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1. PREFACE

The Statistical Analysis Plan (SAP) for “First-in-Human Safety and Immunogenicity Evaluation of an
Intramuscular Campylobacter jejuni Conjugate Vaccine (CJCV2) with and without Army Liposome
Formulation containing QS-21 (ALFQ)” (DMID Protocol 19-0003) describes and expands upon the statistical
information presented in the protocol.

This document describes all planned analyses and provides reasons and justifications for these analyses. It
also includes sample tables, listings, and figures planned for the final analyses. Regarding the final analyses
and Clinical Study Report (CSR), this SAP follows the International Conference on Harmonisation of
Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH) Guidelines, as indicated in
Topic E3 (Structure and Content of Clinical Study Reports), and more generally is consistent with Topic ES
(General Considerations for Clinical Trials) and Topic E9 (Statistical Principles for Clinical Trials). The
structure and content of the SAP provides sufficient detail to meet the requirements identified by the Food and
Drug Administration (FDA) and ICH, while all work planned and reported for this SAP will follow
internationally accepted guidelines published by the American Statistical Association and the Royal Statistical
Society for statistical practice.

This document contains four sections: (1) a review of the study design, (2) general statistical considerations,
(3) comprehensive statistical analysis methods for Immunogenicity and safety outcomes, and (4) a list of
proposed tables and figures. Within the table, figure, and listing mock-ups (Appendix 1, Appendix 2 , and
Appendix 3), references to CSR sections are included. Any deviation from this SAP will be described and
justified in protocol amendments and/or in the CSR, as appropriate. The reader of this SAP is encouraged to
also review the study protocol for details on conduct of the study and the operational aspects of clinical
assessments.
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2. INTRODUCTION

Campylobacter species are among the most common causes of diarrheal disease worldwide with C. jejuni
being the primary species associated with human disease [1]. Campylobacteriosis ranges from hyperendemic
levels (prevalence up to 84.9% in children <1 year of age) in developing regions [2], to sporadic disease in
young adults and infants, in developed countries [3], or traveler's diarrhea in persons from industrialized
countries, including deployed troops, visiting hyperendemic regions [4-7]. Campylobacter is one of the most
severe forms of travelers’ diarrhea with a longer duration, increased numbers of unformed stools, and more
frequent association with abdominal pain, nausea, vomiting and fever in comparison to the other common
causes [3, 5, 7-9]. In addition to the acute effects, Campylobacter infection is associated with a number of
important sequelae, including Guillain-Barré syndrome (GBS), reactive arthritis, irritable bowel syndrome
and, to a lesser extent, inflammatory bowel disease [10-15]. Campylobacter is the most common bacterial
cause of foodborne illnesses in the United States; in 2016 the Centers for Disease Control and Prevention
Foodborne Diseases Active Surveillance Network reported 24,029 foodborne infections, 5,512
hospitalizations, and 98 deaths [3]. Globally, Campylobacter is 1 of the 4 key global causes of diarrheal
diseases [9]. The high incidence of Campylobacter diarrhea, as well as its duration and possible
complications, makes it highly important from a socio-economic perspective. In developing countries,
Campylobacter infections in children under the age of 2 years are especially frequent, sometimes resulting in
death. Until recently, campylobacteriosis has been viewed as a self-limited illness ameliorated by antibiotic
treatment. However, the resistance of Campylobacter to many antibiotics, particularly fluoroquinolones, is
rapidly rising as a single point mutation is sufficient for the development of resistance [16-18]. Thus,
alternative measures to control the infection, including vaccination, are required.

2.1. Purpose of the Analyses

These analyses, which will be included in the clinical study report, will assess the safety and immunogenicity
of CJCV2 [a vaccine comprised of a capsular polysaccharide (CPS) of C. jejuni conjugated to Cross-Reactive
Material 197 (CRMi97)] and whether the adjuvant ALFQ will enhance the immune response without
significantly altering safety of CJCV2.
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3. STUDY OBJECTIVES AND ENDPOINTS

3.1. Study Objectives
Primary
e [Evaluate the safety of the three different doses of IM injection of CJCV2 with and without ALFQ
Secondary
e Evaluate C. jejuni capsule-specific serum IgG responses following vaccination
Exploratory
e Evaluate CRM97-specific serum IgG responses
e Evaluate C. jejuni capsule-specific IgG in antibodies in lymphocyte supernatant (ALS)

e Evaluate C. jejuni capsule-and CRM97-specific serum IgM responses

3.2. Endpoints
Primary
e Occurrence of solicited local and systemic AEs through 7 days after each study vaccination
e Occurrence of vaccine-related unsolicited AEs through 28 days post last vaccination
e Occurrence of serious adverse events (SAEs) through approximately 12 months post last vaccination

e Occurrence of medically attended adverse events (MAAEs), new-onset chronic medical conditions
(NOCMC:s), and potentially immune-mediated medical conditions (PIMMCs) from the time of the
first study vaccination through approximately 12 months (or throughout the period of their study
participation) following the last vaccination

Secondary

e Development of a > 4-fold rise from baseline in C. jejuni capsule-specific IgG serum antibodies at
Days 8, 29, 36, 57, 64, 85 and 113.

e Peak fold rise from baseline in C. jejuni capsule-specific IgG serum antibody titer across Days 8§, 29,
36,57,64,85and 113

e Maximum C. jejuni capsule-specific IgG serum antibody titer across Days 8, 29, 36, 57, 64, 85 and
113

Exploratory

e Development of a > 4-fold rise from baseline in CRM;97-specific IgG serum antibodies at Days 8, 29,
36,57, 64,85 and 113

e Peak fold rise from baseline in CRM;97-specific IgG serum antibody titer across Days 8, 29, 36, 57,
64,85 and 113

e Maximum CRMj¢7-specific IgG serum antibody titer across Days 8, 29, 36, 57, 64, 85 and 113

e Development of a > 4-fold rise from baseline in C. jejuni capsule-specific IgG antibodies in
lymphocyte supernatant at Days 8, 36 and 64
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e Peak fold rise from baseline in C. jejuni capsule-specific IgG antibodies in lymphocyte supernatant
across Days 8, 36 and 64

e Maximum C. jejuni capsule-specific IgG antibodies in lymphocyte supernatant titer across Days 8, 36
and 64

e Development of a > 4-fold rise from baseline in C. jejuni capsule-specific serum IgM at Days 8§, 29,
36, 57,64, 85and 113

e Development of a > 4-fold rise from baseline in CRMi97-specific serum IgM at Days 8, 29, 36, 57, 64,
85 and113

e Peak fold rise from baseline in C. jejuni capsule-specific serum IgM titer across Days 8, 29, 36, 57, 64,
85and 113

e Peak fold rise from baseline in CRM 97-specific serum IgM titer across Days 8, 29, 36, 57, 64, 85 and
113

e Maximum C. jejuni capsule-specific serum IgM titer across Days 8, 29, 36, 57, 64, 85 and 113
e Maximum CRM,g7-specific serum IgM titer across Days 8, 29, 36, 57, 64, 85 and 113

3.3. Study Definitions and Derived Variables

Unless otherwise specified, the baseline value will be defined as the last value obtained prior to the first
vaccination. Vital signs assessed on Day 1 prior to study vaccination will be considered as baseline. Any
medical condition that is present at the time that the participant is screened will be considered as baseline and
will only be reported as an AE if symptoms related to the condition occur with greater frequency and/or
severity after vaccination during the AE reporting period.

Change from baseline is defined as the additive change from baseline, i.e., CHG;; = y;; — Yo wWhere y;; is

the measurement for participant i at time point j and y;, is the measurement for participant i at baseline (prior
to vaccination 1).

Fold-rise (FR) from baseline is defined as the multiplicative change from baseline, i.e., FR;; = i:—” where y;;
io

is the response for participant i at time point j and y;, is the response for participant i at baseline (pre-
vaccination 1). Individual FR values will be reported to 1 decimal place.

The peak titer and peak fold-rise are defined as the maximum value for a participant at any time after the first
vaccination.

A responder is defined as having > 4-fold increase relative to baseline, i.e., FR;; = 4 for participant i at post-

baseline time point j. For serum assays, participants are classified as responders or not at Days 8, 29, 36, 57,
64, 85, and 113; for the ALS assay, participants are classified as responders or not at Days 8, 36, and 64.
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4. INVESTIGATIONAL PLAN

4.1. Overall Study Design and Plan

This is a randomized, double-blind, dose-escalating, outpatient, first-in-human study to test the safety and
immunogenicity of the CJICV2 vaccine with and without adjuvant ALFQ. A total of approximately 60
generally healthy adult participants (males and non-pregnant, non-lactating females) aged 18-50 years
inclusive will be enrolled in 3 cohorts with 20 participants per cohort (Table 1). Each participant will receive
three intramuscular (IM) vaccinations spaced 28 days apart. All participants within a cohort will receive the
same fixed dose of CJCV2 (1 pg, 3 ug, or 10 pg) and will be randomized to receive the vaccinations with or
without the adjuvant ALFQ (200 pg 3D-PHAD® and 100 pg QS-21 in Sorensen’s Phosphate Buffered
Saline) with a 1:1 allocation ratio. The first cohort will receive the lowest dose of CICV2 (1 pg) with or
without ALFQ, the second cohort will receive the next highest dose of CJCV2 (3 pg), and the third cohort
will receive the highest dose of CJCV2 (10 pg).

As this is a first-in human study, there will be six sentinel participants in each of the 3 cohorts. No more than
two sentinels will be dosed per day with a minimum of two hours between dosing. The Safety Review
Committee (SRC) composed of the PI, DMID Medical Monitor, and DMID Medical Officer will review
safety data from the six sentinel participants through 7 days post first vaccination to determine if the rest of
the cohort may be vaccinated. If no safety signal is detected, the remaining 14 participants in the cohort will
be vaccinated. The SRC will also review safety data through Study Day 64 from all participants in Cohort 1
prior to starting enrollment of Cohort 2 at the next highest dose. Similar reviews conducted by the SRC will
occur after the Cohort 2 sentinels receive their first vaccination prior to enrolling the remainder of Cohort 2,
after all Cohort 2 participants have received all vaccinations prior to enrolling the Cohort 3 sentinels, and after
the Cohort 3 sentinels receive their first vaccination prior to enrolling the remainder of Cohort 3.

Additional safety oversight will be conducted by an independent Safety Monitoring Committee (SMC)
composed of at least 3 voting members with appropriate Phase 1 study expertise to evaluate the safety data
from this trial. The SMC will meet prior to study initiation, if a halting rule is met, or if any other safety
concerns are identified during the trial (including but not limited to any concerns noted by the SRC during the
sentinel or dose escalation safety reviews).

A schedule of study procedures is presented in Table 2.

The vaccinations will be performed by unblinded study staff, but the participant, study staff performing any
post-vaccination assessments, and laboratory personnel will be blinded.

This study will utilize direct data entry for data collection, i.e., study staff will enter clinical data directly into
electronic Case Report Forms (eCRFs) in real time. Additional details are in the study Manual of Procedures
(MOP).

4.2. Discussion of Study Design, Including the Choice of Control Groups

Three doses (1 pg, 3 ug and 10 pg) of CICV2 will be evaluated with and without ALFQ; see Section 4.4.2
for discussion of the selection of these doses.

As this is a first-in-human study, interim safety reviews occurring after 6 sentinel participants in each cohort
and before dose escalation in the next cohort are conducted to minimize risks to participants.

This trial does not use a placebo control as the goal is to study safety and reactogenicity of the study vaccine
with and without ALFQ.
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4.3. Selection of Study Population

Cohort 1 was enrolled under protocol v4.0 (25MAY2022), and Cohorts 2 and 3 were enrolled under protocol
v6.0 (08MAY2023); the full list of inclusion and exclusion criteria can be found in the specified versions of
the protocol. The inclusion and exclusion criteria were updated between the enrollment of Cohort 1 and
Cohort 2 to be less restrictive. The major differences are listed below:

e The inclusion criteria in v4.0 required a Body Mass Index (BMI) < 36; this was changed to BMI <40
in v6.0.

e The exclusion criteria in v4.0 excluded participants with “documented family history of auto-immune
conditions”; this was changed to “documented history of auto-immune conditions in a first-degree
relative” in v6.0.

e The exclusion criteria in v4.0 excluded participants with “travel to countries with high Campylobacter
rates (to include Asia, Africa, and Central and South America) within two years prior to dosing.” This
exclusion criterion was removed in v6.0.

4.4. Treatments

4.4.1. Treatments Administered

The investigational products are the vaccine CJCV2 and the adjuvant ALFQ. CJCV2 is a purified HS23/36
CPS of Campylobacter jejuni conjugated to CRM197. ALFQ consists of two active components, a synthetic
monophosphoryl lipid A, 3D-PHAD¢, and QS-21, a purified saponin extracted from the bark of the Quillaja
saponaria tree.

4.4.2. Identity of Investigational Product(s)
CICV2

The vaccine to be evaluated in the current project is a C. jejuni capsule conjugate vaccine named CJCV2
produced from an engineered mutant of 81-176 that is lacking an enzyme responsible for the production of a
lipooligosaccharide that could potentially trigger GBS. In contrast to the strain used for CICV1 (which was
made from strain 3208), a natural variant of 3208 (named 3208.1) was selected that presents the two O-methyl
phosphoramidate (MeOPN) transferases in the "on" status to ensure that there is an optimum amount of
MeOPN on the capsule. The CPS is conjugated to CRM 97, a non-toxic mutant protein of diphtheria toxin at a
CPS: CRM97 ratio of 2:1. The CJCV2 vaccine product was manufactured at Inventprise LLC (Redmond,
Washington) with final fill and finish completed by The University of lowa Pharmaceuticals (Iowa City,
Iowa), both performed under current Good Manufacturing Practices (cGMP) conditions.

ALFQ

ALFQ is composed of ALF55, QS-21, and Sorensen’s Phosphate Buffer. ALF55 is a cGMP-manufactured
Army Liposome Formulation containing the phospholipids dimyristoyl phosphatidyl choline and dimyristoyl
phosphatidyl glycerol, 3D-PHAD® and 55% cholesterol. Cholesterol serves as a structural lipid and binds to
QS-21. QS-21 is a purified saponin extracted from the bark of the Quillaja saponaria tree. ALFQ was
manufactured at the Walter Reid Army Institute for Research Pilot Bioproduction Facility (Silver Spring,
Maryland).
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Formulations

The sterile lyophilized CJCV2 product is to be reconstituted in 1 mL of sterile water for injection. The
resuspended CJCV2 product will be diluted with sterile 0.9% Sodium Chloride for Injection, United States
Pharmacopeia (USP) to a bulk 2x CJCV2 working solution (Cohort 1: 2 pg/mL, Cohort 2: 6 pg/mL or Cohort
3: 20 pg/mL).

For participant-specific formulation, a total of 0.6 mL of the bulk 2x CJCV2 working solution will be
transferred and mixed with a vial containing 0.6 mL of the adjuvant ALFQ or 0.6 mL of sterile 0.9% Sodium
Chloride for Injection, USP to prepare 1.2 mL of a final 1x CJCV2 formulation (Cohort 1: 1 pg/mL, Cohort 2:
3 pg/mL or Cohort 3: 10 pg/mL). One milliliter will be drawn into a syringe to be injected intramuscularly to
achieve the final quantity of deliverable active CJICV2 component as described above and the full dose of
ALFQ (200 pg 3D-PHADe, 100 pg QS-21) in participants receiving the adjuvant plus CJCV2. Further details
of formulation and administration are included in the study MOP.

4.4.3. Method of Assigning Participants to Treatment Groups (Randomization)

Enrollment/randomization was performed through the enrollment module in the electronic data capture
system maintained by the SDCC (Statistical and Data Coordinating Center).

Eligible participants were randomized and assigned in a 1:1 ratio to CJICV2:CICV2+ALFQ. The
randomization used a block randomization scheme with random block sizes and was stratified by cohort.

4.4.4. Selection of Doses in the Study

The doses of CJCV2 were selected because 1 pg is thought to be the lowest dose that will stimulate an
immune response, 3 pug is likely to stimulate an effective immune response, and 10 pg is the highest dose that
would be practical to use in a multivalent vaccine (the long-term plan for a vaccine against Campylobacter).
The three-dose regimen and use of ALFQ was based on previous evaluation of a 1% generation
Campylobacter vaccine named CJCV1 which demonstrated that 2 doses of vaccine using aluminum
hydroxide as an adjuvant was safe, but immunogenicity was poor.

4.4.5. Selection and Timing of Dose for Each Participant

All participants will receive three doses of vaccine on Days 1, 29, and 57. A fixed dose of CJCV2 will be used
for each cohort: 1 pg in Cohort 1, 3 pg in Cohort 2, and 10 pg in Cohort 3. Any participant assigned to
receive ALFQ will receive the same fixed dose (200 pg 3D-PHAD and 100 pug QS-21). Participants in each
cohort will be randomized using a 1:1 allocation ratio to receive either CJCV2 alone or CJCV2+ALFQ.

Sentinels will be dosed at least two hours apart with no more than two sentinels per day vaccinated.

Between the time of vaccination of the first six sentinels to 7 days after enrollment of the last sentinels, no
new participants will be vaccinated, but screening may continue.

4.4.6. Blinding

This is a double-blind study. The CJCV2 vaccine with or without ALFQ will be prepared by the unblinded
site pharmacist and will be administered by an unblinded vaccinator. Vaccination will be the only activity
performed by the unblinded vaccinator. The unblinded vaccinator will transport the prepared vaccination in a
dark colored UV split top bag to maintain the blind. Participants, investigators, study personnel performing
any study-related assessments following study vaccine administration, and laboratory personnel performing
antibody assays will be blinded to whether the participant received CJCV2 alone or CICV2+ALFQ.
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The randomization scheme will be generated by the SDCC and provided to unblinded study personnel
performing study vaccination preparations.

The SMC may receive data in aggregate and presented by treatment group, but without the treatment group
identified. The SMC may be unblinded to individual study treatment assignments of participants, as needed to
adequately assess safety issues. The SRC may be unblinded to individual study treatment assignments of
sentinel participants only, as needed to adequately assess safety before proceeding to enroll non-sentinel
participants.

4.4.7. Prior and Concomitant Therapy

Administration of any medications or non-study vaccines will be documented in the appropriate eCRF. All
concomitant medications taken in the 30 days prior to study enrollment through 28 days following last
vaccination or early termination, whichever occurs first, will be recorded. All concomitant medications
associated with SAEs, MAAEs, NOCMCs, and PIMMCs through the assessment period for these events will
be recorded.

All prescription and over-the-counter medications as well as vitamins and supplements will be recorded.

Assessment of eligibility also will include a review of permitted and prohibited medications (per the exclusion
criteria).

Use of new medications should prompt evaluation for the presence of an AE or new chronic medical
condition.

Medications which may interfere with the evaluation of the investigational product should not be used unless
absolutely necessary. Medications or treatments which are prohibited are listed in the exclusion criteria.

4.4.8. Treatment Compliance

All participants are to receive 3 doses of study product administered in the clinic. Participants will be directly
observed at the time of dosing by a member of the clinical research team who is delegated to administer the
study product, and administration of study product will be documented in the appropriate eCRF.

4.5. Immunogenicity and Safety Variables

4.5.1 Safety Variables

Safety was assessed through collection of solicited and unsolicited adverse events (AEs) and clinical safety
laboratory evaluations.

Adverse Events

ICH E6 defines an AE as any untoward medical occurrence in a patient or clinical investigation participant
administered a pharmaceutical product, regardless of its causal relationship to the study treatment. FDA
defines an AE as any untoward medical occurrence associated with the use of a drug in humans, whether
considered drug related.

An AE can therefore be any unfavorable and unintended sign (including an abnormal laboratory finding),
symptom, or disease temporally associated with the use of medicinal (investigational) product. The
occurrence of an AE may come to the attention of study personnel during study visits and interviews of a
study recipient presenting for medical care, or upon review by a study monitor.
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All AEs will be captured on the appropriate eCRF. Information to be collected for AEs includes event
description, date of onset, and assessment of severity, relationship to study product and alternate etiology
(assessed only by those with the training and authority to make a diagnosis and listed on the Form FDA 1572
as an investigator/sub-investigator), date of resolution, seriousness, and outcome. The severity, relatedness,
and seriousness of AEs will be determined using the following definitions and guidelines.

The severity of AEs will be assessed by the investigator using a protocol-defined grading system (Table 5,
Table 6, and Table 7). For events not included in the protocol-defined grading system, the following
guidelines will be used to quantify severity:

e Mild (Grade 1): Events that are usually transient and may require only minimal or no treatment or
therapeutic intervention and generally do not interfere with the participant’s usual activities of daily
living.

e Moderate (Grade 2): Events that are usually alleviated with additional specific therapeutic
intervention. The event interferes with usual activities of daily living, causing discomfort but poses no
significant or permanent risk of harm to the research participant.

e Severe (Grade 3): Events interrupt usual activities of daily living, or significantly affects clinical
status, or may require intensive therapeutic intervention. Severe events are usually incapacitating.

The assessment of the AE’s relationship to study product will be done by the study clinician licensed to make
medical diagnoses and listed on the Form FDA 1572 as the site PI or sub-investigator. Whether the AE is
related or not, is not a factor in determining what is or is not reported in this trial. If there is any doubt as to
whether a clinical observation is an AE, the event should be reported. In a clinical trial, the study product
must always be suspect. The relationship to study product will be assessed for AEs using the terms related or
not related:

e Related — There is a reasonable possibility that the study product caused the AE. Reasonable
possibility means that there is evidence to suggest a causal relationship between the study product and
the AE.

e Not Related — There is not a reasonable possibility that the administration of the study product caused
the event.

An AE or suspected adverse reaction is considered a Serious Adverse Event (SAE) if, in the view of either the
site PI or sponsor, it results in any of the following outcomes:

e death,

o alife-threatening adverse event, Note: An AE is considered “life-threatening” if, in the view of either
the site PI or sponsor, its occurrence places the patient or participant at immediate risk of death. It
does not include an AE that, had it occurred in a more severe form, might have caused death.

e inpatient hospitalization or prolongation of existing hospitalization,

e a persistent or significant incapacity or substantial disruption of the ability to conduct normal life
functions,

e acongenital anomaly/birth defect.

e Important medical events that may not result in death, be life-threatening, or require hospitalizations
may be considered serious when, based upon appropriate medical judgment they may jeopardize the
patient or participant and may require medical or surgical intervention to prevent one of the outcomes
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listed in this definition. Examples of such medical events include allergic bronchospasm requiring
intensive treatment in an emergency room or at home, blood dyscrasias or convulsions that do not
result in inpatient hospitalization, or the development of drug dependency or drug abuse.

A SUSAR is an adverse event reaction that meets all three of the following criteria:
e Serious
e Unexpected

o Unexpected event means an event unforeseen by the researcher or the participant, in terms of
nature, severity, or frequency, and is not listed in the Investigator’s Brochure, package insert,
and/or summary of product characteristics.

e At least possibly related to the study product.

NOCMC:s are defined as any new ICD-10 diagnosis that is applied to the participant during the duration of the
study, after receipt of the study agent, that is expected to continue for at least 3 months and requires continued
health care intervention.

MAAE:s are any unsolicited AE for which a participant received medical attention, defined as hospitalization,
an ER visit, or an otherwise unscheduled visit to or from medical personnel.

PIMMC:s constitute a group of AEs that includes diseases which are clearly autoimmune in etiology and other
inflammatory and/or neurologic disorders which may or may not have autoimmune etiologies. A list of
qualifying conditions is in Appendix C of the protocol [v6.0, 08MAY?2023].

Any medical condition that is present at the time that the participant is screened will be considered as baseline
and not reported as an AE. However, if the severity of any pre-existing medical condition increases, it should
be recorded as an AE.

Solicited adverse events are AEs that are common and known or expected to occur following the
administration of the study product. Participants will be assessed for solicited AEs prior to and 30 minutes
after each vaccine administration prior to the participant leaving the clinic. On the day of vaccination,
participants will receive a thermometer and instructions to complete an e-memory aid to record symptoms for
7 days following each vaccination. The participant e-memory aid will be reviewed with the participant at
study visits 48 hours and 7 days after each vaccination (Study Visits 02, 03, 06, 07, 10, and 11). Any
symptoms still present after the solicited event collection period (Study Days 1-8 for first vaccination, Study
Days 29-36 for second vaccination, and Study Days 57-64 for third vaccination) will continue to be followed
until resolution or determined to be stable per investigator. Solicited events will be graded using the Toxicity
Grading Scales in Table 5; for quantitative measurements of local injection site reactions, the grading scale
classifications of “Small”, “Medium”, and “Large” will be presented as “Mild”, “Moderate”, and “Severe”
respectively for consistency with other AEs.

e Solicited (local injection site) events listed for this protocol include qualitative measurements of pain,
tenderness, ecchymosis, erythema, and induration/edema and quantitative measurements of
ecchymosis, erythema, and induration/edema.

e Solicited (systemic) events listed in this protocol include fever (elevated oral temperature),
feverishness, fatigue, malaise, myalgia, arthralgia, headache, nausea, and vomiting.

Unsolicited adverse events will be collected starting after the first vaccination through 28 Days after the last
vaccination. SAEs, MAAEs, NOCMCs, and PIMMCs will be collected starting after the first vaccination
through the final study visit.
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Vital Signs

Per the MOP Appendix B, vital signs that meet the protocol-defined toxicity grading scale (Table 6) and
represent a worsening condition from baseline are reported as an unsolicited AE with the exception of
temperatures collected from the time of vaccination through 7 days post vaccination for each vaccination
which will be reported as solicited AEs.

The last measurement prior to receiving the first vaccination for each parameter will be considered baseline.
Laboratory Safety Evaluations

Hematology laboratory measurements include WBC (white blood cells), Hgb (hemoglobin), platelet count,
and absolute neutrophil count (ANC). Chemistry laboratory measurements include sodium, potassium,
creatinine, Total bilirubin, and alanine aminotransferase (ALT). Chemistry and hematology assessments
occurred at screening and 7 days post each vaccination (Study Visits 00, 03, 07, and 11); these assessments
were also performed at unscheduled and early termination visits as indicated. The severity of laboratory AEs
are graded using the protocol-defined scale in Table 7.

The last measurement prior to receiving the first vaccination for each parameter will be considered baseline.
4.5.2 Immunogenicity Variables

Serum from blood collected at Days 1, 8, 29, 36, 57, 64, 85, and 113 will be analyzed using an enzyme-linked
immunosorbent assay (ELISA) to measure C. jejuni capsule-specific IgG serum antibody titers, CRM97-
specific IgG serum antibody titers, C. jejuni capsule-specific [gM serum antibody titers, and CRM97-specific
IgM serum antibody titers.

