=nl 

H.~<r:if!Olllg' TtS! NBF--006 D 05t: E-xe11,:S10n (!r'l~l(?il.it 3) 
llmcpcmit 

St.rtkuc-. AnJ.;iol 

Lao P'ar~tet I 
(11n:) 
Baseline 

N non 

"'"' )1)(, )1 

St11rd.:ird " ' """°'""' -·· llX,ll 

M11Umum "' Milli:lm..rn " 
Timcpalnl 

N nnn ..,~ )1)(,)1 

Stll~rd '·"" Dev-illiOO 
~i., n )1)(,)1 

MU'.Jmum "' Maidfl"rJ n "' 
I.ab ?a1;rnel~ 2 
(uni.) 

Cross-Rele(llfl(t. Ust1 , 16.2.6.1 
PAOGAAViMER'S NOTES: 

... 
('.n;ansr 

nnn 

""·' 
"'" 
""·' 
"" 
"" 

,., 
YJCniil!II' .A£t1a! CNl!lt;~ ~hil~C' Actual 

nnn '"" 
"'-" X I(, )( 

= " ' 
"'-" l(I(,)( 

"' "" 
"" "" 

(11\0 nnn ""' """ ... 
""' "'-" IOU! = X I(,)( 

"" ""' 1(, )1)1 ~, l(,)()I 

""' "'-" 1()1,)( = l(I(,)( 

"" "' " " "" 
"" "' " >:~ "" 

l-i'm#.o!Oi)' Tfl:SU: n~q-c;,b111. hl!tN:lo<nl p\illtile.s. ~aC ~ (JWa('llrd <11ffi)1o:>l'(I~ ttn1blnl'd mtl(!H11!~ 
Prcloc.al Srudy £....,~ $6,c:d.l!c.11nd w1ri.;IC1W1"1 w,.~ ho~ 
Pr~nl P.trl A and P6fl 8 OlfJplJ! .!iepai..-:~_y.a~llll tlt.1e fo1 r.111. f:I cl((0!d·1,s!y. 

NBr-000-001 Stat~ cai Ar:a~s?lan 
~ ri,!11110 '1016 by 11,n , ,lci 1:W:nlll!I)'•• l'l'ktc-d1111 SJ 

1.(, 

Chan5e 

nrn 
m 

"' 
m 

" " 

~hill'lll,P, 

.,. 
1(1(,)( 

)(, )()( 

1()(,)( 

" 
" 

All ~ , ~~ H Corflc:1et1holl - &iure ~ 
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Mn 
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"'·' 
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"" ... 
"'·' 
1(, 1()( 

"'·' 
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"" 

~!NAl - dthVll(l')'y'.hh:mm 
t>,.;,ge 1 of x 

C>.•i:ra!I 
CNl!J:I~ 4;<:h,i l'llt 

MO OM 
m ""·' 
)(, )()( '-"' 

m "'·' 
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" "" 



~ THERADEX 
~ C- ... COL...,.UV 

0!RECTOiW/RLf.sAS 

T.\bfe 1-'.l.5.2.2 
.S1.1mm1lry d Cl'lil~ f•o,-, SiSetlne<ttKlf"C Treiltmetn Poerlod for 31Ccd Cherrlstf)' rests tDose E:scal~<W'! r.in A) 

$-tfeiY ~I v.,b!t> (N=nl 

Ct~11H:.trylesl 
llmcpcmit 

.St.rtkuc-. AnJ.;iol 

Lao P'ar~tet I 
(11n:) 
Baseline 

N non 

"'"' )1)(, )1 

St11rd.:ird '1(,)1)1( 

"""°'""' -·· llX,X 

M11Umum "' Milli:lm..rn "' 
Timcpalnl 

N nnn ..,~ )1)(,)1 

Stll~rd '·"" Dev-illiOO 
~i., n )1)(,)1 

MU'.Jmum "' Maidfl"rJ n "' 
I.ab ?a1;rnel~ 2 
(uni.) 

Cross-Rele(llfl(t. Ust1 , 16.2.6.2 
PAOGAAViMER'S NOTES: 

(US 
('.n;angr YJCnii!\'8" .A£t1a! 

nnn 
"'-" 
= 
"'-" 

"' "" 

nnn (11\0 nnn 

""·' ""' "'-" 

"'" Ua< = 

""·' "'' "'-" 

"" "" "' "" "" "' 

II. Bi=-006 D<:se Level (1r~ 'II~ h.Y E sa,,c1110,, (1>'4rt A} 

o., crYMtd i. 

CNIJI~ ~hil'J!IC' Actual Chans~ ~hill'l8P. """'' 

'"" Mn 
XIC,X "'·' 
)(,)()1 u, 

X I(,)( ""·' 
"' "' "" "" 

""' """ ... nrn .,. ... 
IOU! = X I(,)( m 1(1(,)( ""·' 
1(, )1)1 ~, l(,)()I m )(, )()( )(, 1()( 

1()1,)( = l(I(,)( m 1()(,)( ""·' 
" " "" " " "" 
" >:~ "" " " "' 

~!NAl - dthVll(l')'y'.hh:mm 
t>,.;,ge 1 of x 

C>.•i:ra!I 
CNN!~ 41<:h.11'18f 

MO OM 
m "'·' 
)(, )()( '-"" 

m ""·' 
" "" 
"' "" 

81DOl1 (1\(lm151-cy Tests: SIJN, Sodlil"Tf\. Ol!Otith~. Phcispl'\l.llil&I!', 8k;,moriat~, LJ11r Acltl, Otr~ 8illrobl"I'\, T«lJI $i1,ut:,lrt, A1Gf!lr,e, Phooph;,umtt. C.GP'flJ.lT, ':l!JOT/A~. C':,GT, 
Cmaciric, Patatilo.UITI, ¢.lcmm. Mns,rit,iUn', Ct~l!nct kiMit$t:", Te:i, IP;ott:in, A!bUtnl!\, (;1.ltl'A(!, 

Ptotellot g,,,i,y EWcrt. Scfit:d J!c and v,,rdowlfl& w1:i be. ~-

NBr-000,001 Stat~cai Ar:a~s?lan 
~ri,!11110 '1016 by 11,n , ,lci 1:W:nlll!I)'• • l'l'ktc-d1111 SJ 

All ~i ~-.d ti:$, Corflc:1et1holl - &iure ~ 



~ THERADEX 
~ C- ... COL...,.UV 

0!RECTOiW/RLf.sAS 

fibfe 1-'.3..5.2.2 
S!JrrrTlat')'OI C~nge fromB'aseUnedurlfl,g rrta;~m Pierloo for Blocd c.nemlSU)'Test~(Oese EitpilflslonP.,,; a) 

$-tfeiY ~I v.,hll' (N=nl 

Ct~11H:.trylesl 
llmcpcmit 

St.rtkuc-. AnJ.;iol 

Lao P'ar~tet I 
(11n:) 
Baseline 

N non 

"'"' )1)(, )1 

St11rd.:ird '1(,)1)1( 

"""°'""' -·· )ll(, )I 

M11Umum "' Milli:lm..rn "' 
Timcpalnl 

N nnn ..,~ )1)(,)1 

Stll~rd '·"" Dev-illiOO 
~i.,n )1)(,)1 

MU'.Jmum "' Maidfl"rJ n "' 
I.ab ?a1;rnel ~ 2 
(uni.) 

Cross-Rele(llfl(t. Ust1 , 16.2.6.2 
PAOGAAViMER'S NOTES: 

... 
('.n;angr YJCnii!\'8" .A£t1a! 

nnn 
"'-" 
= 
"'-" 

"' "" 
nnn (11\0 nnn 

""·' ""' "'-" 

"'" = = 

""·' "'' "'-" 

"" "" "' "" "" "' 

NBF--006 D 05t: E-xe11,:S10n (!r'l~l(?il.it 3) ,., 1.(, 

CNIJI~ ~hil'J!IC' Actual Chans~ ~hill'l8P. """'' 

'"" Mn 
XIC,X "'·' 
)(,)(1( u, 

X I(,)( ""·' 
"' "' "" "" 

""' """ ... nrn .,. ... 
IOU! = X I(,)( m 1(1(,)( ""·' 
1(, )1)1 ~, l(,)()I m )(, )()( )(, 1()( 

1(1(,)( = l(I(,)( m 1()(,)( ""·' 
" " "" " " "" 
" >:~ "" " " "' 

~!NAl - dthVll(l')'y'.hh:mm 
t>,.;,ge 1 of x 

C>.•i:ra!I 
CNN!~ 41<:h.11'18f 

MO OM 
m "'·' 
X,XX '-"" 

m ""·' 
" "" "' "" 

81DOl1 (1\(lm151-cy Tests: SIJN, Sodlil"Tf\. Ol!Otith~. Phcispl'\l.llil&I!', 8lc;amoN1UI, LJ11r A(l(I, Otr~ 8illrobl"I'\, T«lJI $i1,ut:,lrt, A1GtHnit J'\,,~ph.l~, ~(jPf/ALT, ':l!J0T/A~. C':,GT, 
Cmaciric,Patatii,.um. ¢ilcmm,,-V..ig,,t,1.i1T~ c,e., :inl'"J<init$t:-, fo:•1 k-atr.iH, Albutn11'1. C-i..lcci1ot, 
Ptotellot g,,,i,y EWcrt. Sc.J'it:d J!c and Y1<1-d0Wlflg ~, :i be. ~-

f't~ ?.ett Aa,.s F'•rt B oalpU! !oe!pur.r.e;>.~djm.t tlt.le,,C.1 ?,art 8 ltXW~Y-

NBr-000-001 Stat~cai Ar:a~s?lan 
~ri,!11110 '1016 by 11,n , ,lci 1:W:nlll!I)'• • l'l'ktc-d1111 SJ 

All ~ i ~~ 90 Cor flc:1et1holl - &iure ~ 



~ THERADEX 
~ C- ... COL...,.UV 

0!RECTOiW/RLf.sAS 

T.lbfe 1-'.l.5.2.3 
SIJrrmaryof Cr>Al"lgl? lrom Ba;.e!lneeluring rrea.rnent Period for Uriniltyslsl ests(Dose Escalation Pan Al 

$-tfeiY ~I v.,hll? (N=nl 

Ur>ll.t~ Te.,; II.Bi=-006 D<:selevel (1rtc;/llgl h.Y tsa,,c1110,, (1>'4rt A} 

llmcpcmit 
St.rtkuc-. AnJ.;iol 

Lao P'ar~tet I 
(11n:) 
Baseline 

N non 

"'"' )1)(, )1 

St11rd.:ird '1(,)1)1( 

"""°'""' -·· llX,X 

M11Umum "' Milli:lm..rn "' 
Timcpalnl 

N nnn ..,~ )1)(,)1 

Stll~rd '·"" Dev-illiOO 
~i.,n )1)(,)1 

MU'.Jmum "' Maidfl"rJ n "' 
I.ab ?a1;rnel~ 2 
(uni.) 

Cross-Rele(llfl(t. Ust1 , 16.2.6.3 
PAOGAAViMER'S NOTES: 

(U S 
('.t!illl81' YJCnii!\'8" 

nnn (11\0 

""·' ""' "'" Ua< 

""·' "'' 
"" "" 
"" "" 

o., crYMtdi. 

.A£t1a! CNIJI~ ~hil'J!IC' Actual Chans~ 

nnn '"" 
"'-" XIC,X 

= )(,)()1 

"'-" XI(,)( 

"' "' "" "" 
nnn ""' """ ... nrn 
"'-" IOU! = XI(,)( m 

= 1(, )1)1 ~, l(,)()I m 

"'-" 1()1,)( = l(I(,)( m 

"' " " "" " "' " >:~ "" " 

Unnilly'sl"$Tf$.; Speclf1C.v;ivity,{.-i. Gl~0$41, Prmffln. iCeim,is; Ni~ntlt, f r,d ltlU~e Esimw. and lflltffY.COP~ lt'5.t., 
Jrci~ LS'iudy Ewrt~Sc.hed.t!e.11rwS w•r.;!OW1"1 M-1 bo ~ 

NBr-000-001 Stat~cai Ar:a~s?lan 
~ri,!11110 '1016 by 11,n,,lci 1:W:nlll!I)'•• l'l'ktc-d1111 S J 
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" 
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~
THERADEX 
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Table 14.3.5.4 
Vital Signs at Baseline Including Weight and Height (Dose Escalation Part A) 

Safety Evaluable (N=n) 

NBF-006 Dose Level (mg/kg) for Escalation (Part A) N BF-006 Dose Expansion (mg/kg) (Part B) 

Vital Si cs 0.15 0.3 onwards Overall 0.6 1.2 1.6 Overall 

Number of Patients '" cee '" '" '" nee '" '" 
Systolic Blood Pressure (mmHg) 

N '" cee '" '" '" nee '" '" Mean xx.x xx.x xx.x xx.x xx.x xx.x xx.x xx.x 
Standard Deviation x.xx x.xx x.xx x.xx x.xx x.xx x.xx x.xx 
Median xx.x xx.x xx.x xx.x xx.x xx.x xx.x xx.x 
Minimum " " X, " " X, " " Maximum " " X, " " X, " " 

Diastolic Blood Pressure (mmHg) 

N '" cee '" '" '" nee '" '" Mean xx.x xx.x xx.x xx.x xx.x xx.x xx.x xx.x 
Standard Deviation x.xx x.xx x.xx x.xx x.xx x.xx x.xx x.xx 
Median xx.x xx.x xx.x xx.x xx.x xx.x xx.x xx.x 
Minimum " " X, " " X, " " Maximum " " X, " " X, " " 

Pulse (/min) 

N '" cee '" '" '" nee '" '" Mean xx.x xx.x xx.x xx.x xx.x xx.x xx.x xx.x 
Standard Deviation x.xx x.xx x.xx x.xx x.xx x.xx x.xx x.xx 
Median xx.x xx.x xx.x xx.x xx.x xx.x xx.x xx.x 
Minimum " " X, " " X, " " Maximum " " X, " " X, " " 

Temperature (°C) 
N '" cee '" '" '" nee '" '" Mean xx.x xx.x xx.x xx.x xx.x xx.x xx.x xx.x 
Standard Deviation x.xx x.xx x.xx x.xx x.xx x.xx x.xx x.xx 
Median xx.x xx.x xx.x xx.x xx.x xx.x xx.x xx.x 
Minimum " " X, " " X, " " Maximum " " X, " " X, " " 
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""' ""' dd rr<nmyyyy Yes = 
"' ""' ddrrmmyyyy ,. ~, 
"'" xx, cld ""'l'IMyyyy .. "" 
'"" ""' dd rrmmym Yes = 
"' ""' ddrrmmyyyy ,. = 
"'" xx, <ld 1tv1'1Myyyy 

"" ""' 
i11~e: A'<ASiilfl. VleWhite. a ~a:.act Of Al r(anA:ner.cafl. N,,N.lltlve Hawahal'I 01 P.n::1fi( l!ilandt-J. , .. Ame1/(Q1'1 ll'ldillfl o, Alo1SIU1 M l!ve. NR ... ~(I\ Reported. 0-00)E1 
Closs.J'Weren(es: Case RepOl'I io,m DfMOGRAl:H!CS{OM>. tnfcrmed C01'6E'm (10 
PAOGAA¥ME~S NOTeS: 
Q;,t3 will tx,,prf$Cfflod n 'n<ltl't;I ,;n~1tfo1 fcrtt11tjtid v.,rbl:,',o,;.ir,d 1,1p,;ier(,IISl'Ql\ly forvnftlfffl,,ttffl v;inni,lt"; ... 
So11 ~lt!.te:!l:"'ln.u.:cnd1i,g order ui1lng"pppp0 ,.anduien"'c;u" portlanaf piiuent nu.mbcs. 
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O!s,e;)SeRelateel Char,1Cte11st/C!i 

?.r.:1!1,1 Study NBi:.ooEi 00:St! ?tt!llitl)°Si!e lniw110i~nc:S1S 
l::'@15eJ: ··~ (/Y,&'W (S,te CIIISS} Date 

m •ppppl)O'.h: ' """ s ietctass.l Clelml1Yl'l)')W 
ccr,pppp/lo(lx ' -~ 

Sde((!11:;$l ddmrrrny)')"/ 
C(~·PPPl)l')l.)(/X • "'' s·tet(lilS!ij ddMrlVnYYYJ 
m-pppp.'lO'./..: ' ""' s te tctasSI Clelm/lVll)')')o/ 
cn-ppp!Y')O(fx ' -~ 

Sde((!11::$l ddt,tfl"fflY)')"J 

cc~•ppp~x • "'' s·te«:f~l ddMrlVnyyy-J 

£110/l)'S to llt'Sl desedalt:. 
{2.1 Oura:iond" 0 1se.ise---1D•ne lCr s,gr.ed - Initial Ol<lgflOSiS !.l\'11elin n'Ofllh 
(31 r.co. 11\!t:..on xxx. 
Cfoss-Rde:ence-:s Case Re!)()!I i:a,m DE>,10 GPA~H!CS{DM• 
PJIOGIV,MMiR'S#OTl:5: 

~11:..-~•1(;-Ttl'«it lN:.n) 

D,y D-Jt4hM ¢ I M1S!O!Ogy 

! 1] o.sease (l'fll r21 !3] 

""" X>;lU( """' .. ~ XKX.ll -~· 
'""" '(1(1(. )1. """' """ 'C>i.1(.l( = .. ~ XKX.ll Cl<h~ 
Ulu< '(:,;1(. )1. """' 

~l,);"Wf!I oe pr~ted t'I m~oo c8Ml·Co1 1crmotte(J\tiriaitte1>i100 u;,-oera,Sl!l OQJy 1orui;1rq-'!1-.attea ...a<1a1>1es,._ 
SDtt ~llttl"l'lt• m n~r<1.,d1rt: ord~r (1,-!ns '"Pf!QP~, .il'III 1flinn "l:ct"' porl111 n af pat11'1't nmribff. 

O&i-a~~ EGA! 
Sti'lge MutatiOll 

""" ves. spooty 
1()()()( No 
l!;)()l)i No - Y~S.SJ)OC!fy 
1()(1()( No 
l!;)()()I I.Jtt~OO""I 
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Prof1te 

OlRfCTOOVli'ltE.sAS 

liStir,g 16.2 . .1.2.2 
BaseUne kRAS Vutil(JOf'IAss~f"ll 

~11:..-~•l(;-Tfl'<t!t lN:.n) 

~eol :..rcn>--ed Tissue same,~ 
S;mp'-4! 

