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1. List of Abbreviations

Abbreviation Definition

AR Adverse event

CRF Case report fonm

CSE Clinica Study Feport

ELISA Enzyme-linked immunosorbent assay
I/E Inclusion/Exclusion

HAWV Hepatitis A virus

HEsAg Hepatitis B surface antigen

HEV Hepatitis B wirus

HCWV Hepatitis C wirus

HIV Human Immunodeficiency Virus
IU/mL International Unit/ Mililiter

ITT Intent-to-treat

MedDEA Medical Dictionary for Regulatory Activities
max Maximum

min Minimuwmn

msec Williseconds

n Number of observations

PI Principal Investigator

PP Per-protocal

QA Quality Assurance

RFR Rapid plasma reagin

SAE Serious adverse event

SAP Statistical Analyss Plan

5D Standard Deviation

socC Svstem, Organ, Class

S0P Standard operating procedure

Tdap Tetanus toxoid, diphthenia toxoud, acellular pertussas
us Umted States

WHO World Health Organization
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2. Introduction

This analysis plan describes the core set of table summaries, data listings, graphic
representations, and pre-planned statistical analyses to address the study objectives for protocol
number ABO-TET-01. In addition, post hoc exploratory analyses may also be performed to aid
in interpretation of the data. Any prospective changes to the plan will be made, reviewed, and
approved before the database 1s locked. Changes to the planned conduct of the analysis will be
documented and justified in the Clinical Study Report (CSR).

This SAP describes Safety evaluations, based on clinical parameters, laboratory testing and

assessment of adverse events (AEs) etc., and efficacy evaluations based on anti-tetanus amtibody
titers levels.
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3. Protocol Summary

3.1. Study Objectives

Primary Objective
s To assess the safety of a licensed Tdap vaccine when given every 3 months for a total of
5 imimunizati ons over a period of 12 months.

Secondary Objectives
e To assess anti-tetanus antibody titers over time of a licensed Tdap vaccine when given
every 3 months for a total of 5 immumizations over a period of 12 months and for 6
months after the final immumzation.

3.2. Study Design

This is a prospective, open label, single-arm, multi-center, Phase 2 study measuring the safety
and tetanus antibody responses to Tdap vaccine admimstered to plasma donors every 3 months
+2 weeks for 12 months (5 vaccinations) with a 6 month follow-up after the last vaccination.
After obtaining informed consent and screeming for eligibility including plasmapheresis donor
eligibility, subjects will have other baseline assessments performed and 1f eligible, wall recerve
the scheduled vaccinations, will be assessed for adverse events (AEs) and have plasma samples
collected with antibody titers reported each month thereafter for 11 months, and then at 1 and 6
months after the last vaccination. Subjects will undergo plasmapheresis prior to the second
through the fifth vaccination and at the 1 month and 6 month post vaccination follow-up visits.
As these subjects are participating in a standard donor plasmapheresis donor program,
assessments for donor eligibility and routine plasmapheresis will be performed; however, only
the data specifically required to meet the objectives of this study will be collected.

The study time and events schedule is shown in Table A. In addition to these study specific
assessments routine screenming procedures to assure plasma donor suitability was also performed.
Some of the routine procedures performed as part of plasma donor screemng evaluations such as

vital signs, physical examinations, or laboratory tests were reported as AEs (if appropriate) on an
AEFE eCRF.

3.3. Study Endpoints
Safety Endpoints:

s Incidence, severity, and relationship of AEs to the study vaccine in the time period
between vaccanations and for the overall study penod.

Efficacy endpoints:

e Anti-tetanus antibody fiter expressed as international units per mL (TU/mL) at each
collection point presented at geometric means (GeoMean) over time.

e The numbers and percentages of subjects whose p ost vaccination antibody levels are
<5 IU/mL; 25 TU/mL to 10 IU/mL; =10 IU/mL to 15 IU/mL; and >15 TU/mL after
each vaccination
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4. Definition of Analysis Sets

Intention-to-treat (ITT) Population: The ITT population will consist of all subjects who are
enrolled into the study and received any amount of investigational product. This population wall
be used 1n safety analysis.

First Per-protocol (PP1) Population: This PP population will consist of all subjects in the ITT
population who recerved all 5 TdaP vaccinations and completed the 6 month follow-up visit after
the final vaccination.