PBMC:s (Peripheral Blood Mononuclear Cells) collected at Days 1, 8, 36, and 64 will be analyzed using
ELISA to measure C. jejuni capsule-specific I[gG ALS (Antibodies in Lymphocyte Supernatant).

Immunogenicity specimens (serum or PBMCs) collected at supplemental visits because the specimen was not
collected at the main study visit will still be considered for inclusion in analyses based on study visit window.

All immunogenicity variables will be reported by the laboratory in logio titers and will be converted to titers
prior to any analysis. The conversion will be done when generating analysis datasets, and the converted result
in titers will be rounded to the nearest whole number for analysis and reporting.
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3. SAMPLE SIZE CONSIDERATIONS

Sixty (60) participants will be enrolled (20 per cohort). The sample size for each cohort was chosen based on
the number of participants deemed appropriate for a first-in-human Phase 1 study. Given the small number of
participants per group, the precision of our estimate for adverse events is limited. For example, using an exact
binomial interval for no observed adverse events within the 10 participants per group yields a 95% confidence
interval (CI) of 0-31% (Clopper-Pearson) (Table 3). Follow-on studies evaluating seemingly safe and
immunogenic doses will be required with larger numbers of volunteers in order to better define the safety
profile.
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6. GENERAL STATISTICAL CONSIDERATIONS

6.1. General Principles

Continuous variables will be summarized using appropriate descriptive statistics such as n (non-missing
sample size), mean/geometric mean, standard deviation, median, maximum, and minimum. The number (n)
and percentages (%; based on the non-missing sample size) of observed levels will be reported for all
categorical measures. In general, all data will be listed, sorted by treatment group and participant, and when
appropriate by visit number within participant. All summary tables will be structured with a column for each
treatment in the order (1pg CJCV2, 1ug CJICV2+ALFQ, 3ug CICV2, 3ug CJCV2+ALFQ, 10ug CICV2,
10ug CJCV2+ALFQ) and will be annotated with the total population size relevant to that table/treatment
group, including any missing observations.

Confidence intervals for Geometric Mean Titer (GMT) and Geometric Mean Fold-Rise (GMFR) will be
calculated using a student’s t distribution. Confidence intervals for proportions of participants will be exact
Cls using the Clopper-Pearson method.

6.2. Timing of Analyses

The final analysis will be performed after database lock.

6.3. Analysis Populations

The composition of analysis populations, including reasons for participant exclusion will be presented by
treatment group and overall (Table 9). A listing of all participants and visits excluded from the analysis
populations will be provided (Listing 5).

6.3.1. Safety Population

The Safety Population includes all participants who received at least one dose of study vaccination.
Participants will be analyzed according to actual study product received.

6.3.2. Full Immunogenicity Population

The Full Immunogenicity Population consists of all participants who received any study product and
contributed both pre- and at least one post-study vaccination blood samples for immunogenicity testing for
which valid results were reported. Participants will be analyzed according to actual study product received.
6.3.3. Per Protocol Immunogenicity Population

The Per Protocol (PP) Immunogenicity Population includes all participants in the Full Immunogenicity
Population with the following exclusions:

e Data from all available visits for participants found to be ineligible at baseline.
e Data from all visits after major protocol deviations, such as:

o Receipt of an incorrect study vaccination.

o Second or third vaccination not received.

o Second or third vaccination received out of window.

o Receipt of any of the following:
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= Licensed, live vaccine within 30 days of any vaccination.
= Licensed, inactivated vaccine within 14 days of any vaccination.
= Investigational products at any time during study period.

e Data from any visit that occurs out of window.

All protocol deviations will undergo a review prior to database lock, blinded to outcome value to determine if
the affected visit and any subsequent visits will be excluded from the PP Immunogenicity Population for the
affected participant(s).

6.4. Covariates and Subgroups

The protocol does not define any formal subgroup analyses, and the study is not adequately powered to
perform subgroup analyses.

6.5. Missing Data

All attempts will be made to collect all data per protocol. As missing data are expected to be minimal, no
imputation will be performed for missing values. Any data point that appears to be erroneous or inexplicable
based on clinical judgment will be investigated as a possible outlier. If data points are identified as outliers,
sensitivity analyses will be performed to examine the impact of including or excluding the outliers. Any
substantive differences in these analyses will be reported.

All immunogenicity variables have a lower limit of quantification (LLOQ). Results that are <LLOQ will be
imputed as the limit of detection (LOD) in calculations of summary statistics in tabular and graphical
displays. The CRM97-specific IgG and IgM assays have a 3-fold titration series, so the imputed value will be
LOD = 1/3*LLOQ. The C. jejuni capsule-specific serum IgG and IgM and ALS IgG assays have a 2-fold
titration series, so the imputed value will be LOD = 2*LLOQ. Imputed values will be rounded to the nearest
whole number for consistency with conversion of results from log;o titer to titer. The number of results
<LLOQ will be reported in tabular summaries.

LLOQ
Imputed Titer

Immune Response Logio Titer Titer when <LLOQ
C. Jejuni Capsule-specific
IgG Serum Antibody 2.30 200 100
C. Jejuni Capsule-specific
IgM Serum Antibody 2.30 200 100
CRM97-specific IgG
Serum Antibody 3:00 1000 333
CRM97-specific IgM
Serum Antibody 2.00 100 33
C. Jejuni Capsule-specific
IeG ALS Antibody 0.70 > 3
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6.6. Interim Analyses and Data Monitoring

No formal statistical interim analysis based on the safety data is planned. The SRC will review safety data
through seven days after the last sentinel participant is vaccinated before proceeding to vaccinate additional
participants in each cohort. The SRC will review safety data, which may include solicited and unsolicited
AE/SAEs, concomitant medications, clinical laboratory values, vital signs, and any physical examinations,
through Day 64 for each cohort prior to dose escalation.

No interim immunogenicity review is planned.

6.7. Multicenter Studies
Not applicable. This is a single center study.

6.8. Multiple Comparisons/Multiplicity

The primary outcome is descriptive. No testing or adjustments for multiple testing are planned.
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7. STUDY PARTICIPANTS

7.1. Disposition of Participants
Table 11 will present a summary of the reasons that participants were screened but not enrolled.

The composition of analysis populations, including reasons for participant or visit exclusion, by treatment
group, will be presented in Table 9.

The disposition of participants in the study including the number of participants screened,
enrolled/randomized, receiving vaccination 1, receiving vaccination 2, receiving vaccination 3, completing
the final blood draw, completing follow-up, and contributing both pre- and at least 1 post-vaccination blood
sample will be tabulated by treatment group (Table 8).

A flow diagram showing the disposition of study participants, adapted from the CONSORT Statement [19]
will be included (Figure 1). This figure will present the number of participants screened, enrolled,
discontinued, terminated early (including lost to follow-up), and analyzed, by treatment group.

A listing of participants who discontinued vaccinations or terminated from study follow-up and the reason
will be included in Listing 2.

7.2. Protocol Deviations
All protocol deviations will be classified as major or minor using the definitions below.

e Major Deviation — A deviation from the Institutional Review Board-approved protocol documents that
have, or may have the potential to, negatively impact the rights, welfare, or safety of the participant, or
to substantially negatively impact the scientific integrity or validity of the study.

e Minor Deviation — A deviation that does not have the potential to negatively impact the rights, safety,
or welfare of participants or others, or the scientific integrity or validity of the study.

Prior to database lock, the SDCC will provide a listing of all protocol deviations with an initial classification
of major or minor to DMID who will review and make final determinations to be included in the database
lock.

A summary of participant-specific protocol deviations will be presented by deviation category, deviation type,
and treatment group for all participants (Table 4). All participant-specific protocol deviations and non-
participant-specific protocol deviations will be presented in data listings (Listing 3 and Listing 4,
respectively).
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8. EFFICACY EVALUATION
Not applicable.
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9. SAFETY EVALUATION

9.1. Demographic and Other Baseline Characteristics
All summaries and analysis of safety data will be presented for the Safety Population.

Summaries of categorical (sex, ethnicity, and race) and continuous (age, height, weight, and BMI)
demographic variables will be presented by treatment group and overall (Table 12 and Table 13 respectively).
Ethnicity is categorized as “Hispanic or Latino” or “Not Hispanic or Latino”. In accordance with NIH
reporting policy, participants may self-designate as belonging to more than one race or may refuse to identify
a race, the latter reflected in the eCRF as “No” to each racial option.

Individual participant demographics and baseline characteristics are included in Listing 6.

9.1.1. Prior and Concurrent Medical Conditions

All current illnesses and past pre-existing medical conditions will be coded using the Medical Dictionary for
Regulatory Activities (MedDRA®™) dictionary version 27.0 or higher.

Summaries of participants’ pre-existing medical conditions will be presented by MedDRA SOC and treatment
group (Table 14).

Individual participant listings of pre-existing and concurrent medical conditions will be presented (Listing 7).

9.1.2. Prior and Concomitant Medications

Medications (prescription and over-the counter) and non-study vaccinations taken 30 days prior to enrollment
through 28 days after the final vaccination or early termination, whichever occurs first, will be classified using
the World Health Organization (WHO) Drug Dictionary (March 2024) Anatomical Therapeutic Chemical
(ATC) Classification Levels 1 and 2 and summarized by treatment group and overall (Table 98).

Individual participant listings of all prior and concomitant medications will be presented (Listing 16).

9.2. Measurements of Treatment Compliance

The number participants receiving at least one vaccination, as well as those receiving all scheduled
vaccinations, will be presented by treatment group as part of the participant disposition table (Table 8).

Table 10 presents the dates of first vaccination by treatment group and overall. A listing of participants
receiving investigational product will be presented in Listing 1.

9.3. Adverse Events

When calculating the incidence of adverse events (i.e., on a per participant basis), each participant will only
be counted once per AE using the event with maximum severity and any repetitions of adverse events within a
participant will be ignored; the denominator will be the total number of participants receiving the specified
vaccination. All unsolicited adverse events reported will be included in Listing 11.

An overall summary of adverse events will be presented in Table 30. A table of all SAEs and non-serious AEs
occurring in at least 5% of participants in any treatment group will be presented by MedDRA SOC and PT
and treatment group in Table 31.
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9.3.1. Solicited Events and Symptoms

Temperatures collected on the Vital Signs eCRF within 7 days following vaccination will be considered
towards the solicited AE of fever and will be included in all tables, figures, and listings summarizing solicited
AEs.

The number and percentage with 95% CI of participants reporting at least one solicited adverse event of at
least mild severity within 7 days following vaccination will be summarized for each solicited symptom, any
systemic symptom, any local symptom, and any symptom following each vaccination and following any
vaccination for Cohort 1 (Table 32), Cohort 2 (Table 33), and Cohort 3 (Table 34). The 95% CI will be
calculated using Clopper-Pearson methodology from a binomial distribution (SAS Proc Freq with a binomial
option).

For each systemic and local symptom, any systemic symptom, any local symptom, and any solicited
symptom, the number and percentage of participants reporting the symptom will be summarized by severity
for each day and maximum severity within 7 days after each vaccination for Cohort 1 for vaccination 1
(Table 35), vaccination 2 (Table 36), vaccination 3 (Table 37), and any vaccination (Table 38). Analogous
tables for each vaccination and any vaccination will be presented for Cohort 2 (Table 39, Table 40, Table 41,
and Table 42) and Cohort 3 (Table 43, Table 44, Table 45, and Table 46). For each event the denominator is
the number of participants with non-missing data for the specific event.

The percentage of participants reporting any solicited systemic symptom will be summarized graphically in a
bar chart by maximum severity, day post vaccination, and vaccination group for each vaccination (Figure 32,
Figure 33, and Figure 34) and for all vaccinations combined (Figure 35). Analogous figures will be presented
for any solicited local symptom (Figure 36, Figure 37, Figure 38, and Figure 39).

The percentage of participants experiencing each solicited symptom within 7 days of vaccination will be
summarized in a bar chart by maximum severity and treatment group for each vaccination (Figure 40, Figure
41, and Figure 42) and for all vaccinations combined (Figure 43).

All solicited adverse events will be presented by participant in Listing 9 for systemic symptoms and Listing
10 for local symptoms.

9.3.2. Unsolicited Adverse Events

The number and percentage with 95% CI of participants reporting at least one unsolicited adverse event along
with the total frequency of unsolicited adverse events will be summarized by MedDRA SOC and PT,
vaccination, and treatment group for each cohort (Table 47 for Cohort 1, Table 48 for Cohort 2, and Table 49
for Cohort 3). Denominators for percentages are the number of participants who received the vaccination
being summarized.

The number and percentage of participants experiencing unsolicited adverse events along with the frequency
of events will be reported by MedDRA SOC and PT, relationship, severity, and treatment group for Cohort 1
for each vaccination (Table 50, Table 51, and Table 52) and any vaccination (Table 53). Analogous tables will
be presented for Cohort 2 (Table 54, Table 55, Table 56, and Table 57) and Cohort 3 (Table 58, Table 59,
Table 60, and Table 61).

Bar charts will graphically display the frequency of related unsolicited adverse events by MedDRA SOC,
severity, and treatment group for each vaccination (Figure 44, Figure 45, and Figure 46) and any vaccination
(Figure 47). Analogous bar charts will display the incidence of related unsolicited adverse events (Figure 48,
Figure 49, Figure 50, and Figure 51).
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Listings of individual events including participant ID, AE description, associated vaccination, onset and
duration of AE, severity, relationship (and alternate etiology if Not Related), action taken with study
vaccinations, outcome, and MedDRA SOC and PT will be provided for non-serious unsolicited AEs of
moderate or greater severity (Table 63).

All reported unsolicited adverse events will be presented in Listing 11.

9.4. Deaths, Serious Adverse Events and other Significant Adverse Events

The following listings will be presented including participant ID, AE description, associated vaccination, AE
onset and duration, reason reported as an SAE (for SAEs only), severity, relationship to study vaccine (and
alternative etiology if Not Related), action taken with study vaccinations, outcome, and MedDRA SOC and
PT:

e Deaths and other Serious Adverse Events (Table 62).
e Medically Attended Adverse Events (MAAEs), New Onset Chronic Medical Conditions (NOCMCs),
and Potentially Immune-Mediated Medical Conditions (PIMMCs) (Table 64).

9.5. Pregnancies

For any participants in the Safety population who become pregnant during the study, every attempt will be
made to follow these participants to completion of pregnancy to document the outcome, including information
regarding any complications with pregnancy and/or delivery. Listings of all pregnancies and outcomes will be
presented (Listing 17, Listing 18, Listing 19, Listing 20, and Listing 21).

9.6. Clinical Laboratory Evaluations

Laboratory AEs will be graded according to the scale presented in Table 7. Chemistry parameters will include
creatinine, ALT, total bilirubin, sodium, and potassium. Hematology parameters will include Hgb, WBC,
ANC, and platelets.

All chemistry results for participants with at least one abnormal chemistry result will be listed in Table 65. An
analogous table for participants with at least one abnormal hematology result will be listed in Table 66.

The distribution of laboratory results by time point, treatment group, relationship (Total and Related), and
severity will be presented for any chemistry parameter (Table 67) and for each parameter (Table 68, Table 69,
Table 70, Table 71, and Table 72). Analogous results will be presented for any hematology parameter

(Table 79) and for each hematology parameter (Table 80, Table 81, Table 82, and Table 83).

Descriptive statistics including mean, standard deviation, median, minimum, and maximum will be
summarized by time point and treatment group for each chemistry parameter (Table 73, Table 74, Table 75,
Table 76, Table 77, and Table 78) and each hematology parameter (Table 84, Table 85, Table 86, Table 87,
and Table 88); the change from baseline values will also be summarized for post-baseline time points.

Listing 12 and Listing 13 will provide a complete listing of individual clinical laboratory results with
applicable reference ranges for chemistry and hematology results respectively.

9.7. Vital Signs and Physical Evaluations
Vital sign measurements will include systolic blood pressure, diastolic blood pressure, pulse, and oral
temperature. Vital signs will be assessed at screening (Day -30 to -2), Day 1, Day 8, Day 29, Day 36, Day 57,

-29.-
RESTRICTED



Statistical Analysis Plan - DMID Protocol: 19-0003 Version 1.0
January 28, 2025

Day 64, Day 85, and Day 113 for all Cohorts. Cohort 1 was enrolled and completed follow-up under protocol
v4.0 (25MAY2022) which also required collection of vital signs at Day 3, Day 15, Day 31, Day 43, Day 59,
and Day 71; in the later versions of the protocol followed by Cohorts 2 and 3, vital signs were only collected
on these days if indicated. The tables and listing described in this section will only include vital signs
collected in clinic on the Vital Signs eCRF. Vital Signs will be graded according to the scale in Table 6.

Vital signs will be tabulated by severity, time point, and treatment group for any assessment (Table 89) and
for each assessment (Table 90, Table 91 , Table 92, and Table 93). Summary statistics of vital signs will be
presented for each assessment by time point and treatment group (Table 94, Table 95, Table 96, and Table
97). All vital signs will be listed by participant and time point (Listing 14).

An abbreviated physical examination will be performed at screening (Day -30 to -2), and targeted physical
exams will be performed as indicated at subsequent visits. The following body systems will be assessed in the
abbreviated physical exam: general appearance, skin, head and neck, lungs, heart, liver, spleen, extremities,
musculoskeletal and lymph nodes; the targeted physical exam will only include the relevant body systems. All
abnormal findings will be listed by participant and time point (Listing 15).

9.8. Concomitant Medications

Concomitant medications will be coded to the ATC classification using the WHO Drug Dictionary. The use
of prior and concomitant medications taken during the study will be recorded on the eCRFs. A by-participant
listing of concomitant medication use will be presented (Listing 16). The use of concomitant medications
during the study will be summarized by ATC Level 1, ATC2 Level 2 and treatment group for the Safety
population (Table 98).

9.9. Other Safety Measures
Not applicable.
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10. PHARMACOKINETICS
Not applicable.
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11. IMMUNOGENICITY EVALUATION

All immunogenicity analyses will be performed in the Full Immunogenicity Population and the PP
Immunogenicity Population.

11.1. Primary Immunogenicity Analyses

There are no primary immunogenicity endpoints.

11.2. Secondary Immunogenicity Analyses

The C. jejuni capsule-specific IgG serum antibody titers and FR (for post-baseline time points) will be
summarized using a geometric mean with 95% CI, minimum, and maximum for each visit and for peak titer
by treatment group (Table 15 for the Full Immunogenicity Population and Table 16 for the PP
Immunogenicity Population); the percentage of responders with 95% CI will also be presented for post-
baseline time points.

Graphical presentations of immune response by treatment group will include reverse cumulative distribution
curves (Figure 2 for the Full Immunogenicity Population and Figure 3 for the PP Immunogenicity Population)
and longitudinal presentation of GMTs with 95% CI (Figure 12 for the Full Immunogenicity Population and
Figure 13 for the PP Immunogenicity Population).

11.3. Exploratory Immunogenicity Analyses

The CRM97-specific IgG serum antibody titers and FR (for post-baseline time points) will be summarized
using a geometric mean with 95% CI, minimum, and maximum for each visit and for peak titer by treatment
group (Table 17 for the Full Immunogenicity Population and Table 18 for the PP Immunogenicity
Population); the percentage of responders with 95% CI will also be presented for post-baseline time points.

Analogous tables summarizing titers, FR, and responders by visit and treatment group will be presented for C.
Jjejuni capsule-specific IgG ALS (Table 19 for the Full Immunogenicity Population and Table 20 for the PP
Immunogenicity Population), C. jejuni capsule-specific I[gM serum antibodies (Table 21 for the Full
Immunogenicity Population and Table 22 for the PP Immunogenicity Population), and CRM97-specific IgM
serum antibodies (Table 23 for the Full Immunogenicity Population and Table 24 for the PP Immunogenicity
Population).

Graphical presentations of immune response by treatment group and time point will include reverse
cumulative distribution curves (Figure 4, Figure 5, Figure 6, Figure 7, Figure 8, Figure 9, Figure 10, and
Figure 11) and longitudinal presentation of GMTs with 95% CI (Figure 14, Figure 15, Figure 16, Figure 17,
Figure 18, Figure 19, Figure 20, and Figure 21).

114. Additional Immunogenicity Analyses

A listing of all individual immunogenicity results will be presented by treatment group, participant ID,
planned time point, and actual study day in Listing 8.

The timing of the maximum titer result for each participant will be summarized by immune response and
treatment group (Table 25 for the Full Immunogenicity Population and Table 26 for the PP Immunogenicity
Population). If a participant has more than 1 time point at their maximum value, they will be classified using
the earlier time point.
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Dose verification assays performed during the study showed that some study product preparations did not fall
within the acceptable range of the target dose of CJCV2. The dose verification assays were performed on
three aliquots of the prepared study product (except for the sentinels in Cohort 3 which only had one aliquot
tested), so the results are only specific to the preparation (denoted by date of preparation) and not individual
participants. Thus, the average of all aliquots tested from a preparation will be used as an estimate of the dose
that all participants who were vaccinated on the day of the preparation received. The estimated dose received
(based on the dose verification assay) will be summarized by vaccination and treatment group (i.e., the
planned dose and study product) for the Safety Population (Table 27).

To assess the relationship between estimated dose received (based on the dose verification assay results) and
immune response, a set of correlation analyses will be performed. For each immune response and vaccination,
the spearman correlation between the cumulative estimated dose of CJCV2 received and the maximum
immune response titer measured for that cumulative dose will be calculated for all participants receiving
CJCV2 alone across all cohorts (i.e., regardless of the planned CJCV2 dose) and for all participants receiving
CICV2+ALFQ across all cohorts (i.e., regardless of the planned CJCV2 dose) for each immune response in
both the Full Immunogenicity Population (Table 28) and the PP Immunogenicity Population (Table 29).

The immune responses that will be analyzed are C. jejuni capsule-specific IgG ALS antibody titer, C. jejuni
capsule-specific IgG serum antibody titer, CRMi97-specific IgG serum antibody titer, C. jejuni capsule-
specific I[gM serum antibody titer, and CRM97-specific IgM serum antibody titer. Because the ALS assay is
only performed once between each vaccination, the correlation will use the immune response measured 7 days
post the applicable vaccination (Study Days 8, 36, and 64 for each vaccination respectively). The correlations
involving the serum immune responses will use the maximum titer measured at Day 8 or 29 for Vaccination

1, Study Day 36 or 57 for Vaccination 2, and Study Day 64, 85, or 113 for Vaccination 3. In alignment with
the analysis population definitions, if a participant does not receive a third vaccination, their available data
will still be included in the “Vaccination 3” panels for the Full Immunogenicity Population but not for the PP
Immunogenicity Population.

A scatterplot of the cumulative dose received and C. jejuni capsule-specific IgG ALS antibody titer with
Spearman correlation coefficient and 95% CI will be presented by vaccination and ALFQ status (Figure 22
for the Full Immunogenicity Population and Figure 23 for the PP Immunogenicity Population). Analogous
figures will be presented for the remaining immune responses for the Full Immunogenicity Population (Figure
24, Figure 26, Figure 28, and Figure 30) and the PP Immunogenicity Population (Figure 25, Figure 27, Figure
29, and Figure 31). The two-sided 95% CI will be calculated using Fisher’s Z-transformation.
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12. OTHER ANALYSES
Not applicable.
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13. REPORTING CONVENTIONS

Unless stated otherwise, the following reporting conventions will be used. P-values >0.001 and <0.999 will be
reported to 3 decimal places; p-values less than 0.001 will be reported as “<0.001”. The mean, standard
deviation, and other statistics will be reported to 1 decimal place greater than the original data. The minimum
and maximum will use the same number of decimal places as the original data. Proportions will be presented
as 2 decimal places; values greater than zero but <0.01 will be presented as “<0.01”. Percentages will be
reported to the nearest whole number; values greater than zero but < 1% will be presented as “<1”; values
greater than 99% but less than 100% will be reported as “>99”. Confidence intervals will be reported to the
same number of decimal places as the point estimate. Estimated parameters, not on the same scale as raw
observations (e.g., regression coefficients) will be reported to 3 significant figures.
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14. TECHNICAL DETAILS

SAS version 9.4 or above will be used to generate all tables, figures, and listings.
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15.

SUMMARY OF CHANGES IN THE CONDUCT OF THE STUDY OR
PLANNED ANALYSES

This is a Phase 1 study and is not designed to test any formal statistical hypotheses. As such, the
Fisher’s Exact tests comparing the rates of solicited and unsolicited AEs between the CJCV2 and
CICV2+ALFQ groups within a dose cohort have been removed; we are unlikely to gain any useful
information from these tests given the small sample sizes and the multiple comparisons that would be
introduced.

After receiving the dose verification results but before database lock and unblinding, additional
analyses to look at the correlation between estimated CJCV2 dose received and immune responses
were added. The added tables are Table 28 and Table 29; the added figures start at Figure 22 and end
at Figure 31; additionally, the estimated doses received will be summarized by vaccination and
treatment group (Table 27) and listed by participant for each vaccination (Listing 1).

The modified Intention to Treat (mITT) analysis population described in the protocol has been
renamed to the “Full Analysis Population” to more accurately describe the population; there are no
changes to the definition of what will be included or excluded from this population.

-37 -
RESTRICTED



Statistical Analysis Plan - DMID Protocol: 19-0003 Version 1.0

January 28, 2025

16.

10.

1.

12.

13

14.

15.

16.

17.

REFERENCES

. Fitzgerald, C., Campylobacter. Clin Lab Med, 2015. 35(2): p. 289-98.

Same, R.G. and P.D. Tamma, Campylobacter Infections in Children. Pediatr Rev, 2018. 39(11): p.
533-541.

Patrick, M.E., et al., Features of illnesses caused by five species of Campylobacter, Foodborne
Diseases Active Surveillance Network (FoodNet) — 2010-2015. Epidemiol Infect, 2018. 146(1): p. 1-
10.

Jiang, Z.D. and H.L. DuPont, Etiology of travellers’ diarrhea. J Travel Med, 2017. 24(suppl_1): p.
S13-s16.

Amour, C., et al., Epidemiology and Impact of Campylobacter Infection in Children in 8 Low-
Resource Settings: Results From the MAL-ED Study. Clin Infect Dis, 2016. 63(9): p. 1171-1179.

Kaakoush, N.O., et al., Global Epidemiology of Campylobacter Infection. Clin Microbiol Rev, 2015.
28(3): p. 687-720.