Fre:w-, 
sample- Sa- Biq>Sy 

►!NAL-ddl'M'lfflyy'.tll'!:rrm 
i:~e l ofi; 

tf f!Ol.. !<AAS 
Mvtath:m 

/Ag(-,'5e>: P.i:I 11'•'&'.ltt;) Ceopt~ed? 1'-va1li11:fe? A~ lySIS ObUl!tll:d? Da;e Requited ,.,, ~f0r111ed ? ~llSCf'l Ty~ 

((I' • " ~, Y,s Y.s ddl'TIMTl'!YY)Y Ye!; 
PW!)hot/)( 
CH• "'" Ye~ Ve ddmmmyyyy Vc1, 
pppphWx 

Yes Yes ddmmmyyw Yes 
(((• "'" Y4!S Yes ddmmmyyyy Yes 
m,>1,w, 

Yes Yes ddmmmYY)Y Yes 
(((.• "'" Mc No Yes 
pp9plxKIK 
(((· "'" Yes Yes ddmmm)'Y)')' Yes 

PtlWfltXIK 
Yc:1< ,., ddrr mmyyyy Vc:t. 
Y,s Yes ddmmmyy)'Y Yes 

(((.• "'" v .. y.,. (l(lrr.mmyyyy 'fl'S 

pppplXKIK 
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P¥.'el'!I Study NB::.(!060ose 

,/Sf')( '"' (-ll 

«f•PPPP "'" ,,,,, 

"'" 

Start 

O,<c 

ddmrn:ny)'.Y),' 

(ldmrn:nyyyy 

Study 

O;iy(t l 

( II Oily !:. re1i1,1ve-to ihe r rst clc~ doit-e of NSF-006 0t C>'!S(llfll, 
{7.J MC<()FIA.vcrsicci l U 
C.,05s-Refe1errt t$: Clue Rrpwl ~•n MEDICAL M!STOi«(MH'l 

PAQGAAMMEA'S ~OTCS: 

OlRfCTOOVli'ltE.sAS 

L~ "c& 16.2.4..3 
>t,e(IJ(.11 H!S\Ory 

~11:..-~•l(;-Tf l'<t'!t lN:.n) 

C-Or'ldit,<:l'I 
(Pre~,edTer!T") 

(S:,stt:m O,J .;.n Class)(~ 

"""'""" (~DIV- P-re'eneel Te-rm> 
(Mu<1t>rt1.Sys:111-1 ()-giln (.!a55) 

C()t'ldte<in 
(Me<.IDIV. ll'r(!NJm::dlcrm) 
(MedORA:Sr-,tci.1 Org:111 01111!1► 

(cndl~(ln 

(Mr dORA ~n!fcrrcdT~m► 

(MedORA Syste<l'f Ol'gat1 C!dSS> 

Grb!k: l:Mitd, 2::.1'.~le,ate,. ~'C'IC, tlnkn!Wm, .inti NotAppll(llblc. 
Oai;av.!u be P~"l'?CI ~ lfll)(ed c;r.;e,fo1 £cir:n;med 11ilf'9b'.4!s ¥'fl c.ao:,wr<.lse only for unfQf"1iltteffwina1>fes­
~ t ~;;xtMl" !n 0~«1n~1~ 0'<1(11 u:i!f'!S "PRP?·, ~nd 1tte.n "ccc," pqt11c.m or potl\!nt numbc:f. 
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No 
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Pat.111'1 """' l6@15".>: 11a,t 

ccc-pppp/)Ot/J( X 
ccc-pppphx,'-. ' 
ccc-ppppt.o:tx X 

CC( ·flPPpllOt/X ' c.cc-ppppl)O:IX X 

m-ppppl)O:IX X 

N~Oost 
(rn&'kg1 

x« 

"' 
x« 

"' x« 

x« 

R~Tlt'fl 
Numbe, 

OlRECTOA't&-!LfSo.S 

LiS.'lmg 16.2-".4 
PrlOf C.l'lC8' Thei>apy 
n;ert-to-l,ea1 ~ --rt) 

Agertt/TrflcltJl'IMt 

llj Ot Thetapy Na'l"le 

11, or Thera :iy N~e 
?r,Ur Trc.ra;l'fNa-'1'11! 
Gr Ot T herii oy Na-oe 

llr<0r thefi11)1 N<lTle 
NOPA!(Yt JHfAA~ 
Gr o, Therapy Naone 
11,10, Tneraw N¥ne 
~, or Their;:,~ Nin,e 
11..-0, TheraoyN;nie 

'))>e ..,,,. 
T)}1e 

'))>e ..,,,. 
'))>e 
T )I)<> 

T>"" 
'))>e 

(11 Stop day!!> rela\/-le tc the llrst tJosedaie of Nar.•006oro<tgell'lg, 
C,oos-1te!e1ence-s.: Ca,se Report;(l(m l'A!()RCA>'-ICl:RlkEAAW!p;TI 

•RMAAMMEAS hOTES: 

dl!IIYlmTllyyyy 
<JQT\mm:,yyy 
ddr11Mm),yyy 
dl!llnmm)'Y'h 
oommm:,m 

dl!llnmmyyyy 
<kmmm:,yyy 
ddmm1t1)Y1Y 
dl!llnmmyyyy 

S-op 
Date 

ddmm-rr;r,y 
ddmml'fl)Y>Y 
d d11l1l1'1'f)'l)Y 

(kJMITl"'Wfl 

ddm1t1"'Wfl 
Cldmm'n)»Y 
dttmmrn,~y 
ddmm-rww 

Pttor fhefilf11 lyr..e lnclvdes:. C.rrernou,erap-:;. Horln0'1oll The, •l>Y• lmm-J"ot.,el apy, i'!d Othet 
&e!i.t Rle11pon~ lndJcleJ:COfl"fl!~t Re!tpoose . .?aft ~I Ae~pc,n>e. ~'C! DiSe-a:.ti. Progt'5Sive- Ohie.tie. lJN<i"Owf'I, b!Jd NO! Applltoblt. 
When"1"o PII0f r,,e,apf ,s~J{ited. er,ter"NO ?ii!QC\ ll-:EAAPV" 1f'ltt1e 'A&,et\t/fre¥rrern' C()IIJ/M. 
0~ will be pre::.er-tett., lflll(ed cl.lSltfot rormatted va, IJo.ies.iQd ~1 (ol98 only forunftlrl'nattedv;,,!i1>les,. 
SOit "Patie-tt· ln1'Sc:t!l'!dlr!g Ofdt!f J!lif"ig. "WPP". <I!~ ttlel\ "(U" port('.(I trr pa1Jl:nl II llfT'~1. 
Son "Sl~fl ~ !n ~S(fl'\O r,g Ol'def 'M\hln '"IIIWeM", 
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Pa'!:iel'\1 S.udy 
fkj$15'!i. ••• 
ccc-ppppllcx,',. 
m-p~p~ ' 
CCC.PPP~ 

ccc-ppppl)O:IX 
ccc-ppp~ 

CCC·PPP~ 

NBF-006 ocse 
fms(l(g) 

"" "'" 
"" 
"'" "" 

"" 

PIIOI Ttlefiipy N;iwe 
P1io1 Tht:'1bpy N11l'1'e 

PriOr Therapy Narr.e 
Pr IOI Thefii/1)' N;iwe 
Pr1QrThet.P)' N;,in:~ 
NO PRIOR THERAPY 
Ppor ThefilP)' N;iwe 
Pr10rTherAP)' N;,iw~ 
Prior Therapy Narr.e 
~IICH ThefilP)' Narre 

( IJ Stop day I~ r~.;Jt,,\e to the first dosediJl(' of N8F-006oro'tl'(li"f, 
6ooo;,Ad'c,1mcM: (.M<l ~11porl ,-ffl'm l!ruOrt Mf0t(.ATI0Nt (~M) 
eAOGAAMMF.R'S.NOT~ 

OlRfCTOOVli'ltf.sAS 

LiStJ'l.g 1.6.2:.'-5 
PtlOf Vied ltitlOrlS 

~11:..-~•l(;-Tfl'<t'll tN:.n) 

ddmmm»yy 
ddM/1\r"'Y,1)' 
dctmmmw,y 
Cltlmmtr')')Y, 
(l(tmmll'l')')W 

(l(fmm,fl)')Y)' 
(ldmm'"'IJ,-,.y 
dctmmmw,y 
dtfmm,r,')"h 

ddmm'l'f)I')'))' 
ddfl'l' M'lyyyy 
ddmrn!Y'IWW 
ddmm.'l'f)Y)')' 
ddmmTI~')' 

ddmm'fl))'W 
ddmm.T!)')')')' 
ddm'Tll'l'l))'W 
ddmm""W»' 

P'rlctl'~apyType inl.ludM: Ct1crncthe-1t1fJ)'. ~Mf'IO!l.elll'\t1c,py, !IY!mur,otfte,llpy, .-id Olj'ler. 

si .. 

Dayjll T>me 

... "'"'"" . ., 1:h:tl't'l"I 
•lO( ..,,,,,.,, 
.... "'"'"' ·« "'"""' ... ..,,,,,.,, 
·« "'"""' ·>X ..,,,,.,, 
... ..,,,,,.,, 
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ea-ia ..,,11 0e presertt!!l 1"! ffl!\,~ ell~ rot re,"'audJ v#ieb)(:s i111d 11~1 usE Oflly fc, 11r11erff'!i14t!d "'" '1abll¼. 
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m,ppp!)h:,li/A 
C.C.C1>JIPllhW>: 
t«•ppppllOtl'x 
CC<•PPWJ>:.1\h, 
C.CC1>Wl)/W>: 
cu.,pppptlOtl'x 
m-pwj:llx.>:1.11 
c.cc1>Wf)l:W>: 

Study 
ila!l 

A 

X 

' A 

X 

' A 

X 

NBF,000 Dmc 

!".!"fih..S} 

'" 
'" '" 
'" 
'" '" 
"' ''" 

Site 

O!RECTOR"t'IF!I.E.SAS 

LiSt,1~ J6.2.A.6 
Prier Cance--~liltktn 
tntel'(•IO-l reat lN•nl 

NO PR'OR ?AOIAT!ON 

Repo11ed Site 
Reported Sile 
Reptmed Sile 
ReponedSite 
Reported Sile 
Reponed Sile 
Reponed Site 
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X 
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Pu)ttidi,e 
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E>escr,puon of Rndir;gs 
Dcsmptioii of F!rid ir.g,; 
Descr,µtitll'I of Am.tit.gs 
r>escr.pdon of Rndlngs 
Dre:.c:r~ptloii of Rrid!r.p 
Descr.µtit1n of f:!m.tings 
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l"'r.:\THERAOEX 
~ n"'C LCGY 

N Sl'-006.001 Fl'lase "' 0 

Study NBF-006 00~ 

"" lf(fgll<pJ 

X "' 
X "' 
, '" 

(11 o;iyis 1e1i1t'll,·e to ttit-: r JSt dose date or NBi:-006. 
Ctoss-Refeten( es: Case iieport nl!'m P!'lfa-lA.NCV (RPI 
PSIQGAA~~.HQT~ 

OlRfCTOOVli'ltE.sAS 

l iSl>'lg 16.2.4..a 
rrea:Nir-cy Test 

~11:..-~•l(;-Tfl'<t'll tN:.n) 

v,s;, °'" 
""' ddfflfl'"'Y'/1Y - ddrmr "Tf)')')')' 

""' dditTM .. rl)))')' 

""' ddmrr. "'YYf¥ - ddrnn:.!tl)')')')' 
XO. dll!lt!'l" rl)')))' 

= ddmrr.""fhY ,.. NOT PER!'O=t>lfb ..... ddml'l' 'rl)'Y)')' 

if1(('8Nlnty'frst I~ ntX pr,·fotrr~. ~rri·l'f"NOT PE=ttOftV.ff,)"ln thl" '$.1mPc Qr.~ cc!vmn. 

S1udy Day 
! II 

•l()C 

" 
"' ·" 
X, 

"' ·" 
.., 

Oal;:s, oYlll be pr~~ •nb,;ed r:11!.efor fomwtledVllrab.e~~nd llj>~I ta?.e only lor un lonn11lled wiNaba. 
s011 '!?atie'lt .. 1n asrendirg o:ilt!r '\ISing,-Pl)W"'. and mtn "'cc.c oo,11nn cl pal1el'l1 nurnbtf _ 

Met'!Od 

Untie 
Scum: 
Sef1J111 

5ef1Jl1' 

Urn,e: 
Utif'lt! 
Uririe 

Util'lt: 

N8r.-00ti-001 Stat+~:cai A1a~s Plan 
Cq~"9:ldO U)l(I by1l1CHClc:c(W;:ib!)'C\ l'li11Ut(li1 Ml 
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Resuli 

Negai..w 
Neg"1,t,'C 

"'"""" N<gatJ,,! 
Neg.,,u.-e 

"'"""' Negal.Ne 

Negatr.<e 

►!NAL-ddl'M'lfflyy'.tll'!:rrm 
i:~e l ofi; 



l"'r.:\THERAOEX 
~ n"'C LCGY 

NBF-OJ&-001 ?!'lase 1/l!> 

Study Start 

Dl~CTOM'~U.SA.S 

ll~<llg l'&.2.5,1 
Na;;..()06 Adrrin,st, atic111 
sa1ery h ill1Jab'e !N•'l1 

Dose level Lot To:a!lrlu!.ed Dost Dose 

F!NAl.• ddi,n,ul\:,Y,,h:frm 
Page 1 oh: 

Part \ll11i! O;.c 
O;J,f &art 
(1) Tim~ (m4:'.kg) No. Oose(rr§• De!ajl.) r.Je11l;f).., lntc.'/'ueec(l) 

Af 
Rcs,n,0•1 # 

Cff•p:>pp ' " ddm-nmYY)'Y "" hh:mm hh:mw - = 
ddrn•nlflWJY "" tih:mm hh:tnm ""' ' -r,,.tx ddm.mmyyyy "' hh:mm hh:mm ""' ""' 

"" ddm.·nmwn "" tih:mm lih:tn11, ""' ' -ddm.tnm)Wy "' hh:m-n hh:mm ""' ' ""' ddm:nmyyyy "" hh:lllm hh:mm - ' = 
((( •pc,pp ' "" ddlll"M'I)»')' "' hh:mm hh:mm ""' = 
""" ddm'flm)'WY "" nh:mm hh;mm .... ' ""' ,.. ddm•nmm-y "' hh:mm hh:mm "" ' '"" 

( 11 Day IS relall..-e to rirst oose date of NBF·OOG. 
(2} D<lcr.e!, :1ol~d rrirnr.tmted o" pu:toc:oJstheduled t11nq:i<M1t. 
(31 TfleM.f..isb~ Is tei'l"f)c,ra,Uy IN:e;1uptedafld ltle!\ resum~ ....tiei'l S-Jl'l'oto1r1sa1~ f~Ol-.<ed. 
c,oss-REll!fence: C<JSe Repor.. 'till'm NBr-006.,S.OMINISTilATION \El9 
PROG"-AWMER'S.~"ons: 

,~ 
"'" 
"" 
""' 
,~ 

"" 
'"' "" 

0111;-.J wJ bl) P,1l'<ntrc.l In m'l«'d(4!il: fm fotmill'l1~wmablM and upp!lf'n,se 0lilyfo1 unforrr.at!r-dvari.-?l ~ 
Sod "Patient" !r,m<ercl!.ig cl/'de: ushg"?ppp". 41ldthl!'ll •tu;• ptlnicITT or p;,'.icrt..nl.lll'...ller. 
sort -staf"! ~" if'laS1:e1.'d1tig o•d«-'i>t!l~!'I "Pat'ietlt".~1fyo1~r. 
Trer1ure 3 !nfosief•"Hates. ~ .sob;ect rri1J ";tve 3 •OA-S1or 3,,,~n r.Tc.es.. 

The lnlu~!oi,wJI be lll'pleem1mtcd II~ ;,:.t~ 1n~n: 
(H O;.SmLlmnklr IO minll!eS: 
(21 !hen 1.5mVmll'l fo1 10mll'l>1'1'S. aN 
<3t (ir,,,~6 ml/,r, r,for lho f(.llf'!;all'l!" VOlll!l"II" 

y.,. 
No 
,o 

No 
No 
v~ 

No 

•• 
No 

N8r.-00ti-001 Stat+~:cai A1a~s Plan 
Cq~"9:IIIO U)l(I by11,CHClc:c(W(ib!)'C\ l'li11Ut(li1 Ml 

All ~t1'll!n'.cl 111 
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l"'r.:\THERAOEX 
~ n"'C LCGY 

ccc-pppp x 

"""' 
""' 

''" ""' 
{11 Ullyl:1 relolivc: lo th~ r.r» do~ Wte oH"BF,OOC.. 

Pl«edllN! 

OlRfCTOOVli'ltE.sAS 

Lifi;lflg 16.2.6.1 
b:ttotcl o:sease: Target aw Nor.-TafgE!l LtsiOOs 

Eff C:¥..'J fva!u.1ble(N"rt> 

D,y l esion Lcsicn Org;,,n 

(11 - Nurf"bet :Otl'let'. Spe<lty) 

·X< Tillf.81 Otner.S,poofy 
TillWJ"! ~p<m«' Or_fpn 
T1»l!!(!I Rt-ported Org.,n 
Non-Ta1get ' ~pc,rt«I Or5Pn 

dd-nmm.,-/'f/ " T.11gc1 Reported Org..,n 
Ta1f!.!1 ~pc,rtedOrlPn 
T.;11~t Aefl()rt('l.t0r~n 

No~TJJ1g~l ' ~ported 0 1gan 
Non-T.irg<rt ' AeportW Or,g."ln 
Non,T.,1gct ' Fieportc:d Or&11i, 

"" T<ll l;et ~pcr.ed O,g.an 

?1c:V101D-al' 

1>1oc.todllt'e !Ol~Cll 

,. .. , 
();l'ltlr.Spccify Vos 
PF.T/CT 
Otrier; Spetl y 

lt,,R.,y 
Other.Spedy 
n~, 

Ot~ Spedy 
er s.-., 
X-R.,y 

er sea, 

Ctoss4efei-ences.: Case Re Ofl fOr'ms TAAG.el lfS!ONSASSESSMENT ITIU. TR2). NON•T ARGET LESiONS 4SSESSMENT (Tro, ™~ NEW LES!ONS(TRS) 
PFIOGAAMMFR'S ~Off$: • - ~ 
Wher,"t.o T,11~ Lellloml: d1 ?retrt'lt!Jnenl"', enk-1 hKO f AAG-FT 1.E.S!oNS' ir, lhe'le..cm T:,pe' (o·utnn. 
When h~'O Non-rarg,et LesiOns ait "rei,ea-ime!'lr, e!\rer"M> NOIHAFiGET lfS!ONS' rnU'lie- 'les!on Type-'column. 
Oara 6P.,'eseflted !I'!"''~ case (or fo1maaoo variables olOO uppertase<lnl)' for lfl'lom-.aitted'4f\ables.. 
$Oil ~nl.i~""ln.o:i(Cf'IIJ!l:v ~tder .i:1!~"pPPP',.ordU!e!' ·1.u." pOlllOl'l'J of patent n.irnbef. 
son "Dil:e"' rt ascendingofderw<tNfl "?ilt>efll"'. 
So!t''les.JOl'I T,)'pe"' f\descendiog 011,e, w u,1rr•D.)te', 

Son "J..«s!Qn ~umbl"I"' -~~!!:a~ W~ ~n T~. 