Second Per-protocol (PP2) Population: This PP population will consist of all subjects in the
ITT population who received all five (5) Tdap vaccinations and completed only one month
follow-up visit after the final vaccination.

s. Assessments and Justification of Study Endpoints
The schedule of Assessments for the study 1s shown in Table A

5.1. Safety Endpoints

Adverse Events: AEs will include any treatment emergent unfavorable and unmintended sign or
symptom inlcuding abnormal laboratory findings that occur at any time after the subject has
signed informed consent until the second follow up wisit after the last study vaccination, whether
or not considered drug related.

Severity: All AEs will be assessed for severity by the investigator. Assignment of grade based on
the intensity of symptoms and the degree of linmtation of usual daily activities will be done
according to severity using the following critenia:

Mild: The AE did not cause interference with the subject’s activity.

Moderate: The AE produced limted functional impairment and may have required therapeutic
intervention. The AE produced no sequelae.

Severe: The AE resulted in significant impairment of function and may have lead to temporary
inability to resume the subject’s normal life pattern.

Relationship: The degree of certainty for which the AE/SAE is attributed to the investigational
product or alternative causes will be determmned by the investigator’s use of climcal judgment 1n
conjunction with the assessment of a plausible biologic mechamsm, a temporal relationship
between the onset of the event in relation to receipt of the investigational product, and
identification of possible alternate etiologies including underlying disease, concurent illness or
concomitant medications. Only a physician can make this determination.

The following drug rel ationships will be used for this clinical study:
Unrelated: There 1s no temporal relationshup between the event and the admmmstration of the

product or the event is clearly due to the subject’s medical condition, other therapies, or accident.

Statistical Analvsis Plan Protocol ABO-TET-00 Version 1.0 o
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Unlikely: There 1s evidence of exposure to the product but there is another more likely cause of
the event.

Possible: There 15 some temporal relationshup between the event and the admmstration of the
product and the event 1s unlikely to be explained by the subject’s medical condition or other
therapies.

Probable: The temporal relationship between the event and the adimmstration of the product 1s
compelling, and the subject’s medical condition and other therapies cannot explain the event.

Definite: The event follows a reasonable temporal sequence from administration of the
medication or follows a known or suspected response pattern to the medication.

The categones of defimte, probable, and possible will be considered investigational product
related with regards to summary statistics.

AE Actions and Outcomes: For each AE that 1s reported the actions taken with respect to study
drug including: 1) none, 2) study drug discontinued, or 3) study drug interrupted will be recorded
on the AE CRF. Also, outcomes will also be recorded including: 1) Fatal; 2) Resolved without
sequelae; 3) Resolved with sequelae; 4) Ongoing, and 5) Unknown. If the AE requred any
treatment, this will also be recorded.

Serious Adverse Events (SAE): An AE or suspected adverse reaction is considered “serious™ if,
in the view of either the PI or Sponsor, 1t results in any of the following outcomes:

e Death

o Life-threatening adverse event
s Inpatient hospitalization or prolongation of existing hospitalization

s Persistent or sigmficant incapacity or substantial disruption of the ability to conduct
normal life fimctions

e Is an important medical event that may not result in death, be life threatemng, or
require hospitalization, but based on appropnate medical judgment may jeopardize
the subject and may require medical or surgical intervention to prevent one of the
outcomes listed above.

Solicited Adverse Events: Solicited AEs will be those AEs that occur for up to 3 days after each
vaccination. The severity rating scale in Table B will be provided to the subject, to assess the
seventy of solicited AEs recorded in the diary. At the diary review, if any items are checked, a
clinician will review these with the subject to confirm that the appropriate severity rating was
selected.

Table B: Severity Rating Scale for Solicited Adverse Events

Adverse Event Grade O Grade 1 Grade 2 Grade 3

Injection site MNone 15-5cm 51—10 cm > 10 cm

redness

Urticaria or other None Mo interference with Some interference with Significant; prevents
rash activity activity daly activity
Injection site None No interference with Some mterference with Sigmificant; prevents
Statistical Analvsis Plan Protocol ABO-TET-00 Version 1.0 10
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Adverse Event Grade 0 Grade 1 Grade 2 Grade 3
tenderness pain activity activity daly activity
Injection site None 25 —5cm and does 5.1 =10 an or mterferes > 10 cm or prevents
swelling naot interfere with with activity daly activity
actvity
Fever MNone 1004 —-101.1 101.2-102.0 102.1-104
Headache MNone Mo interference with Fepeated use of Significant; any use
activity nonnarcotic pain reliever > | ofnarcotic pain
24 hours or some reliever or prevents
wterference wath activty daly actiwvity
Nausea/vomiting Mone Mo interference with Some interference with Prevents daily
activity or 1 — 2 activity or > 2 episodes/24 | activity, requires
episodes/24 hours hours outpatient I'V
hydration
Chills, fatigue, joint | None Mo interference with Some interference with Significant; prevents
pan malaise, muscle activity activity daly activity
wealkness (myalgia)
5.2. Efficacy Endpoints