Shakoor, S., A.K. Zaidi, and R. Hasan, Tropical bacterial gastrointestinal infections. Infect Dis Clin
North Am, 2012. 26(2): p. 437-53.

White, A.E., et al., Characteristics of Campylobacter and Salmonella Infections and Acute
Gastroenteritis in Older Adults in Australia, Canada, and the United States. Clin Infect Dis, 2019.
69(9): p. 1545-1552.

Kotloff, K.L., et al., Burden and aetiology of diarrhoeal disease in infants and young children in
developing countries (the Global Enteric Multicenter Study, GEMS): a prospective, case-control
study. Lancet, 2013. 382(9888): p. 209-22.

Mullaney, S.B., et al., Estimate of the annual burden of foodborne illness in nondeployed active duty
US Army Service Members: five major pathogens, 2010-2015. Epidemiol Infect, 2019. 147: p. el61.

O’Brien, S.J., The consequences of Campylobacter infection. Curr Opin Gastroenterol, 2017. 33(1): p.
14-20.

Jackson, B.R., et al., Binational outbreak of Guillain-Barre syndrome associated with Campylobacter
Jjejuni infection, Mexico and USA, 201 1. Epidemiol Infect, 2014. 142(5): p. 1089-99.

. Ajene, A.N., C.L. Fischer Walker, and R.E. Black, Enteric pathogens and reactive arthritis: a

systematic review of Campylobacter, salmonella and Shigella-associated reactive arthritis. ] Health

Popul Nutr, 2013. 31(3): p. 299-307.

Zhang, M., et al., Association study between an outbreak of Guillain-Barre syndrome in Jilin, China,
and preceding Campylobacter jejuni infection. Foodborne Pathog Dis, 2010. 7(8): p. 913-9.

Wierzba, T.F., et al., Campylobacter infection as a trigger for Guillain-Barre syndrome in Egypt. PloS
One, 2008. 3(11): p. e3674.

Schiaffino, F., et al., Antibiotic Resistance of Campylobacter Species in a Pediatric Cohort Study.
Antimicrob Agents Chemother, 2019. 63(2).

Geissler, A.L., et al., Increasing Campylobacter Infections, Outbreaks, and Antimicrobial Resistance
in the United States, 2004-2012. Clin Infect Dis, 2017. 65(10): p. 1624-1631.

-38 -
RESTRICTED



Statistical Analysis Plan - DMID Protocol: 19-0003 Version 1.0
January 28, 2025

18. Ge, B., et al., Antimicrobial resistance in campylobacter. susceptibility testing methods and resistance
trends. J Microbiol Methods, 2013. 95(1): p. 57-67.

19. Drummond R. CONSORT Revised: Improving the Reporting of Randomized Clinical Trials. JAMA.
2001; 285(15):2006-2007.

-39 -
RESTRICTED



Statistical Analysis Plan - DMID Protocol: 19-0003 Version 1.0
January 28, 2025

17. LISTING OF TABLES, FIGURES, AND LISTINGS
Table, figure, and listing shells are presented in Appendices 1, 2, and 3.

- 40 -
RESTRICTED



Statistical Analysis Plan - DMID Protocol: 19-0003 Version 1.0
January 28, 2025

APPENDICES

_4] -
RESTRICTED



Statistical Analysis Plan - DMID Protocol: 19-0003 Version 1.0

January 28, 2025
APPENDIX 1. TABLE MOCK-UPS
LIST OF TABLES

Table 1:  StUAY DESIZN....ciiiiiiiiii et e e eae e st ae e ssaeeessseeesaseeennseeenes 48
Table 2:  Schedule of Study Procedure...........ccoeiiiiiiiiiiiiieeceeee e 49
Table 3:  Sample Size/Probability EStIMALES ..........cccuieriiieiieriieiiieieeieeee e 51
Table 4:  Distribution of Protocol Deviations by Category, Type, and Treatment

L€ 0] 11 PRSPPI 52
Table 5:  Solicited Adverse Event Grading Scale............ccccoeviiiiiieniieiienieeiiecieeieece e 54
Table 6:  Vital Signs Grading SCale..........cccuiieiiiieiiiiciie e e 56
Table 7:  Laboratory Adverse Event Grading Scale ..........c.cccceeviieiiieiieniiciiecieeieeee e 57
Table 8:  Participant Disposition by Treatment Group .........cccceevveerieerieerieeiieenieeieeseeereeneeens 58
Table 9:  Analysis Populations by Treatment Group........c..ccceeceereenieriienieienieneeeneeneeeeeeen 59
Table 10: Dates of First Vaccination by Treatment Group..........ccceeceeevveerieeiieeneeesieenreeieeneeenns 61
Table 11: Ineligibility Summary of Screen Failures...........ccoocveviiieiiieiienieiiiecieeeee e 62
Table 12: Summary of Categorical Demographic and Baseline Characteristics by

Treatment Group, All Enrolled Participants..........c..cccveeevierieeiienieeriienie e 63
Table 13: Summary of Continuous Demographic and Baseline Characteristics by

Treatment Group, All Enrolled Participants............ccceeeueenieniienieeiieie e 64
Table 14: Summary of Participants with Pre-Existing Medical Conditions by MedDRA

System Organ Class and Treatment GTOUD ........cevveeeriieeiieeeiieeeieeeiee e eeaee e 65
Table 15:  C. jejuni Capsule-specific IgG Serum Antibody Results with 95%

Confidence Intervals by Time Point and Treatment Group, Full

Immunogenicity POPulation.............ccueeviiiiiiiiiiiiecciiecee e 66
Table 16:  C. jejuni Capsule-specific IgG Serum Antibody Results with 95%

Confidence Intervals by Time Point and Treatment Group, PP

Immunogenicity POPulation.............ccueeviiiiiiiiiiiiieeciiecee e 69
Table 17:  CRMg7-specific IgG Serum Antibody Results with 95% Confidence

Intervals by Time Point and Treatment Group, Full Immunogenicity

POPUIALION ... e et e s 69
Table 18: CRM97-specific IgG Serum Antibody Results with 95% Confidence

Intervals by Time Point and Treatment Group, PP Immunogenicity

POPUIATION ... et e e 69
Table 19:  C. jejuni Capsule-specific IgG ALS Results with 95% Confidence Intervals

by Time Point and Treatment Group, Full Inmunogenicity Population.................... 69
Table 20: C. jejuni Capsule-specific IgG ALS Results with 95% Confidence Intervals

by Time Point and Treatment Group, PP Immunogenicity Population...................... 69

42 -

RESTRICTED



Statistical Analysis Plan - DMID Protocol: 19-0003

January 28, 20

Version 1.0

25

Table 21:

Table 22:

Table 23:

Table 24:

Table 25:

Table 26:

Table 27:

Table 28:

Table 29:

Table 30:
Table 31:

Table 32:

Table 43:

Table 44:

Table 35:

C. jejuni Capsule-specific IgM Serum Antibody Results with 95%
Confidence Intervals by Time Point and Treatment Group, Full
Immunogenicity POPUlation...........ccceviiiiiiiiiiiiiieiieeee e

C. jejuni Capsule-specific IgM Serum Antibody Results with 95%
Confidence Intervals by Time Point and Treatment Group, PP
Immunogenicity POPUlation...........ccceviiiiiiiiiiiiiieiieeee e

CRM 97-specific IgM Serum Antibody Results with 95% Confidence
Intervals by Time Point and Treatment Group, Full Immunogenicity
POPULALION ...ttt st et nae e enes

CRM 97-specific IgM Serum Antibody Results with 95% Confidence
Intervals by Time Point and Treatment Group, PP Immunogenicity
POPULALION ...ttt ettt et aae e enes

Timing of Maximum Titers by Immune Response and Treatment Group,
Full Immunogenicity Population .............ccoooiiiiiiiiiiiiiee e

Timing of Maximum Titers by Immune Response and Treatment Group, PP
Immunogenicity POpulation...........cocooiiiiiiiiiiiiieee e

Summary Statistics of Estimated CJCV2 Dose Received by Vaccination and
Treatment Group, Safety POpulation ...........cccoeoieeiieiieeiienieeieeeeteee e

Spearman Correlations between Cumulative Dose of CJCV2 and Immune
Response by Vaccination Number and ALFQ Status, Full Immunogenicity
POPULALION ...ttt ettt et eenaeenree e

Spearman Correlations between Cumulative Dose of CJCV2 and Immune
Response by Vaccination Number and ALFQ Status, PP Immunogenicity
POPUIALION ... e et e s

Overall Summary of Adverse EVENts ..........coceeviiriiniiiiniiiieineeeecceeeeee e

Non-Serious Adverse Events Occurring in 5% of Participants in Any
Treatment Group and All Serious Adverse Events by MedDRA System
Organ Class and Preferred Term and Treatment Group.........cccceceveeverienieenennicnnne

Number and Percentage of Participants Experiencing Solicited Events with
95% Confidence Intervals by Symptom, Vaccination, and Treatment Group -
CONOTE T ettt et sttt et be et eaneseeens

Number and Percentage of Participants Experiencing Solicited Events with
95% Confidence Intervals by Symptom and Vaccination - Cohort 2 ........................

Number and Percentage of Participants Experiencing Solicited Events with
95% Confidence Intervals by Symptom and Vaccination - Cohort 3 ........................

Number and Percentage of Participants Experiencing Solicited Events by
Symptom, Severity, Day Relative to Vaccination, and Treatment Group -
Cohort 1, VacCINAtION 1 ....ooivieiiiiiieiiiiieieeiieeeee ettt e e s e saaereeeae e

- 43 -
RESTRICTED



Statistical Analysis Plan - DMID Protocol: 19-0003 Version 1.0

January 28, 2025

Table 36:

Table 37:

Table 38:

Table 39:

Table 40:

Table 41:

Table 42:

Table 43:

Table 44:

Table 45:

Table 46:

Table 47:

Table 48:

Table 49:

Number and Percentage of Participants Experiencing Solicited Events by
Symptom, Severity, Day Relative to Vaccination, and Treatment Group —
CohOrt 1, VACCINATION 2 .eiiiiiiieiiiiiiee ettt e e e et et e e e e e s e seaaeeeeeeeeeas 93

Number and Percentage of Participants Experiencing Solicited Events by
Symptom, Severity, Day Relative to Vaccination, and Treatment Group —
Cohort 1, VACCINAtION 3 ..ottt ettt e ettt e e e e e e e s e ssaaeeeeeee e 93

Number and Percentage of Participants Experiencing Solicited Events by
Symptom, Severity, Day Relative to Vaccination, and Treatment Group —
Cohort 1, ANy VacCiNation .......cccueevuieriieriieeiieiie ettt ereesieeeaeesiteereeseeesseessneenseenens 93

Number and Percentage of Participants Experiencing Solicited Events by
Symptom, Severity, Day Relative to Vaccination, and Treatment Group —
Cohort 2, VACCINAtION 1 ..iiiiiiieiiiiiiieiieeeeeeeeeeeee ettt e e e e s e seaaeeeeeee e 93

Number and Percentage of Participants Experiencing Solicited Events by
Symptom, Severity, Day Relative to Vaccination, and Treatment Group —
CohOrt 2, VACCINATION 2 ..ottt e e e e e ettt e e e e e s eseeaaeeeeeeeeas 94

Number and Percentage of Participants Experiencing Solicited Events by
Symptom, Severity, Day Relative to Vaccination, and Treatment Group —
CohOort 2, VACCINATION 3 ..iiiiiiiiiiiiiee ettt ettt e e e et e e e e e s e e eeaeeeeeeeeeas 94

Number and Percentage of Participants Experiencing Solicited Events by
Symptom, Severity, Day Relative to Vaccination, and Treatment Group —
Cohort 2, ANy VacCINatiON .......cccueeruieiieeiiieeieeiieeteesiee et esieeeeveesieeeaeesseesseessneesseensns 94

Number and Percentage of Participants Experiencing Solicited Events by
Symptom, Severity, Day Relative to Vaccination, and Treatment Group —
Cohort 3, VACCINATION 1 ..euiiiiiiiiiiiiiiiiieeiieeieeeeeeeeeeeeeeeeaeeeeeeeseeeeeeeeesseesessesessssesessessssanaeees 94

Number and Percentage of Participants Experiencing Solicited Events by
Symptom, Severity, Day Relative to Vaccination, and Treatment Group —
CONOTt 3, VACCINATION 2 ...eviiiiiieiieiieiieeeeeeeeeeeeeeeeeeeeeeeeaeeeeesesesesesssssessssssssssssssssssssssssnenees 94

Number and Percentage of Participants Experiencing Solicited Events by
Symptom, Severity, Day Relative to Vaccination, and Treatment Group —
COohOTt 3, VACCINATION 3 ...iiiiiiiiiiieiieiieeeieeeeeeeeeeeeeeeeeeeeaeeeeaeesesesasesssssssssssasesssssssssssssaeaeees 94

Number and Percentage of Participants Experiencing Solicited Events by
Symptom, Severity, Day Relative to Vaccination, and Treatment Group —

Cohort 3, ANY VaCCINAION ....eeeiuiieeiiieeiiieeiieeeiteeeiee e e eaeeeeeeeesreeeeaeeeenreeesnseeenns 94
Summary of Unsolicited Adverse Events by MedDRA System Organ Class
and Preferred Term, Vaccination, and Treatment Group — Cohort I ..........cccec.eeee. 95
Summary of Unsolicited Adverse Events by MedDRA System Organ Class
and Preferred Term, Vaccination, and Treatment Group — Cohort 2 ......................... 96
Summary of Unsolicited Adverse Events by MedDRA System Organ Class
and Preferred Term, Vaccination, and Treatment Group — Cohort 3 .............c...c....... 96
_44 -

RESTRICTED



Statistical Analysis Plan - DMID Protocol: 19-0003 Version 1.0

January 28, 2025

Table 50:

Table 51:

Table 52:

Table 53:

Table 54:

Table 55:

Table 56:

Table 57:

Table 58:

Table 59:

Table 60:

Table 61:

Table 62:
Table 63:
Table 64:

Unsolicited Adverse Events by MedDRA System Organ Class and Preferred
Term, Maximum Severity, Relationship, and Treatment Group — Cohort 1,
VaCCINAtION 1 ..iiiiiiiiiiiiiiii ettt ettt e et e e et e e e aeeeeateeeeasaeeennas 97

Unsolicited Adverse Events by MedDRA System Organ Class and Preferred
Term, Maximum Severity, Relationship, and Treatment Group — Cohort 1,
VACCINALION 2 ..ottt ettt et e et e e et e e tb e e e eaaeeeeaseeetaeeesseesaseeeeaseeesaseeennns 98

Unsolicited Adverse Events by MedDRA System Organ Class and Preferred
Term, Maximum Severity, Relationship, and Treatment Group — Cohort 1,
VACCINATION 3 .iiiiiiiiiiieiie ettt ettt et e et e et e st e ebeeeaaeesbeessaeensaeesseenseennns 98

Unsolicited Adverse Events by MedDRA System Organ Class and Preferred
Term, Maximum Severity, Relationship, and Treatment Group — Cohort 1,
ANY VACCINATION ...ttt et eeiie ettt et estte et esteesteestaeesseesaaesnseesseessseensnesnsaensseans 98

Unsolicited Adverse Events by MedDRA System Organ Class and Preferred
Term, Maximum Severity, Relationship, and Treatment Group — Cohort 2,
VaACCINATION 1 .iiiiiiiiiiiieiiiciiece ettt et e et e e b e e s saeenbeesaseesseennns 98

Unsolicited Adverse Events by MedDRA System Organ Class and Preferred
Term, Maximum Severity, Relationship, and Treatment Group — Cohort 2,
VACCINATION 2 1.ttt ettt ettt et e s e e teeetbeesseeseseenseesnseesseessseenseessseenseennns 98

Unsolicited Adverse Events by MedDRA System Organ Class and Preferred
Term, Maximum Severity, Relationship, and Treatment Group — Cohort 2,
VACCINATION 3 ...iiiiiiiiiiiiie ettt ettt ettt et e et e e e e ssbeesbeeesaeesseessaeenseeenseenseennns 99

Unsolicited Adverse Events by MedDRA System Organ Class and Preferred
Term, Maximum Severity, Relationship, and Treatment Group — Cohort 2,
ANY VACCINATION ...eeenitieeiiieeiiieeiiee et e eteeesteeesteeesteeensaeeeneseeesaeeansaeeesseeennseeensseeensses 99

Unsolicited Adverse Events by MedDRA System Organ Class and Preferred
Term, Maximum Severity, Relationship, and Treatment Group — Cohort 3,
VacCINatioN 1 ....ooiiiiiiiiiiiiiiiic e 99

Unsolicited Adverse Events by MedDRA System Organ Class and Preferred
Term, Maximum Severity, Relationship, and Treatment Group — Cohort 3,
VaCCINALION 2 ..ttt ettt et 99

Unsolicited Adverse Events by MedDRA System Organ Class and Preferred
Term, Maximum Severity, Relationship, and Treatment Group — Cohort 3,
VaCCINATION 3 ..ottt sttt e s 99

Unsolicited Adverse Events by MedDRA System Organ Class and Preferred
Term, Maximum Severity, Relationship, and Treatment Group — Cohort 3,

ANY VACCTNATION 1.ttt ettt sttt e b et e b e enbeenaee 99

Listing of Serious Adverse EVENts ........cccooeiiiiiiiiiiiniiicccececcecee e 100

Listing of Non-Serious, Unsolicited, Moderate or Severe Adverse Events ............. 101

Listing of Other Significant Adverse Events...........cooceiiiiiiiniiiiiiiiiiiceceeceen 102
- 45 -

RESTRICTED



Statistical Analysis Plan - DMID Protocol: 19-0003 Version 1.0

January 28, 2025

Table 65: Listing of Abnormal Laboratory Results — Chemistry .........cccceeevveeecieeniiieecciieee. 104
Table 66: Listing of Abnormal Laboratory Results — Hematology ..........cccceeveiveeeciveenieeennnenn. 105
Table 67: Chemistry Laboratory Results by Time Point, Treatment Group,

Relationship, and Severity — Any Chemistry Parameter ...........cccoeovveevvieeecieennennns 106
Table 68: Chemistry Laboratory Results by Time Point, Treatment Group,

Relationship, and Severity — ALT ......cccioiiiiiiiiiieeeeieeeee e 107
Table 69: Chemistry Laboratory Results by Time Point, Treatment Group,

Relationship, and Severity — CIreatinine ...........ccveeevueeeiveeeiiieeiieeecieeeieeeereeesvee e 107
Table 70: Chemistry Laboratory Results by Time Point, Treatment Group,

Relationship, and Severity — Total Bilirubin ...........cccoooieeiiiieiiiieieeeeeeee e, 107
Table 71: Chemistry Laboratory Results by Time Point, Treatment Group,

Relationship, and Severity - POtassium ..........c.cccveeiierieiiienieeieeieeeeee e 108
Table 72: Chemistry Laboratory Results by Time Point, Treatment Group,

Relationship, and Severity - SOAIUM .....c..cooiiiiiiiiiiiiiee e 109
Table 73: Chemistry Laboratory Summary Statistics by Time Point and Treatment

GIOUP — ALT ettt ettt et e e sabe e e naree e 110
Table 74: Chemistry Laboratory Summary Statistics by Time Point and Treatment

Group — Creatinine, MalS........cccueeuieiiiiiiieiieeiieeie ettt et reesseeeaeeseae e 111
Table 75: Chemistry Laboratory Summary Statistics by Time Point and Treatment

Group — Creatinine, Females ..........cccoooiiiiiiiiiiiii e 111
Table 76: Chemistry Laboratory Summary Statistics by Time Point and Treatment

GTOUP — POtaASSTUML.....eeiiiiiiiciiieiie ettt ettt et e eeaee e 112
Table 77: Chemistry Laboratory Summary Statistics by Time Point and Treatment

GTOUP — SOATUM ...ttt ettt ettt et e e e et e e et e e ebaeeenseeesnseessnseeennseeenns 112
Table 78: Chemistry Laboratory Summary Statistics by Time Point and Treatment

Group — Total Bilirubin ........ccooiiiiiiiiiiiie e 112
Table 79: Hematology Laboratory Results by Time Point, Treatment Group,

Relationship, and Severity — Any Hematology Parameter ...........cccccoceeviiiiiniinnnene. 113
Table 80: Hematology Laboratory Results by Time Point, Treatment Group,

Relationship, and Severity — Absolute Neutrophil Count ............cccceevviiiiiiiennnnns 114
Table 81: Hematology Laboratory Results by Time Point, Treatment Group,

Relationship, and Severity — Hemoglobin...........cccueeviiiiienieniieieciieeeeee e 114
Table 82: Hematology Laboratory Results by Time Point, Treatment Group,

Relationship, and Severity — Platelets ...........ccooveriiiiiiniiiiiieeeeceee e, 114
Table 83: Hematology Laboratory Results by Time Point, Treatment Group,

Relationship, and Severity — WBC ........cccoooiiiiiiiieieceeceeeeeee e 115
Table 84: Hematology Laboratory Summary Statistics by Time Point and Treatment

Group — Absolute Neutrophil Count...........cccueeiiiiriiiiiieniieiese e 117

- 46 -

RESTRICTED



Statistical Analysis Plan - DMID Protocol: 19-0003 Version 1.0

Table 85:

Table 86:

Table 87:

Table 88:

Table 89:

Table 90:
Table 91:
Table 92:

Table 93:

Table 94:

Table 95:
Table 96:

Table 97:

Table 98:

January 28, 2025
Hematology Laboratory Summary Statistics by Time Point and Treatment
Group — Hemoglobin, Males .........cccceeeiiieeiiiieiiiecieeeeeee et 118
Hematology Laboratory Summary Statistics by Time Point and Treatment
Group — Hemoglobin, Females...........ccooviiiiiieiiiiciieceeeeeee e 118
Hematology Laboratory Summary Statistics by Time Point and Treatment
GIOUP — PIaCIELS. . .eeiiieiiieiie ettt ettt et e e b ssaeenbeesaaeens 119
Hematology Laboratory Summary Statistics by Time Point and Treatment
GIOUP — WBC ..ottt e e e etee e e et e e e s nbaaeeennnsaeeeennes 119
Vital Signs by Time Point, Treatment Group, and Severity — Any
ALSSESSIMICIIL ..ttt ettt ettt e et e et e et e e et eeeabeeenareeeas 120
Vital Signs by Time Point, Treatment Group, and Severity — Temperature ............ 123
Vital Signs by Time Point, Treatment Group, and Severity — Pulse .............c.......... 124

Vital Signs by Time Point, Treatment Group, and Severity — Systolic Blood
PIESSUTE ...ttt et 127

Vital Signs by Time Point, Treatment Group, and Severity — Diastolic Blood
PIESSUTE ..o ettt et sb e e s e e e e 127

Vital Signs Summary Statistics by Time Point and Treatment Group —
TEMPETALUTE ...ttt ettt ettt e et e e et e e et e e st e e entaeesnbeeeenseessnseesanseeennseeenns 128

Vital Signs Summary Statistics by Time Point and Treatment Group — Pulse ........ 131

Vital Signs Summary Statistics by Time Point and Treatment Group —
Systolic BIOOd PreSSUIE ......ccvieviiiiieiieeiie ettt ettt ee 131

Vital Signs Summary Statistics by Time Point and Treatment Group —
Diastolic Blood Pressure.........cccuooiiiiiiiniiiiiiiiiicieecsteceeeeee e 131

Number and Percentage of Participants with Prior and Concurrent
Medications by WHO Drug Classification and Treatment Group ............cccceveeenneee. 132

_47 -
RESTRICTED



Statistical Analysis Plan - DMID Protocol: 19-0003

Version 1.0

January 28, 2025
9.1 Overall Study Design and Plan Description
Table 1: Study Design
Cohort? Group® N CICV2 (ng) ALFQ
Sentinel 1-A © 3 1 0
. . 200 pg 3D-PHAD®,
1 Sentinel 1-B 3 1 100 pg QS-21
1-A 7 1 0
200 pg 3D-PHAD®,
I-B 7 ! 100 pg QS-21
Sentinel 2-A © 3 3 0
. . 200 pg 3D-PHAD®,
, Sentinel 2-B 3 3 100 pg QS-21
2-A 7 3 0
200 pg 3D-PHAD®,
2B 7 3 100 pg QS-21
Sentinel 3-A ° 3 10 0
. . 200 pg 3D-PHAD®,
3 Sentinel 3-B 3 10 100 pg QS-21
3-A 7 10 0
200 ug 3D-PHAD®,
3-B 7 10 100 ug QS-21

dose escalation.

Notes: Participants will receive vaccinations on study days 1, 29, and 57.
2SRC Review (PI, Medical Officer, Medical Monitor) through the final vaccine reactogenicity period for each cohort prior to

bSentinels in each cohort will be randomized 1:1 in a blinded fashion to receive CJCV2 with or without ALFQ. Sentinels will be
dosed at least 2 hours apart with no more than 2 sentinels per day.
¢ SRC Review (PI, Medical Officer, Medical Monitor) 7-9 days after the first dose. SRC review after second and third doses in
Sentinel groups will be completed only if a stopping rule is met.
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9.5.1 Immunogenicity and Safety Measurements Assessed and Flow Chart

Table 2: Schedule of Study Procedure

Study Visit ° 00 01 02 03 04 05 06 07 08 09 10 11 12 13 14 15 16 | U/S" | E/T
Visit Type- Clinic X X X X X X X X X X X
Visit Type, Clinic or Virtual X X X X X X

Visit Type- Safety Communication 4 X X

Study Day D01 0 |3 s [ a5 |29 | 31| 36 [ 43 | 57 | 59| 64 | 71| 85 | 113 | 240 | 420

Visit Window " +1 +1 +2 +2 +] +1 +2 +2 +] +1 +2 +2 +4 +7 +7

Informed Consent x

Vaccination X X X

Demographics x

Medical History X X X X X X X X X X X X X X X X X
Concomitant Medication Review © X % x X x X X X X X X X X X X X
Adverse Event Assessment ¢ ¢ x X X X X X X X X X X X X X X X X X
Counsel on avoidance of pregnancy P X % x X X X X X X X X X X X X

Physical Exam f X % X X X X X X X X X
Vital signs (BP, HR, Temp) ¢ X X X X X X X X X X X
Height & Weight x X
Review Eligibility x x

Urine Pregnancy Test ™ X X X X X X X X
Urine Dipstick for protein X X

Urine Opiate Test % X
Anti-HIV-1/2, HbsAg, Anti-HCV X X
HLA-B27 X

Hematology & Chemistry J X X X X X X
Reactogenicity Assessment ¥ X X X X
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Study Visit ° 00 01 02 03 04 05 06 07 08 09 10 11 12 13 14 15 16 | U/S" | E/T
E-Memory Aid ' X X X X X X X X X X
Study Vaccination Site Examination = x X X X X X X X X
Serum (Serology) X X X X X X X X X X
Blood (PBMCs) for ALS = X X X X
Blood (PBMCs) for Secondary X X X X X X X X X X
Research
Serum for Secondary Research = X X X X X X X X X
Stool for Secondary Research ™ X X X X X X
Approx. blood mL by day 37 | 100 70 40 70 40 70 40 | 40 40 | 40

2 Prior to study procedures.

b Complete medical history will be obtained by interview of participants at the screening visit and will be updated on Day 1 prior to the first study vaccination. Interim medical
history will be obtained by interview of participants at follow-up visits after the first study vaccination. Contraception history will be collected for females of childbearing
potential.

¢ All current medications and medications taken within 30 days prior to signing the ICF. Concomitant medications taken within 30 days of enrollment through 28 days post last
vaccination are collected in Advantage eClinical®.

4 AEs will be assessed through 28 days post last vaccination. SAEs will be followed throughout the study duration.

¢ Unsolicited AEs including MAAEs, NOCMCs, PIMMCs, and SAEs will be collected from participants throughout their period of study participation and SAE to include
concomitant medication(s) taken for these events.

f An abbreviated physical examination will be performed at screening. A targeted physical examination may be performed at subsequent visits, if indicated based on review of
medical history and any updates obtained by interview of participants.

¢ Participants must not eat or drink anything hot or cold, or smoke within 10 minutes prior to taking oral temperature.

" Prior to vaccination

' A urine pregnancy test will be performed within 24 hours prior to study vaccinations and results must be negative and known prior to each study vaccination.

iHematology and Chemistry tests include WBC, Hgb, platelet count, ANC, sodium, potassium, creatinine, T. bili, ALT.

k Reactogenicity assessments will occur prior to and > 30 minutes post vaccination.

'E-memory aid tools and education will be provided on the days of vaccination. E-memory aid review will occur 48 hours and 7 days post vaccination.

™ Stool kits will be provided during the visits preceding expected stool collection days.

"Unscheduled study (U/S) events and Early Termination (E/T) events to occur as indicated

° Visit Window to be initiated at Day 1 of each vaccination day.

P Counseling on avoidance of pregnancy will be performed on females of childbearing potential.

9 Safety Communication follow up visits may occur via phone or email communication
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9.7.1 Sample Size

Table 3: Sample Size/Probability Estimates

N No observed AEs
per Treatment Group 95% CI
10 0-31%
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10.2 Protocol Deviations

Table 4:

Distribution of Protocol Deviations by Category, Type, and Treatment Group

[Implementation Note: Only include categories and deviation types with a count >0. Only include the “Any type” row for a category if there is more
than 1 distinct deviation type reported in the category. Only include participant-specific deviations.]

RESTRICTED

1 pg 1 pg 3ng 3ng 10 pg 10 pg
CJCV2 CJCV2+ALFQ CJCV2 CJCV2+ALFQ CJCV2 CJCV2+ALFQ | All Participants
(N=X) (N=X) (N=X) (N=X) (N=X) (N=X) (N=X)

Category Deviation Type n m n m n m n m n m n m n m
Major Deviations®

[Category 1] Any type X X X X X X X X X X X X X X

[Type 1] X X X X X X X X X X X X X X

[Type 2] X X X X X X X X X X X X X X

[Type 3] X X X X X X X X X X X X X X

[Category 2] Any type X X X X X X X X X X X X X X

[Type 1] X X X X X X X X X X X X X X

[Type 2] X X X X X X X X X X X X X X

[Type 3] X X X X X X X X X X X X X X

[Category 3] Any type X X X X X X X X X X X X X X

[Type 1] X X X X X X X X X X X X X X

[Type 2] X X X X X X X X X X X X X X

[Type 3] X X X X X X X X X X X X X X
Minor Deviations

[Category 1] Any type X X X X X X X X X X X X X X

[Type 1] X X X X X X X X X X X X X X

[Type 2] X X X X X X X X X X X X X X

[Type 3] X X X X X X X X X X X X X X

[Category 2] Any type X X X X X X X X X X X X X X
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1 pg 1 pg 3ng 3ng 10 pg 10 pg
CJICV2 CJCV2+ALFQ CJICV2 CJCV2+ALFQ CJCV2 CJCV2+ALFQ | All Participants
(N=X) (N=X) (N=X) (N=X) (N=X) (N=X) (N=X)
Category Deviation Type n m n m n m n m n m n m n m
[Type 1] X X X X X X X X X X X X X X
[Type 2] X X X X X X X X X X X X X X
[Type 3] X X X X X X X X X X X X X X
[Category 3] Any type X X X X X X X X X X X X X X
[Type 1] X X X X X X X X X X X X X X
[Type 2] X X X X X X X X X X X X X X
[Type 3] X X X X X X X X X X X X X X
All Deviations
[Category 1] Any type X X X X X X X X X X X X X X
[Type 1] X X X X X X X X X X X X X X
[Type 2] X X X X X X X X X X X X X X
[Type 3] X X X X X X X X X X X X X X
[Category 2] Any type X X X X X X X X X X X X X X
[Type 1] X X X X X X X X X X X X X X
[Type 2] X X X X X X X X X X X X X X
[Type 3] X X X X X X X X X X X X X X

Notes: N = Number of participants enrolled.

n = Number of participants reporting specified deviation; a participant is only counted once per deviation type.
m = Number of deviations.
? A deviation is classified as major if it has the potential to negatively impact the rights, welfare, or safety of the participant or to substantially negatively impact the scientific integrity
or validity of the study.
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12.2.2 Displays of Adverse Events
Table S: Solicited Adverse Event Grading Scale
Injection Site Reaction Mild (Grade 1) Moderate (Grade 2) Severe (Grade 3)

Pain — experienced without
touching the injection site
(spontaneous discomfort)

Participant is aware of pain,
but it does not interfere with
daily activity, and if pain
medication is used, it is Over
the Counter (OTC) and used
for less than 24 hours

Participant is aware of pain;
there is interference with
daily activity or OTC pain
medication is used for more
than 24 hours

Participant is aware of pain,
and it prevents daily activity or
pain requires prescription
medication

Tenderness-experienced
with touching the injection
site

Participant is aware of pain,
but it does not interfere with
daily activity, and if pain
medication is used, it is Over
the Counter (OTC) and used
for less than 24 hours

Participant is aware of pain;
there is interference with
daily activity or OTC pain
medication is used for more
than 24 hours

Participant is aware of pain,
and it prevents daily activity or
pain requires prescription
medication

Ecchymosis (Bruising)®

Does not interfere with daily
activity

Interferes with daily activity

Prevents daily activity

Does not interfere with daily

activity

activity

Erythema (Redness)? activity Interferes with daily activity Prevents daily activity
Induration
D t interf ith dail . . .. . ..
(Hardness)/Edema oes o H;cetriveiie WG | Interferes with daily activity Prevents daily activity
(Swelling)® Y
Injection Site Reaction Small Medium Large
Ecchymosis (Bruising)® <20 mm 20 mm — 50 mm >50 mm
Erythema (Redness)® <20 mm 20 mm — 50 mm >50 mm
Induration
(Hardness)/Edema <20 mm 20 mm — 50 mm >50 mm
(Swelling)®
Systemic Mild (Grade 1) Moderate (Grade 2) Severe (Grade 3)
. No interference with daily Some interference with daily Significant interference,
Feverishness .. .. . ..
activity activity prevents daily activity
Fatioue No interference with daily Some interference with daily Significant interference,
& activity activity prevents daily activity
Malaise No interference with daily Some interference with daily Significant interference,
activity activity prevents daily activity
Mvaleiac No interference with daily Some interference with daily Significant interference,
va'e activity activity prevents daily activity
. No interference with daily Some interference with daily Significant interference,
Arthralgia®

prevents daily activity
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Injection Site Reaction Mild (Grade 1) Moderate (Grade 2) Severe (Grade 3)

Headache

No interference with daily
activity

Some interference with daily
activity

Significant interference,
prevents daily activity or
headache requires prescription
medication

Nausea

No interference with daily
activity

Some interference with daily
activity

Significant interference,
prevents daily activity or nausea
requires prescription medication

Vomiting

No interference with daily

Some interference with daily

Significant interference,
prevents daily activity or

activity activity vomiting requires prescription
medication
Systemic (Quantitative) Mild (Grade 1) Moderate (Grade 2) Severe (Grade 3)
38.0°C —38.4°C 38.5°C - 38.9°C >38.9°C
Fever! — oral®
100.4°F — 101.1°F 101.2°F — 102.0°F >102.0°F

Notes:

2 Will also be measured in mm but size will not be used as halting criteria.
> Will not be used as halting criteria.

¢ Not at injection site.

4 A fever can be considered not related to the study product if an alternative etiology can be documented.
¢ Oral temperature assessed on Day 1 prior to the first study vaccination will be considered as baseline. Participants must not eat
or drink anything hot or cold, or smoke within 10 minutes prior to taking oral temperature.
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Table 6: Vital Signs Grading Scale
Measurement Mild (Grade 1) Moderate (Grade 2) Severe (Grade 3)
Tachycardia 101 — 115 bpm 116 — 130 bpm 13 O;yiﬁ;’:hﬁ?;:icular
Bradycardia 45 —49 bpm 40 — 44 bpm <40 bpm
Systolic Hypertension 141 — 150 mmHg 151 — 160 mmHg > 160 mmHg
Systolic Hypotension 85— 89 mmHg 80 — 84 mmHg < 80 mmHg
Diastolic Hypertension 91 — 95 mmHg 96 — 100 mmHg > 100 mmHg
Diastolic Hypotension 50 — 54 mmHg 45— 49 mmHg <45 mmHg
Oral Temperature’ 38.0°C —38.4°C 38.5°C -38.9°C >38.9°C
100.4°F — 101.1°F 101.2°F — 102.0°F >102.0°F

Note: Vital signs measurements that meet these grading criteria and represent a worsening of condition from baseline are
reported as unsolicited adverse events.

2 Oral temperatures assessed from the time of vaccination through 7 days post vaccination for each vaccination will be reported
as reactogenicity events rather than as unsolicited adverse events.
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12.4.1 Individual Laboratory Measurements and Abnormal Laboratory Values
Table 7: Laboratory Adverse Event Grading Scale
Laboratory Mild Moderate Severe
(Grade 1) (Grade 2) (Grade 3)
Sodium, low, mEq/L 132 -135 130 -131 <130
Sodium, high, mEq/L 146 — 147 148 — 149 150 or greater
Potassium, high, mEq/L 52-53 54-55 >5.5
Potassium, low, mEq/L 33-34 31-32 <3.1
Creatinine, high mg/dL (female) 1.0-1.1 1.2-2.0 >2
Creatinine, high mg/dL (male) 1.2-13 14-2.0 >2
If‘ai;irrFunCtion Tests (ALT) increase by >1.0-2.5 x ULN >2.5-5.0 x ULN >5.0 x ULN
Total bilirubin >1.0-1.5x ULN >1.5-2.0 x ULN >2.0x ULN
Hgb (female), low g/dL 109-11.6 9.4-10.8 <93
Hgb (male), low g/dL 13.1-13.2 12.5-13.0 <124
WBC, increase, cells, x 103u/L >11.1-<15.0 >15-<20 >20.0
WBC, decrease, cells, x 10°u/L 2.5-<4.4 1.5-<25 <1.5
ANC, x 10°u/L 1.2-<1.7 09-<1.2 <0.9
Platelets, decrease, cells/mm? 124,000-<134,000 100,000<124,000 <100,000
Urine protein Trace 1+ 2+
Note: ULN is the upper limit of the normal range.
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14.1 Description of Study Participants

14.1.1 Disposition of Participants

Table 8: Participant Disposition by Treatment Group
1 pg 1 pg 3ng 3ng 10 pg 10 pg
CJCV2 CJCV2+ALFQ CJCV2 CJCV2+ALFQ CJCV2 CICV2+ALFQ | Ap Participants
N=X N=X N=X N=X N=X N=X N=X
Participant (N=X) (N=X) (N=X) (N=X) (N=X) (N=X) (N=X)
Disposition n % n % n % n % n % n % n %
Screened -- -- -- -- -- -- -- -- -- -- -- -- X --
Enrolled/Randomized X 100 X 100 X 100 X 100 X 100 X 100 X 100
Received First Vaccination X XX X XX X XX X XX X XX X XX X XX
Received Second Vaccination® X XX X XX X XX X XX X XX X XX X XX
Received Third Vaccination® X XX X XX X XX X XX X XX X XX X XX
Completed Final Blood Draw (Study
X XX X XX X XX X XX X XX X XX X XX
Day 113)*
Completed Follow-up (Study Day 420)* X XX X XX X XX X XX X XX X XX X XX
Contributed both pre- and at least one
P b X XX X XX X XX X XX X XX X XX X XX
post-study vaccination blood samples

Note: N = Number of participants enrolled.
2 Refer to Section 16.2.1 for reasons participants discontinued or terminated early.

bRefer to Section 16.2.3 for reasons participants are excluded from the Analysis populations.
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Table 9: Analysis Populations by Treatment Group

[Implementation Note: For the Full and Per Protocol Immunogenicity Populations, include a row for each exclusion reason with a count > 0; if there
are no exclusions, the applicable “Any Reason’ row should be included and cells marked with a “-" to indicate 0 participants were excluded. If there is
only one distinct reason for exclusion in an analysis population, then only include the “Any Reason’ row but replace “Any Reason” with the reason.]

1pg 1pg 3ng 3ng 10 pg 10 pg All
CICV2 CJCV2+ALFQ CICV2 CIJCV2+ALFQ CICV2 CJCV2+ALFQ Participants
(N=X) (N=X) (N=X) (N=X) (N=X) N=X) N=X)
Analysis Population Participant Status® n % n % n % n % n % n % n %
Safety Population Included X XX X XX X XX X XX X XX X XX X XX
Excluded: Did not receive any
. X XX X XX X XX X XX X XX X XX X XX
study vaccine
Full Immunogenicity | Included in at least 1 time point X XX X XX X XX X XX X XX X XX X XX
Population - -
Excluded from all time points:
X XX X XX X XX X XX X XX X XX X XX
Any Reason
Did not receive any study
. X XX X XX X XX X XX X XX X XX X XX
vaccine
Did not contribute pre- and
at least one post-study X XX X XX X XX X XX X XX X XX X XX
vaccination blood samples
Excluded from individual time
. X XX X XX X XX X XX X XX X XX X XX
points: Any Reason
[Reason 1] X XX X XX X XX X XX X XX X XX X XX
[Reason 2] X XX X XX X XX X XX X XX X XX X XX
Per Protocol Included in at least 1 time point X XX X XX X XX X XX X XX X XX X XX
Immunogenicity X -
Population Excluded from all time points: < X < X < X < X < X < X < X
Any Reason
[Reason 1] X XX X XX X XX X XX X XX X XX X XX
[Reason 2] X XX X XX X XX X XX X XX X XX X XX
-59-
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1pg 1pg 3ng 3ng 10 pg 10 pg All
CJCV2 CJCV2+ALFQ CJCV2 CJCV2+ALFQ CJCV2 CJCV2+ALFQ Participants
(N=X) (N=X) (N=X) (N=X) (N=X) (N=X) (N=X)
Analysis Population Participant Status® n % n % n % n % n % n % n %
Excluded from individual time
. XX X XX X XX X XX XX X XX X XX
points: Any Reason
[Reason 1] XX X XX X XX X XX XX X XX X XX
[Reason 2] XX X XX X XX X XX XX X XX X XX

Note: N = Number of participants enrolled.

2 A participant may only be counted in one reason for the “Excluded from all time points” status. A participant may be counted in more than one reason for the “Excluded from
individual time points™ status but is only counted once in each reason. The full list of exclusions by participant is in Section 16.2.3.

-60 -
RESTRICTED



Statistical Analysis Plan - DMID Protocol: 19-0003

Version 1.0

January 28, 2025

Table 10: Dates of First Vaccination by Treatment Group
[Implementation Note: Each row below the “Total” row will be one-month increments.]
1 pg 1 pg 3ng 3pg 10 png 10 png All
CICV2 |CJCV2Z+ALFQ| CICV2 |CJCV2Z+ALFQ|CJICV2 | CICV2+ALFQ | participants
Dates of First Vaccination | (N=X) (N=X) (N=X) (N=X) (N=X) (N=X) (N=X)
Total (Entire period of
enrollment) X X X X X X X
DDMMMYYYY-
DDMMMYYYY
[categorize based on length
of enrollment period] X X X X X X X
X X X X X X X
X X X X X X X
DDMMMYYYY-
DDMMMYYYY X X X X X X X
Note: N = Number of participants in the Safety Population.
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Table 11: Ineligibility Summary of Screen Failures

[Implementation Note: Include a row for each inclusion criterion not met, exclusion criterion not met, and reason eligible but not enrolled with a count
> (. Only include the “Any [X]” row if there is > I distinct criterion/reason in a given category. Sort the specific reasons by descending frequency and

then alphabetically if there are ties. Participants who are eligible but are not enrolled will be counted as screen failures.]

Disposition Category Inclusion/Exclusion Criterion or Reason for Not Enrolling n? %"
Screen failure Any reason X 100
Did not meet inclusion criteria Any inclusion criterion X XX

[inclusion criterion 1] X XX
[inclusion criterion 2] X XX
[inclusion criterion 3] X XX
Met exclusion criteria Any exclusion criterion X XX
[exclusion criterion 1] X XX
[exclusion criterion 2] X XX
[exclusion criterion 3] X XX
Eligible but not enrolled Any reason X XX
[Reason 1] X XX
[Reason 2] X XX

2 More than one criterion may be marked per participant.
" Denominator for percentages is the total number of screen failures.
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14.1.2 Demographic Data by Study Group

Table 12: Summary of Categorical Demographic and Baseline Characteristics by Treatment Group, All Enrolled Participants
1 ng 1pg 3ng 3ng 10 pg 10 pg
CJCV2 CJCV2+ALFQ CJCV2 CIJCV2+ALFQ CJCV2 CJCV2+ALFQ All
(N=X) (N=X) (N=X) (N=X) (N=X) (N=X) Participants(N=X)
Variable Characteristic n % n % n % n % n % n % n %
Sex Male X XX X XX X XX X XX X XX X XX X XX
Female X XX X XX X XX X XX X XX X XX X XX
Ethnicity | Not Hispanic or Latino X XX X XX X XX X XX X XX X XX X XX
Hispanic or Latino X XX X XX X XX X XX X XX X XX X XX
Not Reported X XX X XX X XX X XX X XX X XX X XX
Unknown X XX X XX X XX X XX X XX X XX X XX
Race American Indian or Alaska Native X XX X XX X XX X XX X XX X XX X XX
Asian X XX X XX X XX X XX X XX X XX X XX
Native Hawaiian or other Pacific
Islander X XX X XX X XX X XX X XX X XX X XX
Black or African American X XX X XX X XX X XX X XX X XX X XX
White X XX X XX X XX X XX X XX X XX X XX
Multi-Racial X XX X XX X XX X XX X XX X XX X XX
Unknown X XX X XX X XX X XX X XX X XX X XX
Note: N = Number of participants enrolled.

-63 -

RESTRICTED



Statistical Analysis Plan - DMID Protocol: 19-0003

Version 1.0

January 28, 2025

Table 13:

Summary of Continuous Demographic and Baseline Characteristics by Treatment Group, All Enrolled Participants

[Implementation Note: If any characteristic is missing for any participant, include a statistic row for “n”" and add the footnote, “n = Number of
participants enrolled with a measurement available."]

RESTRICTED

1pg 1 pg 3ng 3ng 10 pg 10 pg All
CJCV2 CJCV2+ALFQ CJCV2 CJCV2+ALFQ CJCV2 CJCV2+ALFQ Participants
Variable Statistic (N=X) (IN=X) (IN=X) (N=X) (N=X) (N=X) (N=X)
Age (years) Mean XX.X XX.X XX.X XX.X XX.X XX.X XX.X
Standard Deviation XX.X XX.X XX.X XX.X XX.X XX.X XX.X
Median XX.X XX.X XX.X XX.X XX.X XX.X XX.X
Minimum XX XX XX XX XX XX XX
Maximum XX XX XX XX XX XX XX
Height (cm) Mean XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Standard Deviation XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Median XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Minimum XX.X XX.X XX.X XX.X XX.X XX.X XX.X
Maximum XX.X XX.X XX.X XX.X XX.X XX.X XX.X
Weight (kg) Mean XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Standard Deviation XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Median XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Minimum XX.X XX.X XX.X XX.X XX.X XX.X XX.X
Maximum XX.X XX.X XX.X XX.X XX.X XX.X XX.X
BMI (kg/m?) Mean XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Standard Deviation XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Median XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Minimum XX.X XX.X XX.X XX.X XX.X XX.X XX.X
Maximum XX.X XX.X XX.X XX.X XX.X XX.X XX.X
Note: N = Number of participants enrolled.
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14.1.3 Prior and Concurrent Medical Conditions

Table 14:

Summary of Participants with Pre-Existing Medical Conditions by MedDRA System Organ Class and Treatment Group

1pg
CJCV2
(N=X)

1pg
CJCV2+ALFQ
(N=X)

3ng
CJCV2
(N=X)

3ng
CJCV2+ALFQ
(N=X)

10 pg
CJCV2

(N=X)

10 png
CJCV2+ALFQ

(N=X)

All Participants
(N=X)

MedDRA System
Organ Class (SOC)

%

n %

n %

n %

n %

n %

n %

Any SOC

XX

X XX

X XX

X XX

X XX

X XX

X XX

[SOC 1]

[SOC 2]

[SOC 3]

[SOC 4]

Notes: N = Number of participants in the Safety Population.
A participant can only be counted once per SOC.
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14.2 Immunogenicity Data

Table 15:

C. jejuni Capsule-specific IgG Serum Antibody Results with 95% Confidence Intervals by Time Point and Treatment Group, Full
Immunogenicity Population

[Implementation Note: For similar tables using the PP Immunogenicity Population, update the footnotes to “Per Protocol Immunogenicity Population™
instead of “Full Immunogenicity Population”. For the “Post Vaccination Peak Titer” row, all valid results included in the applicable analysis
population will be considered (i.e., results from visits that are excluded from the PP Immunogenicity Population will not be considered towards the
“Post Vaccination Peak Titer” for the PP Immunogenicity Population). Individual FR values will be reported to 1 decimal place (i.e., for the Min and
Max),; the GMFR and 95% CI will be presented to 2 decimal places. The percentage of responders and 95% CI will be reported to 1 decimal place.]

1pg 1pg 3pg 3pg 10 pg 10 pg
CJICV2 CJCV2+ALFQ CJCV2 CJCV2+ALFQ CICV2 CJCV2+ALFQ
Time Point Statistic (N=X) N=X) N=X) (N=X) N=X) N=X)
Pre-Vaccination 1 n X X X X X X
(Study Day 1) Number <LLOQ? X X X X X X

Titer: GM (95% CI)®

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

XX (X.X, X.X)

Titer: Min, Max X, X X, X X, X X, X X, X X, X
7 Days Post Vaccination I | n X X X X X X
Study Day 8
(Study Day 8) Number <LLOQ* X X X X X X

Titer: GM (95% CI)°

X.X (X.X, X.X)

X.X (XX, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

Titer: Min, Max

X, X

X, X

X, X

X, X

X, X

X, X

FR: GM (95% CI)®

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

FR: Min, Max

X.X, X.X

X.X, X.X

X.X, X.X

X.X, X.X

X.X, X.X

X.X, X.X

Responders© (95% CI)¢

XX.X (XX.X, XX.X)

XX.X (XX.X, XX.X)

XX.X (XX.X, XX.X)

XX.X (XX.X, XX.X)

XX.X (XX.X, XX.X)

XX.X (XX.X, XX.X)

Pre-Vaccination 2
(Study Day 29)

n

X

X

X

X

X

X

Number <LLOQ?

X

X

X

X

X

X

Titer: GM (95% CI)°

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

Titer: Min, Max

X, X

X, X

X, X

X, X

X, X

X, X

FR: GM (95% CI)®

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

FR: Min, Max

X.X, X.X

X.X, X.X

X.X, X.X

X.X, X.X

X.X, X.X

X.X, X.X

- 66 -

RESTRICTED




Statistical Analysis Plan - DMID Protocol: 19-0003

Version 1.0
January 28, 2025

Time Point

Statistic

1pg
CICV2
(N=X)

1pg
CJCV2+ALFQ
(N=X)

3png
CICV2
(N=X)

3pg
CJCV2+ALFQ
(N=X)

10 pg
CJCV2

(N=X)

10 pg
CJCV2+ALFQ

(N=X)

Responders© (95% CI)¢

XX.X (XX.X, XX.X)

XX.X (XX.X, XX.X)

XXX (XX.X, XX.X)

XXX (XX.X, XX.X)

XX.X (XX.X, XX.X)

XXX (XX.X, XX.X)

7 Days Post Vaccination 2
(Study Day 36)

n

X

X

X

X

X

X

Number <LLOQ?

X

X

X

X

X

X

Titer: GM (95% CI)®

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (XX, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

Titer: Min, Max

X, X

X, X

X, X

X, X

X, X

X, X

FR: GM (95% CI)®

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

FR: Min, Max

X.X, X.X

X.X, X.X

X.X, X.X

X.X, X.X

X.X, X.X

X.X, X.X

Responders® (95% CI)¢

XX.X (XX.X, XX.X)

XX.X (XX.X, XX.X)

XX.X (XX.X, XX.X)

XX.X (XX.X, XX.X)

XX.X (XX.X, XX.X)

XXX (XX.X, XX.X)

Pre-Vaccination 3
(Study Day 57)

n

X

X

X

X

X

X

Number <LLOQ?

X

X

X

X

X

X

Titer: GM (95% CI)®

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

XX (X.X, X.X)

Titer: Min, Max

X, X

X, X

X, X

X, X

X, X

X, X

FR: GM (95% CI)®

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

XXX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

FR: Min, Max

X.X, X.X

X.X, X.X

X.X, X.X

X.X, X.X

X.X, X.X

X.X, X.X

Responders® (95% CI)¢

XXX (XX.X, XX.X)

XXX (XX.X, XX.X)

XX.X (XX.X, XX.X)

XXX (XX.X, XX.X)

XXX (XX.X, XX.X)

XX.X (XX.X, XX.X)

7 Days Post Vaccination 3
(Study Day 64)

n

X

X

X

X

X

X

Number <LLOQ?

X

X

X

X

X

X

Titer: GM (95% CI)°

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

Titer: Min, Max

X, X

X, X

X, X

X, X

X, X

X, X

FR: GM (95% CI)®

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

FR: Min, Max

X.X, X.X

X.X, X.X

X.X, X.X

X.X, X.X

X.X, X.X

X.X, X.X

Responders® (95% CI)¢

XX.X (XX.X, XX.X)

XX.X (XX.X, XX.X)

XX.X (XX.X, XX.X)

XX.X (XX.X, XX.X)

XX.X (XX.X, XX.X)

XX.X (XX.X, XX.X)

28 Days Post Vaccination 3
(Study Day 85)

n

X

X

X

X

X

X

Number <LLOQ?

X

X

X

X

X

X

Titer: GM (95% CI)°

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (XX, X.X)

X.X (X.X, X.X)
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1pg 1pg 3png 3pg 10 pg 10 pg
CJCV2 CJCV2+ALFQ CJCV2 CJCV2+ALFQ CJCV2 CJCV2+ALFQ
Time Point Statistic (N=X) (N=X) (N=X) (N=X) (N=X) (N=X)
Titer: Min, Max X, X X, X X, X X, X X, X X, X

FR: GM (95% CI)®

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

XXX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

FR: Min, Max

X.X, X.X

X.X, X.X

X.X, X.X

X.X, X.X

X.X, X.X

X.X, X.X

Responders© (95% CI)¢

XX.X (XX.X, XX.X)

XX.X (XX.X, XX.X)

XXX (XX.X, XX.X)

XXX (XX.X, XX.X)

XXX (XX.X, XX.X)

XXX (XX.X, XX.X)

(Study Day 113)

56 Days Post Vaccination 3

n

X

X

X

X

X

X

Number <LLOQ?

X

X

X

X

X

X

Titer: GM (95% CI)°

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

Titer: Min, Max

X, X

X, X

X, X

X, X

X, X

X, X

FR: GM (95% CI)®

XXX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

FR: Min, Max

X.X, X.X

X.X, X.X

X.X, X.X

X.X, X.X

X.X, X.X

X.X, X.X

Responders® (95% CI)¢

XX.X (XX.X, XX.X)

XX.X (XX.X, XX.X)

XX.X (XX.X, XX.X)

XX.X (XX.X, XX.X)

XX.X (XX.X, XX.X)

XXX (XX.X, XX.X)

Post Vaccination Peak
Titer

n

X

X

X

X

X

X

Number <LLOQ*

X

X

X

X

X

X

Titer: GM (95% CI)°

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

X.X (X.X, X.X)

Titer: Min, Max

X, X

X, X

X, X

X, X

X, X

X, X

FR: GM (95% CI)®

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

X.XX (X.XX, X.XX)

FR: Min, Max

X.X, X.X

X.X, X.X

X.X, X.X

X.X, X.X

X.X, X.X

X.X, X.X

Responders© (95% CI)¢

XX.X (XX.X, XX.X)

XX.X (XX.X, XX.X)

XX.X (XX.X, XX.X)

XX.X (XX.X, XX.X)

XX.X (XX.X, XX.X)

XX.X (XX.X, XX.X)

Notes: N = Number of participants in the Full Immunogenicity Population; n = Number of participants in the Full Inmunogenicity Population with valid results at the given time
point; GM = Geometric Mean; CI = Confidence Interval; Min = Minimum; Max = Maximum; FR = Fold-rise in antibody titer compared to pre-vaccination 1; LLOQ = Lower Limit
of Quantification; LOD = Limit of Detection.
2 Number of participants in the Full Immunogenicity Population whose result was <LLOQ at the given time point; result is imputed as LOD in summary statistics.
®95% confidence interval based on Student’s t distribution.
¢ Percentage of participants with FR > 4.

4 Exact 95% Clopper-Pearson confidence interval.
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Tables with similar format:

Table 16:

Table 17:

Table 18:

Table 19:

C. jejuni Capsule-specific IgG Serum Antibody Results with 95% Confidence Intervals by Time Point and Treatment Group, PP
Immunogenicity Population

CRMi97-specific IgG Serum Antibody Results with 95% Confidence Intervals by Time Point and Treatment Group, Full
Immunogenicity Population

CRMi97-specific IgG Serum Antibody Results with 95% Confidence Intervals by Time Point and Treatment Group, PP
Immunogenicity Population

C. jejuni Capsule-specific IgG ALS Results with 95% Confidence Intervals by Time Point and Treatment Group, Full
Immunogenicity Population

[Implementation Note: Time points included in this table are Study Days 1, 8, 36, and 64.]

Table 20:

C. jejuni Capsule-specific IgG ALS Results with 95% Confidence Intervals by Time Point and Treatment Group, PP
Immunogenicity Population

[Implementation Note: Time points included in this table are Study Days 1, 8, 36, and 64.]

Table 21:

Table 22:

Table 23:

Table 24:

C. jejuni Capsule-specific IgM Serum Antibody Results with 95% Confidence Intervals by Time Point and Treatment Group, Full
Immunogenicity Population

C. jejuni Capsule-specific IgM Serum Antibody Results with 95% Confidence Intervals by Time Point and Treatment Group, PP
Immunogenicity Population

CRMi97-specific IgM Serum Antibody Results with 95% Confidence Intervals by Time Point and Treatment Group, Full
Immunogenicity Population

CRMi97-specific IgM Serum Antibody Results with 95% Confidence Intervals by Time Point and Treatment Group, PP
Immunogenicity Population
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Table 25:

Timing of Maximum Titers by Immune Response and Treatment Group, Full Inmunogenicity Population

[Implementation Note: Categorize participants based on their maximum response; if participants have the same maximum response at more than 1 time
point, use the earliest time point. All valid results included in the applicable analysis population will be considered (i.e., results from visits that are
excluded from the PP Immunogenicity Population will not be considered for the PP Immunogenicity Population). Include a row for all time points

applicable to the immune response even if all counts are 0; cells with a zero count will display “-".]
1pg 1pg 3pg 3ng 10 pg 10 png
CJCV2 CJCV2+ALFQ CJCV2 CJCV2+ALFQ CJCV2 CJCV2+ALFQ
Immune (N=X) (N=X) (N=X) (N=X) (N=X) (N=X)
Response Time Point of Maximum Titer % n % n % n % n % n %
C. jejuni Pre-Vaccination 1 (Study Day 1) XX X XX X XX X XX X XX X XX
C le-specifi o
apswe-specttic 7 Days Post Vaccination 1 (Study
IgG Serum Dav 8 XX X XX X XX X XX X XX X XX
Antibody ay 8)
Pre-Vaccination 2 (Study Day 29) XX X XX X XX X XX X XX X XX
7 Days Post Vaccination 2 (Study
Day 36) XX X XX X XX X XX X XX X XX
Pre-Vaccination 3 (Study Day 57) XX X XX X XX X XX X XX X XX
7 Days Post Vaccination 3 (Study
Day 64) XX X XX X XX X XX X XX X XX
28 Days Post Vaccination 3 (Study
Day 85) XX X XX X XX X XX X XX X XX
56 Days Post Vaccination 3 (Study
Day 113) XX X XX X XX X XX X XX X XX
CRM¢7-specific | Pre-Vaccination 1 (Study Day 1) XX X XX X XX X XX X XX X XX
IgG S .
Ag e 7 Days Post Vaccination 1 (Study
ntibody Day 8) XX X XX X XX X XX X XX X XX
Pre-Vaccination 2 (Study Day 29) XX X XX X XX X XX X XX X XX
7 Days Post Vaccination 2 (Study
Day 36) XX X XX X XX X XX X XX X XX
Pre-Vaccination 3 (Study Day 57) XX X XX X XX X XX X XX X XX
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1 pg 1 pg 3pg 3ng 10 png 10 png
CJCV2 CJCV2+ALFQ CJCV2 CJCV2+ALFQ CJCV2 CJCV2+ALFQ
N=X N=X N=X N=X N=X N=X
Immune (N=X) (N=X) (N=X) (N=X) (N=X) (N=X)
Response Time Point of Maximum Titer % n % n % n % n % n %
7 Days Post Vaccination 3 (Study X X X X X X X X X X X
Day 64)
28 Days Post Vaccination 3 (Study X X X X X X X X X X X
Day 85)
56 Days Post Vaccination 3 (Study X . X . X . X X X X X
Day 113)
C. jejuni Pre-Vaccination 1 (Study Day 1) XX X XX X XX X XX X XX X XX
C le- ifi .
ApStL ¢ spectie 7 Days Post Vaccination 1 (Study
IgG ALS XX X XX X XX X XX X XX X XX
Day 8)
7 Days Post Vaccination 2 (Study X X X X X X X < X < X
Day 36)
7 Days Post Vaccination 3 (Study X X X X X X X < X < X
Day 64)
C. jejuni Pre-Vaccination 1 (Study Day 1) XX X XX X XX X XX X XX X XX
C le- ifi ..
apswie-spectlic 7 Days Post Vaccination 1 (Study
IgM Serum Dav 8 XX X XX X XX X XX X XX X XX
Antibody ay 8)
Pre-Vaccination 2 (Study Day 29) XX X XX X XX X XX X XX X XX
7 Days Post Vaccination 2 (Study X X X X X X X < X < X
Day 36)
Pre-Vaccination 3 (Study Day 57) XX X XX X XX X XX X XX X XX
7 Days Post Vaccination 3 (Study X X X X X X X < X X X
Day 64)
28 Days Post Vaccination 3 (Study X < X « x « x < X « X
Day 85)
56 Days Post Vaccination 3 (Study X X “x X “x X “x X “x X “x
Day 113)
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1pg 1pg 3ng 3pg 10 pg 10 pg
CJCV2 CJCV2+ALFQ CJCV2 CJCV2+ALFQ CJCV2 CJCV2+ALFQ
N=X N=X N=X N=X N=X N=X
N— (N=X) (N=X) (N=X) (N=X) (N=X) (N=X)
Response Time Point of Maximum Titer n % n % n % n % n % n %
CRM¢7-specific | Pre-Vaccination 1 (Study Day 1) X XX X XX X XX X XX X XX X XX
IgM S o
£ Serum 7 Days Post Vaccination 1 (Study
Antibody X XX X XX X XX X XX X XX X XX
Day 8)
Pre-Vaccination 2 (Study Day 29) X XX X XX X XX X XX X XX X XX
7 Days Post Vaccination 2 (Study
X XX X XX X XX X XX X XX X XX
Day 36)
Pre-Vaccination 3 (Study Day 57) X XX X XX X XX X XX X XX X XX
7 Days Post Vaccination 3 (Study
X XX X XX X XX X XX X XX X XX
Day 64)
28 Days Post Vaccination 3 (Study
X XX X XX X XX X XX X XX X XX
Day 85)
56 Days Post Vaccination 3 (Study
X XX X XX X XX X XX X XX X XX
Day 113)

Notes: N = Number of participants in the Full Immunogenicity Population.
Each participant can only be counted in a single time point for each immune response; participants are counted in the earliest time point their maximum response occurs.

Table with similar format:

Table 26:

[Implementation Note: Update footnotes with “Per Protocol Immunogenicity Population”.]
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Table 27: Summary Statistics of Estimated CJCV2 Dose Received by Vaccination and Treatment Group, Safety Population

[Implementation Note: Estimated doses are reported as X. XX ug, report Mean, Standard Deviation, and Median to 3 decimal places and Min and Max
to 2 decimal places.]

1 pg CICV2 1 pg CJCV2+ALFQ 3 ng CICV2 3 ng CJCV2+ALFQ 10 pg CJCV2 10 pg CJCV2+ALFQ

Vaccination Statistic (N=X) (N=X) (N=X) (N=X) (N=X) (N=X)
Vaccination 1 n X X X X X X
Mean X.XXX X.XXX X.XXX X.XXX X.XXX X.XXX
Standard Deviation X.XXX X.XXX X.XXX X.XXX X.XXX X.XXX
Median X.XXX X.XXX X.XXX X.XXX X.XXX X.XXX
Min, Max X.XX, X.XX X.XX, X.XX X.XX, X.XX X.XX, X.XX X.XX, X.XX X.XX, X.XX
Vaccination 2 n X X X X X X
Mean X.XXX X.XXX X.XXX X.XXX X.XXX X.XXX
Standard Deviation X.XXX X.XXX X.XXX X.XXX X.XXX X.XXX
Median X. XXX X. XXX X. XXX X. XXX X. XXX X. XXX
Min, Max X.XX, X.XX X.XX, X.XX X.XX, X.XX X.XX, X.XX X.XX, X.XX X.XX, X.XX
Vaccination 2, n X X X X X X
Cumulative Dose
Mean X.XXX X.XXX X.XXX X.XXX X.XXX X.XXX
Standard Deviation X.XXX X.XXX X.XXX X.XXX X.XXX X.XXX
Median X.XXX X. XXX X. XXX X. XXX X. XXX X.XXX
Min, Max X.XX, X.XX X.XX, X.XX X.XX, X.XX X.XX, X.XX X.XX, X.XX X.XX, X.XX
Vaccination 3 n X X X X X X
Mean X.XXX X.XXX X.XXX X.XXX X.XXX X.XXX
Standard Deviation X. XXX X. XXX X. XXX X. XXX X. XXX X. XXX
Median X.XXX X. XXX X. XXX X. XXX X. XXX X.XXX
Min, Max X.XX, X.XX X.XX, X.XX X.XX, X.XX X.XX, X.XX X.XX, X.XX X.XX, X.XX
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1 ug CJCV2 1 ug CJCV2+ALFQ 3 ug CJCV2 3 ng CJICV2+ALFQ 10 pg CJCV2 | 10 pg CJCV2+ALFQ
Vaccination Statistic (N=X) (N=X) (N=X) (N=X) (N=X) (N=X)

Vaccination 3, n X X X X X X
Cumulative Dose

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

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

Median X. XXX X. XXX X. XXX X. XXX X. XXX X. XXX

Min, Max X.XX, X.XX X.XX, X.XX X.XX, X.XX X.XX, X.XX X.XX, X.XX X.XX, X.XX

Maximum.

Notes: N = Number of participants in the Safety Population; n = Number of participants in the Safety Population who received the specified vaccination; Min = Minimum; Max =

Dose verification results are estimated for each batch prepared; all participants vaccinated with the same batch have the same estimated CICV2 dose received for that vaccination.
Estimated doses are reported in pg.
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Table 28: Spearman Correlations between Cumulative Estimated Dose of CJCV2 and Immune Response by Vaccination Number and

ALFQ Status, Full Imnmunogenicity Population

[Implementation Note: All valid results included in the applicable analysis population will be considered (i.e., results from visits that are excluded from
the PP Immunogenicity Population will not be considered for the PP Immunogenicity Population).]

Vaccination 12 Vaccination 2" Vaccination 3¢

CJCV2 CJCV2+ALFQ CICV2 CJCV2+ALFQ CJCV2 CJCV2+ALFQ
Immune Response Statistic (N=X) (N=X) (N=X) (N=X) (N=X) (N=X)
C. jejuni Capsule-specific | n X X X X X X
IgG Serum Antibody ) )
Spearman Correlation Coefficient X.XXX X.XXX X.XXX X.XXX X. XXX X. XXX

95% CI¢

X. XXX, X.XXX

X. XXX, X.XXX

X.XXX, X.XXX

X. XXX, X.XXX

X. XXX, X.XXX

X.XXX, X.XXX

CRM97-specific Capsule-
specific IgG Serum
Antibody

n

X

X

X

X

X

X

Spearman Correlation Coefficient

X. XXX

X. XXX

X. XXX

X. XXX

X. XXX

X. XXX

95% CI¢

X. XXX, X. XXX

X. XXX, X. XXX

X. XXX, X. XXX

X. XXX, X. XXX

X. XXX, X. XXX

X. XXX, X. XXX

C. jejuni Capsule-specific
IgG ALS

n

X

X

X

X

X

X

Spearman Correlation Coefficient

X. XXX

X. XXX

X. XXX

X. XXX

X. XXX

X. XXX

95% CI¢

X.XXX, X.XXX

X.XXX, X.XXX

X.XXX, X.XXX

X.XXX, X.XXX

X. XXX, X.XXX

X. XXX, X.XXX

C. jejuni Capsule-specific
IgM Serum Antibody

n

X

X

X

X

X

X

Spearman Correlation Coefficient

X. XXX

X. XXX

X. XXX

X. XXX

X. XXX

X. XXX

95% CI¢

X. XXX, X. XXX

X. XXX, X. XXX

X. XXX, X. XXX

X. XXX, X. XXX

X. XXX, X. XXX

X. XXX, X. XXX

CRM97-specific Capsule-
specific I[gM Serum
Antibody

n

X

X

X

X

X

X

Spearman Correlation Coefficient

X.XXX

X.XXX

X.XXX

X.XXX

X. XXX

X. XXX

95% CI¢

X.XXX, X.XXX

X.XXX, X.XXX

X.XXX, X.XXX

X.XXX, X.XXX

X. XXX, X.XXX

X.XXX, X.XXX

Notes: N = Number of participants with at least one visit post the specified vaccination visit in the Full Immunogenicity Population summed across all cohorts by ALFQ status; n =
Number of participants in the Full Immunogenicity Population with valid immunogenicity results included in the correlation.

2 Results are from Study Day 8 for the ALS assay and the maximum result from Study Days 8 and 29 for serum assays.
bResults are from Study Day 36 for the ALS assay and the maximum result from Study Days 36 and 57 for serum assays.
¢Results are from Study Day 64 for the ALS assay and the maximum result from Study Days 64, 85, and 113 for serum assays.
495% confidence interval calculated using Fisher’s Z transformation.
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Table with a similar format:

Table 29: Spearman Correlations between Cumulative Estimated Dose of CJCV2 and Immune Response by Vaccination Number and
ALFQ Status, PP Immunogenicity Population

[Implementation Note: Update footnotes for “N” and “n” to “N = Number of participants who received the specified vaccination in the Per Protocol
Immunogenicity Population summed across all cohorts by ALFQ status;, n = Number of participants in the Per Protocol Immunogenicity Population
with valid immunogenicity results included in the correlation.”.]
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14.3  Safety Data
14.3.1 Displays of Adverse Events
Table 30:

Overall Summary of Adverse Events

[Implementation Note: For the severity rows, a participant will only be counted in one severity category and will be categorized by the maximum

severity experienced.]

1 ng 1pg 3pg 3pg 10 pg 10 pg All
CJCV2 CJCV2+ALFQ CJCV2 CJCV2+ALFQ CJCV2 CJCV2+ALFQ Participants
(N=X) (N=X) (N=X) (N=X) (N=X) (N=X) (N=X)
Participants with n % n % n % n % n % n % n %
At least one local solicited adverse event® X X X X X X X X X X X X X X
At least one systemic solicited adverse event® X X X X X X X X X X X X X X
At least one unsolicited adverse event® X X X X X X X X X X X X X X
Mild (Grade 1) X X X X X X X X X X X X X X
Moderate (Grade 2) X X X X X X X X X X X X X X
Severe (Grade 3) X X X X X X X X X X X X X X
At least one related unsolicited adverse event® X X X X X X X X X X X X X X
Mild (Grade 1) X X X X X X X X X X X X X X
Moderate (Grade 2) X X X X X X X X X X X X X X
Severe (Grade 3) X X X X X X X X X X X X X X
At least one clinical laboratory adverse event® X X X X X X X X X X X X X X
:::els;st one related clinical laboratory adverse < < < < < < < < < < < < < <
At least one serious adverse event®? X X X X X X X X X X X X X X
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1 pg 1pg 3png 3ng 10 pg 10 pg All
CJCV2 CJCV2+ALFQ CJCV2 CJCV2+ALFQ CJCV2 CJCV2+ALFQ Participants
N=X) (N=X) (N=X) (N=X) N=X) N=X) (N=X)
Participants with n % n % n % n % n % n % n %
At least one related, serious adverse event®d X X X X X X X X X X X X X X
At least one adverse event leading to early
termination® X X X X X X X X X X X X X X
At least one medically attended adverse event? X X X X X X X X X X X X X X
At least one new onset chronic medical
condition® X X X X X X X X X X X X X X
At least one potentially immune mediated . X X . . . . X X X X X X X
medical condition?

Notes: N = Number of participants in the Safety Population.
Participants can only be counted once for each category regardless of the number of events and are categorized by maximum severity.
2 Collected from vaccination through 7 days post vaccination for each vaccination.

b Collected from vaccination through 28 days post vaccination for each vaccination.

¢ A listing of Serious Adverse Events is included in Section 14.3.2.

4 Collected from the time of first vaccination through 12 months following final vaccination.

¢ As reported on the Adverse Event eCRF.
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Table 31: Non-Serious Adverse Events Occurring in At Least 5% of Participants in Any Treatment Group and All Serious Adverse Events
by MedDRA System Organ Class and Preferred Term and Treatment Group

[Implementation Note: This table is used to complete the “Other Adverse Event Template” for clinicaltrials.gov reporting. Solicited AEs, unsolicited
AEs, and laboratory AEs should be considered for inclusion in this table. Solicited and unsolicited AEs will be considered separately when determining
whether the AE meets the 5% criterion and will be reported in separate rows. Solicited AEs (reported on the Treatment Administration Record, Solicited
Events Record, or Vital Signs [only temperature within solicited event reporting period] forms) and protocol-defined laboratory parameters (reported
on the Local Laboratory Results form) will be included in the systematic collection rows. Any non-serious AEs reported on the Adverse Event form
(including graded vital signs and non-protocol defined laboratory parameters) will be included in the non-systematic collection rows. All SAEs should
be included in the table, i.e., the 5% criterion does not need to be met for the event to be included in the table. For SAEs and non-serious AEs that were
non-systematically collected, an event is defined by each eCRF submitted. For AEs that were systematically collected, an event is defined by occurrence
after a single vaccination, i.e., a single participant who received all three vaccinations could contribute up to three events for each symptom/parameter
collected. Sort the SOCs by descending incidence (n) and frequency (Events) across all participants (any other ties should be in alphabetical order).

Within an SOC, sort the PTs by descending incidence (n) and frequency (Events) across all participants (any other ties should be in alphabetical
order).]

1pg 1pg 3pg 3pg 10 png 10 png
MedDRA CJCV2 CJCV2+ALFQ CJCV2 CJCV2+ALFQ CJCV2 CJCV2+ALFQ All Participants
Preferred |System Organ (N=X) (N=X) (N=X) (N=X) (N=X) (N=X) (N=X)

Term Class n | % |Events| n % |Events| n % |Events| n | % | Events | n % | Events | n % | Events | n | % | Events
Serious Adverse Events®
All All X X X X X X X X X X | x X X X X X X X X X X
[PT 1] [SOC 1] X X X X X X X X X X X X X X X X X X X X X
[Etc.] [Etc.]
Other (Non-serious) Adverse Events — Non-systematic Collection
All All X X X X X X X X X X | x X X X X X X X X X X
[PT 1] [SOC 1] X X X X X X X X X X X X X X X X X X X X X
[Etc.] [Etc.]
Other (Non-serious) Adverse Events — Systematic Collection
All All X X X X X X X X X X | x X X X X X X X X X X
[PT 1] [SOC 1] X X X X X X X X X X X X X X X X X X X X X
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1pg 1pg 3ng 3ng 10 pg 10 pg
CJCV2 CJCV2+ALFQ CJCV2 CJCV2+ALFQ CJCV2 CJCV2+ALFQ All Participants
MedDRA _ _ _ — — = =
Preferred | System Organ (N=X) (N=X) (N=X) (N=X) (N=X) (N=X) (N=X)
Term Class % |Events| n % | Events % |Events| n | % | Events % | Events | n % | Events n | % | Events
[Ete.] [Ete.]

Notes: N = Number of participants in the Safety Population (number of participants at risk); Events = Total frequency of events reported.
Participants can only be counted once per PT.
* All SAEs are included in the table; a listing of Serious Adverse Events is included in Section 14.3.2.
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14.3.1.1 Solicited Adverse Events

Table 32: Number and Percentage of Participants Experiencing Solicited Events with 95%
Confidence Intervals by Symptom, Vaccination, and Treatment Group - Cohort 1

[Implementation Note: This table will summarize all post-vaccination solicited symptoms of at least mild
severity regardless of pre-vaccination severity.]

RESTRICTED

1 pg CJCV2 1 ng CJCV2+ALFQ
Symptom Vaccination® n % 95% CIP n % 95% CIP
Any Solicited Symptom | Vac 1 X XX XX, XX X XX XX, XX
Vac 2 X XX XX, XX X XX XX, XX
Vac 3 X XX XX, XX X XX XX, XX
Any Vac X XX XX, XX X XX XX, XX
Systemic Symptoms
Any Systemic Symptom | Vac 1 X XX XX, XX X XX XX, XX
Vac 2 X XX XX, XX X XX XX, XX
Vac 3 X XX XX, XX X XX XX, XX
Any Vac X XX XX, XX X XX XX, XX
Arthralgia Vac 1 X XX XX, XX X XX XX, XX
Vac 2 X XX XX, XX X XX XX, XX
Vac 3 X XX XX, XX X XX XX, XX
Any Vac X XX XX, XX X XX XX, XX
Fatigue Vac 1 X XX XX, XX X XX XX, XX
Vac 2 X XX XX, XX X XX XX, XX
Vac 3 X XX XX, XX X XX XX, XX
Any Vac X XX XX, XX X XX XX, XX
Fever Vac 1 X XX XX, XX X XX XX, XX
Vac 2 X XX XX, XX X XX XX, XX
Vac 3 X XX XX, XX X XX XX, XX
Any Vac X XX XX, XX X XX XX, XX
Feverishness® Vac 1 X XX XX, XX X XX XX, XX
Vac 2 X XX XX, XX X XX XX, XX
Vac 3 X XX XX, XX X XX XX, XX
Any Vac X XX XX, XX X XX XX, XX
Headache Vac 1 X XX XX, XX X XX XX, XX
Vac 2 X XX XX, XX X XX XX, XX
Vac 3 X XX XX, XX X XX XX, XX
Any Vac X XX XX, XX X XX XX, XX
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1 pg CJCV2 1 ng CJCV2+ALFQ
Symptom Vaccination® n % 95% CI® n % 95% CI°
Malaise Vac 1 X XX XX, XX X XX XX, XX
Vac 2 X XX XX, XX X XX XX, XX
Vac 3 X XX XX, XX X XX XX, XX
Any Vac X XX XX, XX X XX XX, XX
Myalgia Vac 1 X XX XX, XX X XX XX, XX
Vac 2 X XX XX, XX X XX XX, XX
Vac 3 X XX XX, XX X XX XX, XX
Any Vac X XX XX, XX X XX XX, XX
Nausea Vac 1 X XX XX, XX X XX XX, XX
Vac 2 X XX XX, XX X XX XX, XX
Vac 3 X XX XX, XX X XX XX, XX
Any Vac X XX XX, XX X XX XX, XX
Vomiting Vac 1 X XX XX, XX X XX XX, XX
Vac 2 X XX XX, XX X XX XX, XX
Vac 3 X XX XX, XX X XX XX, XX
Any Vac X XX XX, XX X XX XX, XX
Local Symptoms
Any Local Symptom Vac 1 X XX XX, XX X XX XX, XX
Vac 2 X XX XX, XX X XX XX, XX
Vac 3 X XX XX, XX X XX XX, XX
Any Vac X XX XX, XX X XX XX, XX
Ecchymosis Vac 1 X XX XX, XX X XX XX, XX
Vac 2 X XX XX, XX X XX XX, XX
Vac 3 X XX XX, XX X XX XX, XX
Any Vac X XX XX, XX X XX XX, XX
Ecchymosis Vac 1 X XX XX, XX X XX XX, XX
(measurement)
Vac 2 X XX XX, XX X XX XX, XX
Vac 3 X XX XX, XX X XX XX, XX
Any Vac X XX XX, XX X XX XX, XX
Erythema Vac 1 X XX XX, XX X XX XX, XX
Vac 2 X XX XX, XX X XX XX, XX
Vac 3 X XX XX, XX X XX XX, XX
Any Vac X XX XX, XX X XX XX, XX
Erythema (measurement) | Vac 1 X XX XX, XX X XX XX, XX
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1 pg CJCV2 1 ng CJCV2+ALFQ
Symptom Vaccination® N n % 95% CI° N n % 95% CI°
Vac 2 X X XX XX, XX X X XX XX, XX
Vac 3 X X XX XX, XX X X XX XX, XX
Any Vac X X XX XX, XX X X XX XX, XX
Induration/Edema Vac 1 X X XX XX, XX X X XX XX, XX
Vac 2 X X XX XX, XX X X XX XX, XX
Vac 3 X X XX XX, XX X X XX XX, XX
Any Vac X X XX XX, XX X X XX XX, XX
Induration/Edema Vac 1 X X XX XX, XX X X XX XX, XX
(measurement)
Vac 2 X X XX XX, XX X X XX XX, XX
Vac 3 X X XX XX, XX X X XX XX, XX
Any Vac X X XX XX, XX X X XX XX, XX
Pain Vac 1 X X XX XX, XX X X XX XX, XX
Vac 2 X X XX XX, XX X X XX XX, XX
Vac 3 X X XX XX, XX X X XX XX, XX
Any Vac X X XX XX, XX X X XX XX, XX
Tenderness Vac 1 X X XX XX, XX X X XX XX, XX
Vac 2 X X XX XX, XX X X XX XX, XX
Vac 3 X X XX XX, XX X X XX XX, XX
Any Vac X X XX XX, XX X X XX XX, XX

Notes: N = Number of participants in the Safety Population who received the specified vaccination.
?Reported from time of vaccination through 7 days post vaccination.
®Exact 95% Clopper-Pearson confidence interval.

¢ Chills/shivering/sweating.

Tables with similar format:

Table 33:

Table 34:
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Table 35: Number and Percentage of Participants Experiencing Solicited Events by Symptom, Severity, Day Relative to Vaccination, and
Treatment Group - Cohort 1, Vaccination 1

[Implementation Note: The “Post Vac” time point is the in-clinic assessment 30 minutes after vaccination, and Day 1 is from the memory aid completed
by the participant for the day of vaccination. If there are any time points with at least 1 participant with a symptom that was not assessed, remove (N=X)
from the header of each treatment group and add a column labelled “N” before the “None” category for each treatment group. Update the “N ="

footnote to “N = Number of participants in the Safety Population who received the specified vaccination and were assessed for the given symptom at the

given time point.”. |

1 ug CJCV2 1 ug CJCV2+ALFQ
(N=X) (N=X)
. None Mild Moderate Severe None Mild Moderate Severe
Day Relative to

Symptom Vaccination n % n % n % n % n % n % n % n %
Any Symptom Pre-Vac X XX X XX X XX X XX X XX X XX X XX X XX
Post Vac X XX X XX X XX X XX X XX X XX X XX X XX
Day 1 X XX X XX X XX X XX X XX X XX X XX X XX
Day 2 X XX X XX X XX X XX X XX X XX X XX X XX
Day 3 X XX X XX X XX X XX X XX X XX X XX X XX
Day 4 X XX X XX X XX X XX X XX X XX X XX X XX
Day 5 X XX X XX X XX X XX X XX X XX X XX X XX
Day 6 X XX X XX X XX X XX X XX X XX X XX X XX
Day 7 X XX X XX X XX X XX X XX X XX X XX X XX
Day 8 X XX X XX X XX X XX X XX X XX X XX X XX
Maximum X XX X XX X XX X XX X XX X XX X XX X XX

Systemic Symptoms
Any Systemic Symptom | Pre-Vac X XX X XX X XX X XX X XX X XX X XX X XX
Post Vac X XX X XX X XX X XX X XX X XX X XX X XX
Day 1 X XX X XX X XX X XX X XX X XX X XX X XX
Day 2 X XX X XX X XX X XX X XX X XX X XX X XX
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1ug CJICV2 1 ug CJCV2+ALFQ
N=X) (N=X)
) None Mild Moderate Severe None Mild Moderate Severe
Day Relative to

Symptom Vaccination n % % n % n % n % % n % n %
Day 3 X XX XX X XX X XX X XX XX X XX X XX

Day 4 X XX XX X XX X XX X XX XX X XX X XX

Day 5 X XX XX X XX X XX X XX XX X XX X XX

Day 6 X XX XX X XX X XX X XX XX X XX X XX

Day 7 X XX XX X XX X XX X XX XX X XX X XX

Day 8 X XX XX X XX X XX X XX XX X XX X XX

Maximum X XX XX X XX X XX X XX XX X XX X XX

Arthralgia Pre-Vac X XX XX X XX X XX X XX XX X XX X XX
Post Vac X XX XX X XX X XX X XX XX X XX X XX

Day 1 X XX XX X XX X XX X XX XX X XX X XX

Day 2 X XX XX X XX X XX X XX XX X XX X XX

Day 3 X XX XX X XX X XX X XX XX X XX X XX

Day 4 X XX XX X XX X XX X XX XX X XX X XX

Day 5 X XX XX X XX X XX X XX XX X XX X XX

Day 6 X XX XX X XX X XX X XX XX X XX X XX

Day 7 X XX XX X XX X XX X XX XX X XX X XX

Day 8 X XX XX X XX X XX X XX XX X XX X XX

Maximum X XX XX X XX X XX X XX XX X XX X XX

Fatigue Pre-Vac X XX XX X XX X XX X XX XX X XX X XX
Post Vac X XX XX X XX X XX X XX XX X XX X XX

Day 1 X XX XX X XX X XX X XX XX X XX X XX

Day 2 X XX XX X XX X XX X XX XX X XX X XX

-85 -

RESTRICTED



Statistical Analysis Plan - DMID Protocol: 19-0003

Version 1.0

January 28, 2025

1ug CJICV2 1 ug CJCV2+ALFQ
N=X) (N=X)
) None Mild Moderate Severe None Mild Moderate Severe
Day Relative to

Symptom Vaccination n % % n % n % n % % n % n %
Day 3 X XX XX X XX X XX X XX XX X XX X XX

Day 4 X XX XX X XX X XX X XX XX X XX X XX

Day 5 X XX XX X XX X XX X XX XX X XX X XX

Day 6 X XX XX X XX X XX X XX XX X XX X XX

Day 7 X XX XX X XX X XX X XX XX X XX X XX

Day 8 X XX XX X XX X XX X XX XX X XX X XX

Maximum X XX XX X XX X XX X XX XX X XX X XX

Fever? Pre-Vac X XX XX X XX X XX X XX XX X XX X XX
Day 1 X XX XX X XX X XX X XX XX X XX X XX

Day 2 X XX XX X XX X XX X XX XX X XX X XX

Day 3 X XX XX X XX X XX X XX XX X XX X XX

Day 4 X XX XX X XX X XX X XX XX X XX X XX

Day 5 X XX XX X XX X XX X XX XX X XX X XX

Day 6 X XX XX X XX X XX X XX XX X XX X XX

Day 7 X XX XX X XX X XX X XX XX X XX X XX

Day 8 X XX XX X XX X XX X XX XX X XX X XX

Maximum X XX XX X XX X XX X XX XX X XX X XX

Feverishness® Pre-Vac X XX XX X XX X XX X XX XX X XX X XX
Post Vac X XX XX X XX X XX X XX XX X XX X XX

Day 1 X XX XX X XX X XX X XX XX X XX X XX

Day 2 X XX XX X XX X XX X XX XX X XX X XX

Day 3 X XX XX X XX X XX X XX XX X XX X XX
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1ug CJICV2 1 ug CJCV2+ALFQ
N=X) (N=X)
) None Mild Moderate Severe None Mild Moderate Severe
Day Relative to

Symptom Vaccination n % n % n % n % n % % n % n %
Day 4 X XX X XX X XX X XX X XX XX X XX X XX

Day 5 X XX X XX X XX X XX X XX XX X XX X XX

Day 6 X XX X XX X XX X XX X XX XX X XX X XX

Day 7 X XX X XX X XX X XX X XX XX X XX X XX

Day 8 X XX X XX X XX X XX X XX XX X XX X XX

Maximum X XX X XX X XX X XX X XX XX X XX X XX

Headache Pre-Vac X XX X XX X XX X XX X XX XX X XX X XX
Post Vac X XX X XX X XX X XX X XX XX X XX X XX

Day 1 X XX X XX X XX X XX X XX XX X XX X XX

Day 2 X XX X XX X XX X XX X XX XX X XX X XX

Day 3 X XX X XX X XX X XX X XX XX X XX X XX

Day 4 X XX X XX X XX X XX X XX XX X XX X XX

Day 5 X XX X XX X XX X XX X XX XX X XX X XX

Day 6 X XX X XX X XX X XX X XX XX X XX X XX

Day 7 X XX X XX X XX X XX X XX XX X XX X XX

Day 8 X XX X XX X XX X XX X XX XX X XX X XX

Maximum X XX X XX X XX X XX X XX XX X XX X XX

Malaise Pre-Vac X XX X XX X XX X XX X XX XX X XX X XX
Post Vac X XX X XX X XX X XX X XX XX X XX X XX

Day 1 X XX X XX X XX X XX X XX XX X XX X XX

Day 2 X XX X XX X XX X XX X XX XX X XX X XX

Day 3 X XX X XX X XX X XX X XX XX X XX X XX
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1ug CJICV2 1 ug CJCV2+ALFQ
N=X) (N=X)
) None Mild Moderate Severe None Mild Moderate Severe
Day Relative to

Symptom Vaccination n % n % n % n % n % % n % n %
Day 4 X XX X XX X XX X XX X XX XX X XX X XX

Day 5 X XX X XX X XX X XX X XX XX X XX X XX

Day 6 X XX X XX X XX X XX X XX XX X XX X XX

Day 7 X XX X XX X XX X XX X XX XX X XX X XX

Day 8 X XX X XX X XX X XX X XX XX X XX X XX

Maximum X XX X XX X XX X XX X XX XX X XX X XX

Myalgia Pre-Vac X XX X XX X XX X XX X XX XX X XX X XX
Post Vac X XX X XX X XX X XX X XX XX X XX X XX

Day 1 X XX X XX X XX X XX X XX XX X XX X XX

Day 2 X XX X XX X XX X XX X XX XX X XX X XX

Day 3 X XX X XX X XX X XX X XX XX X XX X XX

Day 4 X XX X XX X XX X XX X XX XX X XX X XX

Day 5 X XX X XX X XX X XX X XX XX X XX X XX

Day 6 X XX X XX X XX X XX X XX XX X XX X XX

Day 7 X XX X XX X XX X XX X XX XX X XX X XX

Day 8 X XX X XX X XX X XX X XX XX X XX X XX

Maximum X XX X XX X XX X XX X XX XX X XX X XX

Nausea Pre-Vac X XX X XX X XX X XX X XX XX X XX X XX
Post Vac X XX X XX X XX X XX X XX XX X XX X XX

Day 1 X XX X XX X XX X XX X XX XX X XX X XX

Day 2 X XX X XX X XX X XX X XX XX X XX X XX

Day 3 X XX X XX X XX X XX X XX XX X XX X XX
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1ug CJICV2 1 ug CJCV2+ALFQ
N=X) (N=X)
) None Mild Moderate Severe None Mild Moderate Severe
Day Relative to

Symptom Vaccination n % n % n % n % n % % n % n %
Day 4 X XX X XX X XX X XX X XX XX X XX X XX
Day 5 X XX X XX X XX X XX X XX XX X XX X XX
Day 6 X XX X XX X XX X XX X XX XX X XX X XX
Day 7 X XX X XX X XX X XX X XX XX X XX X XX
Day 8 X XX X XX X XX X XX X XX XX X XX X XX
Maximum X XX X XX X XX X XX X XX XX X XX X XX
Vomiting Pre-Vac X XX X XX X XX X XX X XX XX X XX X XX
Post Vac X XX X XX X XX X XX X XX XX X XX X XX
Day 1 X XX X XX X XX X XX X XX XX X XX X XX
Day 2 X XX X XX X XX X XX X XX XX X XX X XX
Day 3 X XX X XX X XX X XX X XX XX X XX X XX
Day 4 X XX X XX X XX X XX X XX XX X XX X XX
Day 5 X XX X XX X XX X XX X XX XX X XX X XX
Day 6 X XX X XX X XX X XX X XX XX X XX X XX
Day 7 X XX X XX X XX X XX X XX XX X XX X XX
Day 8 X XX X XX X XX X XX X XX XX X XX X XX
Maximum X XX X XX X XX X XX X XX XX X XX X XX

Local Symptoms
Ecchymosis Post Vac X XX X XX X XX X XX X XX XX X XX X XX
Day 1 X XX X XX X XX X XX X XX XX X XX X XX
Day 2 X XX X XX X XX X XX X XX XX X XX X XX
Day 3 X XX X XX X XX X XX X XX XX X XX X XX
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1ug CJICV2 1 ug CJCV2+ALFQ
N=X) (N=X)
) None Mild Moderate Severe None Mild Moderate Severe
Day Relative to

Symptom Vaccination n % n % n % n % n % % n % n %
Day 4 X XX X XX X XX X XX X XX XX X XX X XX
Day 5 X XX X XX X XX X XX X XX XX X XX X XX
Day 6 X XX X XX X XX X XX X XX XX X XX X XX
Day 7 X XX X XX X XX X XX X XX XX X XX X XX
Day 8 X XX X XX X XX X XX X XX XX X XX X XX
Maximum X XX X XX X XX X XX X XX XX X XX X XX
Ecchymosis Post Vac X XX X XX X XX X XX X XX XX X XX X XX

(measurement)
Day 1 X XX X XX X XX X XX X XX XX X XX X XX
Day 2 X XX X XX X XX X XX X XX XX X XX X XX
Day 3 X XX X XX X XX X XX X XX XX X XX X XX
Day 4 X XX X XX X XX X XX X XX XX X XX X XX
Day 5 X XX X XX X XX X XX X XX XX X XX X XX
Day 6 X XX X XX X XX X XX X XX XX X XX X XX
Day 7 X XX X XX X XX X XX X XX XX X XX X XX
Day 8 X XX X XX X XX X XX X XX XX X XX X XX
Maximum X XX X XX X XX X XX X XX XX X XX X XX
Erythema Post Vac X XX X XX X XX X XX X XX XX X XX X XX
Day 1 X XX X XX X XX X XX X XX XX X XX X XX
Day 2 X XX X XX X XX X XX X XX XX X XX X XX
Day 3 X XX X XX X XX X XX X XX XX X XX X XX
Day 4 X XX X XX X XX X XX X XX XX X XX X XX
Day 5 X XX X XX X XX X XX X XX XX X XX X XX
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1ug CJICV2 1 ug CJCV2+ALFQ
N=X) (N=X)
) None Mild Moderate Severe None Mild Moderate Severe
Day Relative to

Symptom Vaccination n % n % n % n % n % % n % n %
Day 6 X XX X XX X XX X XX X XX XX X XX X XX
Day 7 X XX X XX X XX X XX X XX XX X XX X XX
Day 8 X XX X XX X XX X XX X XX XX X XX X XX
Maximum X XX X XX X XX X XX X XX XX X XX X XX
Erythema Post Vac X XX X XX X XX X XX X XX XX X XX X XX

(measurement)
Day 1 X XX X XX X XX X XX X XX XX X XX X XX
Day 2 X XX X XX X XX X XX X XX XX X XX X XX
Day 3 X XX X XX X XX X XX X XX XX X XX X XX
Day 4 X XX X XX X XX X XX X XX XX X XX X XX
Day 5 X XX X XX X XX X XX X XX XX X XX X XX
Day 6 X XX X XX X XX X XX X XX XX X XX X XX
Day 7 X XX X XX X XX X XX X XX XX X XX X XX
Day 8 X XX X XX X XX X XX X XX XX X XX X XX
Maximum X XX X XX X XX X XX X XX XX X XX X XX
Induration/Edema Post Vac X XX X XX X XX X XX X XX XX X XX X XX
Day 1 X XX X XX X XX X XX X XX XX X XX X XX
Day 2 X XX X XX X XX X XX X XX XX X XX X XX
Day 3 X XX X XX X XX X XX X XX XX X XX X XX
Day 4 X XX X XX X XX X XX X XX XX X XX X XX
Day 5 X XX X XX X XX X XX X XX XX X XX X XX
Day 6 X XX X XX X XX X XX X XX XX X XX X XX
Day 7 X XX X XX X XX X XX X XX XX X XX X XX
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1ug CJICV2 1 ug CJCV2+ALFQ
N=X) (N=X)
) None Mild Moderate Severe None Mild Moderate Severe
Day Relative to

Symptom Vaccination n % n % n % n % n % % n % n %
Day 8 X XX X XX X XX X XX X XX XX X XX X XX
Maximum X XX X XX X XX X XX X XX XX X XX X XX
Induration/Edema Post Vac X XX X XX X XX X XX X XX XX X XX X XX

(measurement)
Day 1 X XX X XX X XX X XX X XX XX X XX X XX
Day 2 X XX X XX X XX X XX X XX XX X XX X XX
Day 3 X XX X XX X XX X XX X XX XX X XX X XX
Day 4 X XX X XX X XX X XX X XX XX X XX X XX
Day 5 X XX X XX X XX X XX X XX XX X XX X XX
Day 6 X XX X XX X XX X XX X XX XX X XX X XX
Day 7 X XX X XX X XX X XX X XX XX X XX X XX
Day 8 X XX X XX X XX X XX X XX XX X XX X XX
Maximum X XX X XX X XX X XX X XX XX X XX X XX
Pain Post Vac X XX X XX X XX X XX X XX XX X XX X XX
Day 1 X XX X XX X XX X XX X XX XX X XX X XX
Day 2 X XX X XX X XX X XX X XX XX X XX X XX
Day 3 X XX X XX X XX X XX X XX XX X XX X XX
Day 4 X XX X XX X XX X XX X XX XX X XX X XX
Day 5 X XX X XX X XX X XX X XX XX X XX X XX
Day 6 X XX X XX X XX X XX X XX XX X XX X XX
Day 7 X XX X XX X XX X XX X XX XX X XX X XX
Day 8 X XX X XX X XX X XX X XX XX X XX X XX
Maximum X XX X XX X XX X XX X XX XX X XX X XX
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1ug CJICV2 1 ug CJCV2+ALFQ
(N=X) (N=X)
) None Mild Moderate Severe None Mild Moderate Severe
Day Relative to

Symptom Vaccination n % n % n % n % n % % n % n %
Tenderness Post Vac X XX X XX X XX X XX X XX XX X XX X XX
Day 1 X XX X XX X XX X XX X XX XX X XX X XX

Day 2 X XX X XX X XX X XX X XX XX X XX X XX

Day 3 X XX X XX X XX X XX X XX XX X XX X XX

Day 4 X XX X XX X XX X XX X XX XX X XX X XX

Day 5 X XX X XX X XX X XX X XX XX X XX X XX

Day 6 X XX X XX X XX X XX X XX XX X XX X XX

Day 7 X XX X XX X XX X XX X XX XX X XX X XX

Day 8 X XX X XX X XX X XX X XX XX X XX X XX

Maximum X XX X XX X XX X XX X XX XX X XX X XX

Notes: N = Number of participants in the Safety Population who received the specified vaccination; Vac = Vaccination.

“Pre-Vac” is the assessment prior to vaccination (systemic symptoms only), “Post Vac” is the in-clinic assessment 30 minutes after vaccination; “Day 1” is from the memory aid
completed by the participant for the day of vaccination; “Maximum” is the maximum severity reported within 7 days following vaccination.
?Fever was only collected for reactogenicity on the memory aid.

b Chills/shivering/sweating.

Tables with similar format:

Table 36: Number and Percentage of Participants Experiencing Solicited Events by Symptom, Severity, Day Relative to Vaccination, and
Treatment Group — Cohort 1, Vaccination 2

Table 37: Number and Percentage of Participants Experiencing Solicited Events by Symptom, Severity, Day Relative to Vaccination, and
Treatment Group — Cohort 1, Vaccination 3

Table 38: Number and Percentage of Participants Experiencing Solicited Events by Symptom, Severity, Day Relative to Vaccination, and
Treatment Group — Cohort 1, Any Vaccination

Table 39: Number and Percentage of Participants Experiencing Solicited Events by Symptom, Severity, Day Relative to Vaccination, and
Treatment Group — Cohort 2, Vaccination 1
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Table 40: Number and Percentage of Participants Experiencing Solicited Events by Symptom, Severity, Day Relative to Vaccination, and
Treatment Group — Cohort 2, Vaccination 2

Table 41: Number and Percentage of Participants Experiencing Solicited Events by Symptom, Severity, Day Relative to Vaccination, and
Treatment Group — Cohort 2, Vaccination 3

Table 42: Number and Percentage of Participants Experiencing Solicited Events by Symptom, Severity, Day Relative to Vaccination, and
Treatment Group — Cohort 2, Any Vaccination

Table 43: Number and Percentage of Participants Experiencing Solicited Events by Symptom, Severity, Day Relative to Vaccination, and
Treatment Group — Cohort 3, Vaccination 1

Table 44: Number and Percentage of Participants Experiencing Solicited Events by Symptom, Severity, Day Relative to Vaccination, and
Treatment Group — Cohort 3, Vaccination 2

Table 45: Number and Percentage of Participants Experiencing Solicited Events by Symptom, Severity, Day Relative to Vaccination, and
Treatment Group — Cohort 3, Vaccination 3

Table 46: Number and Percentage of Participants Experiencing Solicited Events by Symptom, Severity, Day Relative to Vaccination, and
Treatment Group — Cohort 3, Any Vaccination
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14.3.1.2 Unsolicited Adverse Events

Table 47: Summary of Unsolicited Adverse Events by MedDRA System Organ Class and Preferred Term, Vaccination, and Treatment
Group - Cohort 1

[Implementation Note: Only include an “Any PT” row for an SOC if there is > I distinct PT in the SOC. If a vaccination time point does not have any
events in an SOC/PT, then it is not necessary to include a row for that vaccination. Sort the SOCs by descending frequency across the entire cohort
based on the “Any Vaccination” time point (“Any SOC” should be first; any other ties should be in alphabetical order). Within an SOC, sort the PTs by
descending frequency across the entire cohort based on the “Any Vaccination” time point (“Any PT” should be first; any other ties should be in
alphabetical order).]

MedDRA System Organ Class | MedDRA Preferred Term 1 ng CJCV2 1 ng CJCV2TALFQ
(SO0) (PT) Vaccination® N n % (95% CI)® Events N n % (95% CI)® Events

Any SOC Any PT Vac 1 XX X XX (XX, XX) X XX X XX (XX, XX) X
Vac 2 XX X XX (XX, XX) X XX X XX (XX, XX) X

Vac 3 XX X XX (XX, XX) X XX X XX (XX, XX) X

Any Vac XX X XX (XX, XX) X XX X XX (XX, XX) X

[SOC 1] Any PT Vac 1 XX X XX (XX, XX) X XX X XX (XX, XX) X
Vac 2 XX X XX (XX, XX) X XX X XX (XX, XX) X

Vac 3 XX X XX (XX, XX) X XX X XX (XX, XX) X

Any Vac XX X XX (XX, XX) X XX X XX (XX, XX) X

[PT 1] Vac 1 XX X XX (XX, XX) X XX X XX (XX, XX) X

Vac 2 XX X XX (XX, XX) X XX X XX (XX, XX) X

Vac 3 XX X XX (XX, XX) X XX X XX (XX, XX) X

Any Vac XX X XX (XX, XX) X XX X XX (XX, XX) X

[PT 2] Vac 1 XX X XX (XX, XX) X XX X XX (XX, XX) X

Vac 2 XX X XX (XX, XX) X XX X XX (XX, XX) X

Vac 3 XX X XX (XX, XX) X XX X XX (XX, XX) X

Any Vac XX X XX (XX, XX) X XX X XX (XX, XX) X
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1 V2 1 2+ALF
MedDRA System Organ Class | MedDRA Preferred Term ng CJC ng CICV Q
(SOC) (PT) Vaccination® N n % (95% CI)® Events N n % (95% CI)® Events

[SOC 2] Any PT Vac 1 XX X XX (XX, XX) X XX X XX (XX, XX) X
Vac 2 XX X XX (XX, XX) X XX X XX (XX, XX) X
Vac 3 XX X XX (XX, XX) X XX X XX (XX, XX) X
Any Vac XX X XX (XX, XX) X XX X XX (XX, XX) X

[PT 1] Vac 1 XX X XX (XX, XX) X XX X XX (XX, XX) X
Vac 2 XX X XX (XX, XX) X XX X XX (XX, XX) X
Vac 3 XX X XX (XX, XX) X XX X XX (XX, XX) X
Any Vac XX X XX (XX, XX) X XX X XX (XX, XX) X
[PT 2] Vac 1 XX X XX (XX, XX) X XX X XX (XX, XX) X

Vac 2 XX X XX (XX, XX) X XX X XX (XX, XX) X
Vac 3 XX X XX (XX, XX) X XX X XX (XX, XX) X
Any Vac XX X XX (XX, XX) X XX X XX (XX, XX) X

Notes: N = Number of participants in the Safety Population receiving the specified vaccination; Events = Total frequency of events reported; MedDRA = Medical Dictionary for

Regulatory Activities; Vac = Vaccination.

Participants can only be counted once per PT and vaccination.

2Reported from time of vaccination through 28 days post vaccination.

b Exact Clopper-Pearson 95% confidence interval.

Tables with similar format:

Table 48:

Group — Cohort 2

Table 49:

Group — Cohort 3
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Table 50:

Treatment Group — Cohort 1, Vaccination 1

Unsolicited Adverse Events by MedDRA System Organ Class and Preferred Term, Maximum Severity, Relationship, and

[Implementation Note: Only include an “Any PT” row for an SOC if it has > 1 distinct PT. Sort the SOCs by descending frequency across the entire
cohort based on “Any Severity” with any relationship (“Any SOC” should be first; any other ties should be in alphabetical order). Within an SOC, sort
the PTs by descending frequency across the entire cohort based on “Any Severity” and any relationship (“Any PT” should be first; any other ties should

be in alphabetical order).]

1pg CJICV2 1 pg CJCV2+ALFQ
(N=X) (N=X)
MedDRA System Organ Class MedDRA Preferred Term Total Related Total Related
(S00) (PT) Severity n (%) Events n (%) Events n (%) Events n (%) Events

Any SOC Any PT Any Severity X (Xx) XX X (Xx) XX X (XX) XX X (XX) XX
Mild X (Xx) XX X (Xx) XX X (XX) XX X (XX) XX

Moderate X (Xx) XX X (Xx) XX X (XX) XX X (xx) XX

Severe X (Xx) XX X (Xx) XX X (XX) XX X (xx) XX

[SOC 1] Any PT Any Severity X (Xx) XX X (Xx) XX X (XX) XX X (XX) XX
Mild X (XX) XX X (XX) XX X (XX) XX X (XX) XX

Moderate X (XX) XX X (XX) XX X (XX) XX X (XX) XX

Severe X (XX) XX X (XX) XX X (XX) XX X (XX) XX

[PT 1] Any Severity X (XX) XX X (XX) XX X (XX) XX X (XX) XX

Mild X (XX) XX X (XX) XX X (XX) XX X (XX) XX

Moderate X (XX) XX X (XX) XX X (XX) XX X (XX) XX

Severe X (XX) XX X (XX) XX X (XX) XX X (XX) XX

[PT 2] Any Severity X (XX) XX X (XX) XX X (XX) XX X (XX) XX

Mild X (XX) XX X (XX) XX X (XX) XX X (XX) XX

Moderate X (XX) XX X (XX) XX X (XX) XX X (XX) XX

Severe X (XX) XX X (XX) XX X (XX) XX X (XX) XX
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[SOC 2] Any PT Any Severity X (xx) XX X (xx) XX X (Xx) XX X (XX) XX
Mild X (xx) XX X (xx) XX X (Xx) XX X (XX) XX

Moderate X (xx) XX X (xx) XX X (Xx) XX X (xx) XX

Severe X (xx) XX X (xx) XX X (Xx) XX X (xx) XX

[PT 1] Any Severity X (xx) XX X (xx) XX X (XX) XX X (xx) XX
Mild X (xx) XX X (xx) XX X (Xx) XX X (XX) XX

Moderate X (xx) XX X (xx) XX X (Xx) XX X (xx) XX

Severe X (Xx) XX X (Xx) XX X (XX) XX X (xx) XX

[PT 2] Any Severity X (Xx) XX X (Xx) XX X (XX) XX X (xx) XX
Mild X (Xx) XX X (Xx) XX X (XX) XX X (XX) XX

Moderate X (Xx) XX X (Xx) XX X (XX) XX X (xx) XX

Severe X (Xx) XX X (Xx) XX X (XX) XX X (xx) XX

Notes: N = Number of participants in the Safety Population receiving the specified vaccination; n = Number of participants who experienced an adverse event in the specified SOC,
PT, severity, and relationship (participants can only be counted once per PT and relationship and are summarized by maximum severity); Events = Total frequency of events reported;
MedDRA = Medical Dictionary for Regulatory Activities.

Details of moderate or severe unsolicited adverse events are listed in Section 14.3.2.

Tables with similar format:

Table 51: Unsolicited Adverse Events by MedDRA System Organ Class and Preferred Term, Maximum Severity, Relationship, and
Treatment Group — Cohort 1, Vaccination 2

Table 52: Unsolicited Adverse Events by MedDRA System Organ Class and Preferred Term, Maximum Severity, Relationship, and
Treatment Group — Cohort 1, Vaccination 3

Table 53: Unsolicited Adverse Events by MedDRA System Organ Class and Preferred Term, Maximum Severity, Relationship, and
Treatment Group — Cohort 1, Any Vaccination

Table 54: Unsolicited Adverse Events by MedDRA System Organ Class and Preferred Term, Maximum Severity, Relationship, and
Treatment Group — Cohort 2, Vaccination 1

Table 55: Unsolicited Adverse Events by MedDRA System Organ Class and Preferred Term, Maximum Severity, Relationship, and
Treatment Group — Cohort 2, Vaccination 2
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Table 56: Unsolicited Adverse Events by MedDRA System Organ Class and Preferred Term, Maximum Severity, Relationship, and
Treatment Group — Cohort 2, Vaccination 3

Table 57: Unsolicited Adverse Events by MedDRA System Organ Class and Preferred Term, Maximum Severity, Relationship, and
Treatment Group — Cohort 2, Any Vaccination

Table 58: Unsolicited Adverse Events by MedDRA System Organ Class and Preferred Term, Maximum Severity, Relationship, and
Treatment Group — Cohort 3, Vaccination 1

Table 59: Unsolicited Adverse Events by MedDRA System Organ Class and Preferred Term, Maximum Severity, Relationship, and
Treatment Group — Cohort 3, Vaccination 2

Table 60: Unsolicited Adverse Events by MedDRA System Organ Class and Preferred Term, Maximum Severity, Relationship, and
Treatment Group — Cohort 3, Vaccination 3

Table 61: Unsolicited Adverse Events by MedDRA System Organ Class and Preferred Term, Maximum Severity, Relationship, and
Treatment Group — Cohort 3, Any Vaccination
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14.3.2 Listing of Deaths, Other Serious and Significant Adverse Events
Table 62: Listing of Serious Adverse Events

[Implementation Note: The “Start Day Relative to Vac (Duration)” column will be the day of AE onset with the day of the associated vaccination being
Day 1; the duration will be the duration of the AE in days. For the “Reason Reported as an SAE” column, include all reasons selected in the eCRF, if
the box for a medically important event not covered by other “serious” criteria is checked, display “Other medically important event: [reason entered
by site] ”. For “If Not Related, Alternate Etiology”, concatenate the “If Not Related, is event related to” and the “If Not Related, specify alternative
etiology” fields from the Adverse Events eCRF separated by a colon. If there are no comments, include “None” in the comments row. In the CSR,
Participant ID should be USUBJID (not PATID) for purposes of de-identification. Sort by Treatment Group, Participant ID, and AE Number.

If no SAEs are reported, this table will be replaced with text that states, “No Serious Adverse Events have been reported in Protocol 19-0003.” There
should be a black border around the text, and the text should be a minimum of 9 pt font.]

Day

Start Day | Relative to Reason MedDRA

Relative to | Vac Event | Reported Relationship to Study | Action Taken | Participant System MedDRA
Adverse | Associated Vac Became as an Vac (If Not Related, with Study Discontinued Organ Preferred

Event Vac No. (Duration) Serious SAE Severity Alternate Etiology) Vaccinations Due to AE? | Outcome Class Term
Treatment Group: [X] pg [CJCV2 or CJCV2+ALFQ], Participant ID: EHD.XXXXX, AE Number: XXX
Vac [X] Y X Moderate, [Related, NOF Related [No, Yes]
(Y Days) Severe] ([alternate etiology])]

Comments:

Treatment Group: [X] pg [CJCV2 or CJCV2+ALFQ], Participant ID: EHD.XXXXX, AE Number: XXX

Comments:
Notes: Vac = Vaccination; No. = Number; SAE = Serious Adverse Event; AE = Adverse Event; MedDRA = Medical Dictionary for Regulatory Activities.
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Table 63:

Listing of Non-Serious, Unsolicited, Moderate or Severe Adverse Events

[Implementation Note: The “Start Day Relative to Vac (Duration)” column will be the day of AE onset with the day of the associated vaccination being
Day 1; the duration will be the duration of the AE in days. For “If Not Related, Alternate Etiology”, concatenate the “If Not Related, is event related to”
and the “If Not Related, specify alternative etiology” fields from the Adverse Events eCRF separated by a colon. If there are no comments, include
“None” in the comments row. In the CSR, Participant ID should be USUBJID (not PATID) for purposes of de-identification. Sort by Treatment Group,
Participant ID, and AE Number.]

Start Day Relationship to Study
Relative to Vaccine (If Not Participant MedDRA
Adverse Associated Vac Related, Alternate Action Taken with | Discontinued System Organ MedDRA
Event Vac No. (Duration) | Severity Etiology) Study Vaccinations Due to AE? Outcome Class Preferred Term
Treatment Group: [X] pg [CJCV2 or CJCV2+ALFQ], Participant ID: EHD.XXXXX, AE Number: XXX
Dav X [Mild,
Vac [X] a Moderate [Related, NOt. Related [No, Yes]
(Y days) Severe] ([alternate etiology])

Comments:

Treatment Group: [X] pg [CJCV2 or CJCV2+ALFQ], Participant ID: EHD.XXXXX, AE Number: XXX

Comments:

Notes: Vac = Vaccination; No. = Number; AE = Adverse Event; MedDRA = Medical Dictionary for Regulatory Activities.
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Table 64: Listing of Other Significant Adverse Events

[Implementation Note: The “Start Day Relative to Vac (Duration)” column will be the day of AE onset with the day of the associated vaccination being
Day 1; the duration will be the duration of the AE in days. For “If Not Related, Alternate Etiology”, concatenate the “If Not Related, is event related to”
and the “If Not Related, specify alternative etiology” fields from the Adverse Events eCRF separated by a colon. The “PIMMC/NOCMC/MAAE?”
column should list all classifications that apply to the AE (separate by commas if more than 1). If there are no comments, include “None” in the
comments row. In the CSR, Participant ID should be USUBJID (not PATID) for purposes of de-identification. Sort by Treatment Group, Participant ID,
and AE Number.]

Start Day Relationship to

Relative to Study Vaccine (If PIMMC, Action Taken Participant MedDRA MedDRA
Adverse Associated Vac Not Related, NOCMC, with Study Discontinued System Preferred

Event Vac No. (Duration) Severity | Alternate Etiology) MAAE? Vaccinations Due to AE? Outcome | Organ Class Term
Treatment Group: [X] pg [CJCV2 or CJCV2+ALFQ], Participant ID: EHD.XXXXX, AE Number: XXX
Mild
Day X [ ’ [Related, Not Related [PIMMC,
Vac [X] (Y days) Né(;c\llzrrit]e, ([alternate etiology]) | NOCMC, MAAE] [No, Yes]

Comments:

Treatment Group: [X] pg [CJCV2 or CJCV2+ALFQ], Participant ID: EHD.XXXXX, AE Number: XXX

Comments:

Notes: Vac = Vaccination; No. = Number; PIMMC = Potentially Immune-Mediated Medical Condition; NOCMC = New Onset Chronic Medical Condition; MAAE = Medically
Attended Adverse Event; AE = Adverse Event; MedDRA = Medical Dictionary for Regulatory Activities.
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14.3.3 Narratives of Deaths, Other Serious and Significant Adverse Events
(Not included in SAP, but this is a placeholder for the CSR)
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14.3.4 Abnormal Laboratory Value Listings (by Participant)

Table 65:

Listing of Abnormal Laboratory Results — Chemistry

[Implementation Note: The “Analysis Time Point” column values will use the same format as in summary statistic tables. The “Actual Study Day”
column will show the actual day relative to first vaccination where the day of first vaccination is Day 1. Include all chemistry results (i.e., all parameters
at all time points) for any participants with at least one abnormal chemistry value. The column for clinical significance will be “N/A” for results within
the normal range. The columns for relationship, action taken with study vaccinations, and whether participant was discontinued will be “N/A” for
results within the normal range and results prior to the first study vaccination. The footnotes should only include abbreviations appearing in the table.
Sort by Treatment Group, Participant ID, Actual Study Day, and Laboratory Parameter. Note that the values in the table are meant to represent the
possible values expected for that column and are not necessarily associated with entries in other columns in the same row.]

Relationship to Participant
Laboratory Study Vac (If Not | Action Taken | Discontinued
Participant Analysis Time Actual Parameter Result Clinically | Related, Alternate | with Study Due to
Treatment Group ID Sex Point Study Day (Units) (Severity) | Significant? Etiology) Vaccinations Result?
I ng CJCV2 EHD.XXXXX | Male |Screening (Study ) ALT (UL) | X (None) No Related No
Day -30 to -2)
1 ug 7 Days Post Creatinine Not Related
CICV2+ALFQ Female | Vaccination 1 (me/dL) X (ONR) Yes ([alternate Yes
(Study Day 8) & etiology])
3 ug CJCV2 7 Days Post Potassium
Vaccination 2 (mEg/L) X (Mild) N/A N/A N/A
(Study Day 36) &
3pug 7 Days Post .
CICV2+ALFQ Vaccination 3 (i(l)gu;rﬁl) X (Moderate)
(Study Day 64) &
10 ug CICV2 Unscheduled T. Bili.
Visit (mg/dL) X (Severe)
10 pg
CICV2+ALFQ
Notes: Vac = Vaccination; N/A = Not Applicable; ONR = Outside Normal Range; ALT = Alanine Aminotransferase; T. Bili. = Total Bilirubin; U = Units; L = Liter; mg = milligram,;
dL = deciliter; mEg = milliequivalent.
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Table 66:

Listing of Abnormal Laboratory Results — Hematology

[Implementation Note: The “Analysis Time Point” column values will use the same format as in summary statistic tables. The “Actual Study Day”
column will show the actual day relative to first vaccination where the day of first vaccination is Day 1. Include all hematology results (i.e., all
parameters at all time points) for any participants with at least one abnormal hematology value. The column for clinical significance will be “N/A” for
results within the normal range. The columns for relationship, action taken with study vaccinations, and whether participant was discontinued will be
“N/A” for results within the normal range and results prior to the first study vaccination. The footnotes should only include abbreviations appearing in
the table. Sort by Treatment Group, Participant ID, Actual Study Day, and Laboratory Parameter. Note that the values in the table are meant to
represent the possible values expected for that column and are not necessarily associated with entries in other columns in the same row.]

Relationship to Participant
Actual | Laboratory Study Vac (If Not | Action Taken | Discontinued

Participant Study Parameter Result Clinically | Related, Alternate with Study Due to
Treatment Group ID Sex Analysis Time Point Day (Units) (Severity) | Significant? Etiology) Vaccinations Result?
g CICV2 EHD.XXXX | \fq1e | Sereening (Study Day - | \ne (109/1) | X (None) No Related No

X 30 to -2)
1pug 7 Days Post Vaccination Not Related
CICV2+ALFQ Female| * " g1 dy Day 8) Heb (g/dL) | X (ONR) Yes | ([alternate etiology]) Yes
3 ug CJCV2 7 Days Post Vaccination Platelets .
2 (Study Day 36) aory | X Mid) N/A N/A

3ug 7 Days Post Vaccination o X
CICV24ALFQ 3 (Study Day 64) WBC A0/ | Moderate)
10 pg CICV2 X (Severe)
10 pg
CICV2+ALFQ

Notes: Vac = Vaccination; N/A = Not Applicable; ONR = Outside Normal Range; ANC = Absolute Neutrophil Count; Hgb = Hemoglobin; WBC = White Blood Cells; L = Liter; dL =

deciliter; g = grams.
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14.3.5 Displays of Laboratory Results

14.3.5.1
Table 67:

Chemistry Results

Chemistry Laboratory Results by Time Point, Treatment Group, Relationship, and Severity — Any Chemistry Parameter

[Implementation Note: Participants will be counted as “Missing” if they are still under follow-up and do not have a result reported; if the “Missing”
column only contains 0 values, it may be removed from the table. Unscheduled visits will only be considered in the “Max Severity Post Baseline” time
point. All “Related” columns for the screening time point will display “N/A” since no study vaccine has been received. If there are no “Related” events
for a given table/parameter, remove the “Related” columns from the table, remove “and relationship” from the footnote about counting participants,
and add the footnote, “No Related events were reported for [parameter].”. Only include “N/A” abbreviation in footnotes if it appears in the table.]

Total Related Missing
None Mild |Moderate| Severe None Mild |Moderate| Severe

Time Point Treatment Group n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%) n

Screening (Study Day -30 to -2) 1 pg CICV2 X (XX) X (XX) X (xx) X (XX) N/A N/A N/A N/A X
1 pg CICV2+ALFQ X (XX) X (Xx) X (XX) X (Xx) N/A N/A N/A N/A X

3 ng CJCV2 X (Xx) X (Xx) X (XX) X (Xx) N/A N/A N/A N/A X

3 ug CJCV2+ALFQ X (XX) X (Xx) X (XX) X (Xx) N/A N/A N/A N/A X

10 ng CJCV2 X (XX) X (XX) X (XX) X (XX) N/A N/A N/A N/A X

10 pg CJCV2+ALFQ X (xx) X (XX) X (xx) X (Xx) N/A N/A N/A N/A X

7 Days Post Vaccination 1 (Study Day 8) 1 pg CICV2 X (XX) X (XX) X (xx) X (Xx) X (XX) X (xx) X (xx) X (xX) X
1 pg CICV2+ALFQ X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

3 ug CJCV2 X (XX) X (Xx) X (XX) X (XX) X (Xx) X (XX) X (XX) X (XX) X

3 ng CJCV2+ALFQ X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

10 ng CJCV2 X (XX) X (XX) X (XX) X (XX) X (Xx) X (XX) X (XX) X (XX) X

10 ng CICV2+ALFQ X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

7 Days Post Vaccination 2 (Study Day 36) |1 pg CICV2 X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X
1 pg CICV2+ALFQ X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

3 ug CJICV2 X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

3 ng CJCV2+ALFQ X (XX) X (XX) X (Xx) X (XX) X (XX) X (XX) X (XX) X (XX) X
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Total Related Missing
None Mild |Moderate| Severe None Mild |Moderate| Severe

Time Point Treatment Group N n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%) n

10 ug CJICV2 X X (xx) X (xx) X (Xx) X (XX) X (XX) X (XX) X (XX) X (XX) X

10 ng CICV2+ALFQ X X (xx) X (xx) X (Xx) X (XX) X (XX) X (xx) X (xX) X (xX) X

7 Days Post Vaccination 3 (Study Day 64) |1 pg CICV2 X X (XX) X (XX) X (XX) X (XX) X (XX) X (xx) X (xx) X (xx) X
1 pg CJICV2+ALFQ X X (xx) X (xx) X (Xx) X (XX) X (XX) X (XX) X (XX) X (XX) X

3 ng CJCV2 X X (Xx) X (Xx) X (XX) X (Xx) X (Xx) X (XX) X (XX) X (XX) X

3 ng CJCV2+ALFQ X X (XX) X (XX) X (XX) X (XX) X (XX) X (Xx) X (XX) X (XX) X

10 ng CJICV2 X X (Xx) X (Xx) X (XX) X (Xx) X (Xx) X (XX) X (xX) X (xX) X

10 pg CJCV2+ALFQ X X (XX) X (XX) X (XX) X (XX) X (XX) X (Xx) X (XX) X (XX) X

Max Severity Post Baseline® 1 pg CICV2 X X (XX) X (Xx) X (xx) X (XX) X (XX) X (xx) X (xx) X (xx) X
1 pg CICV2+ALFQ X X (XX) X (XX) X (XX) X (XX) X (XX) X (Xx) X (XX) X (XX) X

3 ng CJCV2 X X (Xx) X (Xx) X (XX) X (Xx) X (Xx) X (XX) X (XX) X (XX) X

3 ng CJCV2+ALFQ X X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

10 ng CJCV2 X X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

10 ng CICV2+ALFQ X X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

Notes: N = Number of participants in the Safety Population with a result at the specified time point; N/A = Not Applicable.
Participants are counted once per time point and relationship.
? Indicates the maximum severity experienced by each participant at any time point post first vaccination, including unscheduled assessments.

Tables with similar format:
Table 68:
Table 69:
Table 70:
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Table 71:

Chemistry Laboratory Results by Time Point, Treatment Group, Relationship, and Severity - Potassium

[Implementation Note: Participants will be counted as “Missing” if they are still under follow-up and do not have a result reported; if the “Missing”
column only contains 0 values, it may be removed from the table. Unscheduled visits will only be considered in the “Max Severity Post Baseline” time
point. All “Related” columns for the screening time point will display “N/A” since no study vaccine has been received. If there are no “Related” events
for a given table/parameter, remove the “Related” columns from the table, remove “and relationship” from the footnote about counting participants,
and add the footnote, “No Related events were reported for [parameter].”. Only include “N/A” abbreviation in footnotes if it appears in the table.]

RESTRICTED

Total Related Missing
None Mild Moderate Severe None Mild Moderate Severe
Low | High | Low | High | Low | High Low | High | Low | High Low High

Time Point | Treatment Group n ) [n(%) | n(%) | n(%) | n(%) | n(%) |n(%)| n(%) | n(%) [n(%)| n(%) |n(%)| n(%) | n (%) n
Screening 1 ug CJCV2 X (xx) | x(xx) | x(xx) | x(xx) | x(xx) | x (xx) | x (xx) | N/A N/A | NJA | NA | N/A N/A N/A X
g%t‘t‘;lgl))ay " |1 pg CICV2+ALFQ x(xx) | x(xx) | x(xx) | x(x) | x(xx) | x(xx) |[x(xx)| NA | NNA | NJA | NJA | NA | NA | NA X
3 ng CJCV2 X (xx) | x(xx) | x(xx) | x(xx) | x(xx) | x (xx) | x(xx) | N/A N/A | NJA | NA | N/A N/A N/A X

3 ug CJICV2+ALFQ X (xx) | x(xx) | x(xx) | x(xx) | x(xx) | x (xx) | x(xx) | N/A N/A | NJA | NA | N/A N/A N/A X

10 ng CJCV2 X (xx) | x(xx) | x(xx) | x(xx) | x (xx) | x (xx) | x(xx) | N/A N/A | NJA | NA | N/A N/A N/A X

10 pg CJCV2+ALFQ X (xx) | x(xx) | x(xx) | x (xx) | x (xx) | x (xx) | x (xx) | N/A N/A | NJA | NA | N/A N/A N/A X

7 Days Post |1 ug CJCV2 X(xx) | x(xx) | x(xx) | x(xx) | x(xx) | x(xx) | x(xx) | x(xX) | x(Xx) |x(*XX) | x (xX) | X (Xx) | X (XX) | X (XX) X
éﬁg;gf;gl) 1 pg CJICV2+ALFQ x(xx) | x(xx) | x (00 | x(x0) | x(x0) | x(x0) | x (0 | x(xx) | x(xx) | x (00 | x(x0) [ x| x(xx) | xx0) | x
3 ug CJCV2 X(xx) | x(xx) | x(xx) | x(xx) | x(xx) | x(xx) | x(xx) | x(xX) | x(xXx) |x(*X%) | x (xX) | X (Xx)| X (XX) | X (XX) X

3 ng CJCV2+ALFQ x(xx) | x(xx) | x(xx) | x(xx) | x (xx) | x (xx) | x(xx) | x(xX) | x (xx) |x (xx) | x (xX) | X (xx) | x(xX) | X (Xx) X

10 ng CJCV2 X(xx) | x(xx) | x(xx) | x(xx) | x(xx) | x(xx) |x(xx) | x(xx) | x(xXx) |x(*XX) | x (xX) | X (Xx) | X (XX) | X (XX) X

10 pg CJCV2+ALFQ x(xx) | x(xx) | x(xx) | x(xx) | x (xx) | x (xx) | x(xx) | x(xX) | x (xx) |x (xx) | x (xX) | X (xx) | x(xX) | X (Xx) X

7 Days Post |1 ug CJCV2 X(xx) | x(xx) | x(xx) | x(xx) | x(xx) | x(xXx) | x(xx)| x(xXxX) | x(xXX) |x(*XX) | x(xX) |x(XX) | X (XX) | X (XX) X
E/Sifl‘(’i‘;%fy“ 2 [} ug CICV2+ALFQ Xx(xx) | x(xx) | x (0 | x(x0) | x(x0) | x(x0) [ x (0 | x(xx) | x(x0) | x (0 | x(x0) [xx0) | x(x) | x0) | x
36) 3 ug CICV2 Xx(xx) | x(xx) | x(xx) | x(xx) | x(xx) | x(xx) | x(xx) | x(xx) | x(xX) |x (xX) | x (xX) |x (xx) | x(xX) | X (xx) X
3 ng CJCV2+ALFQ x(xx) | x(xx) | x(xx) | x(xx) | x (xx) | x (xx) | x(xx) | x(xx) | x (xx) | x (xx) | x (xX) |x (xx) | x(xX) | X (Xx) X

10 ng CJICV2 Xx(xx) | x(xx) | x(xx) | x(xx) | x(xx) | x(xx) |x(xx)| xX(xXX) | x(xXX) |x(*XX) | x(xX) |x (XX) | X (XX) | X (XX) X
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Total Related Missing
None Mild Moderate Severe None Mild Moderate Severe
Low | High | Low | High | Low | High Low | High | Low | High Low High

Time Point | Treatment Group | N | n(%) | n(%) | n(%) | n(%) | n(%) | n (%) |n(%)| n(%) | n (%) [n(%)| n(%) [n(%)| n(%) | n (%) n
10 pg CJCV2+ALFQ| x | x(xx) | x(xx) | x(xx) | x (xX) | x (xx) | x (xx) [x(xXx) | x(xx) | x (xX) |x(xX) | X (xx) | X (xx) | X (XX) | X (XX) X

7 Days Post |1 ug CJCV2 X | x(xx) | x(xx) | x(xx) | x(xx) | x(xx) | X (xx) | x(xx) | X(xX) | x(xx) [x(xX) | X (xX) | X (xx) | X (XX) | X (XX) X
éﬁgi;agf; 3 1 pg CICV2+ALFQ | x | x(xx) | x(xx) | x(xx) | x (xX) | x (xx) | x (xx) [x(xx) | x(xx) | x (xX) |x(xX) | X (xx) | X (Xx) | X(XX) | X (XX) X
64) 3 ug CICV2 X | x(xx) | x(xx) | x(xx) | x(xx) | x(xx) | x(xx) [x(xx) | x(xXx) | x(xx) | X (xx) | x (xx) | x(xx)| X (xX) | x (xx) X
3ug CJCV2+ALFQ | x | x(xx) | x(xx) | x (xx) | x (xx) | x (xx) | x (xX) |x(xx) | x (xx) | x(xx) |x(xx) | x (xX) | x(xX)| X (xX) | X (XX) X

10 ng CJCV2 X | x(xx) | x(xx) | x(xx) | x(xx) | x(xx) | X (xx) |x(xXx) | x(xx) | x(xx) [x(xx) | X (xX) [ X (xx)| X (xx) | X (xX) X

10 ug CJICV2+ALFQ| x | x(xx) | x(xx) | x (xx) | x (xx) | x (xX) | x (xX) |x(xx) | x(xx) | x(xX) [x(xx) | x (xX) | x(xX) | X(xXX) | X (xX) X

Max Severity |1 pg CICV2 X | x(xx) | x(xx) | x(xx) | x(xx) | x(xx) | X (xx) |x(xx) | x(xx) | x(xx) [x(xx) | X (xX) [ X (xx)| X(xx) | X (xX) X
Post Baseline® |\ CJevarALFQ | x | x(x) | x (%) | x(xx) | x(x%) | x (x9) | x () | x 0 | x () | x (x0) | x(x0)| x () |x 00 | x (0 | xx00 |  x
3 ng CJCV2 X | x(xx) | x(xx) | x(xx) | x(xx) | x(xx) | x(xx) |x(xx) | x(xx) | x(xx) |[x(xx) | X (xX) [ X (xx)| X (xx) | X (xX) X

3ug CJCV2+ALFQ | x | x(xx) | x(xx) | x (xx) | x (xx) | x (xx) | x (xX) |x(xx) | x (xx) | x(xx) |x(xx) | x (xX) | x(xX) | X (xX) | x(xX) X

10 ng CJCV2 X X(xx) | x(xx) | x(xx) | x(xx) | x(xx) | x(xx) |x(xx) | x(xX) | x(xXx) |x(*X%) | x (xX) | X (Xx)| X (XX) | X (XX) X

10 ug CJICV2+ALFQ| x | x(xx) | x (xx) | x (xx) | x (xx) | x (xX) | x (xX) |x(xx) | x(xx) | x(xx) [x(xx) | x (xX) | x(xX) | X (xX) | x(xX) X

Notes: N = Number of participants in the Safety Population with a result at the specified time point; N/A = Not Applicable.
Participants are counted once per time point and relationship.
? Indicates the maximum severity experienced by each participant at any time point post first vaccination, including unscheduled assessments.

Table with similar format:

Table 72:

Chemistry Laboratory Results by Time Point, Treatment Group, Relationship, and Severity - Sodium
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Table 73:

Chemistry Laboratory Summary Statistics by Time Point and Treatment Group — ALT

[Implementation Note: Include a statistic row with “Missing” if any results are missing for that time point. Results are reported as XXX U/L, report 1
decimal place for Mean, Standard Deviation, and Median and 0 decimal places for Min and Max.]

1ug CJCV2 |1 ug CJCV2+ALFQ 3ng CJICV2 3 ng CJCV2+ALFQ 10 ug CJCV2 |10 pg CJICV2+ALFQ
Time Point Statistic (N=X) (N=X) (N=X) (N=X) IN=X) N=X)
Screening n X X X X X X
(Study Day -30 to -2) Mean XXX.X XXX.X XXX.X XXX.X XXX.X XXX.X
Standard Deviation XXX.X XXX.X XXX.X XXX.X XXX.X XXX.X
Median XXX.X XXX.X XXX.X XXX.X XXX.X XXX.X
Min, Max XXX, XXX XXX, XXX XXX, XXX XXX, XXX XXX, XXX XXX, XXX
7 Days Post Vaccination 1 [n X X X X X X
(Study Day 8) Mean XXX.X XXX.X XXX.X XXX.X XXX.X XXX.X
Standard Deviation XXX.X XXX.X XXX.X XXX.X XXX.X XXX.X
Median XXX.X XXX.X XXX.X XXX.X XXX.X XXX.X
Min, Max XXX, XXX XXX, XXX XXX, XXX XXX, XXX XXX, XXX XXX, XXX
7 Days Post Vaccination 1 [n X X X X X X
(Study Day 8), Change Mean XXX.X XXX.X XXX.X XXX.X XXX.X XXX.X
from Baseline
Standard Deviation XXX.X XXX.X XXX.X XXX.X XXX.X XXX.X
Median XXX.X XXX.X XXX.X XXX.X XXX.X XXX.X
Min, Max XXX, XXX XXX, XXX XXX, XXX XXX, XXX XXX, XXX XXX, XXX
7 Days Post Vaccination 2 | n X X X X X X
(Study Day 36) Mean XXX.X XXX.X XXX.X XXX.X XXX.X XXX.X
Standard Deviation XXX.X XXX.X XXX.X XXX.X XXX.X XXX.X
Median XXX.X XXX.X XXX.X XXX.X XXX.X XXX.X
Min, Max XXX, XXX XXX, XXX XXX, XXX XXX, XXX XXX, XXX XXX, XXX
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1pg CJCV2 | 1pg CJCV2+ALFQ 3 ng CJCV2 3 ng CJCV2+ALFQ 10 pg CJCV2 |10 pg CJCV2+ALFQ

Time Point Statistic (N=X) (N=X) (N=X) (N=X) IN=X) IN=X)
7 Days Post Vaccination 2 | n X X X X X X
(Study Day 36), Change | \fean XXX.X XXX.X XXX.X XXX.X XXX.X XXX.X
from Baseline
Standard Deviation XXX.X XXX.X XXX.X XXX.X XXX.X XXX.X
Median XXX.X XXX.X XXX.X XXX.X XXX.X XXX.X
Min, Max XXX, XXX XXX, XXX XXX, XXX XXX, XXX XXX, XXX XXX, XXX
7 Days Post Vaccination 3 [ n X X X X X X
(Study Day 64) Mean XXX.X XXX.X XXX.X XXX.X XXX.X XXX.X
Standard Deviation XXX.X XXX.X XXX.X XXX.X XXX.X XXX.X
Median XXX.X XXX.X XXX.X XXX.X XXX.X XXX.X
Min, Max XXX, XXX XXX, XXX XXX, XXX XXX, XXX XXX, XXX XXX, XXX
7 Days Post Vaccination 3 [ n X X X X X X
(Study Day 64), Change | \fean XXX.X XXX.X XXX.X XXX.X XXX.X XXX.X
from Baseline
Standard Deviation XXX.X XXX.X XXX.X XXX.X XXX.X XXX.X
Median XXX.X XXX.X XXX.X XXX.X XXX.X XXX.X
Min, Max XXX, XXX XXX, XXX XXX, XXX XXX, XXX XXX, XXX XXX, XXX

Notes: N = Number of participants in the Safety Population; n = Number of participants in the Safety Population with a result at the specified time point; Min = Minimum; Max =
Maximum.
Statistics other than n are reported as U/L.

Tables with similar format:
Table 74: Chemistry Laboratory Summary Statistics by Time Point and Treatment Group — Creatinine, Males

[Implementation Note: Results are reported as X. XX mg/dL; report 3 decimal places for Mean, Standard Deviation, and Median and 2 decimal places
for Min and Max. Update the footnote with applicable units.]

Table 75: Chemistry Laboratory Summary Statistics by Time Point and Treatment Group — Creatinine, Females
[Implementation Note: Results are reported as X. XX mg/dL; report 3 decimal places for Mean, Standard Deviation, and Median and 2 decimal places
for Min and Max. Update the footnote with applicable units.]
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Table 76: Chemistry Laboratory Summary Statistics by Time Point and Treatment Group — Potassium

[Implementation Note: Results are reported as X.X mmol/L; report 2 decimal places for Mean, Standard Deviation, and Median and 1 decimal place for
Min and Max. Update the footnote with applicable units.]

Table 77: Chemistry Laboratory Summary Statistics by Time Point and Treatment Group — Sodium

[Implementation Note: Results are reported as XXX mmol/L; report 1 decimal place for Mean, Standard Deviation, and Median and 0 decimal places
for Min and Max. Update the footnote with applicable units.]

Table 78: Chemistry Laboratory Summary Statistics by Time Point and Treatment Group — Total Bilirubin

[Implementation Note: Results are reported as X.X mg/dL, report 2 decimal places for Mean, Standard Deviation, and Median and 1 decimal place for
Min and Max. Update the footnote with applicable units.]

-112 -
RESTRICTED



Statistical Analysis Plan - DMID Protocol: 19-0003

Version 1.0
January 28, 2025

14.3.5.2
Table 79:

Hematology Results

Hematology Laboratory Results by Time Point, Treatment Group, Relationship, and Severity — Any Hematology Parameter

[Implementation Note: Participants will be counted as “Missing” if they are still under follow-up and do not have a result reported; if the “Missing”
column only contains 0 values, it may be removed from the table. Unscheduled visits will only be considered in the “Max Severity Post Baseline” time
point. All “Related” columns for the screening time point will display “N/A” since no study vaccine has been received. If there are no “Related” events
for a given table/parameter, remove the “Related” columns from the table, remove “and relationship” from the footnote about counting participants,
and add the footnote, “No Related events were reported for [parameter].”. Only include “N/A” abbreviation in footnotes if it appears in the table.]

Total Related Missing
None Mild |Moderate| Severe None Mild Moderate | Severe

Time Point Treatment Group n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%) n

Screening (Study Day -30 to -2) 1 pg CICV2 X (XX) X (XX) X (XX) X (XX) N/A N/A N/A N/A X
1 pg CJCV2+ALFQ X (XX) X (XX) X (XX) X (XX) N/A N/A N/A N/A X

3 ug CICV2 X (XX) X (XX) X (XX) X (XX) N/A N/A N/A N/A X

3 ug CJCV2+ALFQ X (XX) X (XX) X (XX) X (XX) N/A N/A N/A N/A X

10 ng CICV2 X (Xx) X (Xx) X (XX) X (Xx) N/A N/A N/A N/A X

10 pg CJCV2+ALFQ X (xx) X (XX) X (xx) X (Xx) N/A N/A N/A N/A X

7 Days Post Vaccination 1 (Study Day 8) |1 pg CJCV2 X (XX) X (XX) X (xx) X (Xx) X (XX) X (Xx) X (xX) X (xX) X
1 pg CICV2+ALFQ X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

3 ug CICV2 X (XX) X (XX) X (XX) X (XX) X (Xx) X (XX) X (XX) X (XX) X

3 ug CJCV2+ALFQ X (XX) X (XX) X (Xx) X (XX) X (XX) X (XX) X (XX) X (XX) X

10 ug CICV2 X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

10 ug CICV2+ALFQ X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

7 Days Post Vaccination 2 (Study Day 36) |1 ug CICV2 X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X
1 ug CJCV2+ALFQ X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

3 ug CJCV2 X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

3 ug CJCV2+ALFQ X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

10 pg CICV2 X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

10 pg CICV2+ALFQ X (XX) X (XX) X (Xx) X (XX) X (XX) X (XX) X (XX) X (XX) X

-113 -

RESTRICTED



Statistical Analysis Plan - DMID Protocol: 19-0003

Version 1.0
January 28, 2025

Total Related Missing
None Mild |Moderate| Severe None Mild |Moderate| Severe

Time Point Treatment Group N n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%) n

7 Days Post Vaccination 3 (Study Day 64) |1 ug CICV2 X X (XX) X (XX) X (XX) X (XX) X (XX) X (xx) X (xx) X (xx) X
1 pg CJCV2+ALFQ X X (xx) X (xx) X (Xx) X (XX) X (xx) X (xX) X (xX) X (xX) X

3 ug CJCV2 X X (xx) X (xx) X (Xx) X (XX) X (xx) X (XX) X (XX) X (XX) X

3 ng CJCV2+ALFQ X X (xx) X (xx) X (Xx) X (XX) X (xx) X (xX) X (xX) X (xX) X

10 pg CICV2 X X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

10 pug CICV2+ALFQ X X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

Max Severity Post Baseline® 1 pg CJICV2 X X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X
1 pg CJCV2+ALFQ X X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

3 ug CICV2 X X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

3 ug CJCV2+ALFQ X X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

10 ng CICV2 X X (Xx) X (Xx) X (XX) X (Xx) X (Xx) X (XX) X (xX) X (xX) X

10 ng CICV2+ALFQ X X (XX) X (XX) X (XX) X (XX) X (XX) X (Xx) X (XX) X (XX) X

Notes: N = Number of participants in the Safety Population with a result at the specified time point; N/A = Not Applicable.
Participants are counted once per time point and relationship.
? Indicates the maximum severity experienced by each participant at any time point post first vaccination, including unscheduled assessments.

Tables with similar format:
Table 80:
Table 81:
Table 82:
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Table 83: Hematology Laboratory Results by Time Point, Treatment Group, Relationship, and Severity - WBC

[Implementation Note: Participants will be counted as “Missing” if they are still under follow-up and do not have a result reported; if the “Missing”
column only contains 0 values, it may be removed from the table. Unscheduled visits will only be considered in the “Max Severity Post Baseline” time
point. All “Related” columns for the screening time point will display “N/A” since no study vaccine has been received. If there are no “Related” events
for a given table/parameter, remove the “Related” columns from the table, remove “and relationship” from the footnote about counting participants,
and add the footnote, “No Related events were reported for [parameter].”. Only include “N/A” abbreviation in footnotes if it appears in the table.]

Total Related Missing
None Mild Moderate Severe None Mild Moderate Severe
Low | High | Low | High | Low | High Low | High | Low | High | Low High

Time Point | Treatment Group n(%) [ n(%) | n(%) | n(%) | n (%) | n(%) [In(%)| n(%) | n(%) |n(%)| n(%) |n(%)| n (%) | n (%) n
Screening 1 pg CJCV2 X (xx) | x(xx) | x (xx) | x (xx) | x(xx) | x (xx) |[x(xx)| N/A N/A | NJA | N/A | N/A N/A N/A X
g%tt‘fg))ay " |1 pg CICV2+ALFQ Xx(xx) | x(xx) | x(xx) | x(xx) | x(xx) | x(xx) [x(xx)| NA | NA | NJA | NJA | NA | NA | NA X
3 ug CICV2 X (xx) | x(xx) | x(xx) | x (xx) | x(xx) | x (xx) [x(xx)| N/A N/A | NJA | N/A | N/A N/A N/A X

3 ug CJCV2+ALFQ X (xx) | x(xx) | x (xx) | x (xx) | X (xx) | X (xx) | X (xX)| N/A N/A | NJA | NA | N/A N/A N/A X

10 pg CICV2 X (xx) | x(xx) | x (xx) | x (xx) | X (xx) | X (Xx) | X (xX)| N/A N/A | NJA | NA | N/A N/A N/A X

10 ug CICV2+ALFQ X (xx) | x (xx) | x (xx) | x (xx) | X (xx) | X (xx) | X (xX)| N/A N/A | NJA | N/A | N/A N/A N/A X

7 Days Post |1 pg CJCV2 X (xx) | x (xx) | x (xx) | x (xx) | x (XX) | Xx (XX) | X (XX)| X (XX) | X (XX) | X (XX) | X (XX) | X (xXX)| X (XX) | X (xX) X
?/Siflfii;zl?;i;);lgl) 1 pg CJCV2+ALFQ X (xx) | x(xx) | x (xx) | x (xx) | x (XX) | Xx (XX) | X (XX)| X (XX) | X (XX) | X (XX) | X (XX) | X (xX)| X (XX) | X (xX) X
3 ug CICV2 X (xx) | x(xx) | x (xx) | x (xx) | x (XX) | Xx (XX) | X (XX)| X (XX) | X (XX) | X (XX) | X (XX) | X (xX)| X (XX) | X (XX) X

3 ug CJCV2+ALFQ x(xx) | x(xx) | x(xx) | x (xx) | x (xx) | x (xx) | X (xx)| x(xx) | x (xX) |x (xx) | x (xx) [x (xx) | X (xx) | X (xX) X

10 ng CICV2 X(xx) | x(xx) | x(xx) | x(xx) | x (xx) | X (xx) |[Xx (xx)| x(xx) | X (xx) |x(xx) | X (xx) [ X (xx) | X (xx) | X (xX) X

10 pg CICV2+ALFQ x(xx) | x(xx) | x(xx) | x (xx) | x (xx) | x (xx) | X (xx)| x(xx) | x (xX) |x (xx) | x (xx) [x (xx) | X (xx) | X (xX) X

7 Days Post |1 pg CJICV2 X(xx) | x(xx) | x(xx) | x(xx) | x (xx) | X (xx) |Xx (xx)| x(xx) | X (xx) |x(xx) | X (xx) [|x (xx) | X (xx) | X (xX) X
?’Siflf;}‘,‘a];‘;; 2[1 ug cICV2TALFQ x (%) | x(xx) | x(xx) | x(xx) | x (%) | x(x%) [x (x0) | x(xx) | x (xx) |xx0) | x(x%) [x (0| x(xx) [xxx) |  x
36) 3 ug CICV2 Xx(xx) | x(xx) | x(xx) | x(xx) | x (xx) | x (xx) |[Xx (xx)| x(xx) | X (xX) |x(xX) | X (xx) [x (xx) | X (xx) | X (XX) X
3 ug CJCV2+ALFQ x(xx) | x(xx) | x(xx) | x(xx) | x(xx) | x (xx) |[Xx (xx)| x(xx) | x(x%) |x(xX) | X (xx) [x (xx) | X (xX) | X (xX) X

10 pg CICV2 Xx(xx) | x(xx) | x(xx) | x(xx) | x (xx) | x (xx) [Xx (xx)| x(xx) | X (x%) |x(xX) | X (xx) [x(xx) | X (xx) | X (xX) X

10 pg CJCV2+ALFQ x(xx) | x(xx) | x(xx) | x(xx) | x(xx) | x (xx) |[Xx (xx)| x(xx) | X (x%) |x(xX) | X (xx) [x(xx) | X (xx) | X (xX) X
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Total Related Missing
None Mild Moderate Severe None Mild Moderate Severe
Low | High | Low | High | Low | High Low | High | Low | High | Low High
Time Point | Treatment Group | N | n(%) | n(%) | n(%) | n(%) | n (%) | n (%) [n(%)| n(%) | n(%) |[n(%)| n(%) [n(%)| n (%) | n (%) n
7 Days Post |1 pg CJCV2 X | x(xx) | x(xx) | x(xx) | x(xx) | x(xx) | x (xx) |x (xXx)| x(xx) | x(xX) [ X (xXX) | X (xX) [ X (XX)| X (XX) | X (XX) X
?/Siflfli;%i;; 3 1 png CJICV2+ALFQ | x | x(xx) | x(xx) | x (xX) | x (xx) | X (xX) | x (xx) |x (xx) | x (xx) | x (xX) |x (xx) | X (xX) [Xx (xXX)| X (XX) | X (XX) X
64) 3 ug CJCV2 X | x(xx) | x(xx) | x(xx) | x(xx) | x(xx) | x (xx) |x (xXx)| x(xx) | x(xX) [ X (xXX) | X (xX) [ X (XX)| X (XX) | X (XX) X
3ug CICV2+ALFQ | x | x(xx) | x(xx) | x(xx) | x(xx) | x (xx) | x (xx) [x (xx)| X (xx) | x(xX) |x(xX) | X (xX) [x (xX) | X (xX) | X (xXX) X
10 png CICV2 X | Xx(xx) | x(Xx) | x(Xx) | x(XX) | x(XX) | X (XX) [ X (XX) | X(XX) | X (XX) | X (XX) | X (XX) | X (XX) | X (XX) | X (XX) X
10 pug CICV24+ALFQ | x | x(xx) | x(xx) | x(xx) | x(xx) | x(xx) | x (xx) [x(xx) | x(xx¥) | x(xX) | X (xx) | X (xX) |x (xX)| X (xX) | X (XX) X
Max Severity |1 ug CICV2 X | xX(xx) | x(Xx) | x(Xx) | x(XX) | x(XX) | X (XX) [ X (XX) | X (XX) | X (XX) | X (XX) | X (XX) | X (XX)| X (XX) | X (XX) X
g(:lztelinea 1 pg CJCV2+ALFQ | x | x(xx) | x(xx) | x(xx) | x(xx) | x(xx) | x (xx) [x(xX) | x(xx¥) | x(xX) |x (xx) | X (xX) |x (xx)| X (XX) | X (XX) X
3 ug CICV2 X | x(xx) [ x(xx) | x(xx) | x(xx) | x(xx) | x(xx) |x(xx) | x(xx) | x(xXx) [x(xXX) | X (xX) | X (xX)| X (xX) |X(XX) X
3ug CJICV2+ALFQ | x | x(xx) | x(xx) | x(xx) | x (xx) | x (xx) | x (xx) [x (xx) | X (xx) | x (xX) |x(xX) | x (xx) [x (xx)| X (xxX) | X (xX) X
10 ng CICV2 X | x(xx) [ x(xx) | x(xx) | x(xx) | x(xx) | x(xx) |x(xx)| x(xX) | x(Xx) [x (XX) | x (xX) | X (xX)| X (xX) |X(XX) X
10 ug CICV2+ALFQ | x | x(xx) | x(xx) | x(xx) | x (xx) | x (xx) | x (xx) [x (xx) | x(xx) | x (xX) | X (xx) | x (xX) |x (xX) | X (XX) | X (xX) X
Notes: N = Number of participants in the Safety Population with a result at the specified time point; N/A = Not Applicable.
Participants are counted once per time point and relationship.
*Indicates the maximum severity experienced by each participant at any time point post first vaccination, including unscheduled assessments.
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Table 84: Hematology Laboratory Summary Statistics by Time Point and Treatment Group — Absolute Neutrophil Count

[Implementation Note: Include a statistic row with “Missing” if any results are missing for that time point. Results are reported as XX.XX x10°/uL;
report 3 decimal places for Mean, Standard Deviation, and Median and 2 decimal places for Min and Max.]

1ug CJCV2 |1 pug CJCV2+ALFQ 3ng CJICV2 3 ng CJCV2+ALFQ 10 ug CJCV2 |10 pg CJICV2+ALFQ
Time Point Statistic (N=X) (N=X) (N=X) (N=X) (N=X) (N=X)
Screening n X X X X X X
(Study Day -30 to -2) Mean XX.XXX XX.XXX XX.XXX XX.XXX XX.XXX XX.XXX
Standard Deviation XX.XXX XX.XXX XX.XXX XX.XXX XX.XXX XX.XXX
Median XX.XXX XX.XXX XX.XXX XX.XXX XX.XXX XX.XXX
Min, Max XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX
7 Days Post Vaccination 1 |n X X X X X X
(Study Day 8) Mean XX.XXX XX.XXX XX.XXX XX.XXX XX.XXX XX.XXX
Standard Deviation XX.XXX XX.XXX XX.XXX XX.XXX XX.XXX XX.XXX
Median XX.XXX XX.XXX XX.XXX XX.XXX XX.XXX XX.XXX
Min, Max XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX
7 Days Post Vaccination 1 |n X X X X X X
(Study Day 8), Change Mean XX.XXX XX.XXX XX.XXX XX.XXX XX.XXX XX.XXX
from Baseline
Standard Deviation XX.XXX XX.XXX XX.XXX XX.XXX XX.XXX XX.XXX
Median XX.XXX XX.XXX XX.XXX XX.XXX XX.XXX XX.XXX
Min, Max XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX
7 Days Post Vaccination 2 |n X X X X X X
(Study Day 36) Mean XX.XXX XX.XXX XX.XXX XX.XXX XX.XXX XX.XXX
Standard Deviation XX.XXX XX.XXX XX.XXX XX.XXX XX.XXX XX.XXX
Median XX.XXX XX.XXX XX.XXX XX.XXX XX.XXX XX.XXX
Min, Max XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX
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1ug CJCV2 |1 pug CJCV2+ALFQ 3ng CICV2 3 ng CJCV2+ALFQ 10 ug CJCV2 |10 pg CJICV2+ALFQ
Time Point Statistic (N=X) (N=X) (N=X) (N=X) (N=X) (N=X)

7 Days Post Vaccination 2 |n X X X X X X

(Study Day 36), Change | Nean XX.XXX XX.XXX XX.XXX XX.XXX XX.XXX XX.XXX

from Baseline
Standard Deviation XX.XXX XX.XXX XX. XXX XX. XXX XX. XXX XX. XXX
Median XX. XXX XX. XXX XX. XXX XX. XXX XX. XXX XX. XXX
Min, Max XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX

7 Days Post Vaccination 3 |n X X X X X X

(Study Day 64) Mean XX. XXX XX. XXX XX. XXX XX. XXX XX. XXX XX. XXX
Standard Deviation XX. XXX XX. XXX XX. XXX XX. XXX XX. XXX XX. XXX
Median XX. XXX XX. XXX XX. XXX XX. XXX XX. XXX XX. XXX
Min, Max XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX

7 Days Post Vaccination 3 |n X X X X X X

(Study Day. 64), Change Mean XX. XXX XX. XXX XX. XXX XX. XXX XX. XXX XX. XXX

from Baseline
Standard Deviation XX. XXX XX. XXX XX. XXX XX. XXX XX. XXX XX. XXX
Median XX. XXX XX. XXX XX. XXX XX. XXX XX. XXX XX. XXX
Min, Max XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX XX.XX, XX.XX

Maximum.

Statistics other than n are reported as x10%/uL.

Notes: N = Number of participants in the Safety Population; n = Number of participants in the Safety Population with a result at the specified time point; Min = Minimum; Max =

Tables with similar format:

Table 85:

Hematology Laboratory Summary Statistics by Time Point and Treatment Group — Hemoglobin, Males

[Implementation Note: Results are reported as XX . X g/dL; report 2 decimal places for Mean, Standard Deviation, and Median and 1 decimal place for

Min and Max. Update the footnote with applicable units.]

Table 86:

Hematology Laboratory Summary Statistics by Time Point and Treatment Group — Hemoglobin, Females

[Implementation Note: Results are reported as XX . X g/dL; report 2 decimal places for Mean, Standard Deviation, and Median and 1 decimal place for

Min and Max. Update the footