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Abbreviations

AE(s) Adverse Evenris)

ALF Alkaling Phosphatase

ALT Alanine Transaminase

AR Active Pharmaceutical Ingredient

AST Aspartate Transaminase

BOR Best Cverall (Tumaor) Response

Cls Confidence Intervals

CR Complete Response

CRD Contract Research Creganization

CT Computerized Tomegraphy

CTCAE Cornmon Terminology Critena for Adverse Events

DLT Dose-Limiting Taxicity

DOR Duratipn af Overall Response

ECG Electrocardiogram

ECOG Eastern Cooperative Oncology Group Performance Status

eL_RF Electronic Case Report Form

EON End of Infusion

GCP Good Clinical Practice

GGT Gamma Glutamyl Transferase

G5TT1 Glutathicne S-Transferase thera class

ICF Informed Censent Form

IMP Investigational Medicinal Products

ITT Intent to Treat

KRAS Gene in the Ras Family of Oncogenes (Kirsten Ras Cnepgene Homolog)

hed DR Medical Dictionary for Regulatery Actvities

ms Millisecond

hATL Maximum Tolerated Dose

M Mumber

Ml Mational Cancer Institute

MWECLC Man-Small Ceil Lung Cancer

CRE Cwerall Response Rate

05 Overall Survival

FD Progressive Disgase

PE Pharmacokinetic

PR Partial Response

PR PR Segment Duration in ECG

FT Preferred Term

o1 QT Interval In ECG

QTcF Fridericia Corrected QT Interval in ECG

RECIST Resgonse Evaluation Criterla in Solid Tumors

SAE Serious Adverse Eventis)

SAP Statisrical Analysis Plan

D Stable Disease

SiRMNA small Interfering Ribonucleic Acid

S0C hed DRA System Organ Class

504 Start of Infusion

TEAES Treatment-Emergent Adverse Events(s)

UCR Unconfirmed Complete Response

uFR Unconfirmed Partial Respanse

LM Lipper Limit of Normal

WEBLC White Blood Cell Count

WHO-DH World Health Organization Dirug Dictionary
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1.0 Introduction

This Statistical Analysis Plan (5AP) 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 reporting of safety and efficacy
data.

The purpose of the SAP is to ensure the credibility of the study findings by
specifying the statistical approaches to study data analyses prospectively,
The SAP final 1.0 was used for the interim analysis of Part A of the study.
Based on this interim analysis, specification of potential additional analyses
to be included in the final analysis of data derived from Part 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 additional
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 BioPharma, 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 safety 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
madifications, 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.

MEF-00&-001 Statistical Analysis Plan Fimal Version 2.0; March 14, 2023
Copyright® 2016 by Theradex Oncology, Princeton b
All rights reserved 7 Confidential - Entire Page
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1.1 Study Documents Used in the Preparation of this Document

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

Study Document

Approval Date

Protocol Amendment 4.0 06 June 2022
1165 Annotated CRF 18 May 2021
NEF-006-001

Statistical Analysis Plan Fimal Version 2.0; March 14, 2023
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2.0 Objectives and Endpoints
Table 1 Objectives and Related Endpoints
Objective Endpaint

Primary (Part A Dose Escalation)

To determine the safety profile, maximum tolerated
dose (MTD), and recommended doses for Part B of
MBF-006G in patients with advanced (NSCLC),
pancreatic, or calarectal cancer far 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).

Mumber of patients with DLTs
and AEs.

Secondary (Part A Dose Escalation)

T 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 NEF-006.

Best averall response (CR, PR,
50) per RECIST 1.1 and PK
parameters (Cray, Clearance
[CL], volume of distribution
[V::], terminal elimination half-
life [Ty, area under the curve
[AUC]:.) of sIRNA, duration of
overall response, duration of
stable disease.

Exploratory (Part A Dose Escalation)

To evaluate correlation between biomarkers and
clinical outcome.

To evaluate correlation between KRAS mutations and
clinical outcome.

Biomarkers may inciude, but
are not necessarily limited to,
GSTP or related proteins of
the GST family.

Primary {Part B Dose Expansion)

To evaluate preliminary efficacy and safety profile of
MBF-006 in patients with KRAS-mutated NSCLC

Best overall response (CR, PR,
5D) per RECIST 1.1 and safety
{DLT, AEs), duration of overall
response, duration of stable
disease.

secondary (Part B Dose Expansion)

To investigate the PK of NEF-006

PK parameters {Coue, CL Vas,
Tz, AU C e, AUCs.) of siRMA.

Exploratory (Part B Dose Expansion)

To evaluate correlation between glutathione 5-
transferase pi (GSTP) messenger ribonucleic acid
{mREMA) knockdown (KD) in surrogate tissue
(peripheral blood mononuclear cells [PEMCs]),
biomarkers, and clinical outcome.

Biomarkers may inciude, but
are not necessarily limited to,
GSTP or related proteins of
the GST family

MEF-00&-001 Statistical Analysis Plan
CopyrightD 2016 by Theradex Cncology, Princeton M|
All rights reserved 9
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3.0 Study Design

3.1 Overall Study Design

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

Figure 1 Part A and B Study Design Schematic
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The end of study is defined as the last patient last visit date in the trial.

Part A Dose Escalation Phase

Patients in Part A will have previously treated 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) 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.

The first 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-limiting toxicity (DLT)
occurs during the first cycle, the cohort will be expanded up to 6 patients
before proceeding with dose escalation.

Subsequent cohorts in the dose escalation phase will 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

MEF-00&-001 Statistical Analysis Plan Fimal Version 2.0; March 14, 2023
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highest dose, this cohort will be expanded to 6 patients. If 2 or more out of
6 patients experience DLTs, the MTD has been exceeded, and dose
escalation will cease. Up to 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 clinically important information in the target
population, and prepare for Part B, the 6-patient cohort(s) must each
include at least 3 patients with histologically or cytologically confirmed
progressive or metastatic NSCLC, up to dose level 4 (1.2 mg/kg) in Part A. In
dose level 5 (1.6 mg/kg) in Part A and all patients in Part B, only patients
with previously treated 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 Part A,

One dose de-escalation is permitted.

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

Enroll 3 patients at

‘ | adose level

| : .

0DLT 1DLT 2-3DLT

¥ v b

| Escalateto Enrell 3 more Stop
next dose at same dose MTD=Previous dose
1 of 6 DLT >1of 6 DLT
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 at the next lowest dose level to
confirm that it is the MTD (defined as dose at which 0-1 subjects experience
DLTs).

Tahle 2 Part A NBF-006 Dose Levels

Dose Level | NBF-006 Dose | Number of Patients”
0.15mglkg | 1-6*

0.3 mg/kg 3-6

0.6 mg/kg 3-6

1.2 mg/kg 3-6

1.6 mg/kg 3-6

[ RS U)LY

*Two patients were dosed at 0.15 mg/kg; however, the first patient did not complete Cycle
1 due to disease progression and was replaced with another patient.

"The G-patient cohort(s) must each include at least 3 patients with histologically ar
cytologically 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 0 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), enrollment 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 will be explored further in Part B are 0.6 mg/kg and
1.2 mg/kg. Approximately twenty patients will be enrolled in Part B, with 10
patients enrolled in each of the two 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 Part B. The proportion of
GSTT1-null patients treated 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).

MEF-00&-001 Statistical Analysis Plan Fimal Version 2.0; March 14, 2023
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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 5 pending confirmation of safety in Part 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 disease progression, death, withdrawal
of consent, investigator decision to remave patient, or intolerable toxicity,
whichever occurs first. A patient may continue on study (even if one or
mare 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 B at 0.6 and 1.2 mg/kg. Patients enrolled in
Part B will be stratified for GSTT1-null genotype to ensure equal allocation
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 GS5TT1-null genotype patients will not
occur in Part A.

3.4 Sample Size

This is an exploratory trial and therefore no sample size calculations have
been performed. The number of patients in Part A (up to 20) is based on

MEF-00&-001 Statistical Analysis Plan Fimal Version 2.0; March 14, 2023
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the planned number of dose escalation cohorts required to identify the
MTD. The planned number of patients in Part 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 values
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 partially or completely missing, the AE will
be assumed as Treatment-Emergent AE (TEAE). If the timing of a given
concomitant medication cannot be determined, it will be included in the
listings/summaries as concomitant.

4.3 Coding Conventions for Events and Medications

Event/Medication Coding/Mapping Convention
AE, Medical Histary Coding MedDRA version 21.1

Lab Test Grade MNCI CTCAE version 5.0

Prior and Concomitant Medications | WHO-DDE version 2018

5.0 Statistical Methods

5.1 General

Demographic and baseline characteristics, 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 Part A and Part B will be presented
separately for safety 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.

MEF-00&-001 Statistical Analysis Plan Fimal Version 2.0; March 14, 2023
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Continuous data will be presented 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
be missing.

5.1.2 Visit Window

In order to summarize 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.

MEF-00&-001 Statistical Analysis Plan Fimal Version 2.0; March 14, 2023
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5.3 Study Population Characteristics
5.3.1 Study Enrollment

Patient enroliment, 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 BioPharma, Inc. as:

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

« Does not have a significant impact on the research participant’s
rights, safety or welfare; the integrity of the data; nor substantially
alter risks to subjects,

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

» Failure to follow ICH-GCP procedures for significant study processes
{example: IMP accountability 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.

e Impact significantly upon secondary study endpoints

+ Variance from a protocol specified procedure results in questionable
data.

MEF-00&-001 Statistical Analysis Plan Fimal Version 2.0; March 14, 2023
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Critical:
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 been jeopardized.

« The scientific value of the trial has been jeopardized.

» 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 primary study endpoints.
« There has been clinical research misconduct or fraudulent activity.

5.3.4 Demographics

Demographics, including age categories {18 to 64, 65+), sex, race, ethnicity,
and ECOG performance status, are summarized by frequency and
percentage of patients within each category.

Age is summarized using descriptive statistics (n, mean, standard deviation,
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

Primary site, disease stage, KRAS genotype mutation are summarized by
frequency and percentage of patients. Duration of disease is calculated
from the date of initial diagnosis to the date of first study drug
administration for NSCLC (with or without KRAS mutation), pancreatic
cancer, and colorectal cancer tumor types for each dose levelsin 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 Part A and NSCLC patients in Part B in
the category of never, former, current 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 patients
within each category. Number of patients with prior cancer therapies of 1
regimen, 2, 3, 4, 5, >=6 regimens and best response will be summarized by
frequency and percentage of patients by dose |evel. Prior medications will
be listed.

5.3.7 Prior Medical History

Medical 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 5 in Part 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
will 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
(DCR= rate of SD+PR+CR), duration of overall response (DOR), duration of
CR, and duration of stable disease (SD).

BOR summary table in number (%) is provided. Duration of overall
response, complete response, and stable disease life table estimates will
be summarized. All efficacy tables and figures will be presented 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 B.

5.4.1 Best Overall Tumor Response per RECIST 1.1

Tumor responses and progression will be evaluated using Response
Evaluation Criteria in Solid Tumars (RECIST) version 1.1. All measurable
lesions up to a maximum of two lesions per organ and five lesions in total,
representative of all involved organs, should be identified as target lesions
and measured at baseline. Target lesions should be selected based on their
size (lesions with the longest diameter) and their suitability for accurate
repeated measurements (either by imaging techniques or clinically). A sum
of the diameters (longest for non-nadal 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
abjective 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
baseline. Measurements of these lesions are not required, and these
lesions should be followed 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 will 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 valid tumor assessments will be used, invalid
assessments (not evaluable due to incomplete assessment, not assessed,
or missing) will be ignored.

: ter Palliati ot
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Palliative 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 response assessment should be NA/Not
evaluated, but remaining target and non-target lesions should continue to
be monitored (an individualized schedule for radiclogy 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 tumar 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 confirmed CR is a CR which is followed by another CR without any
intervening assessments of PD.

» A confirmed PR is a PR preceded or followed 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 5D, follow-up measurements must meet the SD criteria at least
5 weeks (35 days) after study entry.

e 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. ORR:z 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. DCR:z 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, ORRz, DCR, DCRzusing the following SAS code:
LowerCL = 1-betainv (1-alphas2, 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 target tumor size based on RECIST
1.1 (waterfall plots) and percent change from baseline in tumaor 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 have measurable disease at baseline.
When patients have non-measurable disease, Table STable 5Table 5Table 5
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 the 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
patients in Part B. If a confirmative scan is done after 4 weeks, the next
scheduled scan (at Week 6 of the following cycle) may be omitted.

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

Table 4 Response: Patients with target (+/- non-target) disease
Target Lesions Mon-target Lesions MNew Lesions Overall Response

CR CR Mo CR

CR Mon-CR / non-PD Mo PR

CR Mot evaluated Mo PR

PR Non-PD or not all No PR
evaluated

5D Mon-PD or not all Mo 5D
evaluated

Mot all evaluated Mon-PD Mo ME

PD Ay Yes or No PD

Ay PD Yes or No PD

Any Any Yes PD

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

Table 5 Response: Patients with non-target disease only
MNon-target Lesions Mew Lesions Overall Response
CR No CR
Mor-CR / non-PD No Mon-CR / non-PD*
Mot all evaluated No NE
Uneguivocal PO Yes or No PD
Any Yes PD
CR=complete response; PD=progressive disease; NE=not evaluable
* Non-CR/non-PD is preferred over 50 for non-target disease

Table 6 Best overall response when CR and PR confirmation required
Overall Overall response
response | Subsequent time BEST overall response
First time point
point

CR CR CR

CR PR SD, PDor PR*

CR sD 5D provided minimum criteria for SD duration
met, otherwise PD

CR PD S0 provided minimum criteria for SD duration
met, otherwise PO

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

FR CR PR

PR PR PR

PR sD sD

PR FPD 50 provided minimum criteria for S0 duration
met, otherwise PD

FR ME 5D provided minimum criteria for 50 duration
met, otherwise ME

MNE ME MNE

CR=complete response; PR=partial response; 5D=stable disease; PD=progressive
dizease; ME=nonevaluahle

* If CR is truly met at first time poing, 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 50 was met. However, sometimes 'CR' may be claimed
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when subseguent scans suggest small lesions were likely still present and in fact the
patient had PR, not CR, at the first time paint. Under these circumsiances, the original
CR should be changed ta PR and the best response is PR.

5.4.2 Duration of Overall Response

DOR 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 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 without evidence of PD, DOR censoring details are listed in Table 7.

The duration of overall CR is measured from the time measurement criteria
are first met for CR until the first date that recurrent disease is objectively
documented.

Cls for the median duration times 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 overtime
(swimmer plot) will be presented for Part A and Part B, respectively.

Table 7 RECIST 1.1 Event /Censored Date used in DOR

Scenario Dutcome Crare

A Me baseline assessment Censored* Date of first doze

B Progression at or before next scheduled assessment Progressed  Diare of progression

C1  Progression after one missing assessment Progressed  Date of progression

C2  Progression after two or more missing assessments Censored*  Date of last
evaluable
ASZESSMEnt

0 Moprogression Censcred*  Date of Last
evaliabie
aAsseEssment

E Discontinued treatment due to toxicity, withd rew consent Censored*  Date of last

without progressive disease (PD) evaluahle

assessment

F Mo evaluable tumer assessments or drop out before first follow-  Censored® Date of enngdlment

up period
G Mew anticancer therapy given (including localized therapy to Censored*  Dare of last
target lesions such as radiatherapy or surgery, after which evaluable
RECIST response will be MA). ATFESTMENT
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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 summarize 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 defined as the sum of intended doses
during the duration of exposure, based on no maodifications to the
protacol-specified dose and schedule,

Percent Compliance is defined as the total dose divided by total 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 treatment-related toxicity during the first cycle (42
days) that meets any of the following criteria based on CTCAE version 5.0
for all patients enrolled in the study, regardiess of their replacement.

Table 8 Dose Limiting Toxicity

A DLT will be defined as

{1) Treatment-related hematological toxicities including Grade 4 neutropenia,
any grade neutropenic fever, = Grade 3 thrombocytopenia lasting longer than
3 consecutive days, = Grade 3 thrombaocytopenia with bleaeding any other
confirmed hematological toxicity = Grade 4

{2) Treatment-related non-hematological toxicity = Grade 3 including Electrolyte
abnormalities that do not resolve within 48 hours of intervention, = Grade 3
infusion-related reactions, Grade 3 cytokine release syndrome, any hepatic
toxicity meeting Hy's Law criteria, Grade 3 nausea/vomiting or diarrhea or other
self-limited or medically controllable toxicities that last > 72 hours regardless of
medical 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) Any death not clearly due to the underlying disease or extraneous causes
DLT excludes: Alopecia of any grade

5.5.3 Adverse Events

TEAEs are defined as adverse events that occurred on or after the first dose
date of study drug up to 30 days post the last dose date. If an AE occurs
before the first dose of 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, unlikely,
possible, probable and definite relationships to NBF-006. Serious adverse
events (SAEs), TEAEs leading to treatment discontinuation and death are
summarized. Drug-related TEAEs by CTCAE grade, and drug-related grade
3 or greater TEAEs are summarized. Patients with multiple instances of a
specific TEAE or AE are counted once within a summary category-50C, PT,
maximum grade, or closest relationship to treatment. Infusion-related
reactions (IRR) by severity grade will be summarized by dose. Number of
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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

Laboratory 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 S| units prior to
summarization. All laboratory tests will be provided in patient listings. The
listings indicate the normal ranges for each parameter. Each value, if
appropriate, is classified as falling above (H), below (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 to maximum CTCAE grade during treatment will
be summarized by frequency and percentage of patients using shift tables
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.

Table 9 Clinical Laboratory Parameters Collection
Hematology Serum Chemistry Lrinakysis
Hemagliobin Sodium Glucose
Hematooit Potassium Protein
WEC and BUN Kemones
: Calcium
differential Mitrita
St SGOT/ALT s
Flatelet SGPT/AST Leukocyte esterase
Alkaline phosphatase Specific gravity
Total protein pH
Total bilirubin Microscopic analyss WEL, RBE, bacteria, epithelial
Alburmin cells, casts, mucous, crystals
Creatinine
Glucose

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 will be summarized. Patient listings of QT/QTcF
maximum change from baseline =50 ms or increase to 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 descriptive
statistics. Change from baseline to maximum ECOG scores will be
summarized by frequency and percentage of patients using shift 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 last 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-time 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 collection time points whereas mean summary data will be
reported using nominal time points.

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

Individual PK parameters will be calculated from plasma concentration-
time 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 calculations. All plasma concentrations that are below limit
of quantification (BLQ) will be set as zero. The following parameters will be
calculated and reported:

Table 10 PK Parameters
PK parameter Drefinition
Crax maximum plasma concentration chserved
T e time to maximum plasma concentration, or first maximum plasma concentration if this
oeeurs at more than 1 time point
Ciin minimum plasma concentration observed
AUCH: area under the plasma concentration-time curve from time 0 to the last quantifiable
concentration, calculated by the linear up/log down trapezoidal rule
AUC 72 area under the plasma concentration-thme curve from time 0 1o 72 hours, calculated by
the linear up/log down trapezoidal rule
AUCH .. area under the plasma concentration-time curve extrapolated to infinity, calculated as
AUCH'. + Cla':l‘l}'..'
W, volume of distribution during terminal elimination phase following intravenous
administration
Dose
%= ()
.Jlx e AU{-._-.-.:
W Volume of distribution at equilibrium following intravenous administration,
Vas = [MRTINF « {L)
cL total body clearance following intravenous administration
&t Daose
£ (Am:u .r)

MEF-006-001
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PK parameter Drefinition

Tz

first-order tenminal elimination half-life, calculated as In(23.;

The minimum requirement for CL, V-, Vss and Ty,z calculation will be the
inclusion of at least 3 consecutive plasma concentrations above the lower
limit of quantification (LLOQ) with at least one of these concentrations
following Cemax. R* adjustment of the terminal elimination phase regression
line must be greater than or equal to 0.80. To have a meaningful reportable
AUCh.~, CL, Vi, Vs, Triz, WAUCo.. (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
variation (CV%), standard deviation (SD), median (Median), minimum (Min)
and maximum {(Max) values,

Additional analysis will be performed on calculated PK parameters to
assess dose proportionality for the Cray, AUCo72and AUC,... at Cycle 1 Day1

and Day22 and to estimate accumulation ratio (Rac) for the Cmax, AUCo72,
AUCq. at Cycle 1.

5.5.9 Estimation of population pharmacokinetic parameters using
population pharmacokinetic (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.
(A2ZPG) and will be included in the final Clinical Study Report. In addition,
PopPK analysis will be used to quantitatively 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
maodeling 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
will be produced to reflect the entire PopPK analysis work performed by
Amador.

Final pharmacokinetics analyses will 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-q, IL-1j3, IL-6, and
IFN-y) and complements (CH50, Bb, C3a, and C5a) will be listed, Spaghetti
plots overtime will be provided for each patient for cytokines 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 GSTP1 will be provided.

6.0 Changes to Planned Analyses

Not applicable.
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e For Cpele 1 Day 1, these fears may Be performed within 3 days prior to Cpele 1 Day 1. Physical exam and pra-areatment (ests done within 3 days of Cpdle 1 Day 1 do not need 1o be repeated
for Wi101 unless cinically indicated,

= ADW autay frmepoings:

.
-
"
-
-
FE

& Wad slgns induding blood pressien, heart rate, respiration rate, and empersture, During Cycle 10 Before SO0, EDN; after EOX Thr [5minl. Zhr {£10mink Ocher days: onty before 501 and

ECHL
f Standard 12:lcant £CG in triplicate) whdic patient is in seme-recumbe nt pasition, Perform at screening, Cygle t Firss and fguih doses wethin 15 mansites pror @o 500, then 15 min (2 5min),
30 min | £ 10min), 1 fr (2 10rmind |at EON)

tirmepointa:

Cycle 1, Day 1: pre-dase

Oydle 1, Day 15 pre-dose

Cyele 2, Cycle 4, Oyele- 6, Cyoie B ofc. (e, every cwen numbered oyclel, ap tooone yoar: Day | prodose
Year 2and beyard: every 6 months

EOT

Ac-day safery follow up vise

Oycde 1, Day 1:

= Before stare of imfusion (500,

&  Durng the infusian: 30 m {+5min} after the start of the st infusion step impbemented gt & mlb'min rate

= Endof infision (EDIE after EQIE 0.5 br {e5minl, 2 he {+10mmen), & hr (215min), 24 hr (23hr), 48 b {12k}, 72 Br (430
Cyele 1, Day & pro-dose

Cycle 1, Day 22

»  Before S0

»  Dunng the infusian; 38 min (25mink afrer the st of the last infusion step implemented 56 & mLmin rate

«  Endof Infimion {ECAL; after EOE Q.5 hr {+5min), 2 b (£ 10man), & hr (=35mink, 29 hr (230, 48 b (£2hr), 72 hr(+3hr)
Cycle 2, Day 12 pre-dase
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#  Tumor measurement by RECIST version 1.7 and furmoe markers will be mllected & basebine and at the =nd of eyery even numbered cycle in Part A, dose levels 1-3(0.15 mpfa, 0.3 mgig,
L6 mg'hg, 1.2 medgl and at the end of every cyde for dase el 5 (1,6 medkg), sFapplicable; the same methad wsed af baseline for a patient shauld be psed cansstently for all peaduations
megughout the study, To be assgned a staus of PR or (R, changes i TUmar measursments must be confirmmed by regeat assessments that should be performed at 4 weeks but no later
than 5 weeks for patients in dosn levels T-4 100,15 mgfg, 0.3 mpgihg 06 mgig and 1.0 mgdkg) i Part & aftar the critera for response are fiess mist, Aesponse will be confirmnd ot 2 wenks
or at the nest acheduled scan (at Week & of the follawing cypcle) for patients in dose level 5 (1.6 mg/g) in Fart A I a confirmative 2can is done sfter 4 weeks, the nest scheduled scan at
Wesk & of the following cycle may be omitted. In the case of SO, follow-up measurements mrost have mee the S0 eriteria at least ance after Sudy entry ot & mimimum intereal of S weeie

e Hematalogy, indeding nemogiohn, white blood oo with differential, and plateier count.

©  Blood chemistry, inchiding sadium, potassiem. blvad urea merogen, glucose, SGOTSGRET (ALT/ARTL alkaime phosphatase, tots protein, fofal hilinaben, altimin, crearnne, and caloum,

F  Biood samples coflecied durng Oyele 1 (Week 71 for sl panents treated n Part & of the study for dererminaton'of compigment (CHS0, Bb, Cia Chaland oytolenes (FR-y, IL-10, IL-8, THF-ak
& Pre-doss
» 1Dz Iminuces after 500
& A0 10 minutes after BDI
- & bt 15 mintes after BEOE
s 2dhra 1 hrafter EOL

& Pregnancy rest; for women of childoesring pocential, 3 negative pregnancy TesT (urne ar Sendim must b done within 7 days pror o scuy meatrnent initiscion and sooumented

I Confirmation of KRAS mutation: optional for Pam & dose lewels 1-4 and mandatory for Par & dose leval 5 1.6 mgfkg). Dbain archive sampke If avafabie; athenatse, a fresh biopsy Tow or
minirmal risk palyl is required. i such typre of Biopsy is needed but cannet feasibly be collected, the: Sponsar and Medical Manitor showld be consulted. Genomic tumne profiln repeet is
acceptable in lied of & biopsy: Mote: if a0 any time during the trigl a bispay s performed &5 pat of routine medical cane, we may reguest A samphe.

mi; WEF-006 tsadmintstered IV QO iminimum 4 days apart} prefershly on a Mongay or Tuesday fho accommaadare the PR scheduie) during Cyele 1,

n GHTP KD o podnes colfected inthe & patients from Par 4 at dose bevel 5116 masgi
&  Oyele1, Day 1:

= Before 500
s Afer BEODE hr ix15mwn) 24 b ikl hif
= {yole 1, Day & befors 508

o Oiptioral binpsy colledted durng sereening and 24 (£3) howrs after the 4" dose inoycle 1. Only far patients signing the optional biepsy conzent, and when the bispsy can be safely obeained.

= In Part & of the sthudy, patients will not be stratfied for the GETT1- null genotype, but whole blood samples will still be cofected during the scresning visit and batch-analyred at a central

abaratony,

Mooes Each patient misst remain in dinie for 4 §-hour safery observation periad after sach NBE-DOE infusion, untl the safery resiow committes has reviewed 5 3-pateent cohor ard recommenided

a reduced obaervation time at that doie level. Plesse 20 Protocol Amendment Section & 1 28 Tor detaiis.

MEF-GOE-001 Statistical Analyss Plan Final Version 2.0; Mardh 14, 2023
Copyrightt 2076 by Thesadex Dncology, Princetan ]
&Il Aighes reserved 33 Conficdennial - Enrire Page




ais ' THERADEX

Table 7-2  Study Calendar Part B (Protocol Amendment 4.0 Table 4)
e Cyele 1 Cyche 2 pele 3 & beyand EOT | oy
. Wk | Wkz | wikd | wikd | wks | wke | w1 | wWk2 | wk3 | wka | whks | wke | wk | wkz | wk | wk
Part B Evalustions Lreat- safaty
s | P pd | D18 | D22 |pI9-3sipac42| Dt Dt | D15 | D22 (D20-3%|D3643| D1 | Wk3 | & 6 U wisit
+3 =3 +3 =3 3 +3 Wk 4 [+3}
Infarmed comsent {incl X
optional bopsy consent)
Medical history X
Physical oxam ¥ wE X X X ®
Waight kS [ X X X ®
Vital signs* X Xt K X X LS X X E kS X
ECa’ o xE X b |
ECOG performance X X X X X X
stalus
Tumor measuremant’ X X b X X
{Lumar mbrkers, il
applicabla)
Hematology® X xE X b X X X L3 L4 X X X
Blood chemistry’ ® X+ ® % ® X X ® ! % X ®
Umﬂ}l‘lu ¥ xE X o X L3
Blood samphe Tar X
Immame activation
blomarkers |
Pregnancy test x X X X
Blood sample for ADA X X X X X .8
ASEAY "
PH blood sampling © [ X X X
Blood samphs far [ |
exploratery biomarkers
Blocd samphs far GETP [ [ |
Ko |
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Confirmation of KRAS E T i
mutation'
(Part B mandatory)

GETTY

genatyping’ X

Dpticnal biopsy” X X

MNBF-DOE  administration X X X X X X X
"

Concomitant X R throughout study
medications

Advarse avants h throughout stuwdy

X

AL Srepning dsessments may e performed within 28 da:.rswr Shudfy 10 TrEATTRENT initlatian, unless specified.

& For Cycle 1 Day 1, these tesrs may be porformad withan 3 days priee to Cyole 1 0ay 1, Physical exam and pro-creatment tests donewithin 3 days of Cycte 7 Bay 1 donot need to b4 regeated
for Wi1D1 umless clirecally mdicated.

Al asiay Srmepoings:

.
-
"
-
-
i PE timepains:

Cycle 1, Day 1: pre-dose

Cyele 1, Day 15: pro-desse

Oyele 2, Cycie 4, Dyele 6, Cycle B, etc fle, overy even nurmbered opcle), up to one wear: Dey 1 pre-dose
Year 2and beyarid: every 6 months

EOTs

30-day safety foliaw up viss

Cycle 1. Day 1

&  Epfore start of infuson (S0}

L i the infusion; 20 m (ESming after e sean of the last infusion Step irmgsemented ot &§ mibimin rate
= Endd of Infusion (EO4); after EOF 0,5 br &Smin), 2 he d10min 6 br iz 15ming, 24 hr b

Cycle 1, Day & pro-dose

Cyele 1, Day 22

=« Bafore 501

& During the infusion: X3 m {+5minp after the startof the Last infusion step imgdemented at & milmin rate
&  Endof Infimion {EQI; after EQOE 0.5 bir (£5min), 2 br £ 10min), & hr i213min), 24 hr (20

Cycle 2, Day 11 pre-dose

ECIL

I Standard 12-lead ECG fin triplicats) whis patienr is in seri-recambant position. Pecform at screetsng, Cogle 3 Fiesy and foyith dogess within 15 mirsutes pear ta 500 than 15 min | 25min),
30 min {£10min], 1 Hrd2 10mind (a1 EON)

Yitadl signs, including blood pressore, heart rate, respiration rte, and temperscure, During Chycle 13 Before 500, EOL after BO3: Thr {=5mind, 2or {+10min), Gther days: only before 501 and
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& Tumar measuremsnt by RECIST version 1.1 and tumar rmarkers will be measured at baseline and at the end eveny opd e, T applicable; the same method used at baseiee far @ patient should
be uted consetently for all evafuations thraughout the Stedy. To be atighed o states of PR o OR, changes in hemioe measiremeants must be corfirmed at o wesies ar at the nest scheduiled
scan (a0 Week B of the follpwing cpdel, If a confirmatse scan is done after 4 weeks, The ness scheduled scan 3 Week B of the following cyche rray be omitted. In the case of 50, fallew-up
MeasUREMEnts mast have maf tha 50 crivera at ieast onee after sridy antry ar 3 mimiomaem ingenal of 5 weeks,

e Hematalogy, Indsding hemoglobin, white blood ced with differential, and platebt count.