N8r.-00ti-001 Stat+~:cai A1a~s Plan 
Cq~"9:IIIO U)l(I by1l1CHClc:c(W;:ib!)' C\ l'li11Ut(li1 Ml 

All ~t1'll!n'.cl lU 
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l"'r.:\THERAOEX 
~ n"'C LCGY 

P ¥. em sw,;Jy N~006 Dose 

OlRECTOA't&-!LfSo.S 

ll~<llg l'&.2.6,1 
&1tml d DiS,....:,;e: Tarte!. lmd t-;o(1,TJ11~t Lefon:. 

Etf.ca<y EYa!uable (N .. n> 

lttf&x Par! (11"$1 V!!il! 

Day Lesion 
{1J Type Nurriler Amr.0n:1c1tJlo1:a:101"- Non,T111h'ffl te;!or, Evilluat.on 

«c-pppp 
/uh 

.Sn~ring ddmml11)'yyy •l« T,11i;e 
T.s1iet 
Targ« 

X 

A 

X 

'" 

ddl'l'IIT!f!ty)')'y >..Ii; Tb1gt.t 
Tali« 
T;;1&«, 

' X 
X 

No~T;;!.8,e( X 
No~T~r~ x 
New!e:rn., x 

odmmmyyyy a Ta11«. X 

(11 Dey is ,eia1;.-e to I,ie ftst dose date 01 NBF-006. 

Rc,y<1r~ed Lot1t:ion Ve:; 
R~rtl!d lOciltlon Vei 
~ted Location ¥es 

A~rtl!d lociltlOt'I 
Rey<ltte<I Location 

A~rtl!d I..OultlOt'I Ves 
~-('(I LccatiO!"I Ves 
Reoor-ed LCC<ttoon Ves 

RE$1(1t::ed Lccauo,i 
AE';)Of"'-ed Lcc,won 
A('?Or.l'tl l.0~111on 

i:INAL•dd!'l'Ut11t1yy:hh:rr rn 

Page I Of X 

RECIST Total 
MN.,mc(rmil S11tn(mml 

Ctoss-Referenc.es: Case fiepoo i'-orrm TA.AG.ff U:.S!ONSASSBSME-'.T !fR1. Tn2). NO~ T Ai«iET lfSlONS :.S.SESSMENT (TM. TR-4► NEW LESIONS(tRS) 
PROGRAMMER'S NQT5!. 
Wheri"l'l'oTarget lesions at: D-reue.ument". f!"lef '"~'O T~Ef i.ESIONS In ttl'-'les:«i l:,'pe' c~!lfl\l\ 
When"~'cl Non,Targ,et ll!!liom .Jt llrd,•1:1ttmef,1", en~r"M> NON•TAtlGil LESIONS' 1nthe'lei.!on Typet iUltumrL 
De.ta iS. D~!>e!llt!d in O',xed (ase for(Of!l'<ttted va11ilbles cw<I 1.1ppe, case only (or ur,tor~ttetlv.trlables. 
S"ott"?;Jtlerit"ln ascend,~ order 1.1slng .. p;)f)p".andtnen"cc.C-port~AS of p;3L1!1'11 I\Jrr-.ief. 
Sort "0-1~0" n 11SCmdl,,.orclC'r v,rtNn ~~tlvnf 
SOil "les,c(I ~ fl. descendil'.lg Older W.lhin "Da!tr. 
S'ort. u mbe.., ~ 0tder "1..eslo ff 

N8r.-00ti-001 Stat+~:ca1 A1a~s Plan 
Cq~"9:IIIO U)l(I by1l1CHClc:c(W;:ib!)' C\ l'li11Ut(li1 Ml 

All ~t1'll!n'.cl 12~ 
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l"'r.:\THERAOEX 
~ n"'C LCGY 

N Sl'-006.001 Fl'lase "' 0 

?.r.:1:"1 Study NBF-006 Du6t 
l::'@15eJ: ?i! l't rmsllttP 

m-pppp , "'" 

cn-pppp ' "" 

CCl·PPPP X """ ""'" 

0 11ted 
V d<1 ?rO(ed~e 

'"" dd11Xl"fl'l'f.Y)Y 

'"' ddmmmyy,y 

""' <JtJ (1tmmyy,y 

""' ddl'l'rl"fl'l')')W 

'"' ddmn-....!l'TYY)y 

""' <Jd(1t!'rn'fyy)y 

'"" ddl'l'rrrffj'hf 

""' ddmrr.lfl')'Y)y 

"'" ddmn'fNf'l)y 

""' ddll'rr'"t'lft 

"'" ddmn-!f'rfY',y 

f 1) Diiy15 relatn,,e 10 the f':ll do~ WU! of N Bf.ClOC. 

OlRfCTOOVli'ltE.sAS 

LiS.'lmg 1 6.2..6..2 
Cycle Respo-:se-A.ssessmen1 

Etf ccK.y&atuable (~"n> 

N<1r<•la1F,el 

Olf/ T11r~-et l ~ 10l'I """'' i i l 11,esponse ~ 

"" Stable Oise-ase NON·C.iV°NON•PD 

"" Stabil!Di~;,~ NON.Ci\lNON,Pt> 

"" Comp1e11:: Rf!spcn:.e C..,11•ple<c Rbµ,en:;e 

"' corr.mete Aespc!!Se corepleU! Response 

"" Stablr.D1k11~ ..iON,CiVNON,Pt> 

"" Stable D1se11se NON·a/NON·?D 

"' Cof'Nlleie Aespc!lse con-pleU! itesponse 

"' {or,,plet.e Aespc:r<'se Cofl1)1f!te f;.(!spons,e 

"" Stable Olse11~ NON·GVNO.N•PD 

"' Statile O!sease NQN•C.VNO'II-Pi) 

"' ~IQ .. ltlSSlQn Proares.s!on 

Cte-ss-Rt.41:fet'ICe:s C:ase Repon i:'o,mcvae RESPONSE ASSESSMENT <RSI 
PAOGAAMMiR'S N"OTiS:: 
Q.\ta is o:reseoted in (11,~ ase-fcrfOIQ\all.ed W!lilblts 111'<1 IJf)p,i!f taSf! Cnly fOr u.J•.fOim.ttEd V~lilb!ES. 

p-) ·,..,,, s«l!:ld!!:1 ottl.C{JJ$1~'"lJeeP",.ond. fie "t tllcrs of~ ~ 

N= Symp!1io1111ic: 
Lesions Dt'!E-fiOfil(!On 

No 
No 
No 
No 
No 
No Yes 
No 
No 
No 
No 
No 

N8r.-00ti-001 Stat+~:cai A-'!a~s Plan 
Cq~"9:IIIO U)l(I by1l1CHClc:c(W;ji,!)' C\ l'lioUt(lio Ml 

All ~t1'll!n'.cl 1'.11.) 

lina!Versl0t'l 2.0,..Vc11ch 14,2023 

Coofldemial - fr,;!re. Page 

►!NAL-ddl'M'lfflyy'.tli'!:rrm 
i:~e l ofi; 

Ovc!m!I 
De:1euo11t1.ion il.es,;)O(l:.I: 
Date fcrthiSCycte 

Stable 01sea-st! 
Stab!e01!1ell:Se 
Complete Rri!JDC"cif! 
Complete Aespof1Se 
Stable O!!lell:Se 

dd fl'tl"lf1ty)Yy Stable Oh,east 
Complet(' Aespof1Se 
Complete AesporGe 
SI.able Disease: 
5table01S~ 
Proiressw:m 



l"'r.:\THERAOEX 
~ n"'C LCGY 

S!lllt/ N9~6 
Part ()OS(! (mglkR) 

w:-pppp ,c 

'""'' 
"'" 

Medt>Ullf:FSiOtl 21. 1 
(11 DLT,., Decit-l 11r111i:',g l OICll'.<ty 

Ad-.-e,sef\.-em 
(Mt-,IOAA P,~fem!d Tenn) 
!MC'C.OAA Sptem 01g;,i,CasG) 

A.IMl'6E E.\IE-N1' 
{Me<f:l?.A Preferred TcrmJ 
t,Med:)AA Svstem01pnc.ml 

ArYIIE fiSF EVE.~T 
jMt-cDR,1. Pr~reu e<I Terfl'(J 
IMclf:>AA S-,ntr.m Orpn 0-ffi) 

AD\11:llSE MNT 
!MedJi1A Pre-fef'e<I Term) 
!Med:>AA. tern Or.c:;,n~ 

i,iJ :X.y ,s reiat~·e to m~ r "5i ®st' t»te of N SF-009 , 

OlRECTOA't&-!LfSo.S 

ll~<llg r&.2.7.1 
M~s,: E.Vli!flb 

sa1ery h ill1Jab'e !N•'l1 

01"6el 
OLT .F.eo.o!vcd Oby 
(1) ,,., .. ('-1 

(l(lmmmyyyy " ddmtn!Tl)'~'Y 

Gr.fdt! 

Mid 

ddmmll!)'~'Y xx M id 
Ol'lg(l!l'\g 

5., "'"• m 1'.elatl!d 

, j;t(,l:;;Jb/)' 

x Unlike.y 

i:1NAL•dd!'l'Ut11t1yy:hh:rr rn 
Page I Of X 

Attema:e ca~e 
"'-1 Ti..r11py Out P1imwy 
(A) G1vc,r, pl D~~ Commom 

'"' 

v.,. 

(31 Ser><Sen,cvs; 1:oNot Senovs. 2='8W'ts !n Dt>atl\. 3=l!fe Thre.!Jlenlni, 4-=Aequlf't!s <Jr Prolon8,S H~pt~ifliilon. 5=P\'rsl$'iel\t or Si,,n1fl(.~n1 Olsoolm;y/lntapatlly. 6=C:ongen1~a1 
.4t'!O!llcl1y()( Birt!\ DefOO, 7-0thf!.· Med ~cllly lftj)01tll/ll. SE!flt>JS E-1"1!1\L 
{"1 Act,.Actir.<'l Take.TX i - :>ose NOT c11a~. 2.•Dose 1~:em.1rr.ed. 3-- ocse Oela')-ed. 4-- o ,,,gWithdia\'t1"!. 
(SJ Out=01A(01fl(!; l :Re((;'ll!'redlRe90Neel 2~«<t\'8i'Ed/Resoi,~ wlthseQJ~l;,te. 3=-~<:lv'et!f'¥'\flso'.W!tl,, 4<-Not Re(o,.,erOOINO\ ReSOl-\"00. Wai al &=UNt."IOwr!, 
Olt= Oow L1rr.1111'1!1 T9lC.(11)• 
C,oos-References: CllM! Report fcrmAOVERSE MNTS{Afl 

!lf!OGRAV ½ER'S NOTES: 
Grade. l •MHd. 2•"1cdefiKe, 3--S('l((>'e, , .. u,e th,re~enirg,5-Fata , Usema, !rNmg~ade tor Sl.,lmmtry 
.U.,~win be pr~er<OO lnm)(C?d case fo, formtltN?dVill'\oolbles wM lfwe:' case ori-yJor ~nforrn.mEd 'Wlt ~t,'(is. 
SCil'l "PaU~ll't- in ilSU!Nl'lg t.Vdel .i!:!~ ~prf. lll'ld Ul~n"C<t" pom:tfl OI patiern ""~'-
~ ·~Qa~in &l<endl!:l&~f wttfn?fat.en~r •.. __ _ 

N8r.-00ti-001 Stat+~:cai A1a~s Plan 
Cq~"9:IIIO U)l(I by11,t1•clc:c(W(ib!)' C\ l'lioUt(!io Ml 

All ~t1'll!n'.cl 1:11 
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l"'r.:\THERAOEX 
~ n"'C LCGY 

OlRfCTOOVli'ltE.sAS 

listing 16.2.7.2.1 
Tte,Hment•0:1ne-<ge.'lt Ad>-erse c\-ems Leild iog to oa.se ltiWfu(>:ed 

Safety Evaluat>'e (N•rrl 

P.r...cirn St-ucS,,, t,;QF,~ Jrdvc~ E•.-er,t 
'A&'!'.-'~l( .?afl l'X!Se(tr'\&%') (Me.:IDAA ?rt:lel'red Teim) 

CC~·PPPI> X "' hb~f'Sc Ev.!1'11 

"""' (MOOOIV. Prek<ted Teff'I') 

CC~·PPPI> A '" 
hl•11!rsc Ev.!1,1 

"""' (MOOORA Ft"eferred Te1m) 

( 1) Dll)' !~ rc~INt to th(' f...l'!lt do~ dlbc qf ~f:!f.(l()G, 
[).) la:51 0w.c t:oO"..se: 6 ui!cul11tl'd in d.:I~ 

O,y Lrn,1 Oc!.e 

lll WOs'ISl':lfl:) 

"" AA, 

"" AA< 

(31 l1e-atmec'!l 0.Jf3l\ocn IHaltu'Jited ffO'f'I rrs: dose to diSC1l(ll.i!'IIJcl!iOO Of ~~udy dli,g, 
l-'1 01.1ro1non of ild'!-t!:l'Se e-.--enlls calcu1a:e<1 In days r,om Onset Date U> AeWJtionO.;,;e. 

Trc.1tmmt 01m1:,o" 
!.lur\lba11 f31 ofTEAf(dily) 

"' '" 

"' "'' 

Grncle 

Mi!d 

"'""'· 

►!NAL-ddl'M'lffly)".l'!h:rrm 
i:~e l ofi; 

~ 'l(!Ur; "'"" IS1 =telbttd 

-~ 
' OM,ble 

y.,. Unrelated 

(S1 Scr-=Serio!O.:l =Not St:rioii.. l~cs11J!:. w. Fh!IICh, 3::.life Thr~li:<11118, 4::Rlequ.:.f'::; 01 Prd<1~:1.!-!o:.p1t.-..U.,..ian. 5-::Pi,sisteol 01 ¼;ntf1ta.1'1! f)!',,1b.:..tyJlr1i:.,p;mty, 6-=Cansmm,! 
Mo!Y'alytlr Birlf\ Defoo, 7 .. ()(ht:,· Mediecl!ly hll)(l1til 'll 5etitx!S l:vel'lt. 
Ctcss-Aefeten(es: Case Rtport nl!'mADV'E.'45E EVfNT51AFI 
PSIQGAA~~.HQT~ 
St,tt ~llttl"l'lt• in n~rniidirs ord~r i1,-!n,J '"P.PW~, .il'III 1fl111n "i:(1"' porl11:fl af ptll'nl numl)(lr. 

N8r.-00ti-001 Stat+~:cai A1a~s Plan 
Cq~"9:IIIO U)l(I by1l1CHClc:lt(W;:ib!)'C\ l'lioUt(lio Ml 

All ~t1'l!ln'.cl 1l1 
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l"'r.:\THERAOEX 
~ n"'C LCGY 

OlRfCTOOVli'ltE.sAS 

listing 16.2.7.2.2 
Tteatment-fmergert AdvtYse f',,,ems t ea(J<tg ,o Dose Delilyt-(1 

5affl)' Evaiuat>'-e IN•n\ 

P.r...cirn St-ucS,,, t,;QF,~ Jrdvc~ E•.-er,t 

'A&'!'.-'~l( .?afl l'X!Se(tr'\&%') (Me.:IDAA ?rt:lel'red Teim) 

CC~·PPPI> X "' hb~f'Sc Ev.!1'11 

"""' (MOOOIV. Prek<ted Te.r<TI) 

CC~·PPPI> A '" hl•11!rsc Ev.!1,1 

"""' (MOOORA Ft"eferred Te1m) 

( 1) Dll)' !~ rc~INt to th(' f...l"lt do~ dlbc qf ~f:!f.(l()G, 
[).) la:51 Dw.c t:oO"..se: 6 ui!culaled in d.:I~ 

O,y Lrn,1 Oc!.e 

lll WOs'ISl':lfl:) 

"" AA, 

"" AA< 

[31 l1e-atmec'!l 0.Jrat,or, IHaltu'Jited fto-n rrs: uose to diSC1l(ll.i!'IIJcl!iOO of ~~udy drug, 
l-'1 0Uro1non of ild'!-t!:l'Se e-.--enlls calcu1a:e<1 In days r,om Onset Date U> AeWJtionO.;,;e. 

Trc.1tmmt 01m1:,o" 
!lur\lba11 f31 of TEAf(dily) 

"' '" 

"' "'' 

Grncle 

Mi!d 

"'""'· 

►!NAL-ddl'M'lffly)".l'!h:rrm 
i:~e l ofi; 

~ 'l(!Ur; "'"" IS1 =telbttd 

-~ 
' 0M,ble 

y.,. Unrelated 

(S1 Scr-=Serio!0-:1:Not St:rioii.. l~cs11J!:. w. Fh!IICh, 3::.life Thr~li:<11118, 4::Rlequ.:.f'::; 01 Prd<1~:1 .!-!o:.p1t.-..U.,..ian. 5-::Pi,sisteol 01 ¼;ntf1ta.1'1! D~1,1 •ty/ln(11p«1t)•, 6-=Cansmm,! 
Mo!Y'alytlr Birlf\ Defoo, 7.-()(ht:,· Med iecl!ly hll)01til 'll 5etitx!S l:vel'lt. 

Ctcss-Aefeten(es: Case Rtport nl!'mADV'E.'45E EVfNT51AFI 
PSIQGAA~~.HQT~ 
St,tt ~llttl"l'lt• in n~rniidirs ord~r i1,-!n,J '"P.PW~, .il'III 1fl111n "i:(1"' porl11:fl af pitlN!t nmribtt. 