When plasmapheresis is scheduled during one of the clinical protocol monthly study visits, a
sample of the plasma collected during plasmapheresis will be collected. Samples will be stored at
< -20°C until tested and will be tested throughout the study shortly after collection. Tetanus
antibody responses will be measured at a central laboratory using an enzyme-linked
immunosorbent assay (ELISA) [VaccZyme Tetanus Toxoid IgG — Binding Site] and expressed
as international umits per mL (TU/mL).

3.3.

Baseline and Other Assessinents

A complete medical history and demography (gender, age, race, and ethnicity) will be collected
at the screemng visit. Medications being taken by the subject in the 7-day period prior to the first
vaccination through the completion of the study along with complete immumzation history wall
be recorded and reported on an eCRF.

Vitals signs, full physical examinations and hematocrit and total protein determinations as part of
the routine plasmapheresis will be assessed dunng pre-donation screemng.

Infectious disease testing will be performed on all plasma samples collected from plasma
donations and if a subject is positive for any of these infectious diseases, they will be taken off
study. In addition, RPR (syplulis test) 1s performed every 4 months. If the subject 1s a first time
donor, they must have two sequential plasma donations that are negative for the following
infectious diseases to be eligible for plasmapheresis: Anti-HIV-1/2, HBsAg, Anti-HCV,
SPE/RPR, Indirect Coombs, and PCR testing for HIV-1, HBV and HCV, HAV, and Parvovirus

B19.

An eligibility checklist will be completed at screening. If the subject is not eligible for the study,
a Reasons Not Eligible eCRF wall be completed.

Statistical Analvsis Plan Protocol ABO-TET-00 Version 1.0
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A blood sample will also be collected for a serum creatinine test. These tests will be performed
to monitor for the possible development of immune complex-mediated glomerular disease.

Anti-diphthena antibody levels wall be measured at a central laboratory using the EUROIMMUN
Anti-Diphtheria Toxoid ELISA (IgG). High anti-diphtheria titers will be assessed for an
association with an increase in reactogenicity. An FDA cleared urine pregnancy test for -human
chorionic gonadotropin will be performed on women of childbeaning potential before each study
vaccination that must be negative to remain eligible.

6. Hypotheses to be Tested

Hypothesis tests will be performed in order to determmne 1f there 15 an association between
reactogenicity and anti-diphtheria titers. Null Hypothesis of no association between
reactogenicity and anti-diphtheria titers will be tested on Slope obtained using simple linear
regression analysis at alpha=0.01 using two-sided tests.

7. Sample Size

One hundred eligible subjects ages 18-63 undergoing plasmapheresis will be included in the
study.

8. Data Quality Assurance

Data quality 1s maintained by ensurning accuracy of data, reviewing protocol prior to study start,
auditing data acoording to GCP and periodic site monitoring by sponsor’s designees. Written
instructions will be provided for collection, preparation, and shipment of blood spot samples.

The Sponsor’s designees will review source documents for accuracy and completeness duning
on-site and remote monitoring visits and any discrepancies will be resolved with the PI, as
appropnate.

Sigmificant and/or repeated noncompliance wall be investigated and remedial action instituted
when appropriate. Failure to comply with remedial actions may result in study site termination
and regulatory authonty notification.

9, Statistical Considerations

9.1. General Considerations

Descriptive statistics will be used to present study data. Continuous vanables will be presented
as number of observations (n), mean, standard deviation (SD), median, minimum (min) and
maximun (max) values. Categorical and dichotomous variables will be presented as counts and
percentages. As it 1s expected that titers will not be normally distnbuted, geometric means
(GeoMean) will be used to summarize anti-tetanus and anti-diphtheria antibody titers. All data
will be presented in listings.