Blood chemistry, inchuding sodivm, potassivm, blood urea mtregen, glucese, SCOTAGPT [ALTAAST), alkaline phosphatats, total profen, total bilinubén, slbomin, creatinsns, and calooem,

Bloned sarmples oollected during Cycle 1 (Week 11 for all patients trosted n Fant B of the study foe determinatien of complemeat (0HSE, Bb, C3a, C5al

¢ Frocdoss

o 10z 3 minaes afrer 508

& 602 90 minues after BO|

= & hrt 15 minuces afrer B0

& Jhrz7heafter EGH

Dose leeels 3 (008 mgdkgl and 4012 mgfkgh did not resuit in immume acteation in Par & and therefore, oytokine actvity will not b momsfored at thaoss two dose ievels

in Part B. However it 8 patient. during of aftes sny infugion of NBF-006, develops IRR symgptoms ( e.g backache, fever, nauses, headache, rash, rapld heartbest, ks blood pressise, or

trouble teeathing) best atremprs should be made to colled oytokines as desorbad for Part & with the exception of 10 £ 3 minures after S01, which should be colledted a5 dose as feasinha

t he IRR. H thera 15 no meaningful oyrakine mdumion in the G-parient dese level 5016 mgdg) durng Far A, then optokine testing will also not be nesded In the remaining 4 patients ar

that samre dose lewel {16 mgrkgl unless there are sympioms of B Howeser, compéement samplss well montimue 1o be collected for all patients.

& Pregrancy test! fos wornen of childbearing potential, d negative pregnancy tear {urine of Serum| must be dome within 7 days prioe Lo stuty treatment iitiation and documented.

I Confirmation of KRAS mutation required for Part B, Obtain archive sample if avadable; ortherwise, a fresh biopsy flow or minimal rsk only) is requred, I such type of beopsy is needed bur
cannes feasidy be collected, the sponsor and Medaal Mongor shaold be consulted . Genomis twmes profile report s acceptable 0 fiess of 3 blopsy. Mores # a0 any dmea during the ral a
hiopsy is performed as part of routne medical care, we may reqeest a sample.

i MEF-006 18 admintstered v OC (minimum & days apart) preferably on a Monday or Tuesday e sccommadate the PR schegbe) during Cypde 1,

i GETP mRMNA KD tirme painis:

«  Oyele 1, Day 1

& Before 501

- After EOL & hr (£15mman), 24 br (&b}
= Dycle 1, Day & tefore SO

o Dptonal biopsy coliocted dunng scroenmg and 24 (23 hours afterthe 4™ dose in owde 1, Oty for patients signing the optonal hinpsy consenr, and when the hinpsy can be safaly obmined,

m In Part B of the study, patients wi® be stratified for the GSTTT- null gehotype. Anafysis will be done at & central lab frorm biood tamples cofeced during the seresmemg vicit initial patients
&y be enrolled before the GETTT status is keawn.

Mote: Each patient must rermalin in dinic foe & 6-hour safery chservation pesiod afer thie firse dase, 2 hours after EBO8 for remaining doses in Oycle 1. The obsenvarion pericd may be furher

redisced to 30 mimuces starting Cycle 2, aftor Medica! Moaitor and Imvestigator safony rovies, Blease see Protocgl Amendment Secton £ 1,28 for details,

MEF-GOE-001 Statistical Analyss Plan Final Version 2.0; Mardh 14, 2023
Copyrightt 2076 by Thesadex Dncology, Princetan ]
&Il Aighes reserved EL Conficdennial - Enrire Page




&% Thermdex*

ONEBLOGY | EXPERTE

8.0 Index of Tables and Figures

8.1 Tables
Table 14.1.1.1 Study Populations (Dose Escalation Part 4) 14
Table 14.1.1.Z% Patient Disposition (Dose Escalation Part A) 15
Table 14.1.2 Demographics (Dose Escalation Part 4) 16
Table 14.1.3.1 Baseline Disease Characteristics for NECLC (Dose Escalation Part A) 18
Table 14.1.3.1 Baseline Dizease Characteristics for NECLC (Dose Expansion Part B) Z1
Table 14.1.3.2 Baseline Disease Characteristics for Pancreatic Cancer (Dose Escalation
Part &) 23
Table 14.1.3.3 Baseline Disease Characteristics for Colorectal Cancer (Dose Escalation
Part A) 23
Table 14.1.4 Summary of Medical History (Dose Escalacion Part A 24
Table 14.1.5.1 Prior Cancer Therapy for MECLC (Dose Escalation Part A) 25
Table 14.1.5.2 Priocr Cancer Therapy for Pancreatic Cancer (Dose Escalation Part A) 28
Table 14.1.5.3 Pricr Cancer Therapy for Colorectal Cancer (Dose Bscalation Part A) 2B
Table 14.2.1.1 Best Owerall Response Summary based for N3CLC (Dose Escalation Part A
and Dose Expansion Part B) 30
Table 14.2.1.Z Best Owerall Pesponse Summary based for Pancreatic Cancer (Dose

Ezcalation Part i) 3E

Tahle 14.Z.1.3 Eest Overall Response Swummary based for Colorectal Cancer (Dose
Ezcalation Part A) 32

Table 14.2.2.1 Life Table Swummary of Duration of Overall Response (Dose Escalation
Part A) 36

Table 14.2.2.2 Life Table Summary of Duration of Owerall Response (Dose Expansion Part
E) 38

Table 14.2.3.1 Life Table Analwysis of Duaration of Owverall Pesponse: Confidence

Intervals for Point Estimates (Dose Escalation Part A) 45

Table 14.2.3.2 Life Table Analysis of Duration of Owverall Response: Confidence
Intervals for Point Estimates (Dose Expansion Part E) 47

Table 14.2.4 Patient Listing for Duration of Overall Responsae 45

Table 14.Z.5.1 Life Table Summary of Duration of Stable Disease (Dose Escalation Part
A) 50

Tabhle 14 2. 5.2 Life Table Swmmary of Duwration of Stable Disease (Dose Expansion Part
E) £l

Tahle 14.2Z.6.1 Life Table Analysis of Duration of Stable Disease: Confidence Interwals
for Point Estimates (Dose Escalation Part A) B3

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

Table 14.2.7 Patient Listing of Duration of Stable Disease E7

Table 14.2.1.1 Owerall Summary of Treatment-Emerdgent Adwverse Ewvents (Dose Escalation
Part A) 53

Table 14.3.1.% Summary of Treatment-Emergent Adverse Events by System Organ Class and
Preferred Term (Dose Escalation Part A) &0

Table 14.3.1.3 Summary of Treatment-Emergent Adverse Bvents by System Organ Class
{Dose Escalation Part A) &l

Table 14.3.1.4 Summary of Drug-Related, Treatmert-Emergent Adverse BEvents by System

Orearn Class and Preferred Term (Dose Escalaticn Part A) 63
Table 14.3.1.5 Summary of Grade 3 or Greater, Treatmert-Emergent Adwverse Events by
Bystem Organ Class and Preferred Term (Dose Escalation Part A) &4

Table 14 .3 1.6 Swmmary of Grade 3 or Greater, Drug-Pelated, TEAE by Svystem Organ Class
and Preferred Term (Dose Escalation Part A) &
Table 14.3.1.7 Summary of TEAE by Magimam Severity Grade, System Drgan Class and

Preferred Term (Dose Ezcalation Pare A) =15
Table 14.3.1.8 Summary of Drug-Related, TEAE by Matimum Sewerity Grade, System Organ
Class and Preferred Term (Dose Escalation Part A) &7

Table 14.3.1.% Summary of Serious bAdverse Events by System Organ Class and Preferred

Term (Dose Escalation Part 4) &2

Table 14.3.1.10 Bummary of Death On-Stwdy or within 30 Days Post Last Dose (Dose

Escalaticon Part A) [

Table 14.3.2.1 Pacient Listing of Treatment-Emsrgent Adverse Events Leading to Death
71

Table 14.3.2.% Patient Listing of Serious Adwerse Events T

Table 14.3.2_.3 Patient Listing of Treatment-Emergent Adwverse Ewvents Leading to Drag

ithdrawm ]

MEF-00E- 00 Statistical Analysis Plan Finalversion 2.0; March 14, 2023

Copyright® 2016 by Theradex Cncology, Princeton M)
Allrights reseryed a7 Contidential = Entire Page



&% Thermdex*

ONEBLOGY | EXPERTE

Table 14.3.2.4 Patient Listing of Dose Limiting Toxicities 74

Table 14.3.3.1 Swmmary of Dose Limiting Toxicities by Svystem Organ Class and Preferred
Term Imring Cycle he 76

Table 14.3.3.2 Summary of Infusicn Related Reaction by Mariwum Sewverity Crade, System
Orgas Class and Praferred Term (Dose Escalaticon Part A) 7

Table 14.3.4 Patient Listing of Grade 3 and 4 Abnormal Laboratory Values During
Treatnent 7

Table 14.3.5.1.1 Swmwmary of NEF-006& Adwinistrarcion and Compliance for Cyocle One (Dose
Ezcalarion Part i) g1

Table 14.3.5. 1.2 Sumwary of NEF-006 Administration and Compliance for All Treatment
Cycles (Dose Escalation Part A) 283

Table 14.3.5.1.3% Summary of NEF-006 Dose Daelayed/Interrupted,/Michdrawn (Dose
Ezcalation Part A) a5

Table 14.3.5.1.4 Summary of Conceomitsant Measures (Dose Escalation Part A 86

Table 14.3. 5. 2.1 Summary of Change from Baseline during Treatment Period for

Hemstology Tests (Dose Escalation Part 4) a7

Table 14.3. 5. 2.1 Summary of Change from Baseline during Treatment Period for
Hematology Tests (Dose Expansion Part B) a8

Table 14.3.5.2.2 Sunmary of Change from Baseline during Treatment Pericd for Blood
Chemistry Tasts (Dose Escalation Part A) 89

Table 14.3.5.2.2 3ummary of Change from Baseline during Treatment Period for Blood
Chemistry Tests (Dose Expansion Part B) 20

Tabhle 14.3.5.Z.3 Sumwary of Changs from Baseline during Treatment Period for
Urinalysis Tests (LDose Escalation Part A) 91

Tabhle 14.3.5.2.3 Sumwary of Change from Baseline during Treatment Period for
Urinalysis Tests (Dose Expansion Part EB) 92

Table 14.3.5.3.1 Summary of Shift from Baseline to Maximum CTCAE Grade during
Treaatment Pariod for Hematology Tests (Dose Escalation Part A) 93

Table 14.3_5.3.2 Summary of Shift from Baseline to Maximum CTCAE Grade during
Treatment Period for Blood Chemistry Tests (Dose Escalation Part 4) 94

Table 14.3.5.3.3 Sumwary of Shift from Baseline to Maximum CTCAE Grade darire
Treatment Period for Urinalysis Tests (Dose Escalation Part 4) =k

Table 14.3.5.5.1 Sumwary of ECE Data and Change from Baseline by Visit (Dose
Escalation Part &) a8

Table 14.3.5.6.1 Summary of ECG Parameter (T and QTcF Data by Visic (Doze Escalacion
Part Ay 100

Table 14.3.5.7.1 Summary of Zhift from Baseline to Maximwm ECOG Score (Dose Escalation
Part 4 101

Table 14.3.5.7.2 Swmwary of Shift from Baseline to Maximwm ECOG Score (Dose Expansion
Part B 102

Table 14.4.1.1 Summary of Mean Change from Baseline in THF-o Owvertime (Dose Escalation
Part A) 104

Table 14.4.1.2 Summary of Mean Change from Baseline in THF-¢ Overtime (Dose Expansion
Part B) 105

Table 14.4. 2.1 Summary of Mean Change from Baseline in IL-1p Owertime (Dose Escalation
Part A4 108

Table 14.4. 2. F Summary of Mean Change from Baseline in IL-1p Overtime (Dose Expansion
Part E) 10&

Table 14.4.2.1 Bummary of Mean Changs from Baseline in IL-6 Overtime (Dose Escalation
Part Ay 106

Table 14.4.3.2 Summary of Mean Change from Baseline in IL-6 Owvertime (Dose Expansion
Part B) 106

Table 14.4. 4.1 Summary of Mean Change from Baseline in

Ezcalation Part A) 107

Table 14.4. 4. F Summary of Mean Change from Baseline in IFN-yw wvertime (Dose Expansion
Part EBE) 107

Table 14.4.5.1 Summary of Mean Change from Baseline in Complement-CHED Owvertime (Dosa
Escalation Part A) 107

Table 14.4.5.2 Summary of Mean Change from Baseline in Complemers-<CHED Owvertime (Dose
Expansion Part E) 107

Table 14. 4. 6.1 Smuwasry of Mean Change from Baseline in Complemewnt-Eb Chrertime (Dose
Ezcalation Part A4) 107

Table 14 4. 6.2 SBummary of Mean Changs from Baseline in Complement-Eb Owertime for
Dose Expansion (Part B) 108

Table 14.4.7.1 Summary of Mesn Change from Baseline in Complement-C3a Overtime (Dose
Ezcalaticon Part A) 108

Table 14.4.7.2 Summary of Mean Change from Baseline in Complemert-C3a Overtime (Dose
Expansion Part E) 1oz

IFN-v Overtime (Dose

MEF-00E- 00 Statistical Analysis Plan Finalversion 2.0; March 14, 2023

Copyright® 2016 by Theradex Cncology, Princeton M)
Allrights reseryed 3B Contidential = Entire Page



&% Thermdex*

ONEBLOGY | EXPERTE

Table 14.4. 8.1 Summary of Mean Change from Baseline in Complemernt-CEa (hrertime (Dose
Eszcalation Part A) los
Table 14.4.8.2 Summary of Mean Change from Baseline in Complemernt-CSa Overtime (Dose
Expansgion Part B) 102

8.2 Figures

Figpare 14.2.1.1: Best Change from Baseline in Tumor Measuremernts for NSCLC (Water fall

Plot) for Dose Escalation (Part &) and Dose Expansion (Part EB) 33

Figure 1l4.2.1.2: Best Change from Baseline in Tumor Measurements for Pancreatic Cancer
(Materfall Plot) (Dose Escalation Part A) 33

Figare 14.2.1.3: Best Change from Baseline in Tumor Measurements for Colorectal Cancer
(Materfall Plot) (LDose Escalation Part A) a3

Figpare 14.2Z.1.4.1: Percent Change from Baseline in Tumor PBesponse for NESCLC (Spider
Plot) (Dose Escalation Part A) 34

Figare 14.2.1.4.2: Percent Change from Baseline in Tumor Response for NECLC (Spider
Plot) (Dose Expansion Part B) 35

Figare 1l4.2.1.5: Percent Changs from Baseline in Tumcr Respeonse for Pancreatic Cancer

(8pider Plet) (Deose Escalation Part A) el

Figure 14.2.1.6: Percent Change from Baseline in Tumor Pesponse for Colorectal Cancer

(Spider Plot) (Dose Escalation Part A) 35

Figpare 14 _.Z_.Z.1: Dmuracion of Overall Response (Eaplan-Meier) (Dose Escalacion Part A)
40

Ficpare 14.2.2.%2: Duration of Overall Response (Haplan-Meier) (Dose Expansion Part E)
41

Figure 14.2.2.3: Duration of Owverall Complete Response (Haplan-Meier) (Dosze Ezcalation
Part &) 42
Ficure 14 .Z.Z.4: Duration of Owverall Complete PResponse (Kaplan-Meier) (Dose Expansion
Part B} 43
Figpare 147 Z_5: Dmaration of Treatment per Dose Lewel with Patient’s Response Overtime

{Swrimmeyr Plot) (Dose Escalation Part A) 44

Figare l4.2.2.6: Duration of Treatment per Expansion Cohort with Patient’s Response

Overtime (Svimmer Plot) (Dose Expansion FPartc B) dd

Figare 14.Z.5.1: Duratiom of S2table Disease (Kaplan-Meier) (Dose Escalation Part A)
5

Ficpare 14 2.5 Z: Daration of Stable Disease (Haplan-Meier) (Dose Expansion Part B) B2
Ficare 14 . 4.1.1: Spaghetti Plot for Individual Change from Baseline in TNF-o Owertime
(Dose Escalation Part A) 109

Figure 14.4.1.Z: BSpaghetti Plot for Individual Change from Baseline in TNF-o Owvertime
{Dose Escalation Part E) 1098

Figure 14.4.2.1: Spaghetti Plot for Individual Chenge from Baseline in IL-1p Overtimne
({Dose Escalation Part A) 110

Figpare 14 4. 2.Z2: Spaghetti Plot for Individual Changse from Baseline in IL-1p Chrertime
(Dose Escalation Part EB) 110

Figpare 14.4.3.1: Spaghetti Plot for Individuaal Change frowm Baseline in IL-& Owvertime
(Dose Escalation Part 4) 110

Figure 14.4.3.2Z: Spaghetti Plot for Individual Change frow Easeline in IL-6& Overtime
(Doge Escalation Part B) 110

Figure 1l4.4.4.1: Spaghetti Plot for Individual Change from Baseline in IFN=y Owvertime
(Dose Escalation Part A) 111

Ficpare 14 .4 .4.7: Spaghetti Plot for Individual Change from Baseline in IFN-y Owertime
(Dose Escalation Part E) 111

Figpare 14.4.E5.1: Spaghetti Plot for Indiwvidual Change from Baseline in Comp lement-CHEOD
Overtime (Dose Escalation Part A) 111

Figure 14.4.5.2: Spaghetti Plot for Individual Chenge from Baseline in Complement-CHEO
Ovartine (Dose Escalation Part B) 111

Figure ld.4.6.1: ESpaghetti Plot for Indiwvidual Change from Baseline in Complement -Bb
Owertime (Dose Escalation Part A) 111

Figare 14.4_ &.E2: Spaghetti Plot for Individual Change from Baseline in Complement-Eb
Overtime (Dose Escalation Part E) 11&

Figpare 14.4.7.1: Spaghetti Plot for Individaal Change from Baseline in Complement-C3a
Oyertime (Dose Escalation Part A) 112

Figure 14.4.7.2: Zpaghetti Plot for Individual Changs from Baseline in Complement-C3a
Oveartime (Dose Escalation Part B) 112

Ficnure 14.4.8.1: Spadhetti Plot for Individual Change from Baseline in Complemert-CEa
Overtime (Dose Escalation Part A4) 11z

MEF-00E- 00 Statistical Analysis Plan Finalversion 2.0; March 14, 2023

Copyright® 2016 by Theradex Cncology, Princeton M)
Allrights reseryed ag Contidential = Entire Page



&% Thermdex*

ONEBLOGY | EXPERTE

Figuare 14 . 4. 8.Z2: Spaghetti Plot for Individual Change from Baseline in Complement-CEa
Overtime (Dose Escalation Part E) 11z
Figure 14.4.53.1: Zpaghetti Plot for Individual Change from Baseline in GETPl nINA Level
Owvertine (Dose Escalation Part A) 11z
Figare 14.4.9.2: Zpaghattd Plot for Individual Change from Baseline in GETPL mPNA Lewvel
Owertime (Dose Escalation Part B) 113

9.0 Index of Appendix Listings
Listing 1l&.Z.1.1 Pacient Dispositicn 116
Listing 16.2.2.1 Inclusion/Exclusicn Criteria 117
Listing 16.Z.4.1 Demographics 118
Listing 16.2.4.2.1 Disease Pelated Characteristics 119
Listing l6.2.4.Z.Z Baseline KPAZ Mubation Assessment 1E0
Listing l6.2.4.3 Medical History 121
Listing l&.Z2.4.4 Prior Cancer Therapyv 12Z
Listing l6.2.4.5 Prior Medications 123
Listing l6.2.4.6 Prioy Cancer Radiation 124
Listdng 16.2.4.7 Priocr Cancer Surgeries 125
Listing 16.2.4.8 Pregnancy Test 126
Listing l&6.2.5.1 NEF-00& Administration 127
Listing l&6.2.6.1 Extent of Disease: Target and MNon-Target Lesions 128
Listing l6.Z2.6.Z Cyocle Pesponse Assessment 130
Listing le.2.7.1 Adwverse Events 131
Listing l6.2.7.2.1 Treatment-Emergent Adwerse Events Leading to Dose Interrupted 132
Listing 16.2.7.2.2 Treatment-Emergent Adverse Bvents Leading to Dose Delayed 133
Listing 16.2.7.2.3 Treatment-Energent Adverse Bvents Leading to Druy THthdram 134
Listing 16.2.7.3 Serious Adwverse Events 135
Listing l6.2.7.4 Patients with Incomplete Adwerse Ewert Information Excluded from
Summary Tahles 136
Listing 16.2.7_.5 Death Summary 137
Listing l&6.2.8.1 Clinical Laboratory Tests Hematolooy 138
Listing 16.2.8.2 Clinical Laboratory Tests  Blood Chemistry 133
Listing 16.2.8.3 Clindcal Laboratory Tests - Urdinalysis 140
Listing l6.2.9.1 Vital Signs 141
Listing 16.2.9.2 Physical Examination l4Z
Listing 16.2.9.3 Electrocardiogram 143
Listing l6.Z.9.4 ECOG Performance Status 145
Listing l6.2.9.5 Infusion-PBelated Peactions 146
Listing 16.2.9.6 Pain Assessment 147
Listing 16.2.9.7 Immune Activaticn Markers - Cytokines Assessment 148
Lizting 16.2.9.8 Immune Activaticr Markers - Complemert Assessnent 149
Listing 16.2.9.9 Amti-Drag Intibody (ADL) hesay 150
Listing l&6.2.9.10 KRLS Matation Assessment 151
Listing l6.2.9_.11 GSTTl Genctyping 152
Listing l&.2.9.12 Exploratory Tumor Biopsy 1E32
Listing l&6.2.9.13 GETP wmPMNA FI' Sample 154
Listing 16.2.59.14 GST Femily - GETPl mBNA Level 155
Listing 16.2.9.15 GET Family - GETTL mPFMA Level 156
Ligtding l6.2.9.16 GET Family = MGETE mPHNA Lewvel 1587
Listing 16.2.92.17 G8T Family - GSTM3 mPMA Lewel 158
Listing l6.Z.9.1%8 FTharmacckinetics Data Collection 1583
Listing l&.Z2.10.1 Concomitant Measures 160
Listing l&.2.10.2 Concomitant Measures - Palliatiwe PRadictherapy 151
MEF-00E- 00 Statistical Analysis Plan Finalversion 2.0; March 14, 2023

Copyright® 2016 by Theradex Cncology, Princeton M)
Allrights reseryed 40 Contidential = Entire Page



Nitto NBF-006-001_SAP Part A & B Final
2.0_clean_14Mar2023

Final Audit Report 2023-03-20
Creatad: 2023-03-186
By Zachary Absugh (ZAlbaughi@thersdex. com)
Stalus: Bigned
Transaction IC: CHJCHBCAARAAPLUApCSZ comiu OFut BE SmWpFenwWObKy P

"Nitto NBF-006-001_SAP Part A & B Final 2.0_clean_14Mar202
3" History

1 Document created by Zachary Albaugh (ZAlbaugh@theradex. con)
Z2023-02316 - 21810 PM GMT- IP address: 65.125.24 .98

% Document emailed to Dailan Danforth {DDanforth@theradex.comj for signature
20230316 - 22140 PM GMT

E% Document smailed to Judy DeChamplain (jdechamplain@theradex com) for signature
20230318 - 22140 PM GMT

% Document emailed to Jose Mejias (jmejias@iheradex.com) for signature
2023-03-18- 22140 PM GMT

£ Document emailed to Zachary Albaugh (ZAlbaughi@theradex.com) for signature
2023-03-16 - 22140 PM GMT

£ Document emailed to Joachim Gullbo {jgullbo@theradex comj for signature
2023-03-16 - 221:40 PM GMT

£ Documerit emailed to sonya zabludoff@nitio.com for signature
20230316 - 227141 PM GMT

© Zachary Albaugh (ZAlbaugh@theradex.com) authenticated with Adobe Acrobat Sign.
2023-03-16 - 22203 PM GMT

g Document e-signed by Zachary Albaugh (ZAlbaugh@theradex com)

Signing mason. approval
Signaturs Date: 2023-03-16 - 2:22:03 PM GMT - Time Sowrce: servar- |P address 65128 24 19

Adobe Acrobat Sign




8

o

Email viewsd by Dailan Danforth {DDanforth@theradex. com)
ZOZI-03-18 - 27656 PM GMT- P sddress: 104 47 58254

Diailan Danforth {DDanforthi@lheradex com) authenlicaled with Adobe Acrobat Sign.
2023-03-18 - 22801 PM GMT

Documeant a-signed by Dailan Danforth (DDanforth@theradex com)

Fignirg mason: pulhor
Signature Date: 2023-03-16 - 2:28:11 PM GMT - Time Sourcs. senaar- [P adoreas: 24,2241 195

Email viewed by Judy DeChamplain {jdechamplain@theradex.com)
Z023-03-16- 30111 FM GMT- IF address: 104 47 58 254

Judy DeChamplan (jdechamplain@theradex.com) authenticated with Adobe Acrobat Sign
20230318 - 20205 PM GMT

Document e-signed by Judy DeCharmplain {jdechamplain@iheradex.com)
Signlng mason: approval
Signalure Dale: 2023-03-168 - 3.02.05 PM GMT - Time Sowrce: seérver- [P address: 72 84.80 100

Email viewed by Jose Mejias (jmejias@theradex.com)
20230018 - 306811 PM GMT - P agdrags: 104 47 58 254

Jose Mejias (jmejias@iheradex.com) authenticatad with Adobe Acrobal Sign,
2023-03-16 - 3:08:20 PM GMT

Documeant e-signed by Josa Mejias {jma;ias@haradax.mm}
Signiry rezson: spprovel
Signature Dale: 2023-03-16 - 3:08:20 PM GMT - Time Sowrce: sorver- [P address 73226 136254

Email viewed by Joachim Gullbo (jgullbo@theradex com)
20230317 - 12:53:26 FM GMT- IP addross’ 10447 56.254

Joachim Gullbo {gultbo@theradsx.com) aulhenticated with Adobe Acrobat Sign.
20230817 - 12:59.48 PM GMT

Dacument e-signed by Joachim Gullbo (jgullbo@theradiex. com)

Signing rezson: approvel
Signalure Data: 3023-03-17 - 125348 PM GMT - Time Source: senver- (P atdress: 73 255 180 348

Email viewed by sonya zabludofi@nitto.com
ZOT3-03:20 - 714 08 PM GMT- P adiress: 104 47 23 128

Signer sonya. zabludoff@nilto.com entered name at signing as Sonya Zabludofl
2033-33-20 - 71437 PM GMT- IP addreas; 136.226 678

Adobe Acrobat Sign




€@ Sonya Zabludoff {sonya.zabludoff@nitio.com) authenticated with Adobe Acrobat Sign,
0F3-03-20 - 714 39 FM GMT

£ Document e-signed by Sonya Zabludoff (sonya zabludofi@nitto.com)
Signing resson: approvel
Signature Dals: 2023-03-20 - 7:14:38 PM GMT - Time Source: server- [P adoress 136 726678

© Agresment completed.
2023-03-20- 71438 PM GMT

Names and emil| pddrosses are anlored info e Acrobal Sign secvice by Acrobal Sign usecs and ane unverBed uniess ofenstss toted,




L Ol

.D THERADEX

ONCOLOGY

Table Shells, Listings and Figures
for Statistical Analysis Plan

Signature Page
Final Version 2.0: March 14, 2023
Protocol No. NBF-006-001
IND Number: 139860

A Phase I/Ib Open-Label, Multi-Center, Dose-Escalation Study to Investigate the Safety,
Pharmacokinetics and Preliminary Efficacy of Intravenous NBF-006 in Patients with Mon-
Small Cell Lung, Pancreatic, or Colorectal Cancer Followed by a Dose Expansion Study in

Patients with KRAS-Mutated Non-Small Cell Lung Cancer

Prepared by

Reviewed by:

Approved by:

Elactiomaaly goad by Cailin
Daitan Wﬁ’ﬁf 16-Mar-2023

i.rar l& Do 1029 EDT Dare:
Dailan Danforth, MPH, WS
Associate Director, Biostatistics
Theradex Oncology

E-mwr Signad iy Ay
Judy Dechampladmpcimos, 16-Mar-2023

Oala M'H.I'Tﬂ '\'.'l:‘.! 1103 EDT Date_-
|udy DeChamplain, M5, PM2
Global Head of Gperations
Theradex Oncology

Elackomcally signad by Joee Maias

Reazon’ approval
Dade War 21, 123 0858 EDT Ciates 21-Mar-2023

Jose Méjias

Jose Mejias, B.5.
Director, Statistical Programrming
Theradex Oncology

3 E-';:I:’;ncn['g s oy Zachary
e ——— Aitigugh
(= 2 Reaton: spra . 16-Mar-2023

L Dt Mar 78 2 .?o.?:r o EO7 Date

Zachary Albaugh
Senior Clinical Froject Manager

Theradex Oncoloy
Einctraninady sgned by Joschim

§ - i ﬁ. Rageodi (=1
b ;&4 Cain bar 17 2023 06 54 EDT Date: 17-Mar-2023

Joachim Gullbo, MD FhD
Medical Monitor
Theradex Oncoloy

Elacrronaaly sgned by Sonya
{}’ﬁ s
o Jg SW M 5 ,;Fg;:lq 1214 POT Date: 20-Mar-2023
Sonya Zabludoff, PhD

Vice President, Clinical Operations (GCP Clinical Director & Project Lead)
Mitto BioPharma, Inc.

MNBEF-06-001

Statkstical Analysis Plan Final Version 2.0, March 14, 2023

Coperightas 2016 by Therdes Oncolagy®, Princeton M)

AL rephits reserved

| Confidential -

Entire Page



\ THERADEX

AR CEEY

Table Shells, Listings and Figures
for Statistical Analysis Plan

Signature Page
Final Version 2.0: March 14, 2023

Protocol No. NBF-006-001
IND Number: 139860

A Phase I/1b Open-Label, Multi-Center, Dose-Escalation Study to Investigate the Safety,
Pharmacokinetics and Preliminary Efficacy of Intravenous NBF-006 in Patients with Non-
Small Cell Lung, Pancreatic, or Colorectal Cancer Followed by a Dose Expansion Study in

Patients with KRAS-Mutated Non-Small Cell Lung Cancer

Sponsor: Nitto BioPharma, Inc.
10618 Science Center Drive,
San Diego, California, 92121
USA

CRO: Theradex Oncology, Inc.
4365 Route 1 South
Suite 101
Princeton, New Jersey 08540
USA

NBF-006-001 Statistical Analysis Plan Final VYersion 2.0, March 14, 2023
Copyright© 2016 by Theradex Oncol ogy®, Princeton NJ
All rights reserved 2 Confidential - Entire Page



THERALE
TR TEY

1.0 Table of Contents

Page No.