N8r.-00ti-001 Stat+~:cai A1a~s Plan 
Cq~"9:IIIO U)l(I by1l1CHClc:lt(W;:ib!)'C\ l'lioUt(lio Ml 

All ~t1'l!ln'.cl 13.1 

lina!Versl0t'l 2.0,..V<11ch 14, 2023 

Coofldemial - f r,;!re. Page 



l"'r.:\THERAOEX 
~ n"'C LCGY 

OlRfCTOOVli'ltE.sAS 

listing 16.2.7.2.l 
T(E.liltfflerl\•Efl'te1gert Advt'fse Eva'ltS l e-ad hg to o ,ug V"thdfa-.vi 

5afft)' E"81uati~ IN•(ll 

P.r...cirn St-ucS,,, t,;QF,~ Jrdvc~ E•.-er,t 

'A&'!'.-'~l( .?afl l'X!Se(tr'\&%') (Me.:IDAA ?rt:lel'red Teim) 

CC~·PPPI> X "' hb~f'Sc Ev.!1'11 

"""' (MOOOIV. Prek<ted Te.r<TI) 

CC~·PPPI> A '" hl•11!rsc Ev.!1,1 

"""' (MOOORA Ft"eferred Te1m) 

(1) Dll)'!~ rc~INt to th(' f...l"lt do~ dlbc qf ~ f:!f.(l()G, 
[2) la:51 Dw.c to Or~ 6 ui!culaled in d.:I~ 

O,y Lrn,1 Oc!.e 

lll WOs'ISl':lfl:) 

"" AA, 

"" AA< 

[31 l1e-atmec'!l 0.Jrat,or, IHaltu'Jited fto-n rrs: uose to diSC1l(ll.i!'IIJcl!iOO of ~~udy dli,g, 
l-'1 0Uro1non of ild'!-t!:l'Se e-.--enlls calcu1a :e<1 In days r,om Onset Date U> AeW Jtion O.;,;e. 

Trc.1tmmt 01m1:,o!'I 
!lur\lba11 f31 ofTEAf(dily) 

"' '" 

"' "'' 

Grncle 

Mi!d 

"'""'· 

►!NAL-ddl'M 'lffly)".l'!h:rrm 
i:~e. l of i; 

~ , uur; "'"" IS1 =telbttd 

-~ 
' OM,ble 

y.,. Unrelated 

(S1 Scr-=Serio!0-:1:Not St:rioii.. l ~ cs11J!:. w. Fh!IICh, 3::.life Thr~li:<11118, 4::Rlequ.:.f'::; 01 Prd <1~:1 .!-!o:.p1t.-..U.,..ian. 5-::Pi,sisteol 01 ¼;ntf1ta.1'1! f)!',,1b.:..tyJlr1i:.,p;mty, 6-=Cansmm,! 
Mo!Y'alytlr Birlf\ Defoo, 7.-()(ht:,· Mediecl!ly hll)(l1til 'll 5etitx!S l:vel'lt. 

Ctcss-Aefeten(es: Case Rtport nl!'mADV'E.'45E EVfNT51AFI 
PSIQGAA~~.HQT~ 
St,tt ~llttl"l'lt• in n~rniidirs ord~r i1,-!n,J '"P.PW~, .il'III 1fl111n "i:(1"' porl11:fl af ptll'nl numl)(lr. 

N8r.-00ti-001 Stat+~ :cai A1a~ s Plan 
Cq~"9:IIIO U)l(I by1l1CHClc:lt(W;:ib!)' C\ l'lioUt(lio Ml 

All ~t1'l!ln'.cl 1~ 

lina!Versl0t'l 2.0,..V<11ch 14, 2023 

Coofldemial - f r,;!re. Page 



l"'r.:\THERAOEX 
~ n"'C LCGY 

N Sl'-006.001 Fl'lase "' 0 

NBF.ooG SAe 

OlRfCTOOVli'ltE.sAS 

LiS.'lmg 16.2.7.3 
5et AIUS AIJ\'efSoe cvtnts 
saf~ E"81\lati~ (N•nl 

HDS?t"a!ued: 

►!NAL-ddl'M'lfflyy'.tll'!:rrm 
i:~e l ofi; 

?.r.:1:"1 ~ udy Duse Mf/dOR,\ 
Pil fl ffrg,'~ PT[I J 

Omc, 

Pt"'-'OUSly Resol~ 
Rf,ported Dales 

CX,y Adrto:.i0!1 

f2l Olsc!li,ge 
rx11e 

l'><l!e: Mel SA£ Rfott•dl.e:1,g.e Study [>;i~ Off• T·e/l'!ll't:nl 
c n1erla M m,nistfilH.ld? Pt!O( 109.E? 

ccr,pppp x n, SAE No d~minywy " ddnYnmy)YJ dctnmmyyyy Y!!:i ,,_.,, ,m (ldn\fl'TMY'.r')')' 

" 
((l·PPPP ), ""' SAE Vo, cJdmfl'Tfll)')Y)' " ddfN'n"1yf"/y ddnm1'!'lyyyy NA No 

'"'" '"" 
(f,d,Tlmmyyyy " 

(11 Ned.Dill, vciscn 21.1 
(l.1 Otiyis t~1c11r,,•e to 11-e rJSt dose date 01 NBi:-006. 
Ctoss-Aefe1en( es: Case iiepoo iOl'lTl Si,vOUSAO\IE!of EV!NTS (SAf) 

PAOGMMMEA'S NOTES. 
o.,,.., Yti!I be-pr~n1ecf b rrm(td case ro1 fc:r•narte!d wirWltc:silrld upuc1 asi:e only for llnb-1J111t1ed v-Nilb~;. 

SO!l "?llt1el!" ,n~:ietonalf\t OfdCt U!l.illg"~.<11'1dlttel\ ''l'«"port<Cl'I ut ~t ,i.am-bet. 
son "tln~pate"" mj11SC1ft!d1!:\C order ~n"f.@!l!nl", 

N8r.-00ti-001 Stat+~:cai A1a~s Plan 
Cq~"9:IIIO U)l(I by1l1CH(lc:c(W;jb!)' C\ l'lioUtfoio Ml 

All ~t1'll!n'.cl 1'.l.1 

lina!Versl0t'l 2.0, ..V<11ch 14, 2023 

Coofldemial - fr,;!re. Page 

No 



l"'r.:\THERAOEX 
~ n"'C LCGY 

N Sl'-006.001 Fl'lase "' 0 

Pill"C!rrt S1vdy ll:!!F,006 
Pout rJo!ie(mglkg) 

m-pppp ' '" ""'' 

m-pppp ' """ ,,,,,, 

(1) ,Ved01V,vl?t'S1on 21.1 
{}) t,I.T= ~ l rmni!ls Toxinty 

OlRfCTOOVli'ltE.sAS 

LiS.'lmg 16.2.7.4 
P,11len1S with lf'(.orrp~tt Adverse Evem ·l'rorn•atiori Exduded from SUtlYria,yTables 

5affl}' Evaluat>'e (N•nl 

Ad~eEvmt 
lMoo!:>AAPtq~1rod TCffn. tx.T 
fMedDRA. Sys,1em Org:m [l:) 
C!a:se.H1J 

ADVERSE M.NT 
f~t>AA :ir('fc:ir(.'d ll!flTI> 
fWledDAA Sy~:em Org.i,n 
a ... , 

ADVERSEMNT 
f>AWDRA?f~teaed Teem> 
{MooDRAS)-s':emorgan 
Cl~1oe1} 

.t.DVERSE MNT Yes 
f'.VmdDAAPre~ned Te--m> 
(MecJDRAS)-s.:em o,,:an 
Class> 

Cldmm'T'ffYfY " rktmm"fff)yY " 

ddmm~yy " O!'!gOif\t 

ddmmrrw,; " ddl1!111'")')'1)' " 

'"" probilbty 

Mild Unl1kr.-'J 

,...,. Un1e'ated 

,t;o; rn-,r.tp)' 
(5) Gil.-en 

Ye, 

' ·~ 
2 

No 

(31 D.tyi:,, re\,a,tNe to Uic D:st di»e dole ar NBF,OOG . 

►!NAL-ddl'M'lfflyy'.tll'!:rrm 
i:~e l ofi; 

Al:em111.e Ca:.,:-..e 
OVt Pr!m~,y 
((;) ~11:,1" Ccmmem! 

Ve:, '""'''" 

Yes ""'"'" 

("1 se< .. ser.r.os: l•Not serious. 2~J:ts in 068th. 3--Ltre Th(e..tteoiog, ,tbAequifes or Ptok)t'lg_s HOsp;ta' tlauon. 5• PersiS!eN c, Sig."ifica1u Oisatiillty/!N.aJ')iltlty. 6~c or,goot~a1 
Moroal)'« Birth Defect. 7-Cltt'lef Med ~!ly 1~m1-it serlo-Js e.-ent. 
(SI Att::Att,c,,1 Tbkei::. 1: :Do:.e NOT Oi•r.t:ed, l=Do:te lt1:e1rup:cd, .3=- Do,-eOl.'<11)'1:d. .t: Drnt:Witr.l·,1w,T1. 
{61 OUt..011:(0~ 1--Aeti'M'fedniesc~-ed,. 2 .. iiec:cveeedlResOCVOO wi11'lwq:.1etae. 3•Ae<.cver!f\}".:teso-'Mfl.g. , .. NOi Ae( O.'e(ed/NOI AeSO<..-ed. *ai.11. frU!'i<J'OtMl. 
Ctoss-Nefe1ences: Co'ie ReoO't,crm,A.17\ViSf MNfS IA:1 

~ROGAAV"'1ER'S NOT!S! 
(ir.,d<:: t-:M+ld, 2=M1Xl-l'rnte, 3=.S~t, 4':Llfr, fhn!.stet'lif'1i, 5=fata•, I.Mt: tn:1•:mum.i,tlld.<: (on urmll:l,Y 
Doto will oe p1eertll!d •.r>l'l'».ed Cb!.e fdr (Ol'rl'\lllled 't,111,11b~ and upper UIM! ony rat ... nrorrnalted vaf sbl>le~. 
son•paUert' in asceM,-,g1Xde:r usl(lg_ "t>ppp".and 1t'le,1 ·•m· po,tkln or p,;,!ieot 1'1.1 T\bt!t. 
SVl ·~t Dilte,"Jn a:rcend lrt!; 0fot!t w.u,1" ""P-o11.enr. 

N8r.-00ti-001 Stat+~:cai A1a~s Plan 
Cq~"9:IIIO U)l(I by11,CH dc:X(W;jb!)' C\ l'li11Ut(li1 Ml 

All ~t1'll!n'.cl 1:l6 

lina!Versl0t'l 2.0,..V<11cl'l l 4,2023 

Coofldemial - fr,;!re. Page 



l"'r.:\THERAOEX 
~ n"'C LCGY 

N Sl'-006.001 Fl'lase "' 0 

(((•PPP? x 

'""' 

P1+m•y Dlllt-01 

Cat-Jst F!rst Dose 

OlRfCTOOVli'ltE.sAS 

L!sli'lt, I 6.2.7.3 
Oew, Suimmary 

Su(et)• C'ltllll;;,:.>~{N=t1l 

dcrnmrrw•,y xxxxn ril1T111'rrywy dC,.T11t111')"/W (Sljmmrnww xx 

(11 Tr~tdllf'<IIIOl'I ,s calculated l rom tre, 1st dose date.to d lscofltin.Jai on dateot-srudy d1ug in days. 

" 

" 

C.,oss-Reference<i: Ca,se R4!porthlrm caw: Aeoon f'!orms !)£,t.tr, SUMiY.Arl..V(OSh i,,3r:-006ADV 11',"tSmAf.lf)N JOO and oef-.SJUDVSUMW.RV (Oi=t 
P~PAMMl!R'S NOTES~ 
Sort ~ar.lMt"1n .i~cend,rc; n1der"11s!rc "1)9()Jf~ anl11t,en "'c«-port~ qt ;-,,;t"Jent "-l!Tiber. 

N8r.-00ti-001 Stat+~:cai A1a~s Plan 
Cq~"9:IIIO U)l(I by11,CHClc:c(W(ib!)' C\ M11Ut(li1 Ml 

All ~t1'll!n'.cl 131 

lina!Versl0t'l 2.0,..V<11ch 14,2023 

Coofldemial - fr,;!re. Page 

►!NAL-ddl'M'lffly)".l'!h:rrm 
i:~e l ofi; 



l"'r.:\THERAOEX 
~ n"'C LCGY 

N Sl'-006.001 Fl'lase "' 0 

OlRfCTOOVli'ltE.sAS 

LISli'l,g 16.2.8.1 
O!nol laboriKoryTes1s • Hem;uo!ogy 

Su(et)• C'ltllll;;,:.>~{N=t1l 

?"1:1!"1 Stt.tdy 
IAfclS<:x ?,,rt 

N8fil0600i,e 
(mi:.hgl 

Sa,np;e :sa,np-ie Day ,.,, labo11tto1y T~S! 1 1-:in!O rz1 

CU•PflPP 

"''" 
ccr,pppp ,,,,, 

Vis.rt 

" 
" " 
" 
" 
" 
" 

( 1) Dfly1s rclllltNC lo lhe f rsl do'IC d.ste af NBF,Ck1&. 

,,.,. Time 

ddrrlmmyyyy """'m 
dOITlmmmy o,m,m 
Odi'nmmrrn hhamm 
ddmmmyyyy t'IVOltl 

tJdrnl'/'lfliyyyy 1\1-cr'f\!1! 

ddmmm)"J'h h°""m 
ddmmmyyyy hlvn1t1 

( 11 Coek: Al:5\J'.13. Nom·.alfto:¥ 

' " ""' u.xMG1 )O(,)l • '1.-.X .. - ""' )l)C,)l•ll.XJt 

"' ""' "~ )l'f.,)1.)(1(.), 

' " ""' ,u )O(,ll, • ll.)U( 

"" = Xlt.XL G I XX.ll • ir.lt.J( 

"' """ "~ )1'1.,ll. • ll.JQ, 

"' ""' ,u )O(, ll, • ll.)U( 

(21 !'ieporteel :iP.;Wtt: H : HlJll (AOOYeNOm',oll Rang~. L = tcw(Selow Norrral R.i~:rGa!CUliltOO CTCAf version $Grad1! 1 to 4-
(,r~s-!':id('rt?l'ICM: (.,1sc !'.t-POfl k:rm Hf MATO. OGV (..+M) 

'P!\OGAAWAE!l'S N0Tc5; 
◊!"¥Rr!1:- ~q,n rr,qu1,N1 
(r,c.Jud~ foll.,.,.Mtg 1-!,tom.1:a!ogy Te,,tt.: M~!o:,ln, Memilt'c<rit. ?!ale ,;b. WK, •ntlWSC d fferen!11I. 
O..ia will oo ptes(>!lt('(S,, 'fl!lled CilSe fo1 fcir!fl.itXi!d llilNtlb-es.iM upper (ii~ only for unf(lf'ITl.ilt;tfld v.ir1ilJiblltS. 
Smt <i,;l;r,;i01t"' !n~5ccindlrg o:d(lr ;n;lns '"P9Plt'", and, 1'1(1n '\:rt'" pent Mm cf p;itit:nt nim;~. 
SOl1 "ua~~ n ll!M'.ertcl1nsu1dC" wtiNn f'P4t,e~. 
§:,:rr~ rootnow 'Cilt.wlffld GTCA~ "l'fl!O" 5 Grooe l tQ. ~ .t no1 ~ 00 

N8r.-00ti-001 Stat+~:cai A1a~s Plan 
Cq~"9:IIIO U)l(I by1l1CHClc:c(W;:ib!)'C\ l'li11Ut(li1 Ml 

All ~t1'll!l'V.cl 13' 

lina!V\'lfSIO(l 2.0,..V<IICh 14, 2023 

Coofldemial - fr,;!re. Page 

XlU( MGI 
,u -= 
:u.x l GI 

= = 

►!NAL-ddl'M'lfflyy'.tll'!:rrm 
i:~e l ofi; 

l0U( • J(K,l( 

»;,I(• l((.I( 

lO(,)l. '1.JCJ( 

l0U( • A:l(.l( 

:b:.X • )(lUC 

l()(,)l. '1,l(J( 

)0(.l( • A:l(.l( 



l"'r.:\THERAOEX 
~ n"'C LCGY 

P.r..-.:rrt Study 
lff..!IS<'x Part 

"'Bf,006 Dc::ic 

("l:'9!) 

W.'.·PPPP x ,cu 

'""'' 
ccr,pppp X XXX ,,,,, 

vis, 

" 
" " 
" 
" "" 
" 

{1) t>tiy1src1'tNC-to tho h$t: OOSC!d;lte QfN{:lf,006, 

Sarrp'.e 

""'· 
ddmmmYYW 
ddmmmyyyy 
ddmmm'lt'/Y 
ddmmm)Y'JY 
ddmmmyyyy 
ddmmMyyyy 
<ldmmmY'J'/Y 

OlRECTOA't&-!LfSo.S 

LiS.'lmg 16.2.8..2 
Cl!nbl l.abofiltOI')' T~s. Blood Ctlemtitry 

Safety Eva!u~:e (N&!'!l 

Sample 0., "'" 1Atxm1to')' l l'$ 1(tm~)jl) 
Ti""1 fl) (odo P'asul\5 Notmiio ~rm 
hh;mm _,, "''" u..10·iGI J(llJt•)CX,)I. 

h~:mm " "" ~-• 1.1..,X• Y.Y.,X 

hn;mm " """ ""·' )(l(.J( . )()(,)I 

hh;mm _,, 

""'' =• Y.Y..ll•)CX.)I. 

h~:mm " "" x,c.x L GI 1.1..X• Y.X,X 

ht-,;il'l!'tl "" '"'" ""' X)U(•);x,:,,. 

h!t:mm " •)(XX =• U.).•XXJI 

(21 Reported ~ Jtl: M:.:. Mls.h (AOOYcNorrr,111 R.,ngc), L =- law(Bd~ Nmn:;al Rangc'.t C•cul11~~ CTOO 11e,"l\(on i;Grade 1 ta 4. 
Ctcss-Aefereiices: Case Reponkrm SL()()Q 8t0CHEM$TRY(8() 
PROGAAMMER'S N"OTES! 
Co~utatlon,olled~d O!\Y Pre-Study, rtNlse ficotnote(l ). 
◊!"¥Rr!1:- ~q,n rr,q!Jirl"'d 

i:INAL•dd!'l'Ut11t1yy:hh:rr rn 

Page I Of X 

L11bo1 lltOty T d: 2 (unit) (2) 

xx,x H Gl Y.X,X• )Ca.J( 

XX,)( )(l(.X • l(l(,l( 

>i:X.l!; )()(,)( • ».,I( 

XX,X XX,X • )Ca.,1( 

XX,X ~ G l )()(.). •l(l(,l( .... )()(.).. )()UC 

XX,X XX,X•)Cl:.J( 

l r,dudc foHi:,,,.ui~ Blood Cht!nutry f~:'i::&.m, sodium. ;iotaM.J-r;. uiluJIT\ !obd blbrubln 101.0I protel11,ALT, AST.ALP, olburm,. trotiU"li!e, 11rid ~/uc~c. 
04'!,1 WIii be Pt~ted kl ,nll(f:(t ~;1:1e fo1 fcrffllltltd"YIIUttJ..e!I :ind upn-e1 c.a:.ie only f P!' unfcll'INltf.ed Yirllbler.. 
Su! l " ) ulJe'lt"'l n -11~«!!'\dl~ Oid et us1'1! •!Jllf)p" .'and 1>.e" "ttt." pomc'ln cil :>bl ll!fll n III nHc.-. 
Soo "Oil~"' t'! ascendlr,,gorelerw qin "f'atll!flt". 
Re111ov~ foct.riote -C.w!n~ CTCA£vction!i Gr.tdc , 1(1 4 d' ncn needed. 