Analyses will be done using SAS v9.4.

Statistical Analvsis Plan Protocol ABO-TET-00 Version 1.0 12
Date: Oct 18, 2024



9.2. Participant Accountability and Protocol Deviations

The disposition of all study subjects will be summarized including the total numbers screened,
eligible, enrolled, ITT, both per-protocol sets, withdrawn, and completed. Accountability data
including study termination and reason will be provided in a summary table and listing for all

subjects who were enrolled. A listing of all protocol deviations will be provided.

9.3. Demographics, Pre-donation Screening and Treatment Compliance

Subject demographics which includs age (years), gender, ethmcity and race will be summarized
for the ITT population. Pre-donation screemng for plasmapheresis check includes full physical
exanunations, vital signs, total proteins and hematocnt at each donation, will be summanzed by
visit and listed by subject and wvisit. Compliance with scheduled vaccinations will also be
summarized, mcluding number of doses and total doses of investigational product. Protocol
compliance will be presented as percentages of subjects attending scheduled visits over the
duration of the study.

9.4. Immunizations, Prior and Concomitant Medications

Prior and comcomitant medications will be listed by subject. Medications and treatments with an
end date prior to the first dose of study drug will be considered prior medications and will be
noted in listing. If the date is partial or unknown, then medication will be considered as
concomitant. Any prior immunizations will be listed by subject.

9.5. Analysis of Safety Endpoints

Treatment emergence will be evaluated for all AEs. Treatment-emergent adverse events
(TEAEs) are those that occur on or after the same date and time of first dose of study drug.
TEAEs will be coded using the most recent version of the Medical Dictionary of Regulatory
Affairs (MedDRA) by assigmng a preferred term and wall be grouped by system, organ, and
class (SOC) designation. AEs occurning after each vaccination up to the time of the next
vaccination and separately over the whole study period will be summarized. Separate tables will
be provided for soliated AEs reported within the 3 day penod after each vaccination.

Each AE will be counted once only by preferred term for a given study subject within each post
vaccination time period prior to the next vaccination or up to the 6-month follow-up visit after
the last vaccination. If the same AE ocewrred on multiple occasions, the lughest seventy and
relationship to investigational product will be assumed within each tune period.

The summary tables will include an overall summary of number and percentage of subjects
reporting each TEAE, summary by relationship, summary by seventy will be presented by each
vaccination period and overall.

Listings of each individual AE including start date, stop date, severity, relationship, duration,
outcome, and actions taken will be prowvided.

Reactogenicity is defined as the total count of a set of solicited AEs that are expected after a
vaccine. A regression analysis will be performed with reactogenicity after each vaccination as
the dependent vanable and anti-diphthena titers measured per visit as the independent vanable to
determine if there is an association. Anti-dipthena titer 15 not expected to be normally distributed
and will be natural log transformed. Null Hypothesis of no association between reactogenicity

Statistical Analvsis Plan Protocol ABO-TET-00 Version 1.0 13
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and anti-diphtheria titers will be tested on Slope obtained using simple linear regression analysis.
The null hypothesis states that the slope is equal to zero, and the alternative hypothesis states that
the slope 1s not equal to zero. No adjustment for covaiates will be made. The following SAS
procedure PROC REG may be used.

Proc reg data=data;
Model reactogenicity =log(anti_diptheria_titers);
Run;:

In addition, 2x2 tables will be created with presence or absence of moderate to severe
reactogenicity versus high or not anti-diphtheria titers. Cut points of 75™ percentile of the anti-

diphthena titers will be used to define lngh level. The following SAS procedure PROC FREQ
may be used.

Proc freq data=data;
Table reactogenicity*anti_diptheria_titers/ nopercent nocol;
Run;:

9.6. Clinical Laboratory Data

Laboratory data for serum creatimne levels will be presented as summary statistics by visit as
well as in by-subject data listings. The number and percentage of subjects with serum creatinine
> 1.5 x upper limit of normal and wine indicative for proteinuria (2+) or hematuria (blood = 50

erythrocytes/pl).
9.7. Analysis of Efficacy Endpoints

Tetanus antibody titers (IU/mL) will be presented as geometric mean (GeoMean), minimum and
maximum concentrations after each vaccination at all collection time points. Linear plots of the
geometric mean = Standard errors of Tetanus antibody titers will be provided by each collection
time points.