1.0 Table Of CONTENTS ..ot e et e en e e en e e nre e 3
2.0 Programming CONSIAEIatiONS . ..cc.. cooeioreeie e et e er e e e e e e srenr e er e e 4
N B I o T 1 a1 PR R PP 4
2.2 Data Conventions and RUIES.........o e e 4
2.3 NBF-0006 Starting Dose and DOSe LEVEIS ... e 5
2.4 Output Presentation RUIES ... ..o et e e e 5
3.0 Index of Tables @and FISUIES .....cco i i e e e 6
14.1 Demographic and Baseline Data Summary Tables ... vov s 13
14.2 Efficacy Data Summary Tables and FIgUres. ..o 29
14.3 Safety Data Summary Tables. ... 58
14.3.7 Display of ADVErse EVENTS ... oo e e 58
14.3.2 Listings of Death, Other Serious and Significant Adverse Events......... 70
14.3.3 Adverse Events of Special Interest........oooiieiien e 75
14.3.4 Abnormal Laboratory Value LiStING .....ccccveirveereneen e 78
14.3.5 Other Safety Data Summary Tables ... 80
14.4 Biomarker Data Summary Tables.........ooo e 103
4.0 INAEX OF LISTINE . .ee ittt et et e e e e e en e e e 114
NEF-006-001 Statistical Analysis Plan Final Version 2.0, March 14, 2023

Copyright© 2016 by Theradex Oncol ogy®, Princeton NJ
All rights reserved 3 Confidential - Entire Page



2.0 Programming Considerations

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

21  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 XXX
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

24 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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Table14.1.2
Demographics {(Dose Escalation Part A)
Intent-to-Treat (N=n)

NBF-006 Dose Level {mg/kg) for Escalation (Part A) NBF-006 Dose Expansion {mg/kg) (Part B)
Demographics 0.15 0.3 onwards Cverall 06 1.2 1.6 Overall
Number of Patient nnn nnn nnn nnn nnn nnn nnn nnn
Age (years)
N nnn nnn nnn nnn nnn nnn nnn nnn
Mean XXX XXX XX.X XX.X XXX XXX XXX XXX
Standard Deviation X.XX X.XX XXX XXX XXX XXX X.XX X.XX
Median HEX XXX XXX XXX XXX XX.X KEX XXX
Minimum XX XX XX XX XX XX XX XX
Maximum XX XX XX XX XX XX %X XX
Age Group (years) [1]
18to 64 nnExx.x%) nn{xx.x%) nn{xx.x%) nN(xx.x%) nn{xx.x%) nn{xx%.x%) nN{xx.x%) nn{xx.x%)
65 + nnéxx.x%) nn{xx.x%) nN{xx.x%)y nn(xx.x%) nn{xx.x%) nn{xx-x%) nn(xxx%) nn(xx.x%})
Sex [1]
Male nnixx.x%) nn{xx.x%) nnixx.x%)y nn{xx.x%) nnixx.x%) nn{xx%.x%) nn{xx.x%) nn{xx.x%)
Female nn{xx.x%) nn{xx.x%) nn{xx.x%) nN(xx.x%) nn{xx.x%) nn{xx.x%?) nn{xx.x%) nn{xx.x%)
Race [1]
White nnéxx.x%) nn{xx.x%) nN{xx.x%)y nn(xx.x%) nn{xx.x%) nngxx.x%) nn{xx.x%) nn{xx.x%)
Asian nnExx.x%) nn{xx.x%) nn{xx.x%) nN(xx.x%) nn{xx.x%) nn{xx%.x%) nN{xx.x%) nn{xx.x%)
Black or African American nnixx.x%) nn{xx.x%) nnixx.x%)y nn{xx.x%) nnixx.x%) nn{xx%.x%) nn{xx.x%) nn{xx.x%)
Native Hawaiian or Pacific Islander nnéxx.x%) nn{xx.x%) nN{xx.x%)y nn(xx.x%) nn{xx.x%) nngxx.x%) nn{xx.x%) nn{xx.x%)
American Indian or Alaska native nnExx.x%) nn{xx.x%) nn{xx.x%) nN(xx.x%) nn{xx.x%) nn{xx%.x%) nN{xx.x%) nn{xx.x%)
Not Reported nnixx.x%) nn{xx.x%) nnixx.x%)y nn{xx.x%) nnixx.x%) nn{xx%.x%) nn{xx.x%) nn{xx.x%)
Other nnéxx.x%) nn{xx.x%) nN{xx.x%)y nn(xx.x%) nn{xx.x%) nngxx.x%) nn{xx.x%) nn{xx.x%)
Ethnicity [1]
Hispanic or Latino nnéxx.x%) nn{xx.x%) nN{xx.x%)y nn(xx.x%) nn{xx.x%) nngxx.x%) nn{xx.x%) nn{xx.x%)
Not Hispanic or Latino 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 1/1b

DIRECTORY/FILE.SAS

Table 14.1.3.1

Baseline Disease Characteristics for NSCLC (Dose Escalation Part A)

Intent-to-Treat (N=n)

FINAL - ddmmmyy:hh:mm
Page 10ofx

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

Baseline Disease Characteristics 0.15 0.3 onwards Overall
Number of Patient nnn nnn nnn nnn
Primary Site [1]

Primary Site nn{xx.x%) nN(xx.x%) nnixx.x%) nn(xx.x%)

Primary Site nn{xx.x%) nN(xx.x%) nnixx.x%) NAxx.x%)

Primary Site nn{xx.x%) nN(xx.x%) nn{xx.x%) nN{xx.x%)
Disease Stage [1]

Stage nn{xx.x%) nN(xx.x%) nn{xx.x%) nN{xx.x%)

Stage nn{xx.x%) nN(xx.x%) nn{xx.x%) nnixx.x%)

Stage nn{xx.x%) nN(xx.x%) nnixx.x%) NAxx.x%)
ECOG Performance Status [1]

0 nnixx.x%) nnixx.x%) nn{xx.x%) nnixx.x%)

1 nn{xx.x%) nN(xx.x%) nn{xx.x%) nN{xx.x%)

2 nn{xx.x%) nN(xx.x%) nn{xx.x%) nnixx.x%)
EGFR Mutation [1]

Yes nn{xx.x%) nN(xx.x%) nn{xx.x%) nnixx.x%)

No nnixx.x%) nnixx.x%) nn{xx.x%) nnixx.x%)

Unknown nn{xx.x%) nN(xx.x%) nnixx.x%) NAxx.x%)
ALK/ROSI Gene Fusion [1]

Yes nn{xx.x%) nN(xx.x%) nnixx.x%) NAxx.x%)

No nn{xx.x%) nN(xx.x%) nn{xx.x%) nN{xx.x%)

Unknown nnixx.x%) nnixx.x%) nn{xx.x%) nnixx.x%)
KRAS Genotype Mutated [1]

Yes nnixx.x%) nnixx.x%) nn{xx.x%) nnixx.x%)

No nn{xx.x%) nN(xx.x%) nnixx.x%) NAxx.x%)

Unknown nn{xx.x%) nN(xx.x%) nn{xx.x%) nN{xx.x%)

Duration of Disease {month) [2]

NBF-006-001
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N nnn nnn nnn
Mean XXX XXX XXX
Standard Deviation XXX HXX HXX
Median XX.X XX.X XX.X
Minimum XX XX XX
Maximum XX XX XX

Smoking History [3]

Never nn{xx.x%) nN(xx.x%) nn{xx.x%)
Former nn{xx.x%) nN(xx.x%) nnixx.x%)
Duration of Tobacco Use (month)

N nnn nnn nnn
Mean XX.X XX.X XX.X
Standard Deviation XXX HXX HXX
Median XXX XXX XXX
Minimum XX XX XX
Maximum XX XX XX
Current nnfxx.x%) nN{xx.x%) nnfxx.x%)
Duration of Tobacco Use (month)

N nnn nnn nnn
Mean XX.X XX.X XX.X
Standard Deviation X.XX XXX XXX
Median XXX XXX XXX
Minimum XX XX XX
Maximum XX XX XX

GSTT1 Genotype [1][4]

Null nn{xx.x%) nN(xx.x%) nnixx.x%)
Wild Type nn{xx.x%) nN(xx.x%) nn{xx.x%)
Unknown nn{xx.x%) nN(xx.x%) nn{xx.x%)

nnn
XXX
XXX
XXX
XX
XX

nN{xx.x%)
NAxx.x%)

nnn
XXX
XXX
XXX
XX
XX

nn{xx.x%)

nnn
XXX
XXX
XXX
XX
XX

nn(xx.x%)
nN{xx.x%)
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.

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

[4]1 This genotype only determined for the 1.6 mg/kg dose level.
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Table 14.1.31

Baseline Disease Characteristics for NSCLC (Dose Expansion Part B)
Intent-to-Treat (N=n)

FINAL = ddmmmyy:hh:mm

Page 10of x

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

Baseline Disease Characteristics 0.6 1.2 1.6 Overall
Number of Patient nnn nnn nnn nnn
Primary Site [1]
Primary Site nn{xx.x%) nnxx.x%) nnExx x%) nn{xx.x%)
Primary Site nn{xx.x%) nn{xx.x%) nnExsx_x%) nn{xx.x%)
Primary Site nn{xx.x%) nN{xx.x%) nnExsx.x%) nN{xx.x%)
Disease Stage [1]
Stage nn{xx.x%) nN{xx.x%) nnExsx.x%) nN{xx.x%)
Stage nn{xx.x%) nN{xx.x%) nnExx.x%) nN{xx.x%)
Stage nn{xx.x%) nn{xx.x%) nnExsx_x%) nn{xx.x%)
KRAS Genotype Mutated [1][2]
Yes nn{xx.x%) nn{xx.x%) nnéxx.x%) nn{xx.x%)
No nn{xx.x%) nN{xx.x%) nnExsx.x%) nN{xx.x%)
Unknown nn{xx.x%) nN{xx.x%) nnExx.x%) nN{xx.x%)
Duration of Disease {(month) [3]
N nnn nnn nnn Nnn
Mean XX.X XX.X XXX XX.X
Standard Deviation HXX XXX KXX XXX
Median XX.X XXX XX.% XXX
Minimum XX XX XX XX
Maximum XX KX XX ®X
Smoking History [4]
Never nn{xx.x%) nn{xx.x%) nnExx.x%) nN{xx.x%)
Former nn{xx.x%) nn{xx.x%) nnéxx.x%) nn{xx.x%)
Duration of Tobacco Use (month)
N nnn nnn nnn nnn
Mean XX.X %X.X XXX XXX
Standard Deviation XXX X.XX XXX X.XX

NBF-006-001
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[#}1n doss exgarsion far NSCLE all pﬂmtsmmmmmnm Misaned but ot have EGRR and ALKROS| Gene mutaton,
3] Dnarastion of disease = caleulated from the date of initil diagrosis o the date of frst study drug adminisiation.
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Table 14.1.4
Summary of Medical Hstary (Sese Escalasen Part Ap
|tent-to-Tredl (v=n}

FIMAL - ddmmmiehimim

Page 1 of =

Wi DAA System Organ Class NBF-006 Dose Level (mEtkEl fo- Escalation (Part Al WEF-O0G Doge Expanaicn (M) [Fact 51
WedDAA Preferred Term [13E] 015 0.3 arrrards Creerall 06 12 1.6 Owesall

Wurnber of Fatiert e nm ann i nnn Ll nnn mnin

Nurnber of Patieris with Ary g% nnfxs. o) Lt i) gk g ockBap o Hed rirgn. %

Medical Heary

WiedDAA System Orgars Class Arg s, o) tirtfao. obh] e i, S| g ) s R oo e rirsui.a¥}
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Progressime Dnsdse (ala ke ] Fir 2ty SR alk Fowe ] s ath) P x5 sl ) ren{ain. ]
Mot Appidate Ll ] rira R [ULEEEA ] By LR L EE Ry (R RS | Ly LT LR EEH S ]
Linknceen s lEER s L) L CER S rinae, el nns, 4 %) B ETEL] WEEER L]
Froor Cancer Radiation 2] Ao gL TIrd i) Rl T ] Pl s rr ) e T ]
Frior Cancer Surgeries (2] n ) it N . Bl R L LR s A %) i) nn{xg, xih)

KECLE= MomSmal Ced Lung Carger

U] Mum ks af Phatients wsed o deneeninater 1o calculale pendaniapes.
[#1 Patients miay be courted inmere 1an ane prioe theragy Catepories.
6,244, 16.24.5, 16,246, 16.24.7
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<Use the above as template repeat fors

Tabke 141,52
Frawr Cancer an:'ap:,rfﬂr Farcreatic Cancer [Dose Excalaton Pars &)
interttoTreat (N=r}

Fof Part & dose level 8t 015 D3 DG 12 mElg,
M Number of Fatients ised as dercim mator o caldulate percaentages,
[Z} Patients may be counted in more than ane grior therapy catogories.

Lross-Referances: Listng 16.2.4.4. 16245, 16.2.4.6 16.2.4.7

| This tainie isanly foe Part A.dose level af 0,15, 003, 0k 1.2 migrkg, a0t far Part & [1.6 gl

Tabir 14.1.53
Brior Cancer Therapy for Coloreckal Canecer {Dutse Escatation Part Af
Intert-to-Trest (M=n}

For Fart A dose lewel 31 015 B3, A, 1.2 mpfeg,
[1) Mumbesof Patients ised as deraminater 1o calculate perermages.
[#] Patients may e counbed inmote than ane prior teraiy calagaris,

Crpss-Refersncea: Listing 16,284, 16245, 16,24 6 16247
T F A TR 2

=,

" This rati is Eﬁ-ﬁwm A chose et at 0015, 03,08, 1.2 mgfg, notfor Pars A (16 madkgh
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Table 14.2.11
Best Overall Response Summary based for NSCLC {Dose Escalation Part Aand Dose Expansion Part B)
Efficacy Evaluable (N=n)

FINAL - ddmmmyy:hh:mm

Page 1 of x

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

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

Best Overall Response 0.15 0.3 onhwards Overall 06 1.2 1.6 Overall
Number of Patient nnn nnn nnn nnn nnn nnn nnn nnn
Best Overall Response [1]
Complete Response {CR) nn{xx.x%) nnxx.x%) nN{xx.x%) NN{Xx.x%?) nnxx.x%)  nnxx.x%) nnixx.x%) NN{xx.x%)
CR Unconfirmed (uCR) nnxx.x%) nnixx.x%) nn{xx.x%) nn{xx.x%) nnixx.x%) nnfxx.x%)  nn(xx.x%)  nnixx.x%)
Partial Response (PR) nn{xx.x%) nn{xx.x%) nN(xx.x%) NN{xx.x%) nnxx.x%)  nNn(xx.x%) nn{xx.x%) NN{xx.x%)
PR Unconfirmed {uPR) nn{xx.x%) nnxx.x%) nN{xx.x%) NN{Xx.x%?) nnxx.x%)  nnxx.x%) nnixx.x%) NN{xx.x%)
Stable Disease (SD) nnxx.x%) nnixx.x%) nn{xx.x%) nn{xx.x%) nnixx.x%) nnfxx.x%)  nn(xx.x%)  nnixx.x%)
Progressive Disease {PD) nnixx.x%)y nnixx.x%) mn(xx %%6) NN{XX.x%) nn(xx.x%)  Nnxx.x%) rm(xx x6) nn(xx x%)
Not Evaluable (NE) nn{xx.x%) nnxx.x%) nN{xx.x%) NN{Xx.x%?) nnxx.x%)  nnxx.x%) nnixx.x%) NN{xx.x%)
Missing nnxx.x%) nnixx.x%) nn{xx.x%) nn{xx.x%) nnixx.x%) nnfxx.x%)  nn(xx.x%)  nnixx.x%)
Overall Response (CR or PR) [2](3] nn{xx.x%) nn{xx.x%) nN(xx.x%) NN{xx.x%) nnxx.x%)  nNn(xx.x%) nn{xx.x%) NN{xx.x%)
Lower 95% Confidence Limit X%.X% x%.X% %x.X% XX.x% xX.X% xX.x% xX.x% xX.x%
Upper 95% Confidence Limit XX X% X%.X% XX X% XX.x% XXX% xX.x% xX.X% xX.x%
Overall Response 2 (CR or uCR or PR or uPR) [3][4] nnxx.x%) nnixx.x%) nn{xx.x%) nn{xx.x%) nnixx.x%) nnfxx.x%)  nn(xx.x%)  nnixx.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% X% X% %X X% XX %% XXX% XX %% XX.X% XX.x%
Disease Control Rate (CR or PR or SD) [3](5] nnixx.x%)y nnixx.x%) nn(xx.x%) NN{XX.x%) nnfxx.x%)  nhfxx.x%)  nnixx.x%) NN{xx.x%)
Lower 95% Confidence Limit XX X% XX X% *%.x% XX.x% xX.X% xX.x% XX.%% xX.x%
Upper 95% Confidence Limit XX.X% XX.X% x%.x% xX.x% xX.X% xx.x% XX.%% xx.x%
Disease Control Rate 2 {CR or uCR or PR or uPR or 5D) [3][6] nn{xx.x%) nn{xx.x%) nN(xx.x%) NN{xx.x%) nnxx.x%)  nNn(xx.x%) nn{xx.x%) NN{xx.x%)
Lower 95% Confidence Limit XX.X% XX.X% x%.x% xX.x% xX.X% xx.x% XX.%% xx.x%
Upper 95% Confidence Limit XX.X% XX.X% x%.x% XX.x% XX.X% xx.x% XX.%% xX.x%
Complete Response (CR) [3] nn{xx.x%) nnxx.x%) nN{xx.x%) NN{Xx.x%) nnxx.x%)  nNn(xx.x%)  nnixx.x%) nN{xx.x%)
Lower 95% Confidence Limit XX.X% XX.X% x%.x% XX.x% XX.X% xx.x% XX.%% xX.x%
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Uipper 95% Corfidenice Limit oL a5 wnalh ol e uL e W xch ui.H
Comaiate Response 2 (CR or wCR (3173 anpocehy  nndseadl aodecsdal nefzesibl el nnfoodk)  nnleod)  nrdicesa)

Leweer B5% Corfidence Lirnis oL a5 wath sl e L xche W P ]

Lipper 95% Confidence Limit L HEEH i PR W N A PP

NECLC= MorvSmall Cesl Lueng Cancer
Fart Adase level @ 015, 003, 06, 1.3 mpfig emceps Part A 14 melke, Par Bat 08 1.2 & 1.6 mgfg Including the 1.6 mg/kg from Fart 4.
T1) Muimbes af Patients & used & derominater o ralcuiate perceniages_
21Ol Respornse & Gased oo patients with either a Complete Response {CR] or Partial Aesparnse (7R).

151 Clopper-Fearson method & used it the calodiatien of 1he 95% cenfidence interval,

41 Overall Aesgense 2 s baged an patients with Clor UCR o PR ar uPR
[5i Disease Control Rate s based on patients witn CAar PR o1 500
Eﬂnaemetnntml Rate I is based on paterts with CRar uCR.or PR or uFR ar 5.
[?]Cnmplw.uﬂ.mm -2 in based on pﬂm:wthﬂnrutﬂ.

Cross-References: Fgure 14,2101 i
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(7= THERADEX

=lne the abowe bg termplates repeat fore

Tabh 942,12
Best Owverall Respoase Summany based for Pancreatic Career [Tose Escalation Part &)
Elficacy Evaluable [N=r)

For Part A dose level at 015 0306, 1.2 mefg
Cross-Refarences: Figure 14,212 Lishng 16262

T e sy e Fart A cose o a1 015,63, 04 12w/, ot for Fart A 16 .

Tabile 14.2.1.3
Bkl Oversd Aesporee Surmrmary based for Colomectal Canver (Doese Fseatntion Pl A)
Efficacy EuvatuabieN=r)

For Fart & dose level at 015 3 DG, 1.2 mgfeg
Cross-Acferences; Figure 14.2.1.3, Listing 16.2.6.2

Biart A dlosi ioves at 0,05, 0.3, 006, 4.2 g/ ot for Pare A 1.6 rragleg.
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Flgnre 14.21.1: Bess Crange from Basefng i TUmor Measurements for MSCLC [iate T Fioth o Dose Es@lator (Part Ajand Dose Expansicd (Part B)

Efficacy Euaduabie {Nar)
TR T T i T S pre=
-l
T

---f----n--n-nrrl'l'lﬂ'l'l'l'"'m"

E o b b onawan

o eental relererce ranges using definitans for pregresan [+20yand partial responae {30}
¥- ﬂﬂ&sﬂﬂlﬂi lh'llyi B 100 b0 100t -I'l"l'.'lld Mmm& walues, Walues Chal are capiped &5 a feswlit of ts restrction W e scale BI’E rmaraed with ®

=Lige thieabowe as terrgiate repeat fors

Figure 34.2.1.2: Best Crarge from Baseling in Tumor Measurements for Pancreatc Carcer {Waterfall Plot) iDose Escalation Part A)

Far Part A dose leval at 0L15.0.5 0.6, 1.2111;91
Cmn—ﬂuﬁmnmﬂ Tahlu 12

Figure 34.2.1.3: Sest Change from Baseine in Tumor Measyrements for Cosorecial Cancer (Waterfal ot (Sose Bscalanan Part &)

Fair Pard & s level ot 015, 0.3 06, 1.2 mglkg
Cross-Aeferen aive 14213, Litings 16.26.2
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Flgure 44.3.1.4.1: Percert Change from Basedine @ Tumbr Respobse for MSCLE Spider Plot) {Oose Escalation Part A}
) Efficacy Beaiabia {N=r)

Ehangs Fraei Bunsine %

" " iy e g i i o
ey O
For Part & dose level at D15, 03 0.6, 1.2 mgfke extept Fart A L6 mgig
Wegurs srale should ahseys be -100 o 100 to avold presenting extrame values, Yalues that are capped 85 fesiet of 1his restiction 1o the scale are miarued with =
Cros=Referercos Tape 14.2.1,1. Listings 16,262
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<l ize the above as temnplate repear for=

Figure 54,214, Fercant Change from Sazeling (n Tumor fesgorse for NSCLE [Spder Ploti(Dose Sdpansion Fart 8)
Efficary Funduabie dN=r)

Far Par Sat 0.6 128 1.6 mgfg including the 1.6 mgfeg from Part A,
¥-aais scale shoukd always be - 10010 100 o @wid presenting exteme values, Values that are capped asa sesul of This restriction 1o the scale are marved with =

CrassF Tapke 14211 Listings 16262

<lize the abowe as ternplate repeat for=

Fegure 64.2,3.5: Porcent Change from Baseling in Tumar Response for Rancreats Carcer (Spider Fioth (Sose Sscalaton Bar A)

Efficary Evalimble iN=ri

Far Part A dose level ums.uau;&umg_

Figure 74,216 Fercont Crange frarn Baseling m Tumer Response fer Coiorects| Cancor (Speder Plos) (Dose Escalation Part 4)
Efficacy Evatuabia (N=ri

Far #art A dose level st 001505 06 1.2 mghg
CrossRferontes; Table 14.2.1.3, Lstings 16,.26.3
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Table 14.2.2.1

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

Efficacy Evaluable (N=n)

FINAL = ddmmmyy:hh:mm
Page 10of x

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

Duration of Overall Response 0.15 0.3 0.6 1.2 Overall
Number of Patients XX XX XX XX XX
Number of Events XX (xx.x%) *% (%%.X%) % (%%.X%) % (%%.X%) % (%%.X%)
Number of Censored [1] XX (xx_%%) %% (%%.X%) %% (%%.X%) %% (%%.X%) %% (%%.X%)
Duration of Overall Response [11(3]
75% Progression-free xxx days xxx days xxx days xxx days xxx days
Median Xxx days xxX days xxX days xxX days xxX days
Lower 95% Confidence Limit xxx days xxx days xxx days xxx days xxx days
Upper 95% Confidence Limit xxx days xxx days xxx days xxx days xxx days
25% Progression-free Xxx days xxX days xxX days xxX days xxX days
Last Observation xxx days xxx days xxx days xxx days xxx days
Duration of Overall CR[2][3]
75% Progression-free xxx days xxx days xxx days xxx days xxx days
Median xxx days xxx days xxx days xxx days xxx days
Lower 95% Confidence Limit xxx days xxx days xxx days xxx days xxx days
Upper 95% Confidence Limit xxx days Xxx days Xxx days Xxx days Xxx days
25% Progression-free xxx days xxx days xxx days xxx days xxx days
Last Observation xxx days xxx days xxx days xxx days xxx days
Progression-Free Rate
Baseline 100.0% 100.0% 100.0% 100.0% 100.0%
2 cycles (84 days) XX.x% % xx.X % xx.X % xx.X % xx.X %
4 cydles (168 days) XX.% % xX.X % xX.X % xX.X % xX.X %
6 cycles (252 days) xx.x % xx.x % xx.x % xx.x % xx.x %
8 cycles (336 days) XX.x% % xx.X % xx.X % xx.X % xx.X %
Last Event (xxx days) 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.
[1] Duration of overall response is measured from the time measurement criteria are met for CR or PR (whichewver 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
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patierils with o cordirmmed CR oo PR are inciuded inthe aralysis. Sa,rrrpmnuﬂ: detpriralian is nol cortidened POC Fov a patienl without eviderce af disease’ progreasion,

duration of gverdl resgonse will be censored &t e date of |5 evaluable tuimor assessment,
[#1 Diration of overall comaete response s measdred fram the fima meassremant orters e first mot for CR witil the firs date that recurrers disease i ohjedtively

mmmmd Crrly p&uhnmmrth wcoalirmed CR are ircluded irthe analysis. Syretomatic detesiaraton is not considened PO For a patien: withool evderce of dissase

pmgeﬁm duration of ceerak CR will DE censared at this date af 15t evaluatie turr s A5sessment,
[5} Life Table estimates are calcsatod ueng Raplan-Meler mathodology. Corfidence niterval for the median sirival timea was calculated using the method by

Brackmayer and Crawey,

2.1, Takje 1d.2
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Life Table Summary of Duration of Overall Response (Dose Expansicn Part B)

DIRECTORY/FILE.SAS

Table 14222

Efficacy Evaluable (N=n)

FINAL = ddmmmyy:hh:mm
Page 10of x

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

Duration of Overall Response 0.6 1.2 16 Overall
Number of Patients XX %X XX XX
Number of Events XX {xX.X%) x% (Xx%.X%) XX (xxX.%%) X% (xX.X%)
Number of Censored [1] X% (XX %%) %% (Xx.%%) XX (xX.%%) xx (xX.x%)
Duration of Overall Response [11(3]
75% Progression-free xxx days xxx% days xxx days xxx days
Median xxx days xxx days xxx days xxx days
Lower 95% Confidence Limit xxx days xxx% days xxx days Xxx days
Upper 95% Confidence Limit xxx days xxx% days xxx days xxx days
25% Progression-free xxx days xxx days xxx days xxx days
Last Observation xxx days xxx% days xxx days Xxx days
Duration of Overall CR[2][3]
75% Progression-free xxx days xxx% days xxx days Xxx days
Median xxx days xxx% days xxx days xxx days
Lower 95% Confidence Limit xxx days xxx days xxx days xxx days
Upper 95% Confidence Limit xxx days xxx days *xx days xxx days
25% Progression-free xxx days xxx% days xxx days xxx days
Last Observation xxx days xxx days xxx days xxx days
Progression-Free Rate
Baseline 100.0% 100.0% 100.0% 100.0%
1 cycle (42 days) xx.x % xx.% % X% % XXX %
2 cydles (84 days) xx.x % %%.% % xx.x % x%.x %
3 cycles (126 days) xx.% % xx.X % xx.x % x%.% %
4 cycles (168 days) xx.x % xx.% % X% % XXX %
5 cycles (210 days) xx.x % %%.% % xx.x % x%.x %
Last Event (xxx days) xXx.% % %x%X.X % Xx.%X % XX.% %

[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
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patierils with o cordirmmed CR oo PR are inciuded inthe aralysis. Sa,rrrpmmaﬂ: deteriralian is nol coridened POC Fov a patienl without eviderce af disease’ progression,

duration of Overall reggonse will be censored &t te date of |5t evaluabile Wnor assessment,
[#1 Diration of overall comaete response s measdred fram the fima meassremant ortera e first met for CR witil the firs date that recurrers disease i ohjedtively
mmmmd Crrly pduhnmmrth wcoalirmed CR are ‘ircluded inihe aralysis. WM: detesaratien is netl consdered PO For a patital withoal evideince of disesse

pmgeﬁm duration of Gverak CR will b&:ensm‘an'arthb date af laat eyl uatie TurTer A5SesSTIEnt,
[31Life Tabie esmates are caicwated wsng Raplan-Melesr mathodology. Corfidence nteral for the medizn surivaltime vwas calculated Using the method by

MEF006-001 ‘Sratistic# Anaksis Plan Fenal Version 200 March 14, 2023

Copy gl T0E6 by Thawde: Decolngy®, Trincsion NT
All righte reserved £ Confidential - Entire Fage



THERADEX

OoNCDOLTLY

Fgure B4, 22.1: Duration of Overll Resporise (Mapian-heier) (Dodse Escalation Part Ap
Efficacy Beatinabia {N=ri

T

Fres Protasiny

-5 8

Q4

o34

B4

——— T T
LU

™ T e e
130 3R 3 JMp g4 TR M0 33 JED 3G 430 4 B0
Dot [Duyal

—r
T 2

© @ & Censored Pobents

For Farm & dose leval at 05, 0.3 06 1.2 mg'kg
Duration of ewrall Tesporse & maasured fram the tme measuramant criteria ane meet for CR or FR jwhichover mirst recardedh until e firss date that reci rent o

p dhiseane is iseciyvely docamented (aking as reference for progressive deease the smalest measurements reconded since the treatment stared). Only patients
with-a conrfirmed CR or FR{SAP secian 54,1 ase incipdied inthe aralyss. Symptamat i deterioraiion is not considered # I, far a paten wangut evidence of diseass
prograssion, diratice of swerall sespense will be corsored at tha date of 5 evalustie tamar assessTAnT,

Cross-Aeferenoes T £330, Table 14.2.4, Listing 16262

=Usethe above as template repsar fors-

NEFD06-001 Statistica Aradsis Plan Fifral Wersion 20 March 14, 2023
Copyrgltd 1086 by Thewdes Declngy®, Trincsdon N1
All righte reserved 40 Confidential - Entire Fage



. THERADEX

ONCLLDGY

Figure 94 2.2 3 Duration of Cheerall Respocise (Kaplan-Mi e (Dase Exparsion Part 8)
Efficacy Evauabie {N-r)

Far Part B at 06 1.2, 1.6 mp/kg indiuding the 16 rrgfeg from Part &
Cross-Redenenoes Table 14.2_2.2, Takle 14.2.4, Listing 16.2.6.2
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Figure 104.2,2.3; Duration of Cwerall Complele Response (Kagran-Meser) {Dese Escatation Par Ak
Efficacy Evaruabie M=

0.8

R

0:4 4

Pragreuare - D Progabety

B3+

o+

6o

T T T T T T T T T T T T T T T T T
° 3 ©®0 W 120 30 TEd 2O I IPD 10O NA0 380 3G A0 AN 48D
Dhimabion {DPays)

© @ O Cemored Potints

For Pars A dise lownl at 0015, 0,5 0.6 1,2 mgfeg,

Charation of d‘v_un:ll tamplete resporse 15 measared frorn the tome l-'_r_lun!.lmmn‘t erie ra-are first met for CR umil the ﬁrstdrh:rthpt ru:urr.nn'l: or progressive -ﬁ:a.-ﬂ:'lg
objectively decamerted. Onhy confirmed £ s incoded. Symptomatic getenoration 1s not considered PO, For @ patent witnout evidence of disease progression. durat:on of
oyerall templetn resaanse will beopnsornd on the date of a5 evaluabie umdr asiessmant.
Croms-References T 2331, Table 14.2.4, Lating 16.2.6.2

=lise the above as ternplate repeat fors
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Figure 114.2.2.4: Diration of Overa'l Compsete Response (Kaplan-Meler) [Dose Exgarson Fart B
Efficacy Bvalualie N=r)

Far Part B at L6 L2 1.6 mg/kg inciuding the L6 mghg from Part A,
HE'Z.?_.I. Tanle 14,24, Lsting 16
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Figora 124.2.2.5: Duratlon of Treatment por Dose Leved with Patient’s Response Overtime [Svemmer Floth (Dose Sscalation Part A

Efficicy Evaduabie fN=ri
Diuratish of trastment par Doue beval
h-n-h‘h‘nil.nﬂ'mm
ey a
e — e,
|
jwﬂi_
11 | —
12000 | E——— =m_”m“£m"m
vio0i | — il Al e
e B B S s S st e T P A ey S Y
R A R A N R R T R i I e A g
.
(et moia @i 5r @17 W &)

erefax L iing 16.7.6.2

Flgure 134,226 Curation of Treatment per Bxpansion Conart with Fatient's fesponss Guert ime Swimmer Piot {0ese Bxgansion #art §)
Efficacy Fuaiabie {N=ri)
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Table 14.2.31
Life Table Analysis of Duration of Overall Response: Confidence Intervals for Point Estimates (Dose Escalation Part A)
Efficacy Evaluable (N=n)

NBF-006 Dose Number at Cumulative Progression-Free 95% Confidence Interval [2]
Timepoint Risk Events [1] Rate Lower Upper
0.15 mg/kg
Baseline nnn nnn 100.0% x%.x% xx.X%
2 cycles (84 days) nnn nnn xX.x% xx.x% xx.x%
4 cycles (168 days) nnn nnn XX.X% XX X% xx X%
6 cycles (252 days) nnn nnn XX.x% x%x.X% %X X%
8 cycles (336 days) nnn nnn xX.x% xx.x% xx.x%
Last Event (xxx days) nnn nnn XX X% XX.X%0 %x.X%
0.3 mg/kg
Baseline nnn nnn 100.0% x%.x% xx.X%
2 cycles (84 days) nnn nnn XX.x% x%.x% xx.X%
4 cycles (168 days) nnn nnn XX.X% XX X% xx X%
6 cycles (252 days) nnn nnn XX.x% x%x.X% %X X%
8 cycles (336 days) nnn nnn XX.x% x%.x% xx.X%
Last Event (xxx days) nnn nnn XX X% XX.X%0 %x.X%
0.6 mg/kg
Baseline nnn nnn 100.0% *%.x% ®*X X%
2 cycles (84 days) nnn nnn XX.x% x%.x% xx.X%
4 cycles (168 days) nnn nnn XX.x% xx.x%6 xx.X%
6 cycles (252 days) nnn nnn XX.X% XX X% xx X%
8 cycles (336 days) nnn nnn XX.x% x%.x% xx.X%
Last Event (xxx days) nnn nnn XX.x% X%X.%X% *xX X%
Onward
Baseline nnn nnn 100.0% *%.x% ®*X X%
2 cycles (84 days) nnn nnn XX %% %X x% %X X%
4 cycles (168 days) nnn nnn XX.x% x%.x% xx.X%
NBF-006-001 Statistical Analysis Plan Final Version 2.0, March 14, 2023
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6 oydes {253 days) Frn [ i H a0 W
B oydies (336 days) nnn mnn R ERHE PER L
Last Ewerit s dhanys) min AR xx_.aﬂi Wb k;l._x.%
Creprads
Basuline nnn nnn 100, ks fa g EEER ]
2 cydes (54 daysh mn Ann e LR FERL ]
4 ryiles (168 days) nnn rnn . fa EERL ]
G oydes (252 days) nnn rnn i e, xih EESS ]
B cydes (336 days) ann Ann e R FERL
|last Evmet fuooc days) J1I'II'.I rinn wxh x;;.x%a i

[1] Cnzratinn of overall response s measured from the nme measuremrae e critera anp met far CR or PR fwhicheyer s first recorded) umtil {he Brst dase tnat recarrent or

progresswve disease 5 objecthely dedumerted (taking as reference for progressie d isease the smallest measurements recorded since the Treatment started). Cnly

patents with @ corfirmed CF or PR{SAP sectian 5.4, 11 &8 incuded in the analyse, Symptomatic detergration s not considered PO Far 5 paten wihdut evidenoe of

disemen progression, duration of awerall responsewdl be consored at the date of last evaluasle tumar assesamon.

[#1 Life Table estimates are caltulated wsng Kapiar-Meler methadology, Cordidence interval Tor a point estimate onihe sandvad distribotion is caculated using the
rrathad by Halofatsch and Fremice.
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Table 14.2.3.2
Life Table Analysis of Duration of Overall Response: Confidence Intenvals for Point Estimates (Dose Expansion Part B)
Efficacy Evaluable (N=n)

NBF-006 Dose Number at Cumulative Progression-Free 95% Confidence Interval [2]
Timepoint Risk Events [1] Rate Lower Upper
0.6 mg/kg
Baseline nnn nnn 100.0% %X X% xx.X%
1 cycle (42 days) nnn nnn XX.X% XX X% xx X%
2 cycles (84 days) nnn nnn XX.x% x%.x% xx.X%
3 cycles (126 days) nnn nnn xX.x% xx.x% xx.x%
4 cycles (168 days) nnn nnn XX.X% XX X% xx X%
5 cycles (210 days) nnn nnn XX.x% x%x.X% %X X%
Last Event (xxx days) nnn nnn XX.x% X%X.%X% *xX X%
1.2 mg/kg
Baseline nnn nnn 100.0% *%.x% ®*X X%
1 cycle (42 days) nnn nnn XX.x% x%x.X% %X X%
2 cycles (84 days) nnn nnn XX.x% x%.x% xx.X%
3 cycles (126 days) nnn nnn XX.X% XX X% xx X%
4 cydles (168 days) nnn nnn XX.x% x%x.X% %X X%
5 cycles (210 days) nnn nnn XX.x% x%.x% xx.X%
Last Event (xxx days) nnn nnn XX X% XX.X%0 %x.X%
1.6 mg/kg
Baseline nnn nnn 100.0% *%.x% ®*X X%
1 cycle (42 days) nnn nnn XX.x% x%.x% xx.X%
2 cycles (84 days) nnn nnn XX.x% xx.x%6 xx.X%
3 cycles (126 days) nnn nnn XX.X% XX X% xx X%
4 cycles (168 days) nnn nnn XX.x% x%.x% xx.X%
5 cycles (210 days) nnn nnn XX.x% xx.x%6 xx.X%
Last Event (xxx days) nnn nnn XX.x% XX.X% X X%
Overall
Baseline nnn nnn 100.0% *%.x% xxx%
1 cycle (42 days) nnn nnn XX.x% x%.x% xx.X%
NBF-006-001 Statistical Analysis Plan Final Version 2.0, March 14, 2023
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2 ydes (B daysh nnn AR . m.a!ﬁ i
3 cycles {126 days) ann nnn R EORT WS
4 rydes {168 days) nnn rnn . A FES L
Soeydes 210 days) Ann AR ke LR FrE L]
L35t Syt o days) ann Ann e e wweth

"] Dursion of averall Teaperse & measared Brom e §Te M remert eribens are et far CA or PR Get i rever = st recorded) arii e Ft daee s recarent or
progressve diease 5 ol vely doqurmened (faking g6 referee for progressie d issase thie Smalisl measurements resorded since the traatment started). Only
paments with a confirred CF of PRSAF Section 54,11 ase inouded i the analysis. Symphomatic deterioration is potcoasidered 20, For & gatent withaut evidencs of

iSEREE PIOETEssign, duration af averall respanse wil Be censared at the date of @st evaluaie furmor assessrment.
TZ1Life Tabie estmates are calouaned usng Kaplar-Meier methedology. Corfidence miesval foe a ponl estimate on the sunaad distnbution is cakulabed wing the
method by KBIMEISEH ard Prertice.
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Table 1424
Fatient Lisuing for Duration o Owvenall Response
Efficacy Buaduabie dh=r)

Dateof Dateol Coteof Owtecf Dhateaf Datepl Duramian of Duratian el
Fatient Sty  NEBF-00G Care of First{A FesluCR FirsCPA FestuPR Progresson CEnsoring Crverdd Respanse  Oweradl A
fhgeiSex Fart  Doseimglgh FirstDoge m i m i (o) [2] 5] B
CCC-pppn L] xxa Uﬂl'lll'l"l'l":l."'ll'l' EEEH] Es 9 =ay
Funis,
coo-pppp 8 e dadmmimiy oo oy ey
Funis,
CCC-pipp = Fe e ddmrmr iy B K KK
Funis
L TaTali] ® AN ddmimrryy RN AARK ok EOH]
Frady
CCC-AappE K wNE ddm iy WARN Ak L L
Sy
cooepppp W A Ty MR e HH
Sty

11 CR = Camplepe Respense, PA = Partial Resporse, ofR = Uacorfirmed Compete Aesporse, PR = Uncgrfivmed Partial Resporsse

2} Duration of overall resporse ts measured fram the tme measwement citedin @re met for CA or PR {whichever (s firs reconded) undil the firs: date that recurrent or
progressie dssase = obpcively documenied {taking as refererce for progresooye b mease the srallest messorements recordedf sinos the treatroent started),
Swmplarnatic detérioration & rol consabered P00 For a patient witholst svidence of disease progressior, durstion of evesall respanse will beoarsared.

31 Duration of overall CR ts mieasured Tram the me measeremant crieria-are Nrst meet fof OF il the first date that recurrent disesse is cbjectively dorumented, Oty
patimitts with 8 confirrmed CR are incided inthe ansiyss. For a patient withou svidenoe of dassse progression, doraton of eeerdll CF wll be cersored

Crioss-Aeference: Case Resyort Fnrms: l:_-,-tie Hespnrﬁe Asgessment (A5}

Sort"Patient® | mwmwnnwmmumuntm
Sata usad InThe SAS Life
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KEFOE001 Prase 1710 Fagn 106 x
Tahle 14.2.51
Life Tabke Surrenary of Duration of Stable Disease {Bose Escalation Part A
Efficacy Buva lirbig {M=r)

HEF006 Dase Leval imgtkgh for Excaiation {(Fan A)

Duraton o Stabie Dsesse 15 13 0.6 b2 Crvanll
Number of Patierds H K ' e K A
Maurtiber of Bvenls [ ) w [ S a0 {a ) W L)
Warmer of Cersared 13 w3 el a0 [ s W) e [ W) EERT ] e . )
Duration of Stabke Disease T3]

T5% Frogression-fres uns days Wy days W days s days wn days

Median s darys ax days s danys e days i days

Lowweer 95 Conlidence Limd s clays Kix diys W dfays s iy anidans

Upper 95% Corfidence Lima Wk days s days o days i days i ays

25% Progression-free ann days inn days i days s days wnx days

Last Dbservation W s axn diys o dliys i diys W s
Frogresson-Froo Rate

# oyries (84 daysh N ] nHeE e W WX

4 oydes (168 days) LR s % Wi e ALK B wk

Goyies 1252 days #,% i % w0 W Eau EEE S ]

A rydes {336 days) i % Ko NHE XN W A B

Last Evart o daysl #,% % EERE ] Wy W s EEE S ]

[} Statie Dsease 15 measwrd from the start of the treatment untl (e cnteria for progression are met, saxng as referonos the smaliest moasurements reconded sirce

the treasment started. Caly patients witha S00ace inckided N the anaiyss. Follow-up measarements for 80 rmust mest the S0 oriteria at least 5 weeks after sudy entry,

Sympternatic deterioration s nat conskdenasd FO, For a patent weihowt evidence of dfsease progression, doration af Sagie dissase wil be censored at tra date of iast

malua e lrmar assessmant.

[#1 Life Table estimates are micared wung aplanMeier methodology. Corfidence ntecval fior the median surveal ime was calculated wwng the method by
Brakimanyer ard Crowiey.

L ross-Rofernaces: Figure 14.2.5.1. Listing 16.2.6.2

; W_hrfu #qt AT per '
wsant at petry e numbened mm‘[nﬁk 0015 0.3, 06: 1.2 mafg exeopt Pare A 16 ks
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KEFO#001 Prase 1710 Fagn 106 x
Tahle 14.2.5%
Lie Table Summary of Duration of S2abe Disease (ose Expansion Part B)
Efficacy Bvadmabia iN=r]

WEF-006 Dase Sxpans:on |tk (Part 51

Duraton of Stabbke Dsease 06 1.2 1.6 Orveall
Narmher of Patierts N ik [} E T
Numer of Beants PR ] 3 Daa acx ) i [ )
Wurniber of Cersared [1] wn [ wx [wrh) W e W [ )
Duratarof Stabbe Dsaase [12]
5% Progressiondres i chays i daym o iy wnn days
Wedian i days Wk s o, iy i days
Lowar B5% Canfdanoe Limit %5 s wxs days L, diys 43X days
Upper 95% Corfidence Limit xxx days wxx derys £ diys 1x¥ diys
5% Progression-Tres e iy W iy o iddys ol s
Last Cibsenvation wx diys wxy s o, s wxd days
Progr essan-Free Rame
1 oycle (42 days) HEH W EERR s W % W
2 oydes 84 daysh wax EER ok LER R
3 ydes (136 daws K W, e X4 H
oydes (165 dEI?S'I EER R EEE R ECI LR
Soyries 4210 days) EEE EER ] .y b 4,5 H
Last Ewent {xox days) P W B s 4y W B

[1] Stabie Diseast s rmeasuned from thea st of thie freatment unt Tre cijerla for progression are met, taking as reference thi smales] measurements recorded sinda

the treatmmant started. Cinly pationts with a 50 are inclded 0 the analyss, Fellow-op messurements for 80 must meet the 50 crderia at east 5 weess after study entry,

Sympternatic deterioration is not considered FO. Fora pabent without evidenoe of discase progression, domation of stagbe dissase will bo oprsared at the date of fast

svalua e tUmgr gssessmant.

[#} Life Fable estirmates are talcated wsing Kaplan-Meior methodalogy, Corfidence nterval for the median survival tme was catcalated wsing the method by
Broukmeyer and Crowiey.

pure 14352, Lting 162632
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Figars 144 2.57; Duration of Stable Dircase (Kaplan-bdeier! {Dose Escalation Part 4]
Efficacy Evaluatia [N=n]
MBF-006-001 Phase 101k Phasa | Shady

o
or
l L1Y
b
L33

ox

oi

6 M m W @ W WO e WA IR Wa 1B X W0 e W

Bmbabme Lo
@ O 8 Censored Batients
For Part & dose bevel at .75, 03, 06, 1.2 gk,
Stable Deseass is medsurad from the start of the treatment undil the critena far progression are met, taking as reference the smallest measerements reoarded since the
treatment started, Ondy patients 1'H_l'h_-ﬂ 0 ate mcluded ipthe anql_-,sl-,;_, Folaw-up measurements far S0 must meet the SO critaria at least § wee ks after study entry. Fora
‘natient without evidence of disease progressan, duration of stable disease will be censared at the date of last evallatde tamar assessment.
Crass-Reforences: Table 14.2.5.1, Listing 16.26.2

Flgure 154.2.5.2; Duratizn of Stable Disease (Kaplan-Meier) {Dose Expansin Part B
Efficacy Evaduabk: (N-n]

Far Part B at (L6, 1.5 1,6 meg induding the 1.6 mg g from Part &,
Sring 16.2.62

bl 14,15,

Crose-RefErencas
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Table 14.2.6.1

Efficacy Evaluable (N=n)

FINAL - ddmmmyy:hh:mm

Life Table Analysis of Duration of Stable Disease: Confidence Intervals for Point Estimates {Dose Escalation Part A)

Page 1 of x

NBF-006 Dose Number at Cumulative Progression-Free 95% Confidence Interval [2]
Timepoint Risk Events [1] Rate Lower Upper
0.15 mg/kg
Baseline nnn nnn 100.0% XX X% xx X%
2 cycles (84 days) nnn nnn XX.x% x%.x% xx.X%
4 cycles (168 days) nnn nnn xX.x% xx.x% xx.x%
6 cycles (252 days) nnn nnn XX.X% XX X% xx X%
8 cycles (336 days) nnn nnn XX.x% x%x.X% %X X%
Last Event (xxx days) nnn nnn XX.x% X%X.%X% *xX X%
0.3 mg/kg
Baseline nnn nnn 100.0% XX X% xx X%
2 cydles (84 days) nnn nnn XX.x% x%x.X% %X X%
4 cycles (168 days) nnn nnn XX.x% x%.x% xx.X%
6 cycles (252 days) nnn nnn XX.X% XX X% xx X%
8 cycles (336 days) nnn nnn XX.x% x%x.X% %X X%
Last Event (xxx days) nnn nnn XX.x% xx.x%6 xx.X%
0.6 mg/kg
Baseline nnn nnn 100.0% XX.X6 %x.x%
2 cycles (84 days) nnn nnn XX.X% XX X% xx X%
4 cycles (168 days) nnn nnn XX.x% x%.x% xx.X%
6 cycles (252 days) nnn nnn XX.x% xx.x%6 xx.X%
8 cycles (336 days) nnn nnn XX.X% XX X% xx X%
Last Event (xxx days) nnn nnn XX.x% xx.x%6 xx.X%
1.2 mg/kg
Baseline nnn nnn 100.0% XX.X6 %x.x%
2 cycles (84 days) nnn nnn XX.X% XX X% xx X%
4 cydles (168 days) nnn nnn XX %% %X x% %X X%
6 cycles (252 days) nnn nnn XX.x% x%.x% xx.X%

NBF-006-001

Copyright© 2016 by Theradex Oncology®, Princeton NJ

All rights reserved

Statistical Analysis Plan

53

Final Version 2.0, March 14, 2023

Confidential - Entire Page



(Y THsRADEX

B cydes (336 days] ann AR i k. L
Last Svent [ days) nne nnn LR x5 FES L]
Dweral!

Zaseline nnn nnn 1000 s EERL
2 rydes 184 daysh nnn rAnn Wi w55 PEE ]
4 oyches {16E days) mn nn 3 H N KA
& cyclas {252 days) ann nnn 0 XE.N%h FERL
A rydes 1336 days) nnn rAnn i xx, %5 R
Last Eveat [ days) nnn nnn L X8 EERL ]

[1] Stabke Disease is reasured from the start of the reatment untl the onteria for progression are met, taking as reference the smaiest measurements recorded sirca

the treatmant started, Cinly paticnts witha 50 are included 0 the analyss, Follow-op measuremants for 50 must menat the S0ocrderia at least 5weeis after study entry,

For @ patient without ewidence of desase progressaan, duration of stable disease will be censored.

[2] Life Tabie estimates are miodated wsing Kaplan-Meler metrodolegy, Corfidence nterval fer 3 pont estimate onshe sunavad distribution |s calolaed wsing the
mathod by Kalbfeinch ard Prartice.

Cross-Aeference; Table 14.2.7, Usting 16.26.2
e e e e T o -

f I 0
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Table 14.2.6.2
Life Table Analysis of Duration of Stable Disease: Confidence Intervals for Point Estimates (Dose Expansicn Part B)
Efficacy Evaluable (N=n)

NBF-006 Dose Number at Cumulative Progression-Free 95% Confidence Interval [2]
Timepoint Risk Events [1] Rate Lower Upper
0.6 mg/kg
Baseline nnn nnn 100.0% *%.x% ®*X X%
1 cycle (42 days) nnn nnn XX.x% x%.x% xx.X%
2 cycles (84 days) nnn nnn xX.x% xx.x% xx.x%
3 cycles (126 days) nnn nnn XX.X% XX X% xx X%
4 cydles (168 days) nnn nnn XX.x% x%x.X% %X X%
5 cycles (210 days) nnn nnn xX.x% xx.x% xx.x%
Last Event (xxx days) nnn nnn XX X% XX.X%0 %x.X%
1.2 mg/kg
Baseline nnn nnn 100.0% x%.x% xx.X%
1 cycle (42 days) nnn nnn XX.x% x%.x% xx.X%
2 cycles (84 days) nnn nnn XX.X% XX X% xx X%
3 cydles (126 days) nnn nnn XX.x% x%x.X% %X X%
4 cycles (168 days) nnn nnn XX.x% x%.x% xx.X%
5 cycles (210 days) nnn nnn XX.x% xx.x%6 xx.X%
Last Event (xxx days) nnn nnn XX. X% XX.X% xx.X%
1.6mg/kg
Baseline nnn nnn 100.0% x%.x% xx.X%
1 cycle {42 days) nnn nnn XX.x% xx.x%6 xx.X%
2 cycles (84 days) nnn nnn XX.X% XX X% xx X%
3 cycles (126 days) nnn nnn XX.x% x%.x% xx.X%
4 cycles (168 days) nnn nnn XX.x% xx.x%6 xx.X%
5 cycles (210 days) nnn nnn XX.X% XX X% xx X%
Last Event (xxx days) nnn nnn XX.x% xx.x%6 xx.X%
Overall
Baseline nnn nnn 100.0% x%.x% xx.X%
NBF-006-001 Statistical Analysis Plan Final Version 2.0, March 14, 2023
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1 cyde {42 days) nnn AR . k. i
2 cydes (B daysh ann nnn fER xR PR
3 oydes (12h days) nnn rnn . A FES L
4 pydes HEE days) Ann AR ke i PR
5 cyces {210 days) nnn mnn e R PERL
Last Evmat oo days) nnn rnnn i fai wmnh

{1} Sabke Diease is measured from the start of the reatment unti e csteria for pregression are me, taking as reference Lhe smaiiest measurements recorded since

1ne treatmant started. Ckly pitlents with @ 50 are Incladed 1 1he analyss, Foliow-up measurements for S0 muast meet the S0 criteria at wash 5 wees after study entry,

Feie a patient withtul eedeee of dissase progressan, duration of stabie disease will be censerad,

[#1 Lifle Tabie e<timates are raiculaiod wsng Kaplan-Meier mathodoiogy, Corfidence nterval for & pont estimate on e sandval distribution is caiculamed wsing the
rrethad by Halofasch and Premice,

£ e 1407, Listirg 16.26.2
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WEF-O06-001 Frase /1o Fage lolx
Table 1437
Fatient Listing of Duraten of Stable Disease
Efficacy Fyaduabon {Men)
Faert Sudy | WEFOG Trate: ol Thater ol Dt of Date af Datte of Turwion of
_fhgeiSEn Part Dese gl Firdt Dese Tis CR 1] First PR 11 Pregression Censerirg S0 iy 1101

(et pApn kS ¥ del rmmmaiyy ddrrrrmmyyyy ddm ey ey
Fain
LEL-pppp X X ddrrmimyniyy ddrmimryy BT o
Faiin
e pRpE ® FH ddrmmimynyy iy dadin ety s
P
Lo-pppp X g ddrmmrmyyy ddrnmmgyyy BETTTYYY e
Facein

[T €A= complese response; PR= gartial response. S0O= stable dsease
2] Stabbe Dsesss is rneasured From tre star of the breatrnent ot Lhe cribera foe progreson sce mel, baeg s teference the smaliest inssurements recdrded snee

the treatrrent sarted. Gniy patients with a S0 ae mcladed in the srasis, Fallow-up messurements Tor SO must mest the 53 o deria at least 5 weeks aner study entry,

Far a patient wit
€ ross-Refere

rout evdence of disease progresson, dusation of stable disease will be censarad.
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14.3 Safety Data Summary Tables

14.3.1 Display of Adverse Events
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Tabie 14.3.1.1
Cwerall Sumemary of Treatment-Emargere Adversa Bvents {[Diose Escalation Part A)
Safety Bvaluable{K=n}

SEF- D Do Lyl u‘.rru.'m] Tar Excnl gton {Parn &) ME DG Dvse Exparson !-'rg.l'@ fParL B}
Treatment-EFmergent Adverse Swent [1112] O.15 oA orwards Chepral L& 12 1.6 Crenral
Nurrberof Paterts nrn nnn mnm nrr nnn nnn nnn nnn
Faimmis
With By TEAES ot nnikee®y omfaoadl ninbocxdel nrgwEl  nedweadhl nndoca®] enjococis)
‘Wit Chrug Aslated TEAES [3] oy nveea®l nedecedsl  nn{xakh) gl e a®) nndeax®R) nnfooxiE)
With Saverity Grede 3,2, 0r 5 |, nrdaatah g, 1| i %) g ) gy, ) nnfe,x&5) i (3 %)
With Sevetity Grade 3,2, or & Orug Related TEAEs [3]) e Hs) e, i, ] o o x W) e ) Ardus. ) rnfxis) e W
Witk Ay Seriows TEAES r g FIrs s P, 0 55) . alp b ] Gl TR P, ) rr s )
‘With &y Serioies, Drug Revated TR&Fs [3] o 3 i) g xtsh ningx, x| min{ %) NN ) Ky} ;) Ll & ]
Whe Discantinieed Treatment Do to TEAEs e Hs) e i, %] rar o B nrgea ) el ] i S o b
‘Wit Digd Due (o Ay TEAES rrfl g rir P, ) Pk} aln doe ] mﬂxu‘fﬁ} Frg. ) o (sl )
Whio Experienced DLT 4] mfoc k) nnixEad  nndeatsl  nntocak) IRt nxead nn(ix®) enfocki)

[1] Mumber of Fatlents 5 used a5 derorminator to calcalate perooniagos.

[2] Treatmerit: Emesrgent Adyerse Svents TEAES] are defined i adeerse syends that oocorred onand after the first dose date uo to 30 days post st tose date. Patients
welh multiple TEAES were comnied dnoe within g summary categoey: systenm orgardacss, prefe fied 1erm, masimum grade, o refationship 1o treatment. Patients with gventz
i meTe than one categary were coanied once washin each category,

[ Number af Patients 5 ased &5 denortinaior o calciilalbe peresniapes.

31 Drug Aelated include relationship as Definite-or Probable or Possinhke.

S} OLT: Dose-imitng toxicity

Criss Aelersnces: Listing 16.2.7.5, 16.2.7.4

e fatiste I regquied: Soe Listing 16.2.7.4 Tar extiurled vents,
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Tabie 14,392
Summary of Treatment-Brrergent Adverse Bvents by Syste m Qrgan Class and Prefierred Term (Dese Batalation Pan Al
Safety Svaluable (k=n}

WiedDAA System Organ Class MEFRDO0G Duse Level [Fighke) for Bscalaten (Part Al MEF-O0E Dede Expransien (mlkg Pact B)
MedDAA Preferred Tern [1} 1% 0.3 orreards Creerall ik 1.2 LE] Crerall
Wurnber of Batieris nrn LIS L ninmn FInrs i nnn e
Failans with A TEAE [2]73] Qe SRR ] ALl s i A ) iR ] nnEoCsH Mrgas. %]
Wird A4 System Organ (s e, 1) men (s ) [l SR s, i) ire ale L] LI EEEE ] rirds, )
Whed DA Freferred Term nrdax, 1%} menf ] BN o i) [l e, ) FIn s rirEnx. %}
MedDRA Fraferred Term e, ) nnfxathl rire i) i, ) e, xHp eI ) rinfxeh) rird s}
Windl4a Froformed Term e, 1) menfxxxH| el el rinia, xih) T s gle s WL ] I b rirsx, w%|
Wed DA Freferred Term nrdax. %) o H] alp ] i ) g s rtfacc. i) rinfocsch rirdx. wH |
WiedDAA Systom Organ Class i, 5] men| e He) [als H ] rinixy, uih) i a ) = 7L rin e s rirdks. a3
Mred DA Preferred Tern nrdux. %) st chi) M i) g oo i) ot alis
WedDAA Freferred Teom v %) e ) g a0 ) v 9} a5 Fnfu k) T )
MedlAa Froferred Term I e ) nnlxxxt] aly A i, i) ririe,ahap e, ) rr s H rirgxy. )

1) MemiDAA version 2.1

[Z} Mumbier af Patients imed as dencrmirattr o calculale pentertages.

[3) Trestrment-Emergent Advarse Buent [TEAES) are defined as aduerse events that eccurred on and after the first dose date up to 30 days post last dose date, Patiers
with rmatiple TEAEs were anty coonted anoe within a summany catogons systern organ class, proferred terme Patients with pvenis in mare than ane categary were
coumted orce within eac®t calegony.

ErcSSrHEI'efE.ﬂEEE'. LIEril'l TE.?.?. 1163274

St " m;hnﬁ:ﬁﬂ el gﬂ‘murﬁuw using "Cverall W

. fastnoie I
W ﬁﬂf@,ﬂfiiﬁkﬁm

writes will |
mm.r&&ﬂmm
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Table 143.1.3
Summary of Treatment-Emergent Adverse Events by System Organ Class (Dose Escalation Part A)

Safety Evaluable (N=n)

<0.15 mg/kg>

Drug-Related[4] Any Drug-Related

MedDRA System Organ Class [1][2] All TEAE Grade [5] Grade>= 3 [5] >=Grade 3 [4][5]
Number of Patients nnn nnn nnn nnn
Number of Patients with Any TEAE [3] nN{xx.x%) nn{xx.x%j nn{xx.x%) nN{xx.x%)
Blood and lymphatic system disorders nn{xx.x%) nn{xx.x%j nn{xx.x%) nn{xx.x%)
Cardiac discrders nN{xx.x%) nn{xx.x%j nn{xx.x%) nN{xx.x%)
Ear and labyrinth discrders nn{xx.x%) nn{xx.x%j nn{xx.x%) nN{xx.x%)
Eye disorders nn{xx.x%) nn{xx.x%j nn{xx.x%) nn{xx.x%)
Gastrointestinal disorders nN{xx.x%) nn{xx.x%j nn{xx.x%) nN{xx.x%)
General disorders and administration site nn{xx.x%) nn{xx.x%j nn{xx.x%) nN{xx.x%)
conditions
Infections and infestations nN{xx.x%) nn{xx.x%j nn{xx.x%) nN{xx.x%)
Investigations nn{xx.x%) nn{xx.x%j nn{xx.x%) nN{xx.x%)
Metabolism and nutrition disorders nn{xx.x%) nn{xx.x%j nn{xx.x%) nn{xx.x%)
Musculoskeletal and connective tissue nN{xx.x%) nn{xx.x%j nn{xx.x%) nN{xx.x%)
disorders
Neoplasms benign, malignant and unspecified nn{xx.x%) nn{xx.x%j nn{xx.x%) nn{xx.x%)
{incl cysts and polyps)
Nervous system disorders nn{xx.x%) nn{xx.x%j nn{xx.x%) nN{xx.x%)
Psychiatric disorders nn{xx.x%) nn{xx.x%j nn{xx.x%) nn{xx.x%)
Renaland urinary disorders nn{xx.x%) nn{xx.x%) nn{xx.x%) nN{xx.x%)
Repreductive systern and breast disorders nn{xx.x%) nn{xx.x%j nn{xx.x%) nN{xx.x%)
Respiratory, thoracic and mediastinal disorders nn{xx.x%) nn{xx.x%j nn{xx.x%) nn{xx.x%)
Skin and subcutanecus tissue disorders nn{xx.x%) nn{xx.x%) nn{xx.x%) nN{xx.x%)
Vascular disorders nN{xx.x%) nn{xx.x%j nn{xx.x%) nN{xx.x%)
[1] MedDRA version 21.1
[2] Number of Patients used as denominator to calculate percentages.
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B}hmmmﬁmrﬂm%wmhmuﬂﬂ&]mdﬂhdasadmmﬂﬂtmumd onand after the first dose date op to 30 days post last dose date, Fatients
witth muttiple TEASs were gnly counted onee within a summary caegony; sysiem Qrgan ciass, pl'l:f:rr:dt:tm masimum grade, ar relatiorahip o freatment, Hatienty
il sierts in e than o categsry were courted Srce within sach Galegony.

] Orug Aetated | Tﬂmamﬂlﬂmlpﬁmﬂﬂmw Promabie o Pessin.

[5}Grade: 1=Miki. 2=Moderate, 3=Smere, 4—thﬂ1r=m‘urum. 5= Peath

C References: Listing 16.2.7.1, 16.2.7.4
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Tabie 14314
Sirmmary of Drog-Aelated, Treatiment-Emergant Athvarse Evarts oy System Crgan Class and Preferred Tarm (Dose Sscalation Pam A)
Safety Svaluable (k=n}

WiedDAA System Organ Class NERDDE Thase Level [ﬂ!&.‘kg] for Escaation (Part Al ME -0 Ditaies Exprais (-'h&'kg] {Part B)
MedDAA Preferred Tern [132] 1% 0.3 orreards Crerall ik 1.2 L5 Crerall

Wurnber of Batieris nrn LIS L ninmn FInrs i nnn e

Wurmmer of Patiarts with [ e fanl el IR 1] e a i nrgae ) et NN M%)

Ary Drug-Relsted TEAR[3HA]

WiedDAA, Sywtem Organ Class i %) nenfxr ) alp A o ) (el vy ] e, i) ey e, a %)
WiedDEA Freferred Term rirdes, w6k nnfxnahl rirg el Firifas, ) e, Bl e ] rinkasH rirds 2%}
Windl4a Froformed Term e, 1) menfxxxH| el el rinia, xih) T s gle s WL ] I b rirsx, w%|
WedDAs Freferred Term nrdax, %) k) o) i i) Rl i) alpl i ] rirsKx. ¥
MedDRA Fraferred Term A, x5} ez sib] Gy PR it ) i, 2 s ) rnlxe s rirds . 2%}

WiedDAA System Organ Class nrd . %| snfxx i) e ) s o) Nt Ll
WedDAA Preferred Term v %) e ) g a0 ) v 9} a5 Fnfu k) T )
WiedlAs, Froferred Term T, 20} on xicHe] Rl o] rinfa, x| g ) rixs, k) s Hel rirexx. %)
WiedDAA Pralerred Teomn rrd s, %) st k| alp i) rins. %5 rird e s retlns. % 5] alal i ] e )

[} Mot DA sersion 21,1

[ZI Mumber of Patients usod as derom ingtor 1o calculate percentages,

[3) Treatrment-Fmergent Adwerse Fwents [TEASs) are defined as advirseoevents that accurred on and after the first dose date up oo 30 days post last dose date, Pasients
with mult iphe TEAES were toanbed ohoe within a surmmary categony: system orgaes clase preferred term, or relationstip to therapy. Petients with everts in more than
O CtBS0y Wit CoUnDed Orc e wihin sach (aTegany.

] Drug Aclated irclode relationship as Definite or Probable or Possible,

L rpas-Relerences: Listing 16.2.7.1, 15.2.?.-!1

with ingm mm W siaiansiv, Add famtrote ff requirad: See Listing 16:2.7.4 for excluded events.
mﬁmnwﬁmaww m mﬁam 3 i

MNEF-D06-001 Sratistica Anaksis Plan Faal Vergion 240 March 14, 2023
Copyrghte 10i6 by Thamdes Cecnlogy®, Triocainm N1
All righte reserved &% Confidential - Entire Fage



(Y THsRADEX

DIRECTORY/FLE.SAS FIMAL - ddmmmigshimm
WNESO06.001 Phase 1in Page 1 of =

Table 14.3.15
fummary of Grada 3 or Greases, Treat ment-Emaergent Adverse Swents by Systemn Organ Class and #roforred Teem {Dose Escalation Part &)
Safety Evaluable [K=n}

WiedDAA System Drgan Class NEF-D06 Dose Level [Mafke) for Escalation Part A) WEF-O04 Diose Expansion (ngkgl Part 81
MedDAA Preferred Term [11[2] 015 0.3 orteards Creerall 0.6 1.2 1.6 Crverall

Warmberof Batiores nnn nnr e i alals] e nnn mirr

Nummber of Paterts with Ary Grade 3 nndex, a0} nnfxs asl TN ) s, ) e, x'H) I, ) Nl rirdys. e}

or Groates TEAE [3)4]

WiedDAA System Drgan Class e, 26k T rirg ) s, &) i, xkp T X [ EEE ] mirds. i)
Mndl5a Froforred Term e, 1) menfxxxH| el el rinia, xih) T s gle s WL ] I b rirsx, w%|
WedDAS Preferred Term nrdax, %) k) o) i i) Rl i) alpl i ] x|
MedD%4 Fralerred Term e, x5} e ) rirg . ) i, 2] i, xkp s T il EEES ] rirdx. )
hiedDAA Preferred Term i) s ety S & it wihj i whap it ) Nkl nrge. x|

WiedDAA Sysiem Organ Class Fird . %) ) FIrg s ) Frmviaa. ) Firss. 9} i) fnfack) 1T
WiedlAs Freferred Term T, 20} on xicHe] Rl o] rinfa, x| g ) rixs, k) nnfaext rirexx. %)
Wied DA Pralerred Teomn rrd s, %) st k| alh i) i i) v s retla. % 5] alal i ] e, )
MiedDAA Freferred Teom v . %) il FIrg s ) e, k) i %} A ) RIEEE ] RIEET R

1] Med DRA vemion 21,1

[ Mumber of Patients wsed as dennminater 1o calculate percarmages.

[3] Treatment-Erner gemt Adverse Eveits [TEASs) are diefined as adverse events tat accored on and after the first dose date m o 30 days post last dese date. Patients
with Mol ipfe TEARS were oodanted onde within & simmary catifiony! Sestem organ clisa preferred Saam, o7 masimumn grade. Pabents wit b &benls n imose [han oee
category were counted croe within each category,

&} Grad e 3=5evere, &=L fe threabening, S=Fatal

Lreas-Refergacas: List
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s THeRADex

DIRECTCRYIRLESAS FIMAL —ddmmmyyhhimm
WEF-O06-001 Frase /1o Fage lolx

Tabie 14.3.9.5
Surmmary of Grade 3 of Greater, Orug-Reated, TEAS by System Organ Class and Frefarred Term [Dosa Bscalation Part &b
Safety Svaluable {(k=n}

WiedDAA System Organ Class MEFRDO0G Duse Level [Fighke) for Bscalaten (Part Al MEF-O0E Dede Expransu (ke Part B)
MedDAA Preferred Tern [132] 1% 0.3 orreards Creerall ik 1.2 L5 Crerall

Wurnber of Batieris nrn LIS L ninmn FInrs i nnn e

Nurnper of Patients with Ay Druig. [ e fanl el IR 1] e a i nrgae ) et NN M%)

fclated Grade =3 TEAE 131041150

WiedDAA, Sywtem Organ Class i %) nenfxr ) alp A o ) (el vy ] e, i) ey e, a %)
WedDAA Fraferred Term e, ) nnfxathl rire i) i, ) e, xHp eI ) rinfxeh) rird s}
Windl4a Froformed Term e, 1) menfxxxH| el el rinia, xih) T s gle s WL ] I b rirsx, w%|
WedDAs Freferred Term nrdax, %) k) o) i i) Rl i) alpl i ] rirsKx. ¥
MedDRA Fraferred Term A, x5} ez sib] Gy PR it ) i, 2 s ) rnlxe s rirds . 2%}

WiedDAA System Organ Class nrd . %| snfxx i) e ) s o) Nt Ll
WedDAA Preferred Term v %) e ) g a0 ) v 9} a5 Fnfu k) T )
WiedlAs, Froferred Term T, 20} on xicHe] Rl o] rinfa, x| g ) rixs, k) s Hel rirexx. %)
WiedDAA Pralerred Teomn rrd s, %) st k| alp i) rins. %5 rird e s retlns. % 5] alal i ] e )

[} Mot DA sersion 21,1

[ZI Mumber of Patients usod as derom ingtor 1o calculate percentages,

[3) Treatrment-Fmergent Adwerse Fwents [TEASs) are defined as advirseoevents that accurred on and after the first dose dade op to 20 days post last dose date, Patients
with mutt iphe TEAES were counbed orce withn o surmmary categony: systermn orgas clase preferred term, mandmior grade, or relatichship e therapy., Patienis with
Everits i e Han one CAAEROry Wee coir e ance withineach cate@ary.

A} Grades 3=Severe, 4= fc threatening, E=Fazal

151 Drug Relabed incmde relationship as Definite of Probable or Pessibe,

Cross-References! Listing 16.1.7.9, 16.32.7.4
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{Js) THERADEX

DIRECTORYFILESAS FINAL - ddmmmmacihizmm
NBFO06-001 Phase 1410 Faga 1ofx
Tahle 14317
Suireniry of TEAE Dy Maximum Sewerity Grade, Systere Drgan Cads and Preferred Term (Do Escatation Part 4)
Safety Bvaluable [N=n}

MedORA Systern Crgan Class

Pl DR Prefer s Tsrm MER00E Doge Level ik Tor BEscalation Pat &) WES-D06 Dhote Expansan [igtkg (Part B
Macmum Seventy Grade [1]{2] R a3 armarsls Owerall (L 1.3 146 Crmrall

Momber of Paterrts rnnn mnn nnn nnn nmn e nrn nnn
Patwirrts with Ay TEAF [3] s, oy i) nriax, k) nrds.a) nnfxiat) rirsx.sa) i)
M edORA Systarn Organ Cliss RlE G PR oL lala AR ] Firk . %) Firi{ ) [Rla PR ] I k)
Med TR Preferoed Torm ) oLy TN, Lalp 400 R g, ) iy ) [ty s ST T )
< Grande 3 rire e, a %) iy e oL ) A rirdx K. | B ] [y e ] nrfolih)
Grade Fre) . FIr ey P A g ] Bl CHR ] ) [hla P ] Firt s k)
Grade? FIrs W) PN AN Nt L) nrEs ) i k) nrxsaca) o x i
Grade 3 i xS Pt rireaa®h) ke a') K. | Rt ] g rinfachs
Griaded Rl bt T Finfas o Fir ol i) Firg ) PR facalae) [l t ) Firife H)
Grade 5 s Al FIrdRE sz ) e 5% N ) s sde) nrgaxaiah e
== Grade 3 g ¥} Finfua i) rirslex. ) gy il %) mitfascach) g nififs k)

1] MedDRA versior 21,1

[Z1 Kumiper af Patems used b5 denomindidr Iodakalate pefCentages

A Trutml.-nt-FmrTrt Adverae: Evert (TEAFs) are defined as adverse events that argurred on and aftor the frst dose date up to 30 days past s dose date, Patients
with moltighe TEAES were ¢rily counted ance wil ben 8 Surnmany fategany: system organ das, prefesred derm or mrasimurr grade Satierts with sveets in mone than
e CALBEORY wire COuMed e within eadh categiog.

Cross-References Loting 16.2.7.1, 16.2.7.4
= T MO T ] )
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DIRECTORYFILESAS FINAL - ddmmmmacihizmm
NBFO06-001 Phase 1410 Faga 1ofx
Tahle 143138
Surmmsary of T ug-Related, TEAE by Masimiem Senerity Grade, System Organ Oass and Breferred Tenm (Dose Escalation Part &)
Safety Bvaluable [h=n}

MedORA Systern Crgan Class

Pelest] DR Preferoed Tarm WESDMSG Dage Layypl l:l'nm Tor Eacamlion frarl Aj W BF-006 Dot E!l.'.}r.ll'\hiul1-ll"l":m|_!_-".°.lll Ep
Macmum Seventy Grade [1]{2] 015 0.3 oowancs Creprail iR 12 1.6 Crwerall

Momber of Paterrts nnn nnr e N mnn Arm TR nnn
Fatwmts vt Any Drug-feated TEAF[A)[<] Rl s ] rinfaE#) i iyl & ] s ] M) i, %) N
M edORA Systarn Organ Cliss P ) ) s i Pl alp ik alp R ) P
Med RS Preferoed Term o) ) . k] Gl ] ) nnlE, x| rnloxis)
< Grande 3 oL xH Anbockh) o s ) x4 Aol faty U] . rnfaockd
Grade e ] P ) P 3 P ) A ey il FERT ] . a5 alalb il ]
Grade 2 ) PR K s W) Al e i EreL s ekl NNl
Grade 3 i ol % AndaocxdE o ) ekl LTFTE ) i) mrida rrfaoc
Griode d FIrs s T P T P (e 1) P P PP [l TR anlu H) IR R
Grade 5 g AryELsH) e i e Ffe M. ') USR] el
== Grade 3 ol Find ot o i) o 4 i rr i ') mnfrsi [

1] MedDRA versior 21,1

[Z1 Kumiper af Patems used b5 denomindidr Iodakalate pefCentages

{3 Treatment- Fmr"arrt Adverae: Evert (TEAFs) are defined as adverse events thit oogurred on and after the frst dose date up to 30 days past st dase date, Patients
with moltigie TEAES were grly counted anve wilben 8 sSummaty tategony: system organ das, prefes ed feim, macimum grade ar relatiorship i terapy. Patients
Wil events iy more than one CAlEEnry were Couried crace within esch Calegory.

[4] Drag Related include relatonship as Defisite or Probable ar #ossiole.

Cross-References Lating 162271, 16.2.7.4

mm O™
uw:fpfwfmmammmwhwmm%
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(Y THsRADEX

DIRECTORY/FLE.SAS FIMAL - ddmmmigshimm
WNESO06.001 Phase 1in Page 1 of =

Tabie 14.3.1.9
Surreriary of Serious Adversn Bvents by Sestom Orgar Class ard Froferred Term {Dese Bsralation Fart &)
Safety Evaluatie [K=n}

WedDAA System Drgan Class NEF-D06 Dose Level [Mafke) for Escalation Part A) WEF-O04 Diose Expansion (ngkgl Part 81
MedDAA Preferred Term [11[2] 015 0.3 orteards Creerall 0.6 1.2 1.6 Crverall

Warmberof Batiores nnn nnr e i alals] e nnn mirr

Nummber of Paterts with Ary Sericus Andex, a6} nnfxs asl TN ) s, ) e, x'H) I, ) Nl rirdys. e}

Adbenrsa Eyent

WiedDAA System Drgan Class e, 26k T rirg ) s, &) i, xkp T X [ EEE ] mirds. i)
Mndl5a Froforred Term e, 1) menfxxxH| el el rinia, xih) T s gle s WL ] I b rirsx, w%|
WedDAS Preferred Term nrdax, %) k) o) i i) Rl i) alpl i ] x|
MedD%4 Fralerred Term e, x5} e ) rirg . ) i, 2] i, xkp s T il EEES ] rirdx. )
hiedDAA Preferred Term i) s ety S & it wihj i whap it ) Nkl nrge. x|

WiedDAA Sysiem Organ Class Fird . %) ) FIrg s ) Frmviaa. ) Firss. 9} i) fnfack) 1T
WiedlAs Freferred Term T, 20} on xicHe] Rl o] rinfa, x| g ) rixs, k) nnfaext rirexx. %)
Wied DA Pralerred Teomn rrd s, %) st k| alh i) i i) v s retla. % 5] alal i ] e, )
MiedDAA Freferred Teom v . %) il FIrg s ) e, k) i %} A ) RIEEE ] RIEET R

(1) Med DRA vomion 2.1
[ Mumber of Patients wsed as denominater 10 calculate percarages.

L ross-Relerences: Listiog 16.2.7.1, 16.2.7.4
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DIRECTCRY/RLESAS FINAL —ddmmimyyehhimm
WEF-006-001 Fhase 1110 Fage 1 of x
Tabde 14.3.1.040
Summary of Death On-Siwdy of within 30 Days Post Last These (Dose S5caketinn Part A)
Safety Bvaluable (N=n}

P B0 hane Ll fmy‘kﬂ for Excatat ion [Fart A} MEFR Doas Emmmn-{:ng."nﬂ-[-’-‘un =]
Frimary Cause of Death(1] .15 0.3 arards Crarall 0.6 1.2 1.5 Cverall
Warmber of Eatieres e nnr nrn nen nnn nn nnn ]
Al Daaty
Frimary Canise i, pth) ringss il nne Qli(EEE ] N k) o ) nnfx. ) nniEs, )
Primary Caoze rrf o i) nrgky. ) s e P oce ¥ o) i k.cth) i)
Frimiry Cadge o) irgx. %) ALty el Firso e el k. i) Firda . )
Creat boweittrn 30 days of Last Dose
Frimuary Caudge ] M) frgxs. %) A s LRI TR ] rire sl ) . i) P, ]
Frimary Cause il (IEHER R PR N fr s ) i) el M)
Prrnary Cause rrfw ) k. %) mrpocacH) B o ] Areoce¥ rirfus i) s a. ielb) it n )

[T] Mumbet of Patients used o denominatar fo calculate pencerages.

Croas-References! Listing 16,2.7.4

i P A 4 P B PR e A Tl R Pt B g
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14.3.2 Listings of Death, Other Serious and Significant Adverse Events
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DIRECTCAY/FILE.SAS FIKAL - ddmmmmmyashhimm
NEFOH-001 Phase 1B Pape 1of =
Tabie 143,21
Fatiant Listing af Treatment: Emergent Adverso Events Lesding to Death
Safety Bvaluatie (K=n}

Fatent Sy WBF-006 MedDAA Chay Grada Duraton Drug Oirtcame
Shgeiton Fart Drse imgegh Breferred Term 11 [#1 tddayi (3] Related[ ] 51
LL e TRTaTe F o AR E xx i Possitle %

o 4 o a3 Possitie E

FEi % 5% A% Reatad %
cerpppRiody Ll = s % L L Passible %

wax ] ¥ a3 Possiole E

pEel % £ 0, Possiie %
corpppRioy ] o o u o Ky Redated 1

e Fl EH EE] Possinie E

MadDREA versien 21.1
1] Day == ralative to the first dose date,

[ Graeles ¥=Mild, 2=Maderate, I=Savnra, 4=|ifo throatening B=Fatal,
51 Duration of derse evens 5 calculated | days from Onset Date 1o Reseution Date,
1#] Drug Related Inclide relgtionsp as Definie or Probabse or Pessible,
5] Gt 1=Arcovered/ Reschved, 2=herowered/Resoied with sequelar, 3=ReovenmgfResnhang 2=MNat kerovered MNot hesoluedd, S=Fatal, G=Ln<rown

CroasAelererces 16.2.7.1,16.2.7.4

u;ﬁrmﬂmwpurﬂmﬂm .
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DIRECTCAYFILESAS FINAL - dlrmmmythhimm
NEF-006-001 Frase 110 Fage 1ol s

Tabie 14322
Fatsart Listing of Sevious Atverse Bvents
Safoty Sval uable (k=n}

Fatien Stidy  MBF-DOG MedDis Day  Grade TrdraTan Cirug Outcome
Fhgeites Hart Do gt Prederred Term [ [ {dayi (5] Relatad[4] 51
CEC-pRppials % L i % 2% e Possinle %

i, % i W Possinle ®

LT ] uy as Reared E
CCC-ppppials % = EEE % 5% A% Possinle %

s, % i KK Possinle %

W El ux ay Possinle ES
CEC-PRpnas % LS EEE % £ 53 Re@tad %

A ] i KK Possinle ®

At dDIRA ik vt 21.1

111 Day = ralathee to the fist doce date.

12 Grade 1=Mild, 2=Voderate, 3=Sevena, 4=Life threatening 5=Fatal,

'3 Buration of advarse pvort s calculated in days from Bnset Bate to Resolidion Date,

14] Drug Aelated inckide relationsnp as Definite of Probabas or Possibie,

(5] Crutcorme: 1=AecoversiRestived, 2= Rerovereddfesoived with sequeiae, 3=Recovenngifieschang, 4=Not Recovered /ot Resobved, 5=Fatal, B=Linknown
Listing T2 1617 16278

St Pt I a5ce g ofde o e’ and the %o of ptent e
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{Js) THERADEX

Talble 14323
Batient Listing of Treatmert-Errargent Adverse Bianis Leadng fo Drug Wit hdrawmm
Cafuly Eualuabie (F=m)

Patimnt Study KEF-006 MetiDRA Dhay Grade Duration drug Crabterrmm
JAgRITES Part Droise (kg Prefered Tarm 1 [] {Cavs) [5] Aetated[4] [5]
[CrpppE o KK MefefOHA PT w BN i Pt ]
ot

ik MWeiCIRA PT w fy fes Aelted W
Lo pppp “ KK MiedDIRA BT = bl “ Unreated L3
fanfn

£ MedDRA BT N £ u Pomible S

XX MiedDIRA PT i o o Arlated L
Laedululi] el LS L] MedDiRA FT n LEY LEY Pomsible LS
faoefx

Et MedDIRA FT " L= fu s Aelated L}

MedDEA, varsicn 21.1

[0 Day s relative to tre firs: dose date,

E] Grade: 1=Mid 2=bode-ale, 3=Seviire, d=Life theaten g, S=Fatal

=1 Duration of adverse evenlis calculated in days from Onser Date to Resolution Dale.

[4] Orug, Aelated incude selationsig as Definite of Probabie or Fossibk,

|5 Ceategmn; 1=Recoveradifiesoied, 2 =Aecoveredfesclved with sequieiae, 3=Recovwrr ngfesohing, $=not Secowered (Nt Resalved, S=Fatal, B=Unknown,
J g 16,271, 16.2.72.3. 16274

ETT M
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Table 14,524
Pacient Listing of Dosa Limiting Foxicities
DALT Evaluabke M=rip

Patient! Sy WEF-O0E WisdDIRA Drary Grade Durarion v g Oulcaims
_hpesey Fai s {mgkgl  Fraferred Term m = (e 5] Ralatedf4] I3
torppppt S xx hndlafRa =T x ks e s Fosuibie E

T

Whed DR, 3T H B 0 Talared %
oppppt = KN WedDaRA BT x K L Uriretated %
EE

WiadDRe 5T % i n Fessible %

WeedDIRA BT = X L Aelated %
Coe-ppEp 5 E1S WedDRA FT i E Les Fossible ii
EEU

WiedDRA version 2101

DLT= Dioses Limitirg Toadeity

[0 Day 15 relative to the firs dose date. )

[EYGrade 1=Wikd, 2=Moderate, 3-Severe, d=Life Lhedening, S=Fatil,

[31 Duration of fudwerse Bvent Caicuiated (ndays ram he Onset Date 10 the Resolutlon Date.

4] Brug felated incude relationship as Definie or Frobabe or Possible.

[5) Cutoarma; 1=Faral, 2= hat RecoveraddNat Rescivad, 3= Recovered/Resohed, 4= Brecovered/fesalwd with sequelan; S=Secovering/Rasoovng, f=Linkrown
Cross-References: Listing 16.27.1, 16.2.7.4
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14.3.3 Adverse Events of Special Interest
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(Y THsRADEX

TFabie 14.2.31
Surnmary of [ose Limiting Toxiities by System Orgar Cass and Praferred Term Dunng Cwle One
DLT Ewalumatile (N=nj

WA DALA System Organ Class MEF-00E Dm-ml[mwmrigulmunipdrl A)

MedDAA Freferred Tern [1} 15 3 0.6 1.2 1.6 Creerall
Nurmber of Patierds nnn narn mAnn nnn e
Fatrarty wnth Ary DT [213) kS 2] g ) e E L] sl .k nrixx.g i)
WiedDAA System Organ Cass i) Anfagci) Ao rinfuschl a5 ) rrlasa

WiedDAA Freferred Trrm ey | k) e e E ] el e e L] mrixx.g¥)

WedDAA Preferred Term e H rirfoc e rinfa ki mnfoxc) oo ¥l e 1)

e DA, Praferred Teom mr L] Fir Do k) nrfaL ] Pl LSRR |

MedDE4 Freferred Term RalErE e i i) nnfoe i) minfocx il el L ] T RS |
WiedDRA System Organ Class mir A L ] Firt a6 i i) Xt

WedDiAs Fraferred Term ) et alafEr ] Ll ] e ] rlae gl

Mied DA Preferred Tern L R ] ririf o xh rinfec ki) rnf ] P ) el 3]

WedDAA Prelerred Tesm ik AU AriL i el e rriL

DT~ Do Lirmiting Toxdcity
1] Ml IRA versian 2.1
E:I PMumbet af Patients gsed g deporninator b r.ah:ul.g[! pesnoE g e

B Only those DLTS OCCwering distirg Cycle 1 witl e used 10 rmake dedsions regarding dose escalation and tolerabiliny.
Crpss-Aeferences: Tabke 14.3.2.4, Listng 16271, 162.7.4
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DIRECTORYFILESAS FINAL - ddmmmmacihizmm
NBFO06-001 Phase 1410 Faga 1ofx
Table 14332
Strnimady of Infusion-Selated Readtion by Madimam Sever ity Grad«€, Sysiem Crgin Class and Prefered Term (Dase Escalation Pan A)
Safety Svwaluable (ken}

MedORA Systern Crgan Class

Pl DR Prefer s Tsrm MEF-006 Dose Leve| [ridkp) for Escalatian Part &) W06 Dite Expansan [gtkgh (Part B
Macmum Seventy Grade [1]{2] 0% 03 arards Overall L] 1.3 146 Crierall

Momber of Paterrts rnnn nnn nnn nnn mmn e nrn nnn
Fatwnts vt Any TEAF (3] nrgx i) nrfa ) i) alp £0 R ] mn{a, | nrjcts) iy e B4 [l ]
M edORA Systarn Organ Cliss PR3 (alp 7 ] IR ala SRR Y] k) s ) e B A i)
Med TRA Prefersed Torm s, ) il f RG] g NN, X6 ninix x| e ) nrixexia) N x)
< Grande 3 rirexx.a %) o) e g, x5 i x.abh) Blalp =i ] [y By ] rirdas )
Grade alE ] Frgus_ ) P A} e, x| A rrg xR e s )
Grade 2 . Al nrdre i) A LR k) s [ EERL N 5%
Grade 3 ek %) s rirekx ) e, x5} mrfxu. b} o] rg e Wl rirdas )
Griode d P ) Py rirg s e} Fird s %) Farx . ) s [l £ ]
Grade 5 N Wk nrresi) nrsLa e K. %) .| i [eaie) e LERA LT [yt est]
== Grade 3 rirexk %) s s rirgko ¥} g, o) s th) '|n[m%] g rirn

1] MedDRA versior 21,1

[Z] Kamier af Paterts used 55 denominaior todakalate PefCEtages.

[A] Infimiorrelated reaction 1I:’|.P.i'-pgm ardd sympems inclide back gaim, fever ardfar shascing chis, fiusheng andiar ibchmy, alterations in head rate and bleod pressure,
dysprica of hest diveetrmfort, skin rashes, o a maphtdas fo.g, gerteraliped urticarid, srgcederms, wheesing, ypoterslon, tachyeacdia, ebe ]

Cross-Reterances: Listing 15_2.?.‘?. lﬁ!.?.-l-

x ' 5 or g el -s-uﬁ-ww -
.mm&ﬂﬁlﬁamm%iﬁmﬂummmm o

quiret S Listng 16.2:74 for exclaged mveris,
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Tabie 1434
Batent Listing of Grade 3and 4 Abnaemmal Laboratory Values During Treatment
Safety Eval uabile{K=r}

Fatiant Stuy WESODE Abiserriul Lasaratory Bagetme Gride Diay Labt Reslesrence
A Fart Those Tiest [uith Crade 111 Crade [1] 7 Raault Farge dicator
Cor-pRpE £ X Terst Nama [xus) 5 s W ® kigh
[

Teest M 5Kk} B X o 0 Lezw
Lo pppp o e Tt Mlame [ ® W WX " Lz

el Test Mame [26u) # L L i Righ

Teut Mame {x) b n e o High
COC-PREE W a0y Tiest Mame [dus) E S ux £ Liowe
Faafx

Tt Name [ax) S £l i Ees Lew

1] Grades 3= Severe, &= [fe 1hreatening 5= Fatal
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SN WY

NBF-006-001 Phase 1/1b

DIRECTORY/FILE.SAS

Table 14.3.5.1.1
Summary of NBF-006 Administration and Compliance for Cycle One (Dose Escalation Part A)
Safety Evaluable (N=n)

FINAL - ddmmmyy:hh:mm

Page 1 of x

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

NBF-006 Administration 0.15 03 onwards Overall

Number of Patients nnn nnn nnn nnn

Duration of Exposure [1]
N nnn nnn nnn nnn
Mean XXX XX.X XX.X XX.X
Standard Deviation XXX X.XX XXX XXX
Median XXX XXX XXX XXX
Minimum XX %X XX XX
Maximum XX XX XX XX

Total Actual Dose {mg) [2]
N nnn nnn nnn nnn
Mean XXX XXX XXX XXX
Standard Deviation HXX XXX XXX HXX
Median XXX XX.X XXX XXX
Minimum XX XX XX XX
Maximum XX XX XX XX

Total Target Dose (mgrkg) [3]
N nnn nnn nnn nnn
Mean XXX XXX XXX XX.X
Standard Deviation XXX XXX XXX XXX
Median XXX XXX XXX XXX
Minimum XX XX XX XX
Maximum XX XX XX XX

Compliance (%) [4][5]
>100% nn{xx.x%;) nn{xx.x%) nnixx.x%) nnfxx.x%)
100% nA{xx.x%;) nn{xx.x%) nn{xx.x%) nhxx.x%)
<100% nN{xx.x%; nn{xx.x%) nnixx.x%) nn{xx.x%)
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s THeRADEX

Cycle are length = B veraks (42 diys)

[1) Dheratinon of Exposure & the duration botween thedirst dose and st dose of NEF-006 durng the swdy.
[2) Tetal Actusl Diose & the sum of 0 NBRIOE sdminsiered over the ertire course of the study.

[3] Total Target Dose is the sum af intended KEF-006 doses durirg the duration of exposure; Baksed On no mod¥ications o dese or schedile.

[8) Pereert Compliance = the total actsal NEF006 dose drided oy total target NEF006G dose multipled by 100% for each gaticnt.
[5) Mum bser anf prafients vl 85 denieninataes bo caleutate peardages
Crpss-Aelerpnces; L|5:|'§g 165.2.5.1

| Complarcs cnegnries may need-to oo rmadified based on Te data,
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THERADEX

SN CLILOGY

DIRECTORY/FILE.SAS FINAL - ddmmmyy:hh:mm
NBF-006-001 Phase 1/1b Page 1 of x

Table 14.3.5.1.2
Summary of NBF-006 Administration and Compliance for All Treatment Cycles (Dose Escalation Part A)
Safety Evaluable (N=n)

MNBF-006 Dose Level (mg/kg) for Escalation (Part A) NBF-006 Dose Expansion {mg/kg) {Part B)
NBF-006 Administration 0.15 0.3 onwards Overall 0.6 1.2 1.6 Overall
Number of Patients nnn nnn nnn nnn nnn nnn nnn nnn
Number of Cycles [1]
N nnn nnn nnn nnn nnn nnn nnn nnn
Mean XXX XX XXX XXX XXX XXX 30X XXX
Standard Deviation X.XX KKK XXX XXX RXX XXX XXX HXX
Median XX.X XK.X XXX XX.X XX.X XX.X XX.X XX.X
Minimum %X XX XX XX XX XX XX XX
Maximum XX XX XX XX XX XX XX XX
Duration of Exposure [2]
N nnn nnn nnn nnn nnn nnn nnn nnn
Mean XXX XK.X XXX XXX XX.X XX.X XX.X XX.X
Standard Deviation X.XX XXX X.XX X.XX XXX XXX X.XX XXX
Median KX.X XXX XXX XXX XXX XXX XXX XXX
Minimum XX XX XX XX XX XX XX XX
Maximum XX XX %X %X XX XX XX XX
Total Actual Dose {mg) [3]
N nnn nnn nnn nnn nnn nnn nnn nnn
Mean XXX XXX XXX XXX XXX XXX XXX XXX
Standard Deviation X.%X XXX XXX XXX HXX XXX XXX KKK
Median XXX XXX XXX XX.X XX.X XX.X XX.X XX.X
Minimum XX XX XX XX XX XX XX XX
Maximum XX XX XX XX XX XX XX XX
Total Target Dose (mg) [4]
N nnn nnn nnn nnn nnn nnn nnn nnn
Mean XXX XXX XXX XX.X XX.X XX.X XX.X XX.X
Standard Deviation XXX XXX XXX XXX XXX XXX XXX XXX
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. THERADEX

ONCLRLDGY

Mediar LY £ HER WL AN W P LR

Mimimum L e [+ EES EEs £ i E

Wazlmum xE £ £ EEs EES e i x
Comolance 1) 5]

>i00 [ e 1) N, i) s nofecdly  nefoleah el nnfaoark)

s s rrifax.s ) Gl L] nrsxcil nbocahy nndeatl  reoce)  an(xoc)

<100 s s e K nrfoceiy  nnfoeial  nnfolaidl  nnjo)

{Mincomplete reatment cpoies aoe ingluded in counts,

121 Duration of Exposire & the duration betveeen hefirst dose and last dose of KBF-006 during the study,

3] Tutal Dase is the surn of ak KECD0E administered over the entive course of 1he sCudy.

4] Tota iniended Tose i the swn of inteaded MEF-006 dises due g the disation of kxposore. pased on r modifications to dose or scheduie.
[5} Percers Compliance = thetotal NEF-006 dosedioded oy Total intended NEF-006 dose mukiplied oy 1006 for sach patient,

L ross-Roferences: Listing 16.2.5.1

NEF-D06-001 Statistica Aradsis Plan Fifral Wersion 20 March 14, 2023
Copyrigto 106 by Thewidex Decolngy®, Princeinn N1
All righte reserved B Confidential - Entire Fage



{Js) THERADEX

DIRECTORYIFILESAS

FisAL - ddrnmmygy:hihmm

KEFOE001 Prase 1710 Fagn 106 x
Table 141513
Summany of KEF-006 Dose Dalayed Anterropted®tndrawn (Dose Bscatation Par A
Safety fwal yable (K=n}
KEF-A06 Dose Love: [myfgrlfoe Sscalation (Fart A} NERGE Dose Bxpansion (ma/kgh (Part B)

NEF-D06 AT rstration 15 3 arveans Gverall 6 1.2 (£ Crarall
Kairmberof 2atlerns Lalald Pt A nnn Pt AN N N
Fatients with Dase Ceayed [1] S Fat ) eIr iU PireRx ) rixs H) L) Rl ] R ]
ez nrickial  nolaxis) anacsi) o) [ EeR | G T R T P R O Y

Achverse Eyend (Rl R L] .l alalF e ] mrsax a3 rirfa k| e e, ) minface. wH

Mon-uampliance rirgus s Frntfae. k) eIt sl P a % hl'{xs.ﬂh} Al [Rle ) mim . xH)

Orher [l P 1] K] Ly 8] i P M) il [ R s )
b G e et s ) Qe TEY ] LU EtEE ] ririss, i) ek g, 1) runfas, )
Fazpers with Dose | nierrapred [17 [ale £ et aa % 5h) A nine. % a0 whh) nrilea i Rt A1 el )
Yes G tEE] et %) A ) LLEER S ] rirl s, xh) k) g, x) monfa, He)

Adlverse Bwar (Rl #1501 (R L] eiri{a ) nirs sk ) rrfa k) arifaa_icH) g %) BRI RS ]

Man-oamplignce FIFE R P %) i ey il nireEN s ] Al Hd (e R AL

Lriner Ll SR e ) T ] e R rir s, x8h) sy g, x5 mnfa, i)
L] Arax.E%) o) it Nyl rir{ x| b IEEE o] g, ) etk
Fatiants with Dase Scipped[1] aly EESE e, 5 4] LiEeEy ] s s} Gl ETR] g e ronfa, s
¥ e ) KK, ) riry e nrix) i xx.ck) g (e ] g, ) mmfx,

Arlverae Even nip 4L . ) A maceH) TIrE K i, a) i) g x5} minfma )

honcomphpnon )y £ R s, 5 ) I k) GICEER nirxs, x8) QlFEE ] ring e, ) minfas, o)

Choer e 7 W] pale s & ] alafo ] nrse a4 rir{ x| o) g, nmfxx. i)
otz {als Fr ] L. ) rirn sl TIrE i, 0] o scib) g x5} i)
Famiery with MEFO0E Withdrawn Doe 1o

Arlversp Eyver als 4] et ) ﬂnl:-.utﬂ:l e W tarf wx, u46) Bt E B g . k) nimfas k)

AEAANE g (s, s H) Nl s ¥ et el nrdax. A% SRR ]

WK NE oG e, ) falao ] e, LW JiLE e ] ity |y ] rng, ) mn{ . ]

[ Mumber of Patents wed as denom inater 1o ciculan peromages.

Crosn-Referer ing 16.47.11-3
3 v
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{Js) THERADEX

DIRECTORY/FLE.SAS FIMAL - ddmmmigshimm
WNESO06.001 Phase 1in Page 1 of =

Taba 143574
Summary of Coneomiant Measures (Dose Fscatation Fart &)
Safety Evaluabibe [N=n}

WD-DD ATC Class Categony Leved 1 NBF-006 Dose Level (mEtkEl fo- Escalation (Part Al WEF-O0G Doge Expanaicn (M) [Fact 51
‘WHO-DD Préferred Term [1102] 015 0.3 arrrards Creerall 06 12 1.6 Owesall

Nurriber of 2atients nm nnn ann e nnn nnn nnn nnn

Wurmiber of Patierss Taking nrgas. ) nfx.xie) QEEE s ] i, 2| A k) nrxxhp o ik nraxy. )

Concermitamt Measuresf J[d]

WHOLOD ATE Class Catogary Level (| RS e x, ihe) ) Nt 2 ) i) rint ) o eyl
WRGDD Preferred Teem g, o) s b e e R ] i gt S o rrscx. )
WD Prafersed Term rrg e, ) . wH) e e P, ) Al ] P s i v w0
WHOHDD Preferred Tesm Mg RE %) L, ) it ey L i Wl L) g sk nniaLEH rsusa%)
WD Preferred Term i) sinan. k) sl o ) g k) e SR v H Firs. ¥

WHC-DD ATC Class Categiry Lewel N nr‘:x,:ﬁi rerfand i hl IR s, ) M) nriss.s%) e st nrsx.e%)
WisD0D Preferred Term g, stnlao, k) i) rna. ) rir s b il i ) '"I'II;.I:I_K%:I rirsx A}
WD Prafersad Tesm g s ) L. wH) AR nniEs, ) Iy e ) FIr i s L] e By Firexx. 2}
WHD-DD Prafareed Term nies. ) nifas, i) LTS ] s, k) e a) ke, s Mrey%. )

|3} Warid Health Crganization Srug Dichorany (WHCDD version 2018

[2) Mo ket aof Patienks usisd s denocninatar 1o calculabe pencenage

[E1Patients may tecournted inmore tham one therapeutc class; patients are only oo unted onoe witfin a therapedtic class.

41 Surnmarizes reedications jexcept far study drugl taker onoor after the dade of the first study drug dose un 10 last dose 30 days.
Crivs-Aslerences: Listing 1621001, 16.210.2

=
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(7= THERADEX

WEF-D0E-0 Fhase 1140 DIRECTCRYRLESAS

Tabde 14.3.5.2.1

Sumimary of Change from Baselire durnng Treatment Peripd for Hematology Tests (Duse Bscalaton Part &)

Safety Sval uable [K=n}

FINAL - ddTmmyyeh femm

Fage 1ol x

Moy Tist WESOG Dage Lol I::nL'kE'I lor Escalalicn [Parl A)
Timepaint k15 03 orwards Creerall
Stathstics Arual  Change  SCnarge Actisal  Charge  BChange Actual  Change  %Change Actial _ Charge  ®Change
Lab Farameter |
fmresd
Buseiine
K nnn nrin mnn nen
Miran PR W XN N
Stardard R LA NN LK
Deviation
Median . W ¥ )
Mimmum iy o K e
Mawirmum EE wx B o
Timepaint
K nnn fne A I taret ALl i) nen L] AN i nar
Mean A KK XK K KX ¥ LK AKX M XK % KR Fo s
Starudard LA KK L Ak R MK N R N R WK BN
Deviatice
Median A E- XS KX KK HEE
Misimim uH X WX o i Wi £ i K e 6l E
Wil i x| K e LH] e iK £ aK K 0k el
Latly Pararmstes 2
funit)
Ciosas-Aeterenca: Listing 16.2.8.1
Hemaalogy mmmnwmﬂwﬁhqm et ot otils.
&uwmm Sehedule and wirdowing wil be temed.
NEF-005-001 Statistica Anaksis Plan Faal Version 240, March 14, 2023
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(7= THERADEX

WEF-D0E-0 Fhase 1140 DIRECTCRYIRLESAS FIMAL —ddmmmyyhhimm
Fage 1ol x

Tabdie 14.3.5.2.1
Surnemany of Change fram Baseline during Treatment, Farled for Hematelogy Tests (Dese Expansion Bart §)
Safety Bvaluabie (K=n}

Moy Tist MBF-O06 Diege Eapu-'lhlﬁ".tlllgﬂ'.g_l{!’ﬁl‘. 51
Timepaint 1L 1.2 14 Creerall
Stathstics Arual  Change  SCnarge Actisal  Charge  BChange Actual  Change  %Change Actial _ Charge  ®Change
Lab Farameter |
fmresd
Buseiine
K nnn nrin mnn nen
Miran W WL N e
Stardard AN X LR KN
Deviation
Median . W ¥ )
Mimmum iy o K e
Mawirmum EE wx B o
Timepaint
K nnn fne A I taret ALl i) nen L] AN i nar
Mean A KK XK K KX ¥ LK AKX M XK % KR Fo s
Starudard LA KK L Ak R MK N R N R WK BN
Deviatice
Median A KK KK E- XS KX KX KX ML EX.K KK HEE X
Misimim uH X W o K i £ i WK e 6l e
Wil i x| K e LH] e iK £ aK K 0k el

Latly Pararmstes 2
funit)

Cmas-Aefersnce: Lating Vh.2.8

 Hemaology Tests: nemegonin, ematacrt. plateiers, REC snd WBE and difforefiats, combired oifver calis.
mm‘? iy Exmr Schiodule anch i oveirig Wil ic ek, PRk
ebertt Patl Aand Part B iUt separ sty Sjut e for Park B accondiegly.
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s THeRADEX

WEF-D0E-0 Fhase 1140 DIRECTCRYIRLESAS FIMAL —ddmmmyyhhimm
Fage lolx

Tabde 14.3.5.2.2
Summary of Change from Baseline during Treatment Period fior Siood Chemistry Tesis [Dase Bscalaton Part A
Safety Svaluable (k=n}

Cremistry Test WESOG Dage Lol t:‘nﬂg‘l lor Escalalicn [Parl A)
Timepaint k15 03 orwards Creerall
Stathstics Arual  Change  SCnarge Actisal  Charge  BChange Actual  Change  %Change Actial _ Charge  ®Change
Lab Farameter |
fmresd
Buseiine
N nnn nrin mnn nen
Miran PR W XN N
Stardard R LA NN LK
Deviation
Median . W ¥ )
Mimmum iy o K e
Mawirmum EE wx B o
Timepaint
W nnn g n e tinel e 4] i) nesn L) fnn R nan
Mean A KK XK K EER ] LK AKX M XK % KR Fo s
Starudard LA KK L Ak R MK N R N R WK BN
Denviation
Median A KK 3 E- XS KX KX KX ML EX.K KK HEE X
Misimim uH X W o K i £ i WK e 6l e
Maxirrum M LES el LY Lt Ly L LEY Loy LT e

Latly Pararmstes 2
funit)

Cioss-Aeference: iJstIE 16.2E62

Biirutin, Total Sirugin, Akaling Bhosahatase, SGRTAALT, SGOTIAST. GGT,

: BUN, Sodium, Criaride, Bicarbrnats, Uric Acd, i
UM, Sodiirm, £ it

| Friotocel Study Ever: Sehedute and wirdawing wil be used.
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s THeRADEX

WEF-D0E-0 Fhase 1140 DIRECTCRYIRLESAS FIMAL —ddmmmyyhhimm
Fage lolx

Tabde 14,3522
Surmmary af Charge Trom: Baseline during Treatmeant Fariod for Bloed Chemistry Fests (Doese Expansion Par &)
Safety Sval uable (k=n}

Cremistry Test MBF-O06 Diege Eapurlhlﬁ".tlllgﬂ'.g_l{!’ﬁl‘. 51
Timepaint 1L 1.2 14 Creerall
Stathstics Arual  Change  SCnarge Actisal  Charge  BChange Actual  Change  %Change Actial _ Charge  ®Change
Lab Farameter |
fmresd
Buseiine
N nnn nrin mnn nen
Miran PR W XN N
Stardard R LA NN LK
Deviation
Median . W ¥ )
Mimmum iy o K e
Mawirmum EE wx B o
Timepaint
W nnn g n e tinel e 4] i) nesn L) fnn R nan
Mean A KK XK K EER ] LK AKX M XK % KR Fo s
Starudard LA KK L Ak R MK N R N R WK BN
Denviation
Median A KK X E- XS KX KX KX ML EX.K KK HEE X
Misimim uH X W o K i £ i WK e 6l e
Maxirrum M LES el LY Lt Ly L LEY Loy LT e

Latly Pararmstes 2
funit)

Coss-Aeference: Listi E 16.2E62

ﬁ'ngd{ﬁmw__ Pt BN, ;mrmmm Prasphatase, Bcaroenate, Uric A, Direct Birusin, Toral Siruin, mMm SGPTIALT. SGOTAST, 64,
Fratoes) séaafmgmwumﬁwtg '

e imase: Total Probesss, Albunin, ¢
v b sl
Pt B gt sepureety, adjist e bor Pt Baccorlingy.
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WEF-D0E-0 Fhase 1140 DIRECTCRYIRLESAS FIMAL —ddmmmyyhhimm
Fage 1ol x

Tabde 14.3.52.3
Surrimary of Crange from Raseling during Treasment Perled for Lirnalysts Tests {Dose Bscalation Fan A
Safety Sval uable [K=n}

Lirir ysis Tk WESOG Dage Lol I::nL'kE'I lor Escalalicn [Parl A)
Timepaint k15 03 orwards Creerall
Stathstics Arual  Change  SCnarge Actisal  Charge  BChange Actual  Change  %Change Actial _ Charge  ®Change
Lab Farameter |
fmresd
Buseiine
K nnn nrin mnn nen
Miran PR W XN N
Stardard R LA NN LK
Deviation
Median . W ¥ )
Mimmum iy o K e
Mawirmum EE wx B o
Timepaint
W nnn g n e tinel e 4] i) nesn L) fnn R nan
Mean A KK XK K KX ¥ LK AKX M XK % KR Fo s
Starudard LA KK L Ak R MK N R N R WK BN
Denviation
Median A KK KK E- XS KX KX KX ML EX.K KK HEE X
Misimim uH X W o K i £ i WK e 6l e
Maxirrum M LES EES aE LY Lt Ly L LEY Loy LT e

Latly Pararmstes 2
funit)

Cigas-Aelersnce: ustmg 165.2.83
Mmﬁw“ﬁ vy, g, Clacase, mn. rﬁmu Nisrine, At Lueyte Esierae, and mICSCOB s
*Frotocal Sty Buert Schedale-and windowing wil
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WEF-D0E-0 Fhase 1140 DIRECTCRYIRLESAS FIMAL —ddmmmyyhhimm
Fage 1ol x

Tabde 14,3523
Summary of Change from Baselne dur g Treatment Periad for Urnalysis Tests [Dose Buparsion Part B)
Safety Sval uable [K=n}

Lirir ysis Tk MWEF-O06 Dieae Expasion tlllp'k.g_l DR )
Timepaint 1L 1.2 14 Creerall
Statstics Arual  Change  %Charge Actal  Chargr  BChange Actual  Change  HChange Actial _ Charge  ®Change
Lab Parsmater 1
(ATl ]
Basaline
M nnn alil nnn nnn
Wiran R Lol KK N
Stardard B Ly 54 N
[yt ion
Wiedian AL oK LR L]
Minimum e e EH] -
Wlawirmuen FE £ K E
Tirmepaint
N nnr nnn nnn mn nire rn mnn nArn non mn Ann nnn
Meart E LK HALK HLK KR L] £ 8] MR RRM K G TR
Stardard K LY L LS ERSY EE Y AN AN p R XK KK L,
et o
Medlart w0 WL WK K MK L] K My K. s P .
Minamim EEY X M R ey EEd LY H LY i Wi o
Maximum LES e £ Lo KX Lt L L) 5y X 5K

Lab Parateter 2
[T H]
Baseline

{ mas-Reference: Usting 162,63
.mmmmm NOTES:
Lirisalysis Test: Spetilie gravity, BH; mmpwmmnmu,w luwrmmmmmup:u;
Frogordl Sudy mmﬁmﬁﬂﬂurﬂmmnﬂ 148 sl
Fresent Part A and Part B oulplit separ sy, adjust tithe for Part B accordingy.

MNEF-D06-001 Statistica Anaksis Plan Faal Vergion 240 March 14, 2023
Copyrghts 20E6 by Thesdes Decolngy®, Trioceon N1
Al rightte reservd L Confidential - Entire Fage



(Y THsRADEX

DIRECTOAY/ALE SAS FINAL = ddmmrmpychiumm
NET-006-D01 Phase 171G Fage | al x
Tabla 14,3531
Sumerary of Shilk from Basere to Makimurn CTCAE Grade dureng Treatment Perod for Hemat ooy Tests {Dose Escalation Part A)
Safety Eval uable [K=n}

Hematology Test Basidineg Severity Grade
NEF006 Dose
Masirrum CTCAE Grade [1]2] Grade O Grado 1 Grade 7 Grado 3 Grade 4 Crierall
Labh Pararneter 1 funi)
045 gl
Cradda AN nrfxx ) | LS Lk ] g, el
Grade 1 ol nrxxchl i) DL AEES ] ) nrizsch)
Grade 7 nnfuch) el e il ] e mrfaocth] rirge. k)
Grage3 rr FIr L) rirex s ) i e A s}
Grasde 4 ) nrRxx %) ) nrasxahy mnfxsx) nrx. )
Creirtall e e ] s 9 sl Firex N Lt e ] rirar { HO0U0)
03 gy
Grada b P ] A GIEE TR ] b ) FIre . )
Grada 1 Ol UE ] nrss.a) ] nreux. %) S EE R ] njwx.a%
Grile 2 ':rl[:ur_xﬂﬁ ArdKK ) S e ] e tnfxcds) rirdus.
Grade 3 AN [l T [ Ll ] i) FIrgxN )
Grade 4 e ] s s aH) Gl EER ] R ERE ] nrxx )
cnwards
Oneral LT E ] Ardss B s i) sk LT E ] nnA {00

iab Farameter 2 (unith

Crearall for Al Deso Lovess

18] Numbers of patiets sith both a base) ne evaluation and an or-study evaluation used as deromenator 10 caloiate peroentages,
[} Masimim CTEAE Grade was defined as the nighest CTCAR Grade reported ot a pasient after first dose,

gs5-Aelerances: Listing 16,281
RO RAAIMERS NOTES i
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. THERADEX

ONCLRLDGY

HASCTORYWFILESAS FINAL = ddmimiryye:bhrrem
MWEF-D0E-001 Phase 1/15 Fage Lol ¥
Table 143532
Summary of Shift frem Basedre to-Masimun CTCAE Grade during Freatment Period Tor Sood Chemistry Tests {Those Escalatan Part Ap
) Sifety Bvatuabie (h=n}
Blocd Chemistry Test Basehne Severity Grade
MEF-I06 Duse
Masimum CTCAE Grade [1]17) Grada 0 Crade 1 Grade Grade 3 Grade 4 Dt rall
Lat Faramatart funith
0.5 mghhg
Gragde 0 e 475 % 0 ] rivtf s} nnfuEi rirg k. aHif e rirfaack)
Grade 1 ] s, M s g ik (s N
Graie: 2 N e nia) nnfocx) nndxt) nnfxcibl A )
Grade 1 fala s 2 e ] ﬁl!u.u!ﬂ Rl R ] irgkx.Hif rnfocd) rirg )
Gride= 4 FIroL g et aHip s mrxa i) Ll ] il
Craerali fala 47 20 retf o) mnfe rirdxi ek} runfaoet rrn {ROCU0AS)
03 medkg
Grade O I et Kkl i rirxa il i) AL H)
Gride | ey ] et nlEEa U EEES ] et s
Grante 1 gl it st kH) in{uidh) ekt rirgam k)
Grade 3 i) el s s ) o ) MR
Grade 4 g a) et s uah [ rrdxs i) s A s )
armwards
Creerall R (SR nr e LLEERS ] el nr {Ea00%]
Lat: Fararmeber? dunit]

Dwerall for All Dese Levels

[1] Number of patients with Bots a baseline evaluaticn and an or-shady evaluation used as denominator (0 calcilale peroentages.
{21 Maxi mum CTCAE Grade was defined as the nighest CTCAS Grade reparied for a patient after first dase,
Crass-Refpronoes: Listng 16.2.8.2
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(Y THsRADEX

DiRECTOAY/ALE SAS FINAL = ddmimumychhrrem
NZF-006-001 Phase 1710 Fage 1 af ¥
Tabia 14,3533
Surnmary of Shilt from Baseline o Mammom CTCAE Grande duri ng Toeatrremt Peried For Urinalysis Tests (Dose Escalation Part A)
Safety Eval uabie {h=n}

Urieuthysis Test Baserirne Severity Gradi

NEROOG Dose
Wianilrrum CTCAE Grade [1172] Grade & Grisde 1 Gristle 3 Grade 3 Gride 4 Derall

Lab Fararreiter furnith

G.15 mghig
Grae O QRS g ] B tER L ) nriEs. sl L EEE ] nu. k)
Grade 1 mnfo s Ly Eee ] e nrgxx.ah rrafaoche| riry e
Craa 2 nnjaaaa Mg} e TIres i) Ny e,
Grade 3 ol nirixx. ) e DL AEES ] ) nrud. k)
Graded nn k) ALk rinfaa i rirfxx ) mrfaocki i

Craprall ot iy £ Ao ey et i | OO0 )

03 gl
Grade D Ao nrgas. ) alE ey ] Ul tER T LB R ] AP a8
Grade 1 nrtfus ) sl ey P, =} Frmfaochj Arg ek
Grade i vor P RIS At [ ) Firex s b [as ) FIFH
Crade 3 e ) nnfaxsM) (e nreux.sH) s Y e )
Grahed ':rl[:ur_xﬂﬁ i e[ P tnfxcds rirgo)

omvards

Cremradl s rrE. s nrgxx. W) ] e | RCLDSE)

Lab Faramater2 funith

Crearall for &ll Deae Leves

191 Numnber of patients with both a baseline evaluation and an or-stady evaluaticn used a5 deraminaler (0 Caloelate percentages.
1) Maximum CTCAE Gradke was defined as the nighest CTCAS Grade reported for a patient after first dose
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;1 THERADEX

AN ALY
Table 14.3.54
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) NBF-006 Dose Expansion (mg/kg) (Part B)

Yital Signs 0.15 0.3 onwards Overall 0.6 1.2 1.6 Qverall
Number of Patients nnn nnn nnn nnn nnn nnn nnn nnn
Systolic Blood Pressure (mmHg)

N nnn nnn nnn nnn nnn nnn nnn nnn

Mean XXX XXX XXX XXX XX.X XXX XX.X XXX

Standard Deviation XXX HXX XXX HXXK XXX XXX XXX HXX

Median XX.X XX.X XXX XXX XX.X XX.X XX.X %X.X

Minimum XX XX XX XX XX XX XX XX

Maximum XX XX XX XX XX XX XX X
Diastolic Blood Pressure {(mmHg)

N nnn nnn nnn nnn nnn nnn nnn nnn

Mean XX.X XX.X XXX XXX XX.X XX.X XX.X %X.X

Standard Deviation X.XX XXX XXX XXX XXX X.XX XXX XXX

Median XXX XXX XXX XXX XXX XXX XXX HXX

Minimum XX XX XX XX XX X% XX ®X

Maximum XX XX XX XX XX XX XX XX
Pulse {/min)

N nnn nnn nnn nnn nnn nnn nnn nnn

Mean XXX XXX XXX XXX XX.X XXX XX.X XXX

Standard Deviation XXX HXX XXX HXXK XXX XXX XXX HXX

Median XXX XX.X XXX XXX XX.X XX.X XX.X %X.X

Minimum XX XX XX XX XX XX XX XX

Maximum XX XX XX XX XX X% XX ®X
Temperature {(°C)

N nnn nnn nnn nnn nnn nnn nnn nnn

Mean XXX XX.X XXX XXX XX.X XX.X XX.X %X.X

Standard Deviation XXX XXX XXX XX XXX XXX XXX XXX

Median XXX XXX XXX XXX XXX XXX XXX HXX

Minimum XX XX XX XX XX XX XX XX

Maximum XX XX XX XX XX XX XX XX

NBF-006-001 Statistical Analysis Plan Final Version 2.0, March 14, 2023
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THERADEX

Lo O

Respiracion | fming

N nmn e nmn (il mnn
Mean WX P Wk HHE P
Slandand Deyviation LR HEE LRES LR L1
Median LR EERY LLR LXK LR
Mnlmum EE W E K KK
Maimum LES i L+ Lt 5y
Wieight (kgh
M e fire nn Eilil mpn
Maoan LLR LR .y KK LS
Starddard Deviation wEN W HN 5K WX
Mesdian ALK MK ALK KRR RN
Mnimam LEY LES =y xx KX
Maximum X WK £ £3 KK
Height femi
M nmn nnm nmn rrin nnR
Mean HELA PR ARA MK KA
Stardand Deviaticdn ALEK ERL K K CR
Median A WAL W KK KN.X
Mairrn W i 0 = KK
Masimum HH £ £ £t ¥
BSA
M N ¥ nmn A mmn
faan LA HEE XX XL LR
Srardard Dewaticon 0N w0 E,50 LR AR
Medfian EER EEE EER KL EER
anlmum 23 L =Y bt in
Maximum W EH ] ) L)

nm
M.
KA
T
KX
5%

nrn
LS
WA
EX.%
LES
KK

mre
KK
HAE
KNH
N
b

LT
ER S
EER |
EEd
wy

N
K
ERT]
£
KX
5%

N
EEaS
.4

L1
KK

2 gl
KN
LR
L8
Wi
£

i
LR
AR
EER |
Lt
EE

(5401l
WK
R
LS

5

il
LR

BEE

gd

EERL

3

A

EEELE

Cross-Rederenie: Li:lnE 16.2.9.4

" Prisert Part A ard Pan B ouipue separatel;, adust tie for Pact B accerdingly.
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{Js) THERADEX