N8r.-00ti-001 Stat+~:cai A1a~s Plan 
Cq~"9:IIIO U)l(I by1l1CHClc:c(W;:ib!)'C\ l'li11Ut(li1 Ml 

All ~t1'll!n'.cl 1~ 

lina!Versl0t'l 2.0,-V<11ch 14, 2023 

Coolldemial - fr,;!re. Page 



l"'r.:\THERAOEX 
~ n"'C LCGY 

N Sl'-006.001 Fl'lase "' 0 

OlRfCTOOVli'ltE.sAS 

LiSt•'l_g 16.2.8..3 
Ot1,cal Ulborato,y Tests.• Ur!na!ysls 

S;.s(et)• C'ltll ll ;:,:.>~{N=t1l 

?.r.:1!1,1 Study 

IAfclS<:x P.-.a 
Silrtp!t! S&11rp~ ..,. <>b l.oburbtt>!\' Te-:£ tf2} 

Yt., D.s!c Tm"II: Il l (ado Re.MIit:, ~mlli!~r;:e 

ccr,pppp X XU " ddmmmyyyy nr.:mm '"" " ' 
x,,:,xHG1 '1.'1..,X• '1.'1.,X 

"''" " (l(lrt'llflffl'lt'/Y hn;mm " "'' ""·' l(l(.J( • '1.X,ll 

" Cldmmm)Y'JY hh;mm " '"' =• .U.X•J(lt.ll 

" ddmmmyyyy hr.:mm '"" 
,,. m ltll.X• XX,X 

"" ddm rnmyyyy h t-,;illftl " lOO< »tHGI )()U(•);)(, )I. 

" CldmmmwJY hh::mm " "' =• .'()1.),. )()(,)1 

" d dmttimyyyy hr.:mm " 
,,. m Xll.X• XX,X 

"" ddtl'U'nMJYYY h t-,;illffi " '°"' >o<.< )()U(•)()(,)( 

{ 11 Oil)'•S rel;);tNE' to 11',e r tSt 00W IJ;itE' of N SF-006. 
(2) ~pc:,rtOO ~ It: H: l-!1an (A!;Qv~NonT..il P.;mgd, I : L<!w(8~owN01m:il R.:inJcl; C.llf<vl:itOO CTCA~ Yl'l'lion S(,r.-lt I 10 .:.. 
0o:i!.-Rdeiertc~ C11:sc R-!:port fmm UR.iNALVSiS~USI 
PJ\OvMti',.,fQ~ ~OT1~, 
OnvMrd:1 p,,y:a:. required 
I rdvde fo!~'IS l.lrr11al)ISls Tes,ts; Spco fcc ,cra111ty.. pl.;, GhKo.;e,. Pratt!!~ l<etooos. Nitrite. ind ltil~oqte l:su?r ,iSE'. ~nd 'fllffCG(OPlf ;es.s. 

o-a:ia Wlll be p1ee11.!Ed ;, rt'llxi:d tase'to, klr•natted w11.e~s end l.f!tl)et a~ ooly h>r u ~iro,,naut!d vdtl.t!>~ 

S,,n ~.,~ .. ,n a,;nendll.'8 older Jo;fns"pppp", an1h11rr< .. ,r.r" port,r,ri or p.ahent r.tmb(-J. 
5ort "!)a·~" ,, as(tYldlns,ordetwnllin '1'atifflt" 
RewQ'Yt foo(noft!'C;il.<u!;kit CTCAf ~on S.Gr.>00 1 lo 4 f no, ncOOo:I 
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►!NAL-ddl'M'lfflyy'.tll'!:rrm 
i:~e l ofi; 

llll.X• llX,ll 
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Xll.X • llX,ll 

XlU.•lOUC 



l"'r.:\THERAOEX 
~ n"'C LCGY 

N Sl'-006.001 Fhase "' 0 

?.r.:1!1,1 

IAfclS<:x 
S!ulty NBF-<106 
i::>11rt Doo:elm3(55~ 

ccc-pppp x x),x 
/»IA 

ccc-pppp llll.X ,,,,, 

« 

" 

"" 

Exllni11'1it~C(1 

""'' 
dCIIM)rtT)'Y))' 

<MnmmyYY')' 

<ld1r11,mym, 

( IJ !>ayls relilt11;e io ll-e f rst dcse dite ol NB~·O!IG,, 
Cl<>Ss-Ael'erencl?$: <'..-™! !;.e n~m"11Af. S.GNS '/St 
9C!O<;R,b.MMFR'$ H0Tf$: 

Tme 

tth:(llm 

hh;mm 

hl'l!IYIO'I 

OlRfCTOOVli'ltE.sAS 

LiSti'lg 1.6.2.9.1 

V!til Signs 
Su(el)• C'ltllll;;,:.>~{N=t1l 

Oily h'tluSiO! \ Tilllt' 

fll Sum Step 

,x nit;mm tin.:mm 

,. ti'\:mm IT!;mm 

"" tlll;/flfYI l\l'ttMI 

When-kol done-Ji; 11d1Ul«I, cntt:f 'NOT DONE" In the'T1tl"ll!'calwnn. 
Add rc<c(dS tor "O'.he:t trt'!SCl'M!duied t jlrlepr,lnts· ~thin 8 day !I oe1.1!S'Sary. 

Bk>OO ?1t.'S)u1tc(<rm'P11{1 Ti:-Mpt:1aEurC 

SvMol11:: Dae1to!it: {'Cl 

""" " XX,.'( 

"'" " "'·x 

'"" " XX.JI. 

'" " xx.x 

'" " XlC,X 

""' " xx.x 

'" " xx,x 

'"" " 
1()1,)( 

""' "" "" 
'" " x~.x 

""' ,x xx.x 

ox 

""" "" ,xx 
,xx 
,xx 
ux 
,xx 

"" ,xx 

,xx 

►!NAL-ddl'M'lfflyy'.tll'!:rrm 
i:~e l ofi; 

R~pmlb)ry 
f/m1n) 

"" 
"' ,x 
,x 

"' 
"" 
,x 

xx 
,x 

xx 

"" 

om WIii be pre:.e!\U!d '1 'l'lll/ed case fo, fartnaued wir-0b'-eso1nd uo,pet Cil!.e oniy fc, unfnrmaa:e<I ..,auabies. 
Soil ".:iin,enfa in.asu:ndw~ older -lll!ng •f!PPP•·aodWcl\ 6 Ctl"pcrtoc:n at c,.ol.1Cnl nurnbc,. 
son "Oil:-ec ~tr«trie/J" ln.lSCenilil'g o·der ~tl\irr"P11t.e-tt·. sort ''N~ 1na!.<enef 1•g o·det v.•U'ltn, 't).ite·. 

~nl·nf,.1s10g.ljf11eO"ll'/-;lil\il~Of~.oc!001~--------------------------------
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l"'r.:\THERAOEX 
~ n"'C LCGY 

?'~!e:'1.1 

IAgelSex 

«C·PPP~ 

(Ct-ppp:,hxfx 

( ((·!'Jf)pplxm. 

S1u.Jy 
i'il-li 

X 

X 

NB!=,006Dose: 
im,&19u VlS!t 

""' Scteeti, flg 

"" 
" "' "' Sae:cnmg 

" "" xx 

''" 
SueM,'tg 
xx 
xx 
,x 

ill Day!s ~!alive ,o ~~ r1fst dosed-&te or NB,;:.000. 
CIOSS-'le(erenc.es: Cise ~p()(t Form Pl-!VS!CAI. WM!NAT.ON(PE) 
:>ROGRM/Ml:R'S NOTES: 

O!RECTOol'f/ALE.SAS 

LISt,-ig 16.2.9.2 
Physlti1 Eit~mln.itlo"I 

S;.s(el)• Cvtdll;:,:.>~{N=t1l 

Ei.31111(r/lt1tm O,y 

Date i.tl 

ddmrrm»:;y • l()( 

ddmrr.tl'l)"lYY "' tJdJnn'f r,y,yy "" 
ddmnvr!)')yy "' ddmmn'l)".IYY '" 
ddmn-. r,y,yy "" 
ddmflVl"l)WY .. 
ddmrr.my,yy "" ddmfl'f'rf)»Y ... 
ddMITll'N)')'.fY .. 
ddmrr,rriyt,y ,. 
rldmnYff)"fJY "' 

D;,m w 1U bC:I p,~,.~ <'CI 11\mXl:ld U l \;C fiy formntterl vn•·.ablt:'s and t•Pfl("· G1$C: on)' ror r,1nfarm11t!todvi1r4bli--.. 
Sort 'Pa:Jer.t• In 11srenclngwdc1 ustc.,g )J,ppr,f'.ard the:1 "tee• pmtianol palent~rri:er. 
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FINAL- o:1-0mfr)'y'.hh:mm 
P,.;,ge 1 ofx 

Any Chnita:Uy 
sgl\rlUint i:ioomgs, 

No 
No 
No 
No 
No 
No 
No 
Yes 
No 
No 
No 
No 



l"'r.:\THERAOEX 
~ n"'C LCGY 

N Sl'-006.001 Fl'lase "' 0 

OlRfCTOOVli'ltE.sAS 

LiSl>Pg 16.2.9.3 
Ele<tf'C<ard10gram 

S;.s(el)• C'ltll ll ;:,:.>~{N=t1l 

?.r.:1!1,1 S!Ur.l)' N£!:/:.006Dose ViS!l Doy PUtni~ ll'lla:.10!"l Tift;i:, 

l ~ IS<:x ?Ill'! (rrt:rss> V$t 

m,ppppll,xh 
'" 

Sc1c-ec,1r,g 

'" "" 
C«•pppp/).)(/x 

'" 
S<1c1,·11r,g 

u ·x 

"" 
Ql ,oQT imel'\>~ QTC.:: .. QT <0rrel'.tea 11)' ;:rdericia's Jo1r'ff.J'a 
(1) l'hiyl$ r('llltNl)-10 t l-(1 ~ clQsc d.lt41 of N9:f.(1(16. 

Date {11 

ddrrmmt,W •)0( 

ddrrmn!}~')Y " ddrrtnr11yyyy " 
ddrrmtf!}')'}Y •)0( 

ddrrmm;yyy " <JdfMlm»YJ " 

C.,1)':l!l-Refi:,1mc~ C.uc R~po;I Hlt•n ELiCTP.OCARDIOGAAM {1:G., £GI, £G2. EG3, E<i-"l 

PA.OG~~MFR'S NOTH,: 
When " t-;Cll 00"1,cf' 4 rdiullc(I, l'!'ltcr 'NOT OONE" in ttic 'lime' co!Wln. 
Add r«O'Cl'i '°' "Omer Ul";(.hedif.cd tli,epol'lt!i" ~trln~ OOylf l"IE!Cess,)ry, 

T1rrc1mm Time 

'" "'= 
"' mmn 
' " mmn 

'" "'= 
"" tt1:rl'l'n 

"' "'= 
"'" IYl!n'l'n 

'" "''""" '" "'= 
"" l't'l!JIYn 

0 .Jtt wdl be prffl('l!Jad ,i 1mlttd qi~ (01 fcir-m11~41dW1;alt,f.:, imd up::,e1 (.15¢onty fQt unfommtted v.i rio11>lel. 
Sort i?lltit:,:i•:ln.a:ICC(ilJ!l't; o-dcr ~sl"8"!lPPP",oiidU!en ·~u."'port,en uf !M'!lenll'l-ur~bcr. 
SO!t "'Oa:e..f'e(fO(mep- 1nascefl(L;'gO~det ~'ilhort"'Pa;lett·. :;ort 'TIN!'" lnaS(ent:1-".'g O.fdet W1th11\ 'Date"". 
?roeri1 V,ft mty f d:i:o .arc-lMlilabl~ 
Prci.ci'll ,l'!fo:.ID."' l imc clnJy d:1;11 el IWp!Ulblc: or o.i lbcdt!ritl'Cd. 

$tMt 

11:\:mm 
hl'.mm 
hirmm 
h:t:mm 
11!\:MM 

11:t:mm 
h!\:MM 

t1"'·mm 
hh;:mm 
111\:MM 
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ht1:mm 
l'!h:nm 
hh;rrm 
hh:mm 
hh:nYn 

hh:mm 
rih:n'l'n 
M:rrm 
hh:mm 
nh:(NYI 

►!NAL-ddl'M'lfflyy'.tll'!:rrm 
i:~e l ofi; 

Hearl PS qr QT<l 
?Jte fbpm) <=> 111".a:) (rr..!1) 

"' "~ '1,)(.'1, ""·' "" '1.ll,)( "' ""·' )0( '1.'1.,)( '" '1.'1.,X 

"' " ~ "' ""·' "' "-" m "'·' 
"' " ~ "' ""·' "' "-" m "'-' 
)0( ,u "' '1.'1.,X 

"' " ~ "' ""·' "' )()(.)( m ""-' 



l"'r.:\THERAOEX 
~ n"'C LCGY 

N Sl'-006.001 Fl'lase "' 0 

?.r.:1!1,1 Sl.00)' NB!=-006 
l::'@15eJ: Pilft £».;e(ffl&'W 

m -ppppf.O'./.( l(l(Jt 

Vs!t "'"" 
Sc1eel'1J'C o:i-n:nm.yy~ 

""' dd-n:nrowyy 

"' ddm.-nwyyyy 

screer-1rg dd-n:nrrwyy 

'" dd-n:nrnww 

"'' tkl-n'flrr,n<yy 

f 1) Diiy15 rclatn,,e 10 the f':ll do.se d11:c o ( Nfff.ClOC. 

OlRfCTOOVli'ltf.sAS 

LiSl>Pg 16.2.9.3 
Ele<tf'C<c1r d10gram 

S;.s(el)• C'ltllll;:,:.>~{N=t1l 

D;,y .?".lfYi«I 

{II t 1mepc1nt -Y1'U 

.,, ddmmmyyyy 1t1, -nrn 
ddmmmyyyy "'=m 
dd1NJ'!1Ylyyyy lit:-tnm 

"" ddmmm'IYY'J ltl:'!TIITI 

"' ddmmmyyyy "'=m 
.,, ddmmmww "'"'m 

ddmmm»'Y)' M:;nm 
d(bl'l'JITYIYYY)' tt t f t't!Tl 

"" ddmmmyyyy ltl;mm 

"' ddmmm~yyy m:mm 

Cte-ss-ru.4efence:s C:ase Repon i:'o,ms SCREEl'\11/\IG ELECTKOCAAOIOGRAV (EG. £Gt. EG2. EG3. f~) 

PAOGAAMMiR'S N"OTiS:: 
W~f'l"Not Ch)f'e' 6 lldiaite.:I, eritet "'NOJ OONF" hi ttie'iim'!'(0!1.Jnl\ 
Add r«c1d , k-A""O:he1111\Yhedr,~d ume,poln~ v.,1h1n n d.lyil neni~ry. 

C!!n.c.ai 
lmerp,-etatlOn 

ddmmmnw 
ddmmm-,yyy 
ddm11,111ww 

ddmmmrJW 
ddmmmww 

ddmmmrJW 
(admmm)Y)'Y 
ddfflTll !llrJW 

ddmmmmy 
(admmmww 

O.t!a will be prec!rlt:d i1 •nb.ed r:11M~fo1 l er~l1ed ~, wlni,umd llj)~I ,oi.e. on!)' lor un rorrm,lled "Q:\ab.b._ 
so11 '"'a:tie'lt'." 1n asooM1rg oM!r'\ISif'I& .. ~ . al'ld1'let\ "'cet' po•t!M ar p,.i1iet11 11umbe,_ 
Sort "O.l:e-Perf<rmed" lfHIScef'ld ~ Ofder~thll'l-,:l~l'lt•, Sort "T' fr,e" lnas,:er,(J l'!gO"def 1Mth;n "Dille". 
8'n-we "Cu!ledlun ~u.!(' ,t riot 9.9fJula_ted. 

Ou'ic4l 
Sig'lif Gll!Xt'! 

""" "' 
'" """ "' 
"" 
""' ""' 
"" 
""' 
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"'" x" 
xx, 
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N Sl'-006.001 Fl'lase "' 0 

?.r.:1!1,1 Study NBr-OOGDusc 

l::'@15eJ: ?i!l't (ms,'M.(, ViSlt 

'"" 

°"' 

OlRfCTOOVli'ltE.sAS 

l!Sti'lg 1,6.2.9.A 
E<OG Performance Stitus 

Su(et)• C'ltllll;;,:.>~{N=t1l 

[11 fCOG Ferfoona11ce Status 

ddl'Mlm»')Y •ICK 0 ru11y aalve. al!leto carry on a, jYe-<ls~se act/I/flies w11!'01.1T r~u!coon. 

►!NAL-ddl'M'lfflyy'.tll'!:rrm 
i:~e l ofi; 

m-pppp 

'""' ddm'fltf~Y/ >X 1 Rl!!itric!ed <ti ph)"IS1rA1!y,.1·en11C:<J~ IICt.vi:ybut 11rr!io!a':ory¥id :t.ble tc (IIJl)'ll'iO!k o ( ,t light Of M!det'l!;:11y 
t•"'-urie, e.g.. f;ghl hC1uM:W01k. Oll1(1t wt:r'if.. 

""' 
"'" 
""' 
"'" 

ddrm 11,1)o/.W n 2 :.m,o:a~and upabteof ailse:t<oire-but 11nab~ toc¥ryoutwcr>(oct"ll:/es.Up ar'ld about more than 
5~ of YMkins hoi.'5. 

\ld11Yl\!f!Yi)'Y x.. 3 Capati<i:d of'lly-nl'lll t:d !,ejt.(&,c . ((lnfined lC L'-f!dct O'la ,r tfl011tUian SO'i6Cfwllk.,_flg l'(iu1j, 
<ldrrmlTl)'.)')'Y xit ~ Complete)'d!sabled. Camot carryof'lany self<ai~. To~a.4yconl "~to bed or cNlr. 
<ldrr.mmy,w AX S Deil4. 

ccc-pppp ll)O( S(te,e(l1ng: <ldrrmmyyw •ICK O Fullyaaive. at!leto carry on a, pre-<Js.w.;e actMt;esw1t.1'<l1.1T resttlcl!on. 
~"' )(l(X <ldrr.tnTT!W)y ,oc 1 Aestrkt.ed,n l)h:,S1C<11!y.st~nuevs ;;a;,,,i;ybut an-oo1.-.oty¥1d at(e to-catl)'work of " 'i:Jht orseooni:ary 

na11,1re,c:.g... iil'!l~CUr<"WQrk, al'f1(c~r<, 
u:x <ldrrm"'»»' xic: 2 :.rrbu~tory and capable or .V! se'f,a,rebut 11Nble toc¥ryou1 we"< oo~;ies.Up ano about more than 

SO'\i of W<lkll\9, hc.>urs. 
)(l(X ddrr.rnlTl)yw .o. 3 CilPitlt'e don~• im1ted t;l!lf.ca-e,<onr+r1C1Hc lx-dcr th11..1 mo1e1,h:1 11 S()t;i; clwak:.ng h:Jur.1, 

{11 Oi)y,s re\Jt~to 11'8 f ISi. d~se !j;lte of NB/:-006, 
C/C¼S-Rt':fe<MC..-S Case R!!p()n t'()('n !liR:oRMAkCf STArus (:S) 
?AOGIU.Mt.ttR'S NOTE£: 
o.-ta'YIIII be presetited It! mii.00 casefo1 1ormatt!!d\<clr-,l);(!S<10il ~rcar.e only lor urircriN1rt1Mhil"ct1>ies._ 
Sott "i'iltlet1t" In ascend,r-g oroe, 1JSirig"J:9PP". al'ld v•en "ccc-90rtloMf patient nJ:mt-e,. 
Sotl "D.l:c ~ riuriffl!d' !nbi,u:~ctJdel' v.,t.hdl'9J tlc rt.•. 
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N Sl'-006.001 Fl'lase "' 0 

Stultf N8F.oo!i 

P mt nose (ff§'::?I) 

W.'.·PPPP x ""' 
'""'' 

Medt>Ullf:FSiOtl 21. 1 
(11 DLT,., Decit- l 11r111i:',gl oxit.<ty 

Ai:tte<se f\<em 
~McdDRA Prl'Rm~d Tein:) 
(McdOfU. SysttimOr;s.an Oa-;'i) 

At>'v~EEVH,l 
fMi:d~A P1efened Te111'..) 
tMOODfV, S>/Stem01g,111,C!~) 

AW61SE E\IH:l 
iMe-dDiV• P1el~<edT~11'11 
~W(l(f0AA Sr,,111m01J-:.n (l;,r;:;) 

ADVE.~E EVE!I. l 
~Me<fOOA P<Elt!ffed Te1!1') 
~Mt~H.lf.!AS,r.,t~no • n-0~:i> 

i,iJ :X.y ,s reiat~·e to m~ r "5i ®st' t»te of N SF-009 , 

OlRfCTOOVli'ltE.sAS 

LiS.'lmg 16.2.9.5 
lN'Ui>CYl•Re!ated ReatUOflS 

Safe f..aluat;'e N •rr) 

on Re;c)fflt 

(IJ D.-netr1'fltl 

;()C)(lllC/,c•:.o( ;()t MIid 
,c,clO!l(/x,o(,c 

xx,ooo';,x,cx u Mild 

JtxlOCKl'Ai<.x 

y~ ;c,c)OCK/A(J( xx: St:•te(I! 

)(~X)<X/,000,: 

x Unhi:ety 

►!NAL-ddl'M'lffly)".l'!h:rrm 
i:~e l ofi; 

kt r 11ernpy 
[.:.) GNM 

No 

trl'uscm f;.:nt' 

~mrt StOI) 

.\'!h:1nn l'tl:mm 

(31 Ser><Sen,cus; 1:oNot Senous. 2='8W'ts !n Dt>atl\. 3=l!fe Thre.!Jlenlni, 4-=Aequlres r.,r Prolon8,S H~pt~ifliilon. 5=P\'rsl$'iel\t or Si,,n1fl(.~n1 Olsoolm;y/lntapatlly. 6=C:ongen1~a1 
.4t'!O!llcl1y()( Birt!\ DefOO, 7 -0thf!.· Med~cllly lftj)01tll/ll. 5eflt>JS E-1"1!1\L 

{41 Act .. Aclie<'l Take.TX , - :>ose NOT C!loir-ged. 2.•Dose lfl:em.1r;-.ed. 3-- Dose Oela')"ed. 4-- o,,,gWithdf<l\'t1"!~ 
Oll: 0~ Ufl!!tln, f0X1clt)' 
l nfu:.m,;.rr .iitCC, n:·.ac# Qn)mclvdr,'1 bii(k pmn, fovcr .1nd/cr $1;1·1Jni:ch!!li;, 0,1:;hlfl: Mid/or 1td,1nJ. ;11~cr11tiorn •n hr.~n ,irtoand b!ol.XI P-fi:':1$\11'4l. d~-,tt(lo'I Qr d'ICt-1 d l$(()'fflor'I. 
Skin ra!lle:s. ,;ir anapr;,ta1Cis(e.g.ger.,erail1ed J :tlC¥1ii. a rig/oedema. 'Mleel~S. -,'potenslen. 1achy(,)rdla. ei<J 
Ctos:,-Ael'c11?11tes: Ca:se ~eoort krmAD\IEAS: MNTS•Au 

jiRQGRAV1AER'S NOTES: 
Graitte; !=MIid. 2=Mode1<1te. 3=51,vei-e. 4:Llk! tj'lre«et1I~. S=~at.i , Use-rn.i~hT>JmJ1;,ide for surrm;iry, 
Dina w,11 be pres~Ed . nrri~td c.ai.e: to, IOM'ldltedvat>dl>lt$ 11J'IO upr,er l.bse only fv, u nrc"naue\Jvanal:!:~'-' 

'ScYl "Patle:r<" !I'! aS<el'll,t"i «dN IJS!'lt "PPPF' aNt then 't«"' portbt1 of pat-ftnt ~'l'l!le1. 
5tJt"I "O"S(td)il\L"' !n .»«!ndl'lt of'OO' w th1n '°"<ii l)l'lt. 

,rl\15!CM•ld,,.,.d lf,'lrtlOns ~,;ludi:s; ba~k'pal11. Fi-ver-arwVor'INllm,rhUl!o. f ,1'lhifl5.andl)a1 t1rh1ns. a li:ration'\"fn ht:"'l r.otl' ;1r,d blood f)'ctn.!''l', /1)",pm:a c:1 rnf"l,di'ircmlort. 
Sldn ~e;s. or-o~pl")"axls(e g.t;efliE!f<I 'Zed vrtlcar,~ angi~eclE!Tlil. ,...f'leel•rg. hypoten"S<:n, ta(IY)'C~tdla. ~) 
::re,em lrlvs,cn T '"'<' 011!y d;au, ts ;av~i.;ible or w <t be denved. 
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l"'r.:\THERAOEX 
~ n"'C LCGY 

NSF-oo6.(l01 Phclse 1/10 

Pllt11:-l!l S?l.lltJ o ... 
IJ®JSell '"' (mg,k(l 

r.~c•p;n,p = 
''""' 
Cu.•pf,-pp """ -

Vis.it 11,rlls.o,~su, rt 
Visit Date ISl.oo Time 

~, = Im.mm 
11'11:rrm! 
hh:mm 
11'1'1:mm 

""' = hh.:mm 
/1'11:rntTI 

P:irn raii; ~a,,c nr0, 10. 0 •~ r.o p ;i.i" 10 1s mr.wo111t 1>a1f\. 
[ 11 O..y iS 1~8!we to the f1fSldo!.e d.t:ecrNSr-006. 
(21 Pain sea:~ 0.10 

Mi:dDRA 
Prt4efr ed Term 

Me<IOAA?T 

MedORA .-T 

MedDPAf'T 
Me<IORA.-T 

(31 Gra~: l '-M d. zaModer.Jte. J..-5eve•t>. 4-Ltfe11Ye.it~-nf. S'-fat.111, 
Ctoss,Reftienet!I: Ca:.e Rf!Xlrl Form ?ah Msessinent t?Al 
PROGAAVI/ER'SNOT~~ 

O!RfCTOR'OFILE..SAS 

Listing 1'6.2.9.6 
P<Mn n w.ssmen1 

$.I~ E-.".1!15J~{N =ril 

,,.,. Doy T,1111: 

Cdt« ted I ll Co!lectfld 

ddrrmlJl)'yyy " nh:1Tm 

<k.lflYl'lll'ly:,Yy ,. hl'l:!'l'll"'n 

ddrrmmyyyy " hh:rr.m 
ddrrmmywy " hl'l:rrm 

Datawl! De prt:!>t(ltt:<I ir, 111 xed<~ rat fom1~ v.1.11111blesj11r.dupper' taid:(lrliy ro, u11 lo111•.t1ttdv.a,tanies. 

Pa11, G·atJe 
Rate{2J rn wt«e 

"' ' '" 

'"" X m 

"'' "' "'" "'' 

l>-J•i:tt'l':f'l 
(unit, 

l()(.l( 

XX.JI 

)()(.)1 

(l<J• 

RNA!.- dd11'1M'o//!tfl!'M'I 
~1 ohc 

t>~ug 
Re!at101\Sh!p lt(&je-1' 

U'lre l;i tC(I l(l(l()()I)( 

1.btlikety )(lllOIX)I, 

~'0!1!.!tl~ )()1)1)00 , 

§
SOtl. 'f'iltiettr nascet11J ngordeoi 11Y!'l'_g"appp~. ar<I tl'le->1 •«<'" pol\lcricrp,rn~rt,,JJmbet. 
~ -rJ.,1e ?erfcrrr.(d'ln '9'1CC'ld!nz. OfdN W!lhl'l 'Pallt:nt", 
IIH/Or'lofe:111100-~tli«IS 1"'1i«lesbetjl. pbif\ ,~, a;Jd/o(S1"8kitlgt1'11&. llt.6;ll-rrg and/Ol'!tchi1ia, lllt~ll!IOt.S in l"li!il-t •atf! and b!O()(I jlr~re. 1,yspN::,a « 0,(01 di:S<Of1tlnrt.~ 

as.~es. or •N~.«1S~e.g.t e-11era1 lE<I .il'tlc&"!a. an.siotd~ma. wtll.'el "I!:· nwctens.:i~. tll~diil. etc:J 
esef'(, VlslfNMDilte Q!!ly' data ;are~!!ible. l"r4;fjei,t ~In riKe Clf\lY-!f datil•lj ;;va,,l;ible. 
~ 3(CluMi,5 Mt:dDAA Ft, Gt,!)l)!i. DHJS.Relationsl'i_e, tiu! tr,~ ilre.l'>C!l Of't(.~Pa l'IAssi!-SS:'flen[pag(:, P'~ Ol)ly 11 they can bl! fl'}p111cttecl 
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l"'r.:\THERAOEX 
~ n"'C LCGY 

N Sl'-006.001 Fl'lase "' 0 

Par~l'II ~ .... N9'-1)()6 

IA.ffolS<d, Part 005('(,relo'.g) 

ccc-(.lpp!)l)o(I>. '"" 

CCC•pPpfY)!I(/..: ""' 

$;:,111'!}10 

VISJ1 .... 
sue-eoir« ""' 

!i((et!!'lif'C ,,,, 

OlRfCTOOVli'ltE.sAS 

LISll!!J 16.2,9.' 
tmrrune Ac:t1vat,ol" Marker$ • C~okioesAss~m 

~n;el'(-10-Treat fN,.n) 

"" ,Scl"(:d.,1.(d TN/:.o 

111 T!mepoint T!me Act\litl ~<l"l;e .:OctUiji! 

" AA< Mmm ,., "'·' "'" "" 1'1'1:m111 m ,l()(.)t "" 
""' "'""" 

,., Xll.lt " " 
" "'' 

l'tl;-nm m )()(. JC "" 
'" m;mm "' )()(.)1 "" 
"" tt1;>T1m '" 

)()( ,)! "" 

•L·11J 

1K~~e Actual 

'" »:.x 
)()1. )( ""·' 
"·' llX: ,lt 

,., "'·' 
)1)1,)( "·' 
'" "'·' 

tt .(, 

►!NAL-ddl'M'lfflyy'.tll'!:rrm 
i:~e l ofi; 

!FN,y 

"""''"' Am,a, 160':ar•ge 

""' "'" "'·' 
l!;)I.), ,u ""·' 
)()1. )1. ,,..., "'·' 
Xll.ll "" ""·' 
)()l.)f ' "-' "'·' 
)( ~.ll "" ll)(,ll 

C)'"tol(inES only collected in Patt 8 ~ 1,6 m,g/1<9 if cytoldr,e induction was s,eer. .Jt 1.6 mo/kg In P.irtA. or i f ,oore are symptoms indicative of cytolcN'ie indvction 
( 1) o., y 111 ro~INI' IQ ll'<l f rs!; ~ d.Jt-o of NSf:.(l(lG, 
(2) o,.,~ = Cnil!'t(i:fro.;n bil~dmc. aa:sc:imc G ddinc:d .:l'i U11: bll1 VA!iacl prior IO fit:11 d<1:1i: of )~•.idy dr\lg, 
CfCSS•l:ttdetrerttd.: Ca:sc R~r,ofl ~r<l'l IMMUNE ACTtVAT10 N MARKERS· CVTOK!t.f.S ASSESSMENT(TM'-) 
Pi!OGAAMMffi'S NOTES 
When Ai..:« Clorif',-s-"\oclk;a.ted. e,tt,o 'NOT DONe" 111 tne'Tirne'cohmn. 
Md ttlfo·r:11 fQ, "Otnm 1.1~hrr:h,1-td t!ml"poin1:,• within a d.l_ylr rw-reff.llry. 
O.t!A will be p[~ted kl inixf:d t ;1i11~fo1 fcrmatted"W1r<1Jb,e:.;ind IJ!),ll(II t.s:.c only for unf«fNtted 'l.tn.aU11!$.. 
Sort...,atient"'ll'! o15cenoirv O!df!' \1Slng .. PP9f)" . .ino t.M!l't "'ccc."' port-lOO of ,p,.oent i>umoer. 
Son "Oa:I" r:trlormrd' In ;i~cl10 "Io tdc<1 Vllth n 'f;Ufl'rt-. Son .,.-mt" rn "'"'rd rs·~ rd.,r wuhin "0111,c-•. 

N8r.-00ti-001 Stat+~:cai A1a~s Plan 
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l"'r.:\THERAOEX 
~ n"'C LCGY 

N Sl'-006.001 Fhase "' 0 

OlRfCTOOVli'ltE.sAS 

llwn1L 16.23,.8 
lrrmaM Amv.won Matl(e<s - Complerr.iem Assessrr:ef'!{ 

~n;el'(-10, Treat fN,.n) 

$.~ N8t.()OG Sal'l'f)lt: l)ay 

Part Dose(rrg/tg) Vlsit Date CIJ Time 

""' ""'""" "" hlXM!ll "~ ""-' 

"" hh:mm xx.)( ,._,. 

"' hh:mm XX,X ""' 

""' """" "" 111\:Mm me XU 

"" hw,mm XX.ll'. "'-" 

"" hl\;mm xx.x ""' 
( 11 .rxty1s ,e.i.;,t~e-to t~ rm dose date cf NBF-006. 
{Z] Otill'li(' =Cnafli! fro'Tl basel1t'!e. Bast! fie. IS defined as Ule Qisi. Yt1too p1lor 10 flrsldos~<:f Si<Jdy drut, 
U'OS:S-Rt!ff:n.\(l(K: Case ~po·1 ~m IMMUNE ACTNATiON MARKERS • COMPUMENT (TM) 

!?AOGAAMMER'S t.OT&S: 
Whi!O"KOLdore· ~ f'-.11(.ittd. er,t~ "'NOT DONF' if) W 'Tirr,e' cohrnn. 
Add recorosiOt "O:tleT 111\'Jct'oedlA!d tl'Tll!f)Olnts" \\1U'l1ns Oily 11 re,:essary. 
OJte mH be preer:tffl"' rr,llli:d di~ fo1 fo,-,mt1t!d 'V4n1b'e~~'"d SJ;)lJCI c•:.e onty rorunlcrmattt!d Vll 'l.Oba 
Son ".Pilil&1t•1n asceM,!'Jt Ol'df!t uslng"~p·.a,,d1fler,"(ce"poft100 or p.atles"l! *ml"ber". 
soit-oate-?et1ortfl8d" lf'l<lSCent11rca-r<1e1 \\1thn ~ atle<t". Son. 'Tttne'' 1r1aS<end,f\f«d er ....,tl),iti)ale"°. 

'"" ».., 

"""' 
""' 
""' 
""·' 

W( 

XX.A 

XX,). 

XX.ll. 

XX ,ll 

Xk,ll 

N8r.-00ti-001 Stat+~:cai A1a~s Plan 
Cq~"9:IIIO U)l(I by1l1CHClc:c(W;:ib!)'C\ l'li11Ut(li1 Ml 

All ~t1'll!n'.cl 149 

lina!V\'ll'SIOt'l 2.0,..V<IICh 14, 2023 

Coofldemial - fr,;!re. Page 

XX.)( ""·' :o;X,A "'·' 
XX,)., Xl(,X 

"~ »:.x 

XX.Jr ""·' 
Xk,){ ""·' 

►!NAL-ddl'M'lfflyy'.hl'!:rrm 
i:~e l ofi; 

""·' XX.)( 

""·' xx.x 

""-' xx.x 

'"" kX.X 

""·' " ~ 
""' 

xx,x 



l"'r.:\THERAOEX 
~ n"'C LCGY 

N Sl'-006.001 Fl'lase "' 0 

?.r.:1!1,1 S1!.1dy 
l::'@15eJ: Pai;. 

m-ppppl)O'.h: X 
X 

• 
cn-pppfY'lOV'x X 

• 
X 

• 
X 
X 

NB/:-006 Dose 
fmgt!!S,) 

'"" 
'"" ""' 
'"" ""' ,xx 

,,,. 
,xx 
XXX 

f 1) Diiy15 relatn,,e 10 the f':ll do~ WU! or NBf.ClOC. 