The numbers and percentages of subjects whose post vaccination anti-tetanus antibody levels are
<5 TU/mL; 25 TU/mL to 10 TU/mL; =10 TU/mL to 15 TU/mL; and =15 TU/mL will be presented
in a table over time. The percentages of subjects in each of these categories will also be
presented in scatter plot over collection time.
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10. Handling of Missing Data and Missing Date
Missing Data will not be imputed.
Missing dates are handled as follows:

s  Missing day: The first day of the month will be used.
s  Missing Month: The first month of the year will be used.

s  Completely missing dates will remain missing, with no imputation applied. Consequently,
time to onset and duration of such events will be missing.

11. Validation of Programming Code

All SAS code used to generate tables, listings, and figures wall be validated and reviewed before
being finalized. The validation process will be used to determine that the numbers are produced
by a statistically valid method and that the execution of the computations 1s correct. Qualified
personnel who have not previously been involved in the production of the oniginal programming
code will perform the validation procedures. Methods of validation include independent
programmmng and companson to data listings. Tables will be reviewed for accuracy, consistency
with this plan, consistency within tables, and consistency with corresponding output. Once
validation is complete, a quality control reviewer will perform a final review of the documents
for accuracy and consistency. Upon completion of validation and quality review procedures, all
documentation will be collected and filed in the study documentation files at Fast-Track.

12. Changes to Planned Analyses

There are no changes between protocol-defined statistical analyses and those presented in this
SAP.
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Table 1: Surmmary of Subject Disposition - All Consented Subjects

Disposition Category Total
Total Consented i
Total Eligihle b
Eligible and Received First Vaccination oo

Daata below isn (%) of eligible

Intention-to-treat (ITT) Population = (x.x)
First Per-protocol (PP1) Population® xx (x.X)
Second Per-protocol (PP2) Popul ation” XX (x.%)

Suly ects tenmunating early®

AE or SAE xx (xx)
Protocol violation xx (x.%)
Subject did not comply with protocol o (x.x)
Continued participation will pose ansk to the subject x (x.%)
Fregnancy o (2.
Subject withdrew participation xx (x.%)
Subject no longer eligible for study participation o (x.x)
Cther x (x.%)

L PP1 conssts of all subjects in the ITT population who received all 5 TdaP vaccinations and completed the 6
months follow-up wnsit after the final vacanation

YPP2 consists of all subjects in the ITT population who receved all five (5) Tdap vaccinations and completed only
one month follow-up visit after the final vaccination.

tSubjects may have been termmnated for more than one reason, thus numbers will not add up to the total numbers of
subjects.

< Program Name: Time and Dare >
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Table2: Demographics and Subject Characteristics

Characteristic ITT PPl PP2
N=xx M= N=xzx

Gender

Male xx (% x%) = (x.x%%) = (x.x%)

Female xx (% x%) = (3% = (xx%)

Age (years at date of consent)

Mean (SD) XXX (x.xx) xxx (xm) X (Xxx)
Median XXX XXX X
Min-Iax (xx —xx) (xx —xx) (xx —xx)
Maximum
Race
Black or African American xx (x.X%) = (xx%) xx (x.x%)
American Indian or Alaskan Native xx (x x%) x (xx%) x (x.x%)
Asian ¥ (% x%) = (2 x%) = (% x%)
Wative Hawatian or Other Pacific Islander xx (2 x%) = (x.x%) m (x.x%)
White xx (% x%) = (2 x%) = (% x%)
OtherUnlm own xx (% x%) = (x.x%%) = (x.x%)
=¥ (% x%) = (2 x%) = (xx%)
Ethnicity
Hispanic or Latino xx (% x%) == (3% = (x.3%)
Not Hispanic or Latino xx (x x%0) o (x.x%) x (x.%%)
Not Reported ¥ (x.x%) w (2.x%) o (X%

<Program Name: Tune and Date>
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Table3: Summary of Protocol and Treatment Compliance

ITT
W=xx
Number of subjects attending trentment visit
Month D =
Month 3 o
Month 6 =
Month 9 b
Month 12 =
Protocol compliance rate®
Month 0 . %%
Month 3 o %%
Month 6 XY
Month 9 oo
Month 12 . %%
Number (%) of Tdap vaccinations per subject per visit
Month 0 wx (xxx%)
Month 3 wx (xx x%)
Month & xx (xx.x%)
Month 9 xx (xx.x%)
Month 12 =X (xx.x%)
Total Tdap vaccination dose (mL) per subject
Mean (SD) ¥xx (X.xx)
Median XX
Min-Iax {30z —xx)

*Protocol compliance 1s presented as percentages of subjects

attending each scheduled treatment wisit.

<Program Name: Time and Dare>
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Table 4: Summary of Plasmapheresis Check by Visit - ITT Population

Visit n (%)
Month 1 Eligible for Flasmapheresis
Tes o (xxx)
Mo, Temporary ¥ (% xx)
Mo, Permanent x= (x.xx)
If “No, Temporary”, Inclusion Critenianot Met
Temperature: 97.0 - 99.5°F X (x.xx)
Blood Pressure: 90 - 180/50 — 90 mmHg ¥ (% xx)
Pulse: 50 - 100 beats/min xx (x.xx)

(List all eriteria not met)

(Repeat for alf
Vigits)

< Program Name: Time and Dare >
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TableS: Summary of Treatment-emergent Adverse Events - ITT Population

Vaccination Number

1 2 3 4 5 Ovwerall
N=xx N=xx N=xx N=xx N=xx N=xx
Number of AEs XX o o o o o
Number of SAEs XX bo:d bo:d bo:d bo:d bo:d
Number of AEs related to vaccine XX o o o o o
Number (%) of subjects wath
Atleastone AE xx (xx%)  xx(xx%)  xxi(xx%)  =xxixx%)  xx(xx%)  xx (xx%)
Atleastone SAE xx (xx%)  =x(xx%)  xx(xx) xx(xx%) xx(xx%) xx (xx%)
At least one AE related to vaccine xx (xx%) xxi(xxde) xxi(xx®)  xxixx%)  xx(xx%) Ix (xx%)
Number of AEs by seventy
Mild XX o o o o o
Moderate 0 o4 o4 o4 o4 o4
HEVEre XX A = A A X
Number of AEs by relationship to study
product XX o4 pind o4 oot b4
Unrelated ¥ wx XX wx wx wx
Unlikely XX i i i i i
Possible xx wr wr wr wr wr
Probable wx o wx wx wx o
Definite
Serious? xx wr wr wr wr wr
Yes * o4 xx xx o4 o4
Mo

Note: AEs occurring after each vaccination up to the time of the next vacanation 15 summanzed. Related o vaccine

means at least possibly relared.

< Program Name: Time and Date >
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Table 6: Summary of Solicited Treatinent-emergent Adverse Events - ITT Population

WVacecination Number

1 2 3 4 5 Owerall
N=xx N=xx N=xx N=xx N=xx N=xx
Number of Solicited TEAEs XX XX o o o o
NMumber of AEs related tovacane 4 XX XX XX XX XX
Number (%) of subjects with
Atleast one soliciated TEAE xx (xx%)  xx(xx%)  xx(xx%) xx(xx%)  xx(xx%)  xx (xx%)
At least one AE related to vaccine xx (xx%)  xx(x %)  xx(xx%) xx(xx%) xxi(xx¥%) xx(xx%)
Number of Solicited TEAEs by seventy
Mild XX XX o o o o
IModerate b4 xX o4 o4 o4 o4
Severe XX XX oo o oo oo
Number of Solicited TEAEs by
relationslup to vaccine vy vy wr wr wr wr
Unrelated wx wx wx wx wx wx
Unlikely XX XX X i i 4.4
Possible wx wx e e e e
Probable XX XX o o o o
Definite

N = Number of Subjects

Mote Solicited AEs reported watlun the 3 days period after each vaconation 1s summanzed.

< Program Name: Time and Date >
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Table 11: Contingency Table of Reactogenicity and Anti-diptheria titers - ITT Population

Vaccination Moderate to Severe Anti-diptheria Titers
Number Reactogenicity High = Yes High = No Total
n (%) 1 (%) n (*5)
1 Present XX (3 X) ¥ (xxx) 0 (3 x)
Absent XX (3 X) xx (X x) XX (3 X)
Total 1% (3 %) xx (xxx)
2 Present XX (3 X) XX (XxX)
Absent XX (XX ¥) X (X1.X)
Total XX (3 X) XX (XxX) XX (3 X)
3 Present ¥ (3 ) xx (xxX) XX (3 x)
Absent XX (%) x (a X)
XX (3 X)
Total XX (3 X) = (x.x)
4 Present XX (%) x (a X)
Ahbsent XX (3. x) ¥ (3 ¥) XX (3 x)
Total XX (3 X) xx (X x) XX (3 X)
s Present xx (X x) xx (x.x)
Absent XX (3 X) xx (X x)
XX (3 X)
Total xx (X x) xx (x.x)
Owverall Present XX (XXX) xx (X x)
Ahbsent xx (XX X) xx (3 %)
Total XX (XXX) xx (X x)

Note Reactogemiaty is defined as the total count of a set of solicited AEs that are expected for up to 3 days after
each vaccination. Cut points of 75% percentile ofthe anti-ciphtheria titers 15 used to define high level.

Percentages are based on total number of parti cpatants at each vacanation.

< Program Name: Time and Dare >
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Table 12: Summary of Serumn Creatinine and Urine Pregnancy Tests - ITT Population

Parameter Month O Month 3 Month 6 Month?®  Month 12
1 (%) 1 (%) 1 (%%) 1 (%) 1 (%)
Serum Creatnine (mg/dL) Low (< 0.50) = (xx) == (xxn xx (xx) wx (xx) = (xx)
High (> 1.20) o (XX xx (%) XX (xx) o (xx) o (x.x)
Pregnancy Test Positive = (xx) XX (2.X) X (xx) wx (X %) w (x %)
Negative = (xx) xx (x.x) xx (xx) = (xx) = (x.x)
Statistical Analvsis Plan Protocol ABO-TET-00 Version 1.0 27
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Table 13: Summary of Anti-tetanus Antibody Titers (IU/mL)

Visit Statistics ITT FP1 PP2
(N=xx) (N=xx) (N=xx)
Screening n XX XX o4
Geometnic Mean (SD) X (Xxx) X (Xxx) XX (x.3xx)
I1n-1 &z (xx x-xx x) (Xxx-mx) (3 X-XXX)
Month 1 n X XX o4
Geometric Mean (SD) ™ ¥ (X XX) X () XX (X3
Mimmum woE woE XXX
M azimum XXX XXX XXX
(Repeat for alf
Vigits)

< Program Name: Time and Daie >
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Date: Oct 18, 2024
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Table 14: Summary of Anti-diphtheria Antibody Titers (IU/mL)

Visit Statistics ITT FP1 PP2
(N=xx) (N=xx) (N=xx)

Screening 1 o o o 4
Geometnic Mean (SD) X (Xxx) . (X XX (x.3xx)
Win-M a (xx x-xx x) (xx x-xx x) (3 XXX X)
1 o o o 4

Month 1 Geometric Mean (SO o x (XXx) X (X)) XX (%)
I1n-1 &z (xx x-xx x) XXz x) (3 X-XXX)

(Repeat for alf

Vigits)

< Program Name: Time and Daie >
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Table 15: Number (%) of Subjects with Post Vaccination by Anti-tetanus Antibody Levels

Visit Anti-tetanus ITT PP1 PP2
Antibody Levels (N=2xx) (N=xx) (N=xx)

Screening <5 IU/mL xxx (xxx) XXX (X XX) 00X ()
Z5to 10 [U/mL xxx (xxx) X% (Xxx) w.x (xxx)
=10to 15 [UMmL xx ¥ (T xx) ¥ (xxx) wrx (xo)
=15 1U/mL xxx (T X (X XEX) oz (xo)

Month 1 <5 [UAmL xxx (xxx) =X (xxEx) wox (2
Z5to 10 [U/mL xxx (xxx) X% (Xxx) w.x (xxx)
2 10to 15 IWmL xx ¥ [z WX (X EX) o X (X
=15 IU/mL *x ¥ (X ) WX (X XX) o (2o

{Repeat for all
vigits)

< Program Name: Time and Date >
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Figure 1: Regression Plot of Reactogenicity versus Anti-diptheria Titers — ITT Population
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Wote Reactogemcity 1s defined as the total count of a set of solicited Aes that are expected for up to 3 days after
each vaccination
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Figure2: Plot of GeoMean (+ SD) of Tetanus Antibody Titers
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Statistical Analvsis Plan Protocol ABO-TET-00 Version 1.0 32
Dyte: Qct 18, 2024



Figure 3: Scatter Plot of Percentage of Subjects with Post Vaccination Anti-tetanus
Antibody Levels — ITT Population
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