WESOG00 Phase 14 DIRECTW YR LESAS FIMAL = ddenmmyehibimnm
Page 1 ol 4
Table 1£.3.55.1
Sumimary of BCG Data and Charge from: Baseline iy ¥ist [Dose Escalation Fart A)
Satety Bvaluable {N=n}
ECG Farareter PEFOHAE Daane Lol imﬁ."hg'lferEsu'.ntm [Fart A}
Timepaint 015 1.3 orwards Crenrall
Statishics Actual  Change  S%Cnarge Actal  Charge  HChange Actual  Change  ®Change Actsal  Charge  RChange
ECC Farameter
Uity
Baseling
N e e i e
hiean FER KK fo8 Fadts
Stardard PR KK x5 =N
Deyiation
Wedian FER e ELE] ety
Minsmuam W L =K o
Wakirrerm W o K s
Timepaint
L nnn alaly] rnn nnon ulpal wn mn nnn nm nrn (1] nnn
Wean L L W K ALY o) K KK iy LR W LN
ﬁr.anﬁ:rd XX KK p KXK K.XN EXK XN Ex X% % 43 nxx MK
Deswiat e
Wigdian [E iy o o] Lo o K WY Wy [N R K
Minimum A ax A b= g KX i XK L9 KK K X K
Magirem k] wE o X L Wi iy 18 s s L3 ks
=Repeat
imeport s>
BCG Parameter 2
{uret]
OT=0T interval, OF 7= QT vorrecled by Fridericia’s farmula
Lrose-Referance: Usting 16.2.0.3
ECC paramete o e N
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(7= THERADEX

WESOG00 Phase 14 DIRECTW YR LESAS FIMAL = ddenmmyehibimnm
Page 1 of

Table 143552
Summary of ECG Data grd Change from Baseline Dy Visit {Dose Expansion Pan B)
Safety Svaluable (k=nk

ECG Paramseter MBF-006 Dose Ekpansion (mgHghPan 5
Timepaint [uL] 1.2 16 Creerail
Statmfics Artug)  Change  SCharge Actisal  Charge ®Change Actual  Change  ®Change Actisal  Charge  %Change
ECGE Parurmeter 1
finit)
Basaline
N nnn nrn e nrn
Wigiirt W LK Lk Lk
Stardard L ES L5Y ERE 5%
Pervigtion
Wiedian AN OLK L L
Minimum B 0 3 E
Mawirmuam F £ £
Timepaint
L] nnn nnn nnin nrn nran nrn mnn rmm nnn nnn nnm mnn
Wiean AN o WL LK N o WL LK WL N LN L)
Standard WA N EE AN ERS FE anal FR LR L WA LR
[vation
Mediarn . o WK Gl . WM LN RN W MY RN
Minimum ES EL EEY £ LE] B i ®xE wi K EH i
Wlaxirmeim L ax vy o KK KK K X KK o i f=3
“Regsat
Umepoint=

ECG Parareter 7
jurez)

OT=0T intervad, OToF= OT carrected by Fridericia’s farmmula
{ mas-Reference: Usting 16293

ECG poru . heart rate, PR, OF, GFcF
Frototal qummmw
Present Part A mw-rdﬂrwmﬁm&mamﬁnﬁ
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(7= THERADEX

WEF-O06-001 Frase /1o

Summany of BCG Rarameter §T and QT oF Data by Misit {Dose Escalation Part A)

DIRECTCRYRLESAS

Tabie 1<,3.5.6.1

Safety Swaluabie (K=n}

FINAL - ddTmmyyeh femm

Fage lolx

Copyrglts L086 by Thermdes Decolngy®, Trinceinn W1

All righte teservd

o

Confidential - Entire Fage

Timepaint REF-D0E Dase Level [ﬂ!&.‘kg] for Bcakatas (Part A) MEFAD0E Deae Eapwlsil:-m:rﬂykg] ParlB)

ECG Pararmeter 015 0.3 arrsards Creerall (L L2 1.6 Crrerall
Warmber of Eatierms nn nnn mn nn Ann niret nnn nAnin
Baseline
O irrtenwai T, ) nnjxs. e Lt nnixy, 15| i) nn o) iy eyl

AN e g, o) nnfxs, o) e e ] riroc ) s $ L race e e a

50 e FIrg . ) rfa.wH) o1 e ey P, ) Al ] s e riresx. a )

=280 e g LA nnfxx, v ) rinf, 2| i) nir e ) mnfocsis rrey i)

500 rres (aln £ R s ] oo o) e [y i, | alpre e ] g S o rrsx. )

InCraa s = 3 NIyt L Gl Ry ] o, i o) nrixaskal e Bl T

Ifcremase> G At ] sinan. k) s i o ) g k) e SR v H Firs. ¥
O interyas

2450 rrier Arg el sl bs) i s Fria. 5] Rl ] i T'rll_.u_ﬂbh R

5000 450 risec g s ) L. wH) AR nniEs, ) Iy e ) FIr i s L] e By Firexx. 2}

=AR0 0 00 TR nryes. %) i, ) QOIS s, ) Iy e ) rnd ek ) ] Mrelys )

=500 mser e, w6y el ) RalEE ] rimfas, 5] nnjexi) R o) nrgxs. i)

Ircrease = 30 N ) nnfas, il QLR ] e, ] nee i) nin el e nross. i)

Ircraase > B [alp 47 L e, | NN rmixE, 1) s gl oK nrexx. )
fapeat Timegaind
Q=0T Interval, GTcF= OT corrected oy Fraderica’s farmula
[11Mumber of Patients ised a5 derominator 1 calculate perartages.

Cross-Relerence: Listing 16.2.9.3
Fresent Part Aang v adjust it for Part B aerordingsy.
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{Js) THERADEX

DIRECTICRY/RLE.SAS FIMAL = ddenmmyehibimnm
WEF-D0E-0 Fhase 1140 Page 1 ol &
Tabia 143571
Sarrimary of Shilt frorn Baseline o Mo ren EO0RS Score (Dase Sscalation Part &)
Safety Evaluable (K=n}

WET-O0E Dhose Baseline BLOG Perdarmance
Mlagirrum Scare [1112] Siare Soore | Givre J Crgaral|
015 mghy
Sroral AN fxx, A AFET (K, %56 roven [ M L)
Crore | rnn fxx | e G, ) i {cHe ] nan hooe¥
SCore f N i, 1 %) TV (x, u ) o g ch) i )
Soorn 3 N i, ) e (2 et e x ) AN dogE)
Crored i i, %) rire e, n ] o Do aHe | nn ooy
Slore S Firmt g, %) et G P ) A oL
Creprall i 1) nreT (g, x%) Ll Rt CE ] nnn fegaihl
Demards
Seorw NN fa, 2%) NN {es.c¥) 1 s )
Crore | i ) rre fex, w5 T {aocaHe) e oo
St 3 Preary dii, ) e (s x4 i [wH) A Do
Scire 3 e iEx. x4 nre (s %l (L BECR Y ) N el
Crored Firr i %) rren fex. ) Tt {aocaHe| A {_m"i:l
SCore 5 Fr s, %) AT .45 [ N ol
Creprait RUGTEERL ] fret {ug. s %] [GRECE ] LG EE Y]
Crepral!
Score D ROGEEER ] fre {us, %] e s nn facek)
Score i nnn (xx, x ) A (xx, %) o {a A okl
Lrored N (KK %) AT (K. N5 o | =Eh) TN )
Scere 3 rine fxx, %) nret {5, 2] i {aiy) R L)
Scored nnn fxx, ) rirT (s, ) o {a ) i o
Srore & i . ) AT () e {macHe) i (ot

Creprat! for All Dese Lnmis

[} Number of patients with both a basetne evaustion and an or-study evaluation used as denomunatar to talculate pescentapes.
[} Maximum score ano tha highiest BOOG fera patient after first dosa,

Lrom-Aeferences: Listing 16.2.9.4
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{Js) THERADEX

DIRECTICRY/RLE.SAS FIMAL = ddenmmyehibimnm
KNEF-00E-D Fhase 142 Page 1 ol
Tabla 14,3572
Surmriary of Skt from Bagelne o Makimum B00G6 Score {Dose Exgassion Part B}
Safety Evaluabie (k=n}

NESDOE Dase Baseline ECOG Performance
Maxirmum Seore [13[F] Seare ) Scond 1 Soore 3 Crearall
15 gy
SCoee N (xx,%) I (s, n %) O ) Y )
Soore 1 rnm (xxa0) e (i) e i) nn doc )
Crore ) rnn fxx | e G, ) i {cHe ] nan hooe¥
Scorg 3 N i, 1 %) TV (x, u ) o g ch) i )
Soorn 4 rnm e, ) e (o, h) rart N S
Crore & i i, %) rire e, n ] o Do aHe | nn ooy
Creesr Firit k. %) Ay (x50 [T Y] e o)
Oiwards
Sroral Frrirt . %) e . Py [ A ol
Scoew ¥ nne (x| nre (gl i [asarhe) N
Crore ] i ) rre fex, w5 T {aocaHe) e oo
Sofira 3 Preary dii, ) e (s x4 i [wH) A Do
Scorusd e iEx. x4 nre (s %l (L BECR Y ) N el
Crore & Firr i %) rren fex. ) Tt {aocaHe| A {_m"i:l
Croir ! R e ) et (x4 T R I oL
Oreprall
Score D ey (s, %) MV (. 4 T |l ) T pAL )
Scorm b AT e, =) AP {as,x i) L ETE 3] nn doca)
Score d ninn ) A (xx, %) o {a A okl
Srore 3 N (KK %) AT (K. N5 o | =Eh) TN )
S 4 rine fxx, %) nret {5, 2] i {aiy) R L)
Score 5 nine s, ) rirT (s, w) o {x k) i o)

Ovarait for All Dose Lavels

[11 Mumber of patients with Both a bassine evaiuation and an an-stody evaluation sed a3 denamieator (0caltulate percariages.
{21 Maximum sceee aoe te highest BO0G foir a patlent gfter first dose.
Crass-Refermnons: Listing 16,294

tatal sed i eulate percentages withn each Categery.
.mﬁmm mrwwwm%ﬁ%n%
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(7= THERADEX

WEF-D0E-0 Fhase 1140 DIRECTCRYIRLESAS FIMAL —ddmmmyyhhimm
Fage 1ol x

Tabie T4.4.9.1
Surmmary of Mean Change from Baselira In ThFa Overtime (Dose Escalation Rart &)
Safety Swal uable [k=n}

WESOG Dage Lol i:nﬂ&l lor Escalalicn [Parl A)

Timepoint k15 oA oraesards Creerall
Statrics Arual  Change  SCnarge Actisal  Charge  BChange Actual  Change  %Change Actial _ Charge  ®Change

Bazoline
N fnr ] wnn A
hiean FER KK fod EL s
Stardard PR KK x5 =N
Deeviation
edian EERY e EER ]
Minmmum E oy K Ee
Wakirrerm W o K s

Timepaint g KK xn
L] nnn nnn nnn ] ninn rir finn A i ] nmn A nnn
KMean ol L R e il A A ERX L L Ly ALK
Starwdard xAX LXK w00 EXK K XK XN LNK N 8 KN MK
Dt joett
Miedian W ELR L L Wik MK, LR RALK L] LU KA WK
Mimimum ux Hx ey b= 4 KK K =K Wi KK e HA f=3
Maxireim K Ee W W e i Y Wi K i 64

sRepeat

tirffmits

{roas-Reference: Agure 14411, Listing 162.9.F

" PROGRAMMERS NOTES:
NEF-H06-001 Statistica Araksis Plan FeaalVersicn 24 March 14, 2023
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(7= THERADEX

WEF-D0E-0 Fhase 1140 DIRECTCRYIRLESAS FIMAL —ddmmmyyhhimm
Fage 1ol x

Tabie Ta.41.2
Summary of Mean Change from Baseline in Th#-a Cwertime [Dose Bxpanson Fart B)
Safery Svaluable (k=n}

MWEF-O06 Dieae Expasion tlllg.'kg_l DR )

Timepoint (AL 1.2 14 Creerall
Stat s Arual  Change  SChangn Actisml  Chargn  SBChamge Actual  Change  %Change Actimal  Change  ®Changn
Baseling
M nnm nrn mnn nen
Wigiirt uE LK Lk Lk
Standard L ES L5Y ERE 2.5%
Pervigtion
Median L | DL KKK LK
Minimum B o 3 E
Maxirmm W e K Ees
Timepaint e 3 e
M nnn nnn nmn nrn nrn nrn mnn rmn nnn nrn nnm nnn
Wiean AN o WL LK N o WL LK WL N LN L)
Stardard R L EE S PR PE p [ PR L Wk L
[evation
Mediarn . o WK Gl . L WM LN RN W MY i
Mimimum Wi ] L5 W L LY K HE wy i HH W
Wlaxirmeim ux ax vy o KK KK K X KK o i f=3
“Repeat
irmepmini=

Fresent Fart & and Fart B owtput separately, adjust title for Part Baccond ingly,
Fresent Part B oty o dats & dwailable [odakines Lo be ollec ed if there are symmptorms ol cative of cytocne isfucton, e, | RRs)

FROGRAMMERS NOTES:
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o« THERADEX

OMCOLOGY

= Regseat for=

Table 14.4.2.1
Sumnary of Mean Change from Baseline [n IL-1[ Overtrme {Dose Escalation Fart Ap
Satety Eval uable (K=}

Tabie 14422
Swnmary of Mean Change from Baseling in [L-10 Cwvertime {Cose Expansicn Par 81
Satfety Bvaluahie (k=np

Cytokines anly mllm it Part B at *6 make If eytokine Incction was teen at 1.6 mg/kg In Part &, of if there are eymitoms Indicative af eytoking induction.

Table 14.4.31
Summary of Mean Crange fram Raseline 0 L6 Ovartime {Doese Esralation Fart 4)
Loty Bval uable (N=n}

Cress-Aefermncos; Fgare 144.3.1, Listing 16.2.5.7

Tabip 14,452
Summarny of Maan Change from Baseline in 116 Gversme Slose Bxparsion Part B)
Safety Evaiuable {N=r}

E}mkunesnnl_-,'mﬂeﬂzd ImPartBat 78 mg.ﬂ-rg If ptokine induction was seer ot 1.6 markg In Part A, or if there are symptoms indicative of eytokine indwction.
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. THERADEX

OMCOLOGY

Tabile 14440
Summary of Mean Changa frorm Baseline in Fh-y Overtime (Dose Escalation Fart &)
Safety Evaluable [N=n}

Talie 14442
Sarremary of Mean Change from Baseline in IFN-y Qvarume (Dese Fxpansion Part B
Salety Eval uabile (N=r}

Cytokines only collected In Part B at 7.6 maykg If optokone induction was seer at 7.6 mgrkg In Part A, or if there are symiptoms indicatve of oytokine irduction.

) Table 14.4.5
Surrrnary of Mean Charge from Base ne in Cenplement-CHS0 Dwvertime (Dose Escalation Part &)
Safely Evaluatie [N}

Table 14.£52
Summary of dean Change Trom Baseline in Complement -CHS30 Overtime (Dose Expansan Part B
safety Sealuabie (K=}

Tahle 14451
summary of Mean Crange from Baselies in Complermant. B Overime (Dose Bscalation Fart )
Safety Beatuabie (N=n}
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m‘} THERADEX

OMCOLOGY

Tatile 14462
Surnmary of Mear Change from Baselire in Complemon-Ab Cverten for Dose Sxpansian [Fart Bl
Safety Svaluable (k=n}

Tabie 14.4.7.1
Surmmary of Mearn Change from Basslire in Eﬂ-ﬂplﬂ'ﬂull.-ﬂa Orhvertime {Dode Escalation Fart A}
Sality Bwal Lo ble (K=}

Table 14,4732
Summrary of Mean Change fraem Baseling i Cormplenent-L3a Cwartime (Dose Expansian Parl B)
Salety Bvaluable [h=n}

162,58

_CraasRefarmnces; Agare 144.2.2, Listin

Tabig 14.4.81
Surnmary of Mean Change from Baseline in CornpiementsCha Overtime (Dose Escalation PartAp
Salely Bvaluatile [N}

Table 14462
Summary of Mean Change from Baseline i Corrplement-Cha Ovartme (Dose Edpanson Part 8)
“Gatety Bvaluable (K=n}
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THERADEX

OoNCDOLTLY

Fgure 164.4.1.9: 5 paghett] Pict far irdnadual Change frorm Baseine o Thifa Overtome (Rose FBscalatan Past &)
Salety el udbie [N=n}

* Change fram Haseline of TNF-n
L

Tieree [:II.‘IIH

Repeat far

Figure 17449, 2: Spaghett Plof fur Indvidual Change from Baseline in ThFo Owertirme [Dose Escalation Part B)

Cross-References Tabls 144,10 Listing 16.2.8.7
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ONCLRLDGY

Figure 184.4,2.1: Spaghatt Flot s irdividual Change Trom Basedine (n IL-1[ Dhvertine [Dose Escalation Part A

5207

Cross-References: Tamde 144211

Figure 194.4 2.2 Spagher Fot lor srdividual Chiangs Trom Baselne in (L1 FOvertime ([Diose Escalation Fart 8y

erarices: Ta '1m1w 62.0.7

Figure 204.4.3.1; Spagnetti Plot for indsdua Change froms Sasaling in IL-6 Overtime (Dose Escalatin Par &)

Cross-Referances Tale 1430, Liging 16.287

Figure 214432 Spaghett] Plot for indhidus Charge from Sasaline in 116 Cvartime (Dose Sscalation Bas &)
Cross Tabe 1443, Lising 16.2.5
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THERADEX

ONCLRLDGY

Figure 224,4.8,1, Spaghett Plot for Individsal Change fram Baseline i [P~y Cvertime (Dase Escatatan Part A

Crose-References: Tablk 14440, Lising 16.2.0.7

Frgure 234.4.4.3: Spagnett Plot for (ndividual Charnge from Baseline i | Y-y Ot (Dose Escalatan Part B)
Tate 144,42 Lising 16.2.59.7
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fei Target S Reporied COrgan. Othar; Spocdy Vers s
Target x Reported Organ - PETACT
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Cress-Aeterences Case Forins TARGET LESIONS ASSESEMENT [TR1. TRZL NON-TARGET |ESHONS ASSESSMENT (TR, TRd) NEW LESIONS TRS)

MEF-O06-001 Statisticat Anaksis Plan Tinal Warsioan 240, March 14, 2023
Copyright® 2006 by Thersdex Oncolugy 8, Princeton N1
Al rightte reserved 1% Confidential - Ertire Fage



THERA

ROy

M EF-ME6-001 Phase 111k DERECTORYFILESAS Flm-ﬂnmmy:hh:mm
Fage 1ol
Listing PB4
Eatant of Diease: Target and Won-Target Lesiars.
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COUpppRE X K !d!'\QE{I'I‘IE ﬁiﬂmﬁ@m o Tqugél. X H::pql"h:de:.'ul:ipn Y ®K
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Etfcaty Evaluabie (N=nh
MNan-Target Creerall
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sex  ddmmmygy i Complets Response  Complete Gesponsa No Complets Response

s ddmmmeny o Complete Response Complebe fesponse Mo Completa Resporse
CC-pppE & KRR Wi ddmmimyyy ) Stabie Disesse NON-CAMNGN-PD Mo Stable Disease
Pl Wi ddmmmyay ke Stable Disease WION-CRMNON-PDF Mo Stable Disease
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Listing TE2.7.1
Adverse Fvents
Salety Evidllairie (h=n)
Aotearse Event Drreet Altarnaie Caime
Patenl Study MNESOG IedDAs Prefenoed Termi DLT  Aopsanlvesd Dy S Thug AL Therapy  Oul Primisy
fhgalSew  Part  Dose (rrglkg)  (ModDRA System Organ Ciass) [1] Oates [2] Grade [3) Helstesd [4] Givern [5} [Dissase Commam
COLHIpE % oy, ADNERSE EVENT ddmimmmyyyy wx b x  mombly 1 Yes 5
diwd's, [MedDAA Preferred Tarrmi dadrmmmanyyyy
[MedlRA Systern Dirgan Cass)
ADNVERSE EVENT ddmmmnyyyy wr Mid w  Unlikesy 2 Nes % Yex KRR
[MedIRA Prafecred Term angping
[MedlIRA Systern Organ Cas)
COCpppR ¥ W ADVERSE EVENT Yiag W GEere Unrelated 2 No % Yes KR
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Mnﬂﬂﬂ.EptuﬂﬂrganL‘m&fl

MedDFEA version 21,1

[1] DLT= Do Linniting Tas 1y

(2] Day s relative 1o the first dose dabe of N BF-006 ,
3] Ser=Serpus; 1=hot Serous 2=Resits in Death, 3=1 fe Threataning, 4=Requines or Frolongs Hospiatmaton, S=Persisient or Significant Disatilitw!ircapacy, G=Congenisal
Asarialy or Birth Delect, 7=0thes Medically maartant Serias Bvent

4] Act=Action Taken: 1=Dose NOT Charged, 2=Dase inerruped, 3= Dose Delayad, 4= Drag Withdraw .

5] Gut=0igcome; 1=Recouenedfesotved, 2=ipcovened/Rescved with sequelae. 32 8ecaver ingfResciving, 4=Naot Recovered/Mot Rescived, 5=Fatal, B=Lirknawn,

CHLT=Diose Limiting Tewity
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Treabment-Emesgent Adverse Beents Loading 1o Dose (aierrupied
Safety Evaluanie {N=n)

Patant Sty WEFO{E Adverse Ewernd tay  Losl Dowe Treatment Duration Sengus Drug

T ey Parl Dok (MedDRA Preferrend Term) ] ta Onset[2] Duratan [3] of TEAE {diry) Grade 5] Rulated
CLL-pppe 3 s Adverae Enery wi O K W Ml et Posstile
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CLE-[IppE 5 Bk Adinerae e i LEH] K Wi Severe  Yes unrelated
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(1] Dy 15 relative to the first doso dabe of 3 BF-O06,

2] Lt Dhoees ter Gt = calcolated in days,

3] Trewtrnent Duratson 16 caliwated From Trst dose b0 disconlineation of sTudy o og,

(4] Duration of Bdverse event is calculated in ditys Trom-Dirset Dabe iy Resuidtion Date,

[5] Ser=Sarious:] =Not Seriows, 2=Reselts o Death; 3=tile Threatesing, S=Regores or Proldngs Hosptaivaton, S=Persistent or Sgrifcant Déatiityfincapacity, B=Cangenital
Anarnaly or Birth Defed, 7=0ches Medically Important Sericdas Brent

Cross-References Case Report form ADYEASE EVERTS (AT

E\- Yl A R L P e i B 3 Tt " iy

St Hationt” in ascanding order using "pagR’, and then ‘ter” portien of patient number.

PIBF-005-0001 SLatistical Anakesis Plan Fintal Wersion 20, Warch 14, 2023
CopmigleD 2006 by Thersiex Cucolugy ®, Prinseton NI
All Rights resord 1 Confidantial - Ertire Fage



7+ THERADEX

MNEF-D06-001 Fhase 11D CERECTORYIFILESAS FivAL- dimmmychhimm
Fage 1ol &
Ligkirgt 16 2.7.2.2
Treatment-Emergert Advesse Bwents Leadng 1o Dose Delayed
Safety Evalidatie {N=n)

Patant Sty WEFO{E Adverse Ewernd tay  Losl Dowe Treatment Duration Sengus Drug

T ey Parl Dok (MedDRA Preferrend Term) ] ta Onset[2] Duratan [3] of TEAE {diry) Grade 5] Rulated
CLL-pppe 3 s Adverae Enery wi O K W Ml et Posstile
T iMedDRA Prefarrad Termn)

CLE-[IppE 5 Bk Adinerae e i LEH] K Wi Severe  Yes unrelated
T iMedDRA Frederrad Term)

[1] Dy 15 relative to the frst dose dabe of N RFO06,

2] Lt Dhoee b Gt = calcolabed in days,

3] Trewtrnent Duratson 16 caliwated From Trst dose b0 discontineation of sTudy drug,

(4] Duration of Bdverse event is calculated in ditys Trom-Dirset Dabe iy Resuidtion Date,

[5] Ser=Sarioys:] =Not Seriows, 2=Reselts o Death; 3=tile Threatesing, S=Regores or Proldngs Hosptaivaton, S=Persistent or Sgrifcant Doabidwincapacty, G=Cangenital
Anarmaly & Birth Defert, 7=0ches Madically rgortant Serisas Beent.

Cross-References Case Report form ADYEASE EVERTS (AT
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TI'E&I:"FIE’“.-EIFEI'EE'N. Adversa Fwenis Lead hg o Dfl.lg, Waithidrasn

Safety Bualane (hen)
Patant Sty WEFO{E Adverse Ewernd tay  Losl Dowe Treatment Duration Sengus Drug
T ey Parl Dok (MedDRA Preferrend Term) ] ta Onset[2] Duratan [3] of TEAE {diry) Grade 5] Rulated
CLL-pppe 3 s Adverae Enery wi O K W Ml et Posstile
T iMedDRA Prefarrad Termn)
CLE-[IppE 5 Bk Adinerae e i LEH] K Wi Severe  Yes unrelated
T iMedDRA Frederrad Term)

[1] Dy 15 relative to the frst dose dabe of N RFO06,

2] Lt Do b Oeoset- = calcolabed in days,

3] Trewtrnent Duratson 16 caliwated From Trst dose b0 discontineation of sTudy o ug,

(4] Duration of Bdverse event is calculated in ditys Trom-Dirset Dabe iy Resuidtion Date,

[5] Ser=Sarious:] =Not Seriows, 2=Reselts o Death; 3=tile Threatesing, S=Regores or Proldngs Hosptaivaton, S=Persistent or Sgrifcant Déatiityfincapacity, B=Cangenital
Anarmaly & Birth Defert, 7=0ches Madically rgortant Serisas Beent.
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Safety Bualuans (W)
FEF-HHG SAE Timet Hsp el
Satent  Siudy Dose  MedDRA Prevousy  Resolhved Doy Adrrission Dole Mot SAE  Rehiaiompe Sty e g OHT- Tr it Pt
. Fart  [mgfkgh FTIV  Regorted  Dates [71 Discharge Criterla Adminisrared?  Prior to SAE? Windrawn

fhEEiSes Oate
oL pppp X WX EAE Mo ddmmmyyyy o0 ddrrnomny ddrmmmmgyy Yes Yo u oo
Fals izl gy A
CLE-pppp K i SAE e ddmmmyyyy  x ddeomomgyy  damimimyyyy NA Mo % Mo
Fanla 1= Ti dmmmyaay s

{1 MedDRA versan 210
[2] Dy is relative to 1he Rt doss date ol 5 EF-006. 5
Crogs-Aeferences: Case Report Form SERGLS ADVERSE EVENTS (SAE)

MEF-O06-001 Statisticat Anaksis Plan Tinal Warsioan 240, March 14, 2023
Copyright® 2006 by Thersdex Oncolugy 8, Princeton N1
Al rightte reserved 134 Confidential - Ertire Fage



THERADEX

DIRECTORYIFILESAS FivAL- dimmmypchihimm
M BF-M06-001 Fhasa 11D Fage 1ol &
Listing TE.2.7.4
Fatients with Ircomphete Adverse Bver informatian Excluded from Summary Tables
Safety Bualidale (Wen)

Advese Fyent Orset Afmrmate Caune

Pamort Study  NERO0G [Medha Froferred Teemh (AT Resohed Ly Ser Drug At Therapy Ot Primary
Rary Doy mgregh [MedDRA System Organ [3] Dates [3] Grade [4] Related [5] Given [6] Dmease Commment

T Sex Class} 1]
C-pppp % SEN ADVERSE BVENT ddmm ey L] % probabily T Yes i
s, [MiedD2RA BFroferred Tenm) ddmm ey EES

[MedDRA System Organ

Classh

ADVERSE EWENT ddmmrniy ww Whid w Unlikedy T e S Ve, FCHRIK

WD RA Prafaried Tesm) orgoirg

[MiedDRa, Sysiem Crgan

Classgh

i

CCC-pppp & oy ADWERSE EVENT Yes  ddmmTnyYy WA SEMErE Unresated ot % Yes R
s [ R Prfeerremed Teernp |:h|r|||l|1rr|:|"_.,-_|-’I e

[Mied R System Organ

Classh

[1] MedDRA versian 21.1

2] TH.T= Diose Limiting Taxicety

[3] Day s relativie e (e Fral diee tabe of 8 BF-D06
[4] Ser=Seranus: Tl Serious, 2-Aesuits in Death. 3=Lile Threatening, &~Requires or Projongs Hosptatization, 5-Persistent or Significant DisabilityIncapacity, G-Congenisal
Amamaly or Birth Defiect, T=0ther Medically Imgortamt Sericus Beent.

(5] Act=fcticn Taker: 1=Dose NOT Charged, 2=Dase interrnpted, 3= Dave Didayed, 4= Dirog Wit hed rawn.

L6 Cut-Oicome: 1=-Rectweradiasohad, 2~Reoivered/Rescived with sequelae, S+Redaver ingMescving,. £=Nol RecoveradMol Reseived, S=Fatal, G Lirknowr.
Cross-Aeferences: Case Rppor form ADVERSE EVENTS {AS)
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MBF-006-001 Frase 11D Fage 1ol x
Listing 16.2.7.5
Death Semmary
Sarfety Bvaluatic N=n)
Patent  Swdy NBROOEDose Date of Primary Dute ol Date af Duate afls Treadrrer st D Last Doge OHT-5L ey
st Bart  (mg/vgl Death Cause  First Dose Last Dose Srusidy Dwration (Bay) (11 w Death (Day) 1o Death () 10 Death (Dayl
CO-MpRR X e o) dimmmyyyy  eooool  ddmmmygyy - ddmmmyysy ddmmmyyy ux Ees EEs KK
Sl
COT-MppRp X N ddmmmyyyy  weoool  ddmmmyyyy  ddmmmyyyy  ddmmyyy as fes K KK
Finl's

1 Treatrnent duraticn s calcuated Trom the first dose date to discontinaaton date of study drug in days.
Cross-Aefarences Case Report Horm Case Report Forms DEATH SUMMARY (C15), NSF-006 ADMINSTRATION {EX) ard LFF-STLY SUMMARY (OF)

St “Satisns in Ascending Grder using PGS and then “tot® portin of patient namter,
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Listing 16281
Clinical Laboratory Tests - Hematology
Safety Bvaluabie (M=)

Patent  Sudy NEF-00E Doss SaTme Sarrpee Day  Lay  Laboratory Tesi 1 lunit) (] Labmratay Test 2 umt 2]
dbgeiSen Part [k} Wist  Date Time M] _ Code Resuts Wormal Sarge Arsalts Morral Range
COLAppE K W Hx dﬂﬂmmw mhomm M NN rp_r_tH ey | ANLH = N e HE MELK = KILK

o ddmmmyyyy mhomm E ok RN - R Er s REE R IR

¥ ddrmmmyeyy himm o o XX A RN K XK < KEK
CCOPpppE X WK HE ddrmimmyyyy khrmimi KN MEE MK KN - KX XX MK = KKK
s we ddrnmmyyyy i Wk Mk KAKLGI e w L1 - MK

o ddrmmmnyy homm o o REX ECEER T > ALK = KKK

FE M‘nmmw Ehomim W W WiE WA KA X MK = KK

110 Ty 15 relative to the Frst dose date of NEF-O06.
18] Reported Sesult; B = Hign (Above Normal Rangel, L = Low (Below Normal Ranget Calcislated CTCAE version 5 Grade 104
mu:::m i HERMATOL CGY -}
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MEF-B06-001 Phage 11k Fage 1of x
Listing TE.2 832
Ciinical Lakwratory Tests - Bioad Chermistry
Safety Evaluate (Nen)

Famnt  Stady REF-Oi fraae Sarraie Sampl  Day Lab Laberabory Tes Gunk) @] Caboratory Tes: 2 garit] [2]
JfAgetSey Fart Arrglegh Nist  Dann Time [1] Code  Results hormi Fargn Worma Sangn
COLHIpE % EEES o ddmimmyg hremm -xx miky ges HG) EEE RS g H G EER R R S
s, e ddmmmypyyy Plomm e joom o WA KK XK B -

wn ddmmmyyyy hEmm %% s s LER LR EEHS EER PR P

i ddmmmpyy memm N EERE KEE BRI XN LK PEE S8 R |
CCOPppp K KRN WA l‘hi'rlm'rnm Hhzmm KX axwn sk L G1 MK xnx L G1 ML LK
s Wi ddimmimey Bromm ke wkkd sole R R L [P T EY

W ddmimmmyyyy hremm xx ey gLy EER R ¥ LEE T R 3

[1] Sy 15 retative tothe frst diese dang of S BF-006,
12] Reparted Resalt: K= High (Abeve Morral Rangs), | = Low (Below Normal Ramget Calculased CTOAE wesion & Grade 1 fod,
prences; Cas Fgrm BLOOE Blﬂﬂ-IEMG'n'

MEF-O06-001 Statisticat Anaksis Plan Tinal Warsioan 240, March 14, 2023
Copyright® 2006 by Thersdex Oncolugy 8, Princeton N1
Al rightte reserved 1 Confidential - Ertire Fage



THERA

ROy

CERECTORYFILE.SAS FINAL=- dmmmyhiimm
M EF-006-001 Frase 1D Foge ol s
Listing 16283
Cmical Labaratanye Tests.- Urinalysts
Safety Bvaluabie (M=)
Batent  Stady WEF-O0E Dose Sarrgle Sampk:  Dhay Lab  Laboratery Tess 1[2] Laboratory Test 2121
bgeiSen Fart irrglag) Vit Date Tirree 1] Code  Fesuts hormal Rangs Fitsletn Wormal Range
COLAppE K KN W d.d'mﬂ'rnm Rétzmm KK ?sl;..u-H-E'! WX = N xicw HG1 nu’..x- WL
sl wn ddmmmyyyy hemm Ky e LER LR LEHS EER PR P
i ddmmmpyy momm . KK KKK XK BRI XN ¥ PEE S8 R |
WA l‘hi'rlm'rnm Hhzmm M KK K MK :m::u ML LK
CECpppR K K Wi ddimmimey hremm  xk ok sk LGL R R xex L GH [P T EY
' A ddmmmmyyyy memm x5 K XeK EE8 iR S XN LES TR LR
e M‘nmmw himm KK I WK WAL w KL L MM s LK
Wi ddmmmyny P s ek s MK M KL FUERE P

T Doy = relative to the T1st dose date of M EBF-006, .
£7] Spported Aesalt: B = High (Above Normal Rargel, L = Low (Beiow Mormal Bangel: Caiculated CTCAS vorsion G Grade 1 1a 4.
s Erices: R Fﬁ'rh]
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MBF-D06-001 Frase 11D Fage 1of x
Listing, 62901
Wita! Signs
Sarfrty Bvaluanie M=n)
Datwnt  Study NEROOGE Exarnivabon Day Infusior Time Biced Pressurelmrrsip) Temperaiure.  eart Rate Pespiratony
JbgefSew  Part  Dossimglegd  Visit Taie Troe 1] Start Stop Sysilic  Diastolic  £C) j4mink [fmiri}
Cok-pppp ® £+ Les dadrmmimniy Alemim o hhemm mncmm N £} 55,0 L e
s, ERES e ELRS EETS L
i K W i EE
WA iy LR EEES ey
s ddmmmmgsy . bemm o hmm Bemm EEES ] TR s AL
EE] 0 WK o b
LEL] L] LR LES L
s wn EERS EEES K
CCE-pppp K FEV i ddirrmimyyyy  hbemime wx Bemm e o W EER o e
Famfi ey EE W W o
EEL LESR e W o

1 Dy 15 relative to the ot divse date of 5 EF-006.
Cross-Relerences: (ase R Form MTAL SGNS
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NEF-O0B-001 #hase 1110 Fage 1 of x
Listing 16292
Fhysical Examinaticn
Safety Fvaluabie (M=)
Patient Srady WEF-B06 Do Exanmiraion Dy Aty Clirvcalty
ShgniSe Ban i) WisiE Date 1] Seniflcant Findings
CEE-PRREGET X s, Srreaning dadmmimogey s Mo
b dodmrrrryy w0 Mo
L dedmimi Ty ) No
i dolmimimadsy 0 Mo
t.l;nnppmhdl.l'bl. A KR 5n'\¢ﬂ1|ﬂ$ dodmrrrryyy HK Mo
e dalmimiryyyy ) No
i dadmmiTigsy 3 Mo
=3 dadmmigyy e Yen
Cee-pppi X fe Srresnag ddmimiyyy RS Ne
o dadmmirigsy ES Moo
e dammmasyy Ee Mo
o demmeriyvyyy o Mo

10} Day s retat e to 1he first dose date of NST-006.
Cross Aeferances: Case Jop Furi'nPCHI Al EXAMINATION
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CERECTORYFILE.SAS FINAL=- dmmmyhiimm
M BF-006-001 Frase 1D Fage 1ol x
Listing 16293
Electrocardicgram
Safety Fualuate M=)
Ptk Study  NERODE Dose Wisit Doy Plamregd Irfus ion Tinne Hisart = OTeF
fhgeSe Part  imgfeg) Wit Date M Tlmcp_'lil'lt Time Start End Fastes (bpmi irs) s (s
corpppRogx u HNE Screening ddnmrrglyh- oo MMM Fhzrm  hicmm hlrem xx MMIX KEN MK
e phanm  Premm ARmm o Hea AnE EN
EEE rhomm hemm Ahmm X [EE N P I L
e dll;|rrr|‘|rr|ynl_'.- Py NN Hj_mn Fhcmm nmm X MM KK FTRS
i ddrrrrinmy N KR Rhatm Beemm BRemm ke MM HWE KR
cer-pppphods E KEK Screening ddrrrnrsnyy oE KK B htcmm hAhmm o ax MK MAK WK
ik Hahm .h]'ﬁl'l'll'l'l TR MR e ] i= 3 KM KEE KK
ETE] rhamm  hemm ARmm % P PR R
W ddrrrirmseyy W KN bhorm  Rhemm Ahimm KW wkx olE
BN ddirminme W Wk B Rhemm Biem ETE T

TG intarva, GTer= T comecied by Fralencia’s farmaia
F] Thay 5 et e o the Frat s date of NEFO06.
CrossAeferenes Case Furm ELECTROCARDYOGAAM (EC. EGY, BG2. FG3, EC4)
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@THEMD‘EI

CRECTORYFILE.SAS FINAL=- dmmmyhiimm
M BF-M06-001 Fhasa 11D Fage 1ol
Listing ¥62.9.3
Electrocardicgram
Zarfrty Funluabie N=n]
Tatwnt Sty WEFO0E Duy Farvied Clireal Ciirieal Celerian
Shg e Part  Doseimgfigl Vit Caite 1] Timagaint Tims interpretaton.  Sgnifcance  Conclision  Status
coe-popphols W e Screening ddmmmyyyy - ddmmmmgeyy  Phomm ddmmmigney N E ey Ay
ddmmmyyyy  bomm ddmmmyyyy o v sk
R ddmmmyiy  dx ddmmmyyyy  bomm ddmmmsyy Wk K iy
e :Hﬂ'u'mw i3] Mﬁmmw Hrzmm ddmmmm KR K KK
coe-poppholds W E Screening ddmmmyyyy - ddmmmypyyy  omme ddmmmyyyy K £ ETH
ddmmmyyyy  thenm ddmmmpyy oy g EEES
dermmmyyyy  Romm . ddmmmyy W v ey
FeH ddmmmany o ddmmmyyyy T ddmmmyyy HE WK ey
ey gdmmmyyyy  xx  ddmmmyyy Bonm o ddmmmyyy o ek xxx

(1] Dy s retatree to the Frst dese date of NBF-00G.
Cruss-Aeferences Case P

'SEitEEHING ELECTACCARDICORAM (EG, BGY, FG2. |

RIAF-00G-001
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I.. THERADEX

M EF-006-001 Frase 11D

CERECTORMIFILESAS FikAL- ddrmmmpshhimm

Fage 1ol

Listing 16.2.9.4
B0 Perfarmandce Staius
Tafoty Fualuatie =)

Datent  Shsdy NBF-006 Dose Daie
Jegelies Part  [mgtkg) Wisil Assessed [1] ECOEC Performance S1atus
COC-gapn ¥ Wi Scregning ddrrrnnmagasy. -8 0 Fully acthve, 5He 0o Cary O 89 pre-msease sCtivites Wit haur restricoan,
LR frd ddrernmmeyy e 1 Restricted oo physically strenuos sctaly but ammbalatory and abie bo ey work of a light or sedentary
rature, &g Gphit husework, office wirs,
LEES ddmnmm-y a2 Amhulatory and capable of & sef-care bur wrsbie 1o Gy i wiark actdtles, Up end 0o ut mise tharn
S0%: of waking bours.
EE ddrrrnmygy o 3 Capaiie of only mited selbcare, catfired to ped ar char more thar 50% ol waksng bodrs,
LT ddrernimaad & Completedy disab ied. Canrndt carry an army seff-fare. Tatady canfered ta bied oF chalr.
i ddrrrnmmaney o 5 Dead,
CoC-papn X Wi SCreEring ddlﬁ'ﬁmﬂw -x3 0 Fullly 3 we, aile 0o carry an 88 prg-iSeass activites wWilhaut restrchon.
Funfsl EE ddrernmmaney o 1 Restricted in pysically streniseos activiRy but armbulstary a0d able bo carny work of 3 lght or sedantary
niatare, 5. taht nousework, office wars,
EEE] ddlfﬂ'l%",' oo l’ll'l'll'll.llatl:l"p anill Capable af &l se T-care but unabie to 3Ty OUT WO dCTiiies. Wpand shout mons than
S0 of waking hours.
A ddrernmmanesy o0 3 Capai'e of only itmited setf:cane, confined to ed or chair more than 508 of waking hours,

(1] Daw s relatve to the st dese dabe of NEF-O06,
Crpas-Aelerences Case Rﬁepnﬂ Form FERFORMARCE STATLS [ES)

will be piresenied i mﬁmwmm Mﬁfﬂﬂzw.hfﬁmm

g‘rﬂmﬂnwwﬂ w@*mﬁ‘ Hmwwm

MBF-006-001

Copyriglt® 2006 by Thersidex Oncrlugy ®, Princeon KT
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» THERADEX

¢ N COLOGY

CRECTORYFILE.SAS FINAL= drmmmyerhimm
M BF-006-001 Frase 1D Fage 1ol
Ltszisng TE.2.05
irfusaan-felat ed Feacions
Safety Evaluanie {N=n)
Adherse Evant Disat
Fatent  Study  NEF-DOG AMedIRA Preder ed Term) AT Resohed Ly Ser Chug Act Trerapy  Iefusen Teme
JAgefSex  Part  Dioseirgleg)  (MedDRA& System Grgan Class) (1] ODatedme  [#] Grade [3] Arated 5] Ghen Start Ston
COOHpE % LR S ADNEASE EVENT apdafoonx  wx Wild & grobabiy 1 Yen nhmm Bomm
Sl {Mﬁd‘ﬂﬂhprﬂ:r_hd'rernﬂ o o
Mt BRA Systern Drgan Class)
lﬂ'u'Eﬂ!'.EE:'l.l'EHT oo wan Wild x Unlicely 31 Wes hhimm Hazmm
AMeDRA Prifecred Termn) W
iMetDRA Systorn Organ Class)
CCopppp K Wk m‘u‘ElSEE?‘EhT Wik iy XK SEuEE Unreansd 2 No sl Foanm
(Med DRA Prefecred Term) 3 a0 o]
iMedDRA Systecn Digan Class)

Med FRA versinn 21,1

[ DLT= Dese Limiting Taxiay

[ Day s relative 1o The s dose date of NEF-006,
£3] Ser=Sernus; 1=hnt Sermus 2sResuits n Death, 3= e Threataning, 4=Requines or Frolongs Hospianmiion, 5=Ferssient or Significant Sisabilndincapacity, G=Corgenisal
Aagmaly o Birth Deledt, 7=0thes Medically maartant Sarious Evest.

4] Act=Actinn Taken: 1=Dose NOT Charged, 2=Dase nterrupsed, 3= Dose Delayad, 4= Drag Withdawn

OLT= Dose Limiting Tewdity

Irdusinn-refated reactions includes hack pain, fever anddar shasng chills, flushing andéer ching, ®terations in heart rate and blond pressure, dyspoea or chest discomfars,
skin rases, ar anaphylaxis jeg. gerera zed urticar &, angioedema, wheezing, My potens lon, tachytardia anc)
Cross-Aeforences Case it Form ADVERSE EWENTS |4
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@THEMD‘EI

ROy

DIRECFORY/TILESAS FINAL- ddrrmmsebnmm
MEF-006-001 Phase 110 Fapelofy
Ligting 16.2.9.6
_Fain Assassment
Safuty Bvatumbin {N=r
Patigs Sludy  Dose Vist  [mfusion Start MedDRA Dhatas Day Time Pain Grade Durabwr  Dreug
fhgerSes  Part  [mgfgn  Wisit Date  /StooTime  Peefersed Term  Colleted [N Collected:  Rateld] T5F Where  funit) Relatiorship  Trigges
CCCpRPR X oo . oot hhomm MedDRAFT  ddrmmyyyy . xx Alemm wHx ® wx KN Unretated N
Fud iHemm
Fifzim MedDRA PT  ddimemiyyyy K& Rifcinen N ® W M Unlikety EEETERS
Hmm
COCpEp % an ax wek hiemm WedDRA FT ddrrrmmyyyy. wx Rt K KK W Pasuinie KANEE
fndi Ihamnm WiedDRA FT ddiranniyyyy XK Ao W W Een

Fan rate scaieof 010, 0 is roopain, 10 s the worst pain

[1] Day is redativs ta the first dose diste of NEF-006.

[2] Fain scae 0-10

[3] Grade: 1=Mid, 2=Mioderate, 3=Severe, 4=Lie threatening, 5=Fatal,

NEF-005-001
Copyright® 2006 by Thersdex Oncolugy 8, Princeton N1
All Rl reserved 17
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7+ THERADEX

CERECTORMIFILESAS FikAL- ddrmmmpshhimm
M EF-006-001 Frase 11D Fage 1od s

Lisnng th2.8.7
Imiradrne Adtivation Markers - Cytokines Assessment
tmert-io-Treat {W=nj

Barort Study  NEF-D0G Samgie  Day Srretoed ThEa T L& TFhiay
FAgaiSes Fart  Doselmgfg) Vsl Damwe M1 Timepoint  Time Actual Winarge Actual thOrange  Acual Wlharge  Acal  Winange
COC-DARElE K A Scresning . W KN R Hasmm Wik HRK WA MK WA KN MK MK
R IFEIRMN kK KKK WKWK Wix KN LN W
K [ a s ate (I F RS E RS R WE N WL PRy P L
CCC-ppppiods o i Seresring M HE MM Fmm uKs MW WA Wk WK RN W WA
KxX |'f'|:"|'||'l1 LR EE SN L& EES ) N EE S LS & L
W [ ate (R N5 e WL N 0 PER W NN

Cytokines only collacted in Part B at 16 mgfeg if oytakine induction was seer at 15 ma'kg in Part A, or if thare are symptoms. indicative of cytokine induction
1] Dy i rebative to tho st deso data af M BF006,

[€] Change = Charge from baselme. Baseine & defined asihe @t vales prior o fiet dose of study drug,

Crioas-Aafereroes: Cade Repot Foem IMMUNE ACTIVATEON MARKERS = CYTOKINES ASSESSMENT (Thid)
T ¥ = 7 FT
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s THeRADeX

CERECTORMIFILESAS FikAL- ddrmmmpshhimm
M EF-006-001 Frase 11D Fage 1od s

Listing TE.2.9.4
fmmiure Adivation Markers - Complement Assessment
tmert-io-Treat {N=nj

Pamort Shmfy NAFO0E Sarmpie Dy Scheduled CHE0 Bb C3a Cha
FAgaiSes Part  Deose{mgfigh  Visit Dafe m Timepoint  Time Actual  Wihange  Acfual WChange  Actual WOhange  Artual  Whange
COC-pOppods K W OV i AN hkemim ®EE =X few N NNE EMK K ML

' hivmm  xxx Xy W KM KN Gk WK R

0 himm s KK WK PR PR s e FER
CCC-ppppholds W e MM WA W Prumm  wax Xl Wk HHK MR Bk WK KR

A hcmm  xxx KK s s e e sy L LES

W hhemm X ) N EER N ey KK NALX

[1] Day |5 relative to the Trst dose date of NBF-006.
2] Change = Crange from baseline. Baseline 5 defined as tne st valie prior vo first dose of study drug,
Croas-References Case Report Focm IMMUNE ACTIVATEON MARKERS - COMPLEMENT {TM)

e e - : e -

St “Date Performed” n ascend
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CERECTORYFILE.SAS FINAL=- dmmmyhiimm
M EF-006-001 Frase 1D Foge ol s
Listing f62.9.9
Aitl-Drug Aniibody (ADAL Assay
Entencto-Treat (N=n)
Dt Study WBEF-D06 Dese Samphe Day  Seheduled
ihgerses Bat (g wisit_Test Dute ] Temepoire  Ture  Resut  Tier
coe-pappholte X R wix Soreenng AT EH Na Tihamim Migat e
x FEe waw Cmnfirmato s
X e ik Tilration W,
coteppppiods 4 HNE kKK Soreerning dhfrrmmyyyy KX Fe s hormm Poaitive
% ey wax  Canfirmatlony Ty I hiemm  -Positive
i T wix Tibratkon BT Y ST mhemm  Posithe AR
N Frey MR [l i W hbgrmim Psltive
H T wax  Canfirmatong AT Y ETR | phemm Negative
L fEs g Titration hela
[1] Dy s retatue to the Forsit dizcse date of 3 BF-00G.
Cross-Aeferences: Case For m ARTI-DRUG ANTISOD (ADALASSAT [T 1, THZY
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» THERADEX

¢ N COLOGY

CRECTORYFILE.SAS FINAL= drmmmehiumm
M EF-006-001 Frase 1D Fage 1 of x

Lting 162910

HKRAS Mutation Assessment

Ententgo-Treat {N=n)
Dt Study NEFO06 Do Assesamert Gerortic Tusmar  Date of Day Arebival Tissue: Fresh 11Ves, Bopay  KAAS Mutalion
! Fart Visit Complered  Profile af Screen  Analysis 1] Resdit Sam Date Sampk Daie e Type
Co-pRppiols ® Wi s Yes i dmmEAYY A ol Yes i Yes wex s Eei
rn.'_appt:_p.fbctil‘x'i. M Kun Yes sy ddminrryyyy KN NAx e N Yy T T KK
CLE-pppiodE K i waE Yol s ddmmTyyyy R W Vel W e W Yes Er
P T HMR HuN Yes Yas HTWImYYYY 3%k Yes W Yes M ¥es AR
:d‘-pppp.ﬁ:t.l‘x-k N wad Mo No MOT DIONE KK NAX Mo ] Mo, xxk
CLOpRppodE & FTes wuE Yes s Ty R MER Vel e W Yes Er
co-papphols ¥ Hin uus Yes es dAdMMmyyy a8 ol Yes o Yes W ¥es Cnher. spedly

11 Day 15 relathve to The first dosedate of N BF-006.
Croms-Aeferences: Case Repodt Form KRAS M.U'I'AIIGHEH'I"
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» THERADEX

¢ N COLOGY

CRECTORYFILE.SAS FINAL= drmmmehiumm
M EF-006-001 Frase 1D Fage 1 of x
Lating 162511
ST Geratyping
fntertgo-Treat {N=n}
Tatwnt Swdy  NERO06 Do erle Euud Dater Day  Tore
Shparmey Part (gl Wish Caliected Collected [1]  cobeched  Tes Residlt
Coi-pappious 3 EET g Wag ddmninyyy -aw hhmm CSTTL O Yalue AREE
ot ppppiods b3 R wm Mes ddmmnmyey e hlmm RMASE Ct Value AN
CLE-EHI s % EE e o Yes ddrniryyyy e hilem CETT Genotyne GATT Posawe
CoC-pppiols % EET wE Yeg ddmemnyyyy -a% RPmm CATTL € Vale Uirudebarrmined
crtppp i« EEES o Yes ddmmimryyyy s hhimm RMASE Ct Value A
CeE-pnppiods 5 i s ey ddmnirryyy -ud hlxmm CETT1 Genotme GSTT Posdwe
COC-Ap s ] EEH Mo

GSTT1= Glutathione S-Transferase (heia cass
[1] Dy is relative to the Fat dese dabe of NEF-G.
ke Repidt Form GETF] GENOTYPING (B
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CERECTORYFILE.SAS FINAL=- dmmmyhiimm

M EF-006-001 Frase 1D Foge ol s
Lating 162312
Exploratory Tumar Bopsy

intertdo-Treat {N=n)
Dt Siely MEF-DOG Chass Dhane Dy  Resson Turnir Biopsy
g iR Part [mEMEr Wisit  Codeded (1] kot Colleded Time Location
coe-ppppho ] A 2o dTImmy ST e EEH
ru:,-ppt:p.fbcﬂl‘x N .'n'.u WA lhtnmrnm =Kk Hhamen BN
CLE-EHI s i i W akdrmmmgnyy -4 HrTm W
COC-Ap s X g W MMy 4 HaTm $Kx
cot ppp o ® oy wo ddmmmyyyy s thxmen e
CLr-pppposE u Fet oo ddrnmmiyy kK hhrnm FE
cor-papphos X Ay EHES WOT DOME A

D11 D i restat v o the Tt dose dabe af M BR-D06.

Cross-Aeferences: Case Repos Forit EXPLORATORY TUMOR 2O PRI .

MBF-005-001 Statigtical Anahsis Plan
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THERADEX

ENCOL oGy

CERECTORYFILE.SAS FINAL=- dmmmyhiimm

M EF-006-001 Frase 1D Foge ol s
Lating 162313
GSTF mANA KD Sarmpie

Intertao-Treat {N=n)
Dt Study MEF-006 Dise Seheclule Sample Dy
ihgerses Pat (mg'kg) visl Tenepoir Date [ fime Reswt Ut
Coi-pappious u R W i ddmimerigey B nwmm Pt P
ru:appt:p.fbcﬂl‘x 8 W iy WK ﬂd.rﬂl'l‘l'h!ﬁl]' . Hhim'm KRN WA
CLEpApp s b T W o, ddmirmerywyy s Rtz A A
CCO-ppp Do N PP Py K damimeTivey -ui nmmm HHAKH W
cot ppp o u W o Ak ddmirrerngy o Hh:rmm RN A
CeE-pppphod x far i F demiTeryy K Fkritm ErETT R
cor-papphos u EE L o ddmime Ty -k nmm ettty bie
1] Thiay 15 reathvi o 1he Tt dose date of X BF-006.

Cross-Aefererces: Case Report Form GSTR HM'HDSAMN.E WG,
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THERADEX

SMNCOLeGY

CERECTORYFILE.SAS FINAL=- dmmmyhiimm
M EF-006-001 Frase 1D Foge ol s

Listing 162514
GST Family - GETF1 mANA Leval

ntentdo-Treat {N=n)
Tatwnt Sy MEF-O06 Deae Srhehe Sampie Dy CETRY
ihgerses Part (g ves  Timepoint Date i Time WHNA Leeel  unit
Coi-pappious u HhE e Fee ddmim Ty E T FTE ey
ru:appt:p.fbcﬂl‘x x EEEY NAE WK dl‘.lrl'l'rlT!‘I"Ijjw = Hhamen NN K
oo X K ErE A i ey s HrTm ENNE i
CoC-pppiols X i e un, ddmIm oAy s hhamm P WA
cot ppp o = HAE Ham e ddmmrrrryyy =00 thomm FEEE KK
CLr-pppposE i P Py cmnn ey EE BT HHAEE WA
cor-papphos ® Fies fes ddmm sy - hhemm HEERE Ee
1] Dy 15 relatve to the Tt dose date of NEF-D06.

Croms-Aeferences: Case Repos meEEi'P'MMkDSAMN.E M6, T
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THERADEX

SMNCOLeGY

CERECTORYFILE.SAS FINAL=- dmmmyhiimm

M EF-006-001 Frase 1D Foge ol s
L#ting 1B.L%15
GET Family - GETT1 mANA Leval

ntertaa-Treat (N=n}
Tatwnt Sudy  WEFODG Dese S Sample Dy GETT
ihgerses Part (g vist  Timepsint Date o Time mANALEvel  nit
Coi-pappious u HhE o W ddmimeriaag E e ANNKE wa
ru:appt:p.fbcﬂl‘x x EEEY Frie s B |:.||:||‘|1n‘!'l."|yyjl;|I = hh:"!‘1r|1 AN WK
CLEpApp s X s ik FE s ddmireryyy i fbernim A ok
CoC-pppiols X i s FE ddmmeriang s fberrsn ANENE Lety
cot ppp o x W Ee K ddmreryy 0 hbarmm o s
CLr-pppposE i P ey B ddmrreryyyy. EE fiernm AN WA
cor-papphos ® Fies wan A M - mhamm f e Ee

G5TT1= Glutathone S-Translerase. (e cuss
{11 Dhry s relabive to the Frat dose date of NEF006.
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THERADEX

SMNCOLeGY

CERECTORYFILE.SAS FINAL=- dmmmyhiimm
M EF-006-001 Frase 1D Foge ol s

L=ting 1B.LR.16
GET Family - WGEETI mika Leayal

tngentqo-Treat {N=n)
Tatwnt Sudy  WEFODG Dese “Sehestule Sample Doty MGET3
ihgerses Part (g ver  Timeseim Date M Time ANA Level  dnt
Coi-pappious u HhE PEe iy AT iy N Fzmm PEeaiy ey
CLE-EHI s X K W K ddrimyyyy e [z AR i
CoC-pppiols X i W iy Al m T miy - Fe=mm FETa WA
cot ppp o x W s i ‘ddmirmmmegyy ix tetzmm N s
CLr-pppposE X FEes Ean s ddmim iy s Iz PRy ks
cor-papphos ® Fies i iy ddmm ey - Hzmim W Ee
[1] Day (s relathve to The Tt dose dabe of 8 BF-006,

Cross-Aeferences:
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THERADEX

SMNCOLeGY

CERECTORYFILE.SAS FINAL=- dmmmyhiimm
M EF-006-001 Frase 1D Foge ol s

Lsting 162317
CET Farmiiy - GSTM3 mANA Level

Entertao-Treat {N=n)
Tatwnt Sudy  WEFODG Dese “Sehestule Sample Doty GETM3
ihgerses Part (g ver  Timeseim Date M Time mANALevel  dnt
Coi-pappious u HhE PEe iy AT iy N Fzmm PEeaiy ey
CLE-EHI s X K W K ddrimyyyy e [z AR i
CoC-pppiols X i W iy Al m T miy - Fe=mm FETa WA
cot ppp o x W s i ‘ddmirmmmegyy ix tetzmm N s
CLr-pppposE X FEes Ean s ddmim iy s Iz PRy ks
cor-papphos ® Fies i iy ddmm ey - Hzmim W Ee
[1] Day (s relathve to The Tt dose dabe of 8 BF-006,

Cross-Aeferences:
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ROy

CRECTORYFILE.SAS FINAL= dmmmyshhimm
M EF-006-001 Frase 1D Foge 1ol e
Lsting 162916
Frarmacokmetics Oata Collcdion

Zafety Fvaluate N=n)
Baternt Study  MWEFO0E Do Pranre Deistes Oay Time SIENA lrrfusan Time
dhgeiSen Bart [rgfm) Misit Time poit Caliected 0] Colieted Ingimll _ Start Ston
:mpppp.':ml'x = WX W WX IHI'I'I-TII'I'M N Hhomm 2 hAhurem hkchm
cor-pppphod x EEES EEES E ] Ty -4y hPomm E numm hromm
[ etal el 5 EE e KEX dedrrrnmyyy #x  hfomm WA fAturm hiomm
EDI-PPPM = WX e KN ddrremmmany (e ] Bhomm W Rbrem hlcmhm
CELHpp o x i i RS delrrnnmgyy S hbenm i Hhirne It
CorpppRiod 5 HEE g KX ey wx  hlznm A Atumm hiomm
EobApppaes = HNE fEe i WiOT DONE

1] Thag 1= relatide to fm it doss date of M BRO0G,
3 erces: Form PHAIMACOKINETICS (P4, PITL PHARMACOKINETICS DATA COL ECTION (FK1-2
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» THERADEX

¢ N COLOGY

THRECTOY /I LE.SAS FINAL- deTimimyy ST
MEF-BO6-001 Prase 1110 Fage 1 of &
Listing 16.2.10.1
Corcomitant Measuras
Safery Pvaluabie (k=n}
Srart Day  Drog M o Treatmen
Patient  Study NSRDOBDose  SartDate Stop Day  WMHD-DD Preterrad Term) Reason  AS
i 23 rt Shop Date [1] [WHO-DD ATC Class Category Leves | 7] Doze Uni Foute o Use  Wumbsr
coEepppR PR ddmmrrdyy oo Coreomitant Measse s Reute Feason K
FlN Crgoing B WHC-DD P efarred Tesm)
VHD-OD ATE Class Categary Lave! ||
w0 dimmiryny KM Concomisan Measure Faute FEason Ky
ddmmiTieyyy  HE PWHE-DD Fraferred Tarm}
PWHCHDD ATC Class, Categury Lewet | [
CEE-RRES LI - didmmayyyy  xx Comomitnnt Measesre wow Cthor;specify  Reasmn sy
Fanf Ongaing Y (WHC-DD @ refarrad Tasm)

(WHC-DB ATE Class Categary Level |}
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