Visit 

):(1' 

"' 
"' 
"' <Q 

..;,:_,,; 

"" ..;,,;,,; 
XO<>< 

OlRfCTOOVli'ltE.sAS 

LiSt1"4 16.2.9.9 
Mtl-DtugAnt1bo6f(Al>AIAWlf 

~11:..-~•l(;-Tfl'<t'!t lN:.n) 

:Sa'np:e 

'"' l).;j:~ 

5C,-~J'lt dtocftT\mmyyyy 
Certft1rr11tory t,,~/A 
TiUllllof'I NIA 

Sc:r~tu1g dctnmmyyyy 
C-Of'lfitfl'alOI)' dottnm1Yiyyyy 
T/tfatiOl'I dtoctr'nmmyyyy 

.,,, d-tftl"llf11YlyWY 
CCnftfO'i!OfY cHinmmYYY)' 
t!ltiltlon f<JA 

Cte-ss-Rt.<fefence:s C:ase Repon i=CfMAt<. TI-DRVG ANTIBO-.)V(ADA)Af>SAY (TW I. TV,.2) 
PAOGAAMMiR'S N"OTiS:: 
W~f'l"Not Ch)f'e' 6 lldiaite.:I, eritet "'NOJ OONF" hi ttie-1'ime' CO!uil'll). 
Add rcw1d , lc-A""O:he1111\Yhedr,~d t.m~olnl$' v.,tk;n• d.lyil ""~'Y· 

,,.,, 
[II 

" 

" 
" " 
" " 

O.t!a mil be precmt:d i1 •nb.ed r:11M~fo1 lcr:Nl1ed wrlab:eiumd 11?'~1 ,oi.e. on!)' lor un rorrm,lled "Q:\al).b._ 
S011 '"'a:tie'lt'." 1n asooM1rg o~r usi!'lg .. ~. ar'ldtlnet\ "'c«: po•1inn,al patiel'l1 nurnbe<-
Sott "Oil:e-Performed' 1n.iscer,a,r,gol'<le1 '111th1n'9atlert'. Sort 'T«,e" lna!ilrend r.go"de1 ~"'" "Oate". 

5(htdu1ed 
rmepo1n: """ 
,x ,1tmm 

" k""'m 

" h!VM! 
,x """'m 

" h!VM! 

"" """'m 

►!NAL-ddfl"lmmyy.til'!:rrm 

i:~e l ofi; 

Resutt Tner 

Nf?,$,'<ltl\'e 

Pc~t!vc 
Poslti'A" 
PO'sit+Yl" '((l[JC 

Posltiw 
Negative 

If S,c.n:cmlngt~llt ~ p0.\dlVe 1 .. C.li:1'1f)tl- ~"'"!)'le --,111 be tdcd lt81''.0 es .ttdn(1tmJ /uty ld.!,.11:,-~MSU1'!Cthllt 1lurly1Je.· ~ d t1ne UIU,llll!plc. tlleq v,.,ou!d r,e:,d. rou1l be: bh111k, (If 
NlA. 

N8r.-00ti-001 Stat+~:cai A1a~s Plan 
Cq~"9:IIIO U)l(I by1l1CHClc:c(W;:ib!)' C\ l'lioUt(lio Ml 
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l"'r.:\THERAOEX 
~ n"'C LCGY 

N Sl'-006.001 Fl'lase "' 0 

?"1:1!"1 Study N8~006 Close A.:.se:mll!fll 

OlRfCTOOVli'ltE.sAS 

l...$/rtg 16.2.9.10 
l(AA5 Mutallof"tAs51?Ss:T!et'lt 

~11:..-~•l(;-Tfl'<t'll tN:.n) 

Ge=-omc Tu•nu, Dale(rf O.y Aat-,va! Thsue Frdoh 
IA@l$e,; Part lr't§!/kR.) V.Slt Coinp!E-:ed ?1c tlle at SCreefl A"<tly.iiS [ 1] R~J!t Sa1npie Date sa-mple 

m-ppppl)O'.h: ' "'" "' Yes Yes ~-nmrryyyy ·« ,oo; Yes "" ccr,pppp/lo(lx 
' "' '" y., VM ll'l<ntnrryyyy .,, ,xx Ve, ,xx 

C(~·PPPl)l')l.)(/X ' '" '" Ya Y.,; dd nff'\1 l'Y'rl'f ·Xit "'" y., ,,.,_ 
m-pppp.'lO'./..:" "'" "' Yes Ye, ~-nmmyyyy •.(I( = Yes "" cn-ppp!Y')O(fx 

' "' '" No Ne NOTOOfvl: .,, ,xx No 
cc~•ppp~x ' "' "' y., 

"' ddTtff'ln'y:y'yy ·<> "' 
Ye ,,.,_ 

m-ppppf.O'.I,: " "'" "' Yes Ye, ~-nmrryyyy •.(I( ,xx Yes ,xx 

{ II Dilyis reta11vt101re r &dose t\lte ofNBF-006. 
C,~:.~itnces C.1~ Repo·t M:tm KaAS MUTATION ASSESSME~'l {T,\18) 
PrlOGRAM~FR'S N-O'TcS: 
When~t-.ct..done" ~111d ,cattid, ct1lt:r ~OT OONE" lo 1he'Timc' co!t.nn. 

~i.t;,,,m be pr~ted In m~oo ,e~eco, ICffll(Jtte(J \ti riaitte1>aOO u;,-oera,Sl!l OQJy lor ui;,rq-w.attea ...a <1a1>1es,._ 
$mt ..:)~t()l!t• m .(1$(<1nd11-s ord<i:t :~ Ing '"Pf!QP~, .il'ld 1flinn "tcr" porl111 n af pat"'"t nmribrt. 
i'r'9C!nl V.s!lorJ,Y. fel is 11pp!lr.tblin. 

N8r.-00ti-001 Stat+~:cai A1a~s Plan 
Cq~"9:IIIO U)l(I by11,CHCld:(W(ib!)' C\ l'li11Ut(oi1 Ml 
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Yes 
Ve 

Ye 
Yes 
No 
Yes 
Yes 

►!NAL-ddl'M'lfflyy'.tll'!:rrm 
i:~e l ofi; 

!fYes, 31':¢:, l<AAS !\fo1111101, 
O<l:e ?e<JoftM(l Type 

""' Yes ""' 
"' Ye, "' 
"" V.s "" 
""' Yes xx, 

No,n 
"'-' Yes ... ,c, 

""' Yes Olher. speofy 



l"'r.:\THERAOEX 
~ n"'C LCGY 

N Sl'-006.001 Fl'lase "' 0 

?"1:1!"1 S!vd)• 
l::'@15eJ: ..... 

m-ppppl)O'.h: 
ccr,pppp/lo(lx 
C(~·PPPl)l')l.)(/X 
m-pppp.'lO'./..: 
cn,ppp!Y')O(fx 
cc~•ppp~x 
m-ppppf.O'.I,: 

NBF-006 Dose 
lmg/l(gl 

,,x 

'" 
'" ,,x 

"' 
'" l()'J{ 

GSTTt-Gl1.1tatl~Ones-r rc1o1srerase theia £'.'<ISS 

W·1<1t1.e il'coa 
V\stt conected 

,oo; ''" "' Ye~ 

"' Ve, 

""' Yes 

"' 
Ye:, 

"' v., 

""' No 

(11 Oilyi5 rellltflo'e to the f-'!lt do5e dllte or NBt ,OOC.. 
Cfoss-Rd e:ence-:s Case Re!)()!I f:a,mGSTTI GENOtYP!~1G (BS) 
PJIOGIV,MMiR'S#OTl:5: 
Wbef'l "1\-ot (fl')~ 6 ll~iedted, ente, "NOi QON~ ill ttie-1' ,me• (Oil.J nf\. 

OlRfCTOOVli'ltE.sAS 

Lslng 16.2.CJ.1 I 

Gsnt Geootyp1ng 
~11:..-~•1(;-Ttl'<t1t lN:.n) 

""'· 0.,. Tr•rll! 
COl!E<ted [\) co1;ected 

ddl'r.'nt'rl)'Wy .,.. hh:n'r'I' 
ddm..--r,myyyy ... hh:wrr 
ddtn ·nlf'fYY>'Y ·<> hl'l!Mrr 

ddm'TI!Tl)'WY .,.. hh:(Ttrl' 
ddm..-nmyyyy ... hh:mrr 
ddm·nfl'iyyj_y ... nh:m,r 

0"1ll Vfl!I bo pt('l)('fflffl r1 <n,ii:f'l;I (11:>lt ro1 fcr'tl(ITI~d w,r Ob""<c<i and ®µer <At,(' only tor 1,1nfnrnmttlffl-var/,sbln!; 
Son ><:i;1uee1l:"' 1n•!iamd1J\t order 115!ng ~pppp•, .ai'ld Ulen .. cu"portlCll'l or poUerll 1i.111~bcr. 

son. ·,Ji!~e ~rtouned ' !nas,c,endi1~t1:de, ~th•f'l '?il!!el't'. sett 'T-.fOI!'" ln<19t'."eNI ogc tdei- 'Wlthil\-"Oate". 
P10- !)' 11 pttm.Jj(!.£.1g:"-!IJ~illtif d;µ,il c.91kdtji 

T"' 

l"BrTJ ( l Vlhir 

RSA.SE Ct V.ah.w. 
GSTTI Gef'lol)pe 
G.',Tl'J Ct'\•,tair 

RSA.SE CtVah.w. 
GSTT I Gef'lot:,1ie 

N8r.-00ti-001 Stat+~:cai A-'!a~s Plan 
Cq~"9:ldO U)l(I by11,CHdc:ii:(W;jb!)' C\ l'li11Ut(li1 Ml 
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►!NAL-ddl'M'lfflyy'.h!'!:rrm 
i:~e l ofi; 

= •= 
GSTT1 ) m,! •;e 
Ul'ldeterrr1iied 

•= 
GSTT1 ) os,1 ve 



l"'r.:\THERAOEX 
~ n"'C LCGY 

N Sl'-006.001 Fl'lase "' 0 

?"1:1!"1 

l::'@15eJ: 

m-ppppl)O'.h: 
ccr,pppp/lo(lx 
cc~•PPPl)l')l.)(/X 
m-pppp.'lO'./..: 
cn-ppp!Y')O(fx 
cc~•ppp~x 
m -ppppf.O'.I,: 

Sil.Id:, NBF--006 00Sie! .... (mgAgJ 

X XX< 

' ~, 
' ""' X XX( 

' ~, 
' ""' X XX( 

{ II Dilyis reta11vt101re r &dose t\lte afNSf-006, 

Vls11. 

,xx 
,~ 
""' ,xx 
,~ 
"' ,xx 

OlRfCTOOVli'ltE.sAS 

l.$!1'1g 16.2.CJ.ll 
bplo.';lto-y TtJrnor 6 opsy 

~11:..-~•l(;-Tfl'<t'll tN:.n) 

,,.,, O.y 
cotected ( l] 

ddmMM),)'Y'J ... 
ddmmmww .,, 
ddtt\MmY'i)'Y .,, 
ddmmffl),)'Y'/ ... 
ddmmmww .,, 
ddtl'IMl'IIY'JYY .,, 
NOTOONE 

C,~:.~itnces C.1~ Ri:po· t M:tm EXPl OAATORV PJMOIU!<OW t?RI. :IR2) 

PrlOGRAM~FR'S N-O'TcS: 
When~t-.ct..done" ~111d ,cattid, ct1lt:r "NOT OONE" lo 1he'Timc' co!t.nn. 

Rt:«'iOl'I 
t.:Ol.CO!IOOed 

XJIX)C(I( 

~i.t;,,,m be pr~ted In m~oo cMe- 101 k:(ll'IIY.tt:(JvarUlbl!!!i ai'ld uppie1 case-only 1orui;,10,1rn1ttea ...a ,1a1:11ef.._ 
$Qtf ':?att(ll'lt• In n$OO!id111i ord~t 11-.!ris '"pppp~ • .il'ld 1flit1f\ "tcr" portll;fl af p;lllll'nl tHIIT !;(,I'. 

Sotl "O.,:e. F~rlor ~• ln ~Merd.J'l c-Jde1 .-.ilhln "Patlcrt•. SClrt 'T mcf• In a,-rcrd.rg o idc:1 w!t.h,n "O;,tc!'. 
P·MMl VJS!I Oliy__' ili! appli<&~e. 

N8r.-00ti-001 Stat+~:cai A1a~s Plan 
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lina!Versl0t'l 2.0,..V<11ch 14,2023 

Coofldemial - fr,;!re. Page 

l ime 

"'""' 
"'"""' tti:r,·rn 
l'h:m-n 

"""""' t'tl:rn·n 

►!NAL-ddl'M'lfflyy'.tll'!:rrm 
i:~e l ofi; 

Tuu!O' BioµSy 
l""""1 

,xx 

'" 
"' ,xx 

'" 
"' 



l"'r.:\THERAOEX 
~ n"'C LCGY 

N Sl'-006.001 Fl'lase "' 0 

?"1:1!"1 

l::'@15eJ: 

m •ppppl)O'.h: 
ccr,pppp/lo(lx 
C(~·PPPl)l')l.)(/X 
m-pppp.'lO'./..: 
cn-ppp!Y')O(fx 
cc~•ppp~x 
m-ppppf.O'.I,: 

S udy N8~60ose 

'" (mg'k,ii 

' ""' X XXX 

' ""' 
' "" X "'' 
' "" ' "" 

{ II Dilyis reta11vt101re r &dose t\lte ofNBT•006. 

"'" 
"'' "'' 
'" '"' '"' 
"' ""' 

C,~:.~•tnces C.1~ Ri:po· t M:tmGST? MRNA !<D S...M?U !TM6-. TM7) 
PrlOGRAM~FR'S N-O'TcS: 
When~t-.Gt..dol'!I:" ~,i:dlclll.cd, c11.cr -w'OT"l)()NE" In th~'f'lmc' co!tnin. 

M d 1«.,qtd!I Ml' "0:1!,p u~~11ll!d lf.'l"lq:>O!rl!'!'.r. y.itf\/1\il da'y!l 1-'!1!!\.~S-al)t, 

OlRfCTOOVli'ltE.sAS 

l s:lng 16.2.CJ.ll 
GST? m'\NA 1<0 Sample 

~11:..-~•1(;-Ttl'«it lN:.n) 

S(hcdulte S11 r-11pt,e, 
r 1mepo1rE. Oat,e, 

"" ddm«ITIY.)yy 
XXX ddmrrmyf)')' - ddJl!tl'l'l'o/JYi 

"" ddmrrmwr, 

"" ddmrrrrryyyy - ddmrrtl'l)')')y 

"" ddmrrtl"!)')')"i 

0"1l'Vfl!I bo pt('l)('fflffl.., <n,11«1 (ll:>1tfo1 fcr'tl(ITI~d w,rob°"<c<i.ind ®;icr<At,(' only lcrvnfnrmitttt:11 >A111ni,if,,,._ 

Son °'=';1uee1l:"' 1n• !iamd1f1S ordeir 115!ng ~pppp•, ai'ld Ulen .. ,u"portlCll'l or poUerll 1i.111~bcr. 

son . ·,Ji!~e ~rtouned ' !nas,c,endi1~t1:de, ~th•f'l '?il!!el't'. sett 'T-.fOf!'" ln<19t'."eNI ogc tdei- 'Wlthil\--Oate". 
Pre."°rd \tislt o~y f ,t I~ 11pphrnblci. Pw • .,~ ,~,rit1f d.)t,'.1 to!lc-rn;i 

o,, 
[II T11r1e 

·« nh:fT'm 
~, hh:mm .,. hh:fl'M 
•>:JC- h h:rrm 

'"' hh:w.rn .,. hh:n·m 

·"' hh:rrm 

►!NAL-ddl'M'lfflyy'.hl'!:rrm 
i:~e l ofi; 

Resti! l.Jr;II. 

)Oi.l(l(X """ X)(l(l()I "'' X)(l(l()I, 

"" )Oi.l(I()( """ """' -X)(l(l()I, """' 
l(l(>,1()1 """ 

Fcniny <i I tht> 0BMC.rNd,oµb: (C..sT n,~A !e.-ebl there WJII tie !IQ.<rie time pcn:ilS lh.r. 11'11 due to !mi.i ff..derll Y.Tlple. Sa lot 16w. ffl! mWf hiM: l.o ua:lk1Ue NO dnti.lt!CI" 

to0016te thilt sa11"(!.e Jl'ISuf~ciErtt rC1 ~!ys!s. 

N8r.-00ti-001 Stat+~:cai A1a~s Plan 
Cq~"9:IIIO U)l(I by1l1CHClc:c(W;:ib!)' C\ l'li11Ut(li1 Ml 

All ~t1'll!n'.cl U <I 

lina!Versl0t'l 2.0 . ..V<11ch 14, 2023 

Coofldemial - fr,;!re. Page 



l"'r.:\THERAOEX 
~ n"'C LCGY 

N Sl'-006.001 Fl'lase "' 0 

OlRfCTOOVli'ltE.sAS 

L:stlng 16.2.9.14 
GST Fam!ly . <iSTI"l m1NA lt>¥el 

?"1:1!"1 ~dy NSJ:.000. Dtxie 
l::'@15eJ: Part irtglkR) V&< 

m-ppppl)O'.h: X "'" "'" ccr,pppp/lo(lx X """ ""' C(~·PPPl)l')l.)(/X X """ '"' m-pppp.'lO'./..: X """ ><xx 
cn-ppp!Y')O(fx X """ """ cc~•ppp~x X """ """ m -ppppf.O'.I,: X "" ""' 
{ I) Dilyis re!atlvt 10 ll'e ( fSt Close d:lll?of NSr ·006. 
C,~:.~•tnces C.1~ Ri:po· t M:tmGST? MRNA !<D S...M?U !TM6-. TM7) 
PrlOGRAM~FR'S N-O'TcS: 
When~t-.Gt..dol'!I:" ~111d ,catt!d, ct1lt:r ~OT OONE" lo 1he'Timc' co!t.nn. 
M d l«.,qtd!I Mc' "0:1!,p ll~~11ied lilltepo!rir.;• ~thil'i a da'y!I ~t!5Sal)t, 

~11:..-~•l(;-Tfl'<tll tN:.n) 

,.,, ...... 5a•nplt: 
Timepolnt Date 

XXX ddmmm;yn 

""' ddmm"'f'Jlf , ... ddmM~»Y 

"" ddmm~ 

""' ddm11t'"l'llf 

""" ddMMffl)')yt .. , ddmml'l'I))» 

0"1l'Vfl!I bo pt('l)('fflffl.., <n,l(f'd (ll:>1tfo1 fcr'tl(ITI~d w,rob°"<c<i.ind ®;icr<At,(' only lcrvnfnrmitttt:11 'A'lnni,if,,,._ 
Son °'=';1uee1l:"' 1n•!iamd1J\t order 115!ng ~pppp•, ai'ld Ulen .. ,u"portlCll'l or poUerll 1i.111~bcr. 

son . ·,Ji!~e ~rtouned ' !na~ce(ldi1~ o;oer withil'l '?a:,eM". sett 'T-.fOI!'" ln<19t'."eNI ogc tdei- 'IMthil\-"Oate". 
Pre."°rd \tislt Q~V f ,t I~ 11ppl1r.n1>!n. Dil!-n v.1 I1 befromol,ltt,d<i\'mckn. 

01,j 
{11 l ime 

·><X "'""' 
'"" "'"'""' .,.. tti:r,·rn 
·><X l'h:m-n 

'"" """""' .,.. tt1:rrn1 

·"" l'tl:rrm 

GSTl'I 

►!NAL-ddl'M'lfflyy'.tll'!:rrm 
i:~e l ofi; 

!f'IRNA Lev-el Unlt 

><.XX< x,:,: 
)()()0(1( """ 
""""' ~ •= '.:>:>: 

""""' '"" ,,.... "" 
>.XX< '.:>:>: 

Fc!I' ~ny<il the PBMC.rNd,oµb: (C..sT rn~A letebl thercWJ!I be !lel-•ritt time pcn:itslh.r. 11'11 due to 1nsulllumt !14.-np\t::. Solo, un.t 'fie rr,?Y.i-.uvt! lo ird.utc NO"~ thCf! 
to0016te that sa11"(!.e Jl'ISuf~ciErtt rC1 ~!ys!s. 

N8r.-00ti-00 1 Stat+~1( al A'!il~S Plan 
Cq~"9:IIIO U)l(I by1l1CHClc:c(W;:ib!)' C\ l'li11Ut(li1 Ml 

All ~t1'll!n'.cl UJ 

lina!Versl0t'l 2.0,..V<11ch 14,2023 

Coofldemial - fr,;!re. Page 



l"'r.:\THERAOEX 
~ n"'C LCGY 

N Sl'-006.001 Fl'lase " ' 0 

OlRfCTOOVli'ltE.sAS 

L-~ !ng 16.2.9.15 
GSl Farrlly •GSrTl mRNA. l ew! 

?"1:1!"1 ~ dy NSJ:.000. Dtxie 
l::'@15eJ: Part irtglkR) 

m-ppppl)O'.h: X "'" ccr,pppp/lo(h( X "' C( ~·PPPl)l')l.)(/X X "' m-pppp.'lO'.lx X "' cn-ppp!Y')O(/)( X "' cc~•ppp~x X "' m -ppppf.O'.I,: X ,xx 

GSTTI- Gl1.1tatl~Ones-r rc1o1srerase theia £'.'<ISS 
(11 Oily i5 rellltflo'e to the f-'!lt do5e dllte or NBt,OOC.. 
Cfoss-Rd e:t!f'lce-s: 
PJIOGIV,MMiR'S#Oll:5: 

Vlst 

""' xx, 
lW< 
)00( 

,xx 

"" xx, 

Wbef'l "1\-ot (fl')~ 6 ll~iedted, ente, "NOi QON~ ill ttie-1' ,me• (Oil.J nf\. 
A.(id r('("<11d, lr.r"():),(-1 1w,rhedt:1ll:d-tm1"polnl!( v.,tl'un.a a.,ytl nc«r-wry. 

~11:..-~•l(;-Tf l'<t!t lN:.n) 

Sthfflf~~ sar·np!e 
lirnepcint Date 

)(l()C ddmrrm yyyy 

'" ddmmmyyyy 
J()()( dd!T! flYl'IYYY.)' 
l(ll:)C ddmflVTI'WYY 

'" ddmrrmmtY 
m ddmrlYl'l)')'yy 
)(:U ddmmTI)')');' 

O.t!a "'111 be prtsemt:d ~ •nilled r:115e·for l urmaUed v;s-i.i blH and Uppt'I t a~e unly hlr uniormllned wid ablt!5. 
s011 '?atie'lt .. 1n asrendirg o:ilt!r '\ISing-pppp". andt~t'I .. ,,c po,td1 ar pra1ien1 fti,mbe,_ 
$mt -0:iie Pr:rfctmcd' In a?«1nij1rgoidc:1 vwlth•n 1);1~,t!'llt°". Sert 'Trtr..d' fn~.-.c~nd rgo<dc-• 1Mth:n 'T.>,nd". 
?·c,,.ent V,:.11 01i.y f 111~ :tpp!lt,oble. Dau, IMl'I be homCS,1t:,dcvmdot. 

01,j 
[ 1) l ime 

.,x , ,..,,m 

'" 111-anm .,, hl".1n111 

.,x hNmm 
• ,X h1"nm .,, hl'oftfll 

·<> hNmm 

G'STT1 

►!NAL-ddl'M'lfflyy'.hl'!:rrm 
i:~e l ofi; 

, nx."'A. le'Yel Unlt 

XXlOO< ):l(l( 

xx,x, 
'" 

''"'"" ~ =xx '.:,Cl( 

xx,x, 
"' 

"""" "" xxxx, '.:,Cl( 

Fof' *r(ytilthe-PBMC ft'.ittJ-cluts(GST ,n~A!evt!S\ 1he1e"W.i!I be sp.mectufte r,(l!Jtti"U'l.¥ la ll <luetc !!"9.lffit'if!n? S3ft'l!)ie. SO ffii' ~, IM! IJla'fl'lWlt to !1(11(11:e NDaod:Yll!lt 
toctnotethat~roo,e ill5off+c.!mt l0! a~1 

N8r.-00ti-001 Stat+~:cai A-'!a~s Plan 
Cq~"9:IIIO U)l(I by1l1CH Cld:(W;:ib!)' C\ l'li11Ut(li1 Ml 

All ~t1'll!n'.cl 1J6 

lina!Versl0t'l 2.0 . ..V<11ch 14, 2023 

Coofldemial - f r,;!re Page 



l"'r.:\THERAOEX 
~ n"'C LCGY 

N Sl'-006.001 Fl'lase "' 0 

OlRfCTOOVli'ltE.sAS 

ls:fng 16.2.CJ.16 
<iST F;11m,!y • ,VGS13 m!\NA te..el 

?"1:1!"1 ~dy NSJ:.000, Dtxie 
l::'@15eJ: Part irtglkR) 

m-ppppl)O'.h: X "'" ccr,pppp/lo(lx X "' C(~·PPPl)l')l.)(/X X "' m-pppp.'lO'./..: X "' cn-ppp!Y')O(fx X "' cc~•ppp~x X "' m -ppppf.O'.I,: X '"' 
{ I) Dilyis retatlvt !O 1re ( 'St dose t\lte of NST-0.16. 
C,~:.~•tnces 
PrlOGRAM~FR'S N-O'TcS: 

.. , 
""" ,xx 

""" = ,xx 

""" ,,. 

When~t-.Gt..dol'!I:" ~111d ,cattid, ct1lt:r ~OT OONE" lo 1he'Timc' co!t.nn. 

M d let(Vds Mc' "0:1!~ u~ he011ied ti:Yiepo!rll'!'.r. y.itf\/1\a da'y!l 1-'!1!!1-~s.aiy, 

~11:..-~•l(;-Tfl'<t'll tN:.n) 

Sc.11edute sample 
nmepo!m "'" 
"'' ddmrr~»Y 

"'' ddmn':m_;'Y)y 

''" ddflH'l'fnyJ)y 
x« ddmrr~m 

"'' ddmn,:m_;,:,w ..,., ddmrr1nyJ)y 
X>:.( ddmrr~ 

0"1l'Vfl!I bo pt('l)('fflffl r1 <n,ltf'l;I (ll:>1tfo1 fcr'tl(ITI~dw,rob°"<c<i.ind ®;icr<At,(' only lcrvnfnrmitttt:11 >A111ni,if,,,._ 

Son °'=';1uee1l:"' 1n•!iamd1J\t order 115!ng ~pppp•, ai'ld Ulen .. ,u"portlCll'I or poUem. n1tmber. 

son . ·,Ji!~e ~rtouned ' !nas,c,endi1~t1:de, ~th<f'l '?il!!el't'. sett 'T-.fOI!'" ln<19t'."eNI ogc tdei- 'Wlthil\-"Oate". 
Pre."°rd \tislt Q~V f ,t I~ 11ppl1r.n1>!n. Dil!-n v.1 11 befromol,ltt,d<i\'mckn. 

Day 
t1) Tin-e 

... IVl:,nm 

"" t,,:mm .,,. l'i'1:mrn ... hl'l!'l'lm 

"" t,,:mm 

·XX l'tl!l'l'ITJI 
.,x hl'l:mm 

MGST3 

►!NAL-ddl'M'lfflyy'.tll'!:rrm 
i:~e l ofi; 

rr,AW. Leve! Unlt 

'""" x,;.,;. 

""" "' 
"'"" ~ 
'""" '.:>:.>:. 

""" "' ,,,...,. "" """' '.:>:.>:. 

Fcniny <i I the PBMC.rNd,oµb: (C..sT rn~A ltC"tebl there WJ!I be !lel-•rie time punts lh.r. ln l d..1c to l"st.dfltlerll Y.-np\t::. So lil1 un.t. ffl! mW{ t.uvt! lo U'.dlclln" NO a-Jd lht!fl 
to0016te that sa11"(!.e Jl'ISuf~ciErtt rC1 ~!ys!s. 

N8r.-00ti-001 Stat+~:cai A1a~s Plan 
Cq~"9:ldO U)l(I by1l1CHClc:c(W;:ib!)' C\ l'li11Ut(li1 Ml 

All ~t1'll!n'.cl U1 

lina!Versl0t'l 2.0,..V<11ch 14,2023 

Coofldemial - fr,;!re. Page 



l"'r.:\THERAOEX 
~ n"'C LCGY 

N Sl'-006.001 Fl'lase "' 0 

OlRfCTOOVli'ltE.sAS 

l,~lng 16.2.9.17 
6ST FamUy- GSTM3 m#i.NA l~! 

?"1:1!"1 ~dy NSJ:.000. Dtxie 

l::'@15eJ: Part irtglkR) 

m •ppppl)O'.h: X "'" ccr,pppp/lo(lx X "' C(~·PPPl)l')l.)(/X X "' m-pppp.'lO'./..: X "' cn-ppp!Y')O(fx X "' cc~•ppp~x X "' m -ppppf.O'.I,: X '"' 
{ I) Dilyis retatlvt !O 1re ( 'St dose t\lte of NST-0.16. 
C,~:.~•tnces 
PrlOGRAM~FR'S N-O'TcS: 

.. , 
""" ,xx 

""" = ,xx 

""" ,,. 

When~t-.Gt..dol'!I:" ~111d ,cattid, ct1lt:r ~OT OONE" lo 1he'Timc' co!t.nn. 

Md 1«.,qtd!I Ml' "0:1!,p u~~11ll!d ti:Yiepo!rl!'!'.r. y.itf\/1\8 da'y!l l-'ll!!j.~S-al)t, 

~11:..-~•l(;-Tfl'<tll tN:.n) 

Sc.11edute sample 
nmepo!m "'" 
"'' ddmrr~»Y 

"'' ddmn':m_;'Y)y 

''" ddflH'l'fnyJ)y 
x« ddmrr~m 

"'' ddmn,:m_;,:,w ..,., ddmrr1nyJ)y 
):(( ddmrr~ 

0"1ll Vfl!I bo pt('l)('fflffl .., <n,ltf'l;I (11:>lt ro1 fcr'tl(ITI~d w,n111"<e<i .ind w,.;icr '"~ only f er 1.nfnrnmttlffl -var/,sbln!; 
Son °'=';1uee1l:"' 1n•!iamd1J\t order 115!ng ~pppp•,ai'ld Ulen .. ,u"portlCll'I or pouerit 1411~bcr_ 
son. ·,Ji!~e ~rtouned' !nas,c.endi1~t1:de, ~thof'l'?il!!el't'. sett 'T-.fOI!'" lna9!'."eriu ogctdei- 'Wlthil\--Oate". 
Pre."°rd \tislt Q~V f ,t I~ 11ppl1r.n1>!n. Dil!-n v.1l lb(from01,1!;$'d<i\'mckn. 

Day 

t1) Tin-e 

... IVl:,nm 

"" t,,:mm .,,. l'i'1:mrn ... hl'l!'l'lm 

"" t,,:mm 

·XX l'tl!l'l'ITJI 

.,x hl'l:mm 

GSJM3 

►!NAL-ddl'M'lfflyy'.tll'!:rrm 
i:~e l ofi; 

rr,AW. Leve! Unlt 

'""" X(( 

""" "' 
"'"" ~ 
'""" '.:(( 

""" "' ,,,...,. "" """' '.:(( 

Fcniny <i I the PBMC.rNd,oµb: (C..sT rn~A lellbl there will be !lel-•ritt time pcn:ilS lh.r. 11'11 due to !ml.l ff..dcrll Y.Tlple. So lot 16w. ffl! mWf him: l.o ua:lk1Uc NO dntht!CI" 
to0016te that sa11"(!.e Jl'ISuf~ciErtt rC1 ~!ys!s. 

N8r.-00ti-001 Stat+~:cai A1a~s Plan 
Cq~"9:IIIO U)l(I by1l1CHClc:c(W;:ib!)'C\ l'li11Ut(li1 Ml 

All ~t1'll!n'.cl u, 

lina!Versl0t'l 2.0 . ..V<11ch 14,2023 

Coofldemial - fr,;!re. Page 



l"'r.:\THERAOEX 
~ n"'C LCGY 

N Sl'-006.001 Fl'lase "' 0 

?"1:1!"1 Stady 
IAfclS<:x ?•11 

m,ppppll,xh X 

ccc-ppppJlcleh. X 
ccr-pppph)U')( 
CU•PflPI)/~ X 

((~•Pf.'IP~A X 
C(r-pppph)U')( 
c«•PPPl)/).l(fx X 

NBl=,(l06Doic 

rms/!S!t1 

'" '" '" 
'" 
'" ,u 

'" 
( 1) Olly is ~lat.Ye to lhe f T'Sl d0$C dollte a l N BJ:,~1G. 

V,sit 

'" "' '" 
" ' 
'" "' '" 

OlRfCTOOVli'ltE.sAS 

l..$/rtg 16.2.CJ.16 
PNrm;,(o!un('(!cs~ta Collec11on 

S;,s(et)• C'ltll ll ;:,:.>~{N=t1l 

P.CH\l't-d """' l 1wcp,1:4:n (.oattect« I 

"' didrrmmw~•; 

"' ddn'o'Tlm)o/),o/ 

"' d<lr lTl'lm>')'Y).' 

"' ddTTTiimyl)',' 

"' ddr'l',nmyy_yy 

'" d(lrrmmy),'Y).' 

"' NOTOOK~ 

,,., l 11'11e 

(1) Cdl""t«I 

'" """'m ... nr-.mm ... htvnm 

'" l'sl-anm .,. 1\1-Cm!I! 
.,x h,...,,m 

Ctcss-Aefereiices: Case Reponktm PPMMACOi<INEl!CS.(l>I<, ?Kl). P.-1-'.ARMACOK!NCT!(S o :.TA COU.~C'.T!ON (?10•2) 
PROGRAMMER'S ~OleS! 
WI-en "!wt clor'ftt -G "d•U-t(d, (/!'ltef -rsOt DOh.t" In me 1 ,rr,e' coh,rnn. 
M d r~.o,(I~ ~ ~nr1 1,1~11~~ thlrp91rtt;5· ~ t11:lrr1 r.Hylf "t~I)', 
Ga-!• will be pree<1ed ., ff!llir.d t11~ fen hir;nii11t;d '\lar•i,le:~~nd upper c11~ only fer tnformatted v...-!able,. 
Sort "i;a(!e,t• 1r-..1sce11d<rc orderc(IS!f"i"PPPP°,..ind1t1er-"cce pon,o,, ot liolf.lflf'll m!fl'0ef, 

Sim -o,m~ r>¢tff'.,.mcd' in .iKCnd:lr,g c '(/ef with,n "Pa~1rf'ft. Sert .....-,rr-tlf' In .isc-¢nd III ordc-1 wilh:1' "O~c:". 
Prc!.ol!lil V!.!\ orly rlt-h llpp!lulble. Pre.cnl rc:..lll !I data collected. 
Pl'8Stlf\1 nf..1s!Qll l!f'le ~!y ~ ~ail.li!,I( or C¥l oe cltrfw:d. 

N8r.-00ti-00 1 Stami:cai A1a~s Plan 
Oof~"9:IIIO U)l(I by1l1CHClc:c(W;:ib!)' C\ l'OOutr,;, Ml 

All ~t1'll!n'.cl U9 

lina!Versl0t'l 2.0,..V<11ch 14, 2023 

Coofldemial - fr,;!re. Page 

Sli:i.NA 
fny/mtl 

= 
"' m 
= 
""" '" 

►!NAL-ddl'M'lffly)".l'!h:rrm 
i:~e l ofi; 

l:nfu.aor, Tl t11e 

StAII .Slim 

hn:rrrn •=~ 
nrr.rr.rn .,..,,,,, 
hh:rrn; """'~ hh:rrm hl-cmn: 
hh:ft'ff\ hl'(!l'lll' 

hh:rr.m """'~ 



l"'r.:\THERAOEX 
~ n"'C LCGY 

NU-006-0(11 Phase 1/lb 

l?atie'lt St.l.ldy s s;~oo6 Dose 
lfl;o/St!X e,n (mWhsJ 

ccr•pppp ' ""' ·-

cct·PPW --

StartOar.e 
StopOiite 

ddmiti~ 
(),)going 

ddmmfrwtt 
ddmm'"(ffl 

ddmmtr;')W 
()()going 

(I J Doy is re''1tM.> totne fll"Sl OOSedJte of NBF•006. 
(2) VMO-OOE vtrslon 201$. 

Su1rt011y 

SttX>Olly 

fll 

'" 
·»< 

" " 

.,.. 
" 

O:!'lf-CTORV/fl LE.SAS 

Listi~ 16 .2.10.1 
COf'(Ol'Ntil"'t Me;:isins 
SlJftt'/Ev.fh,1-;:io!e (N=-n> 

01vg N<ftl'le (If Tr-t<l\'!fn!!l'l'l 

f/1''10-00 :?refetted Te, m> 
t'l\'~0-00 ATC Class ltltepy Levei I tt (2l 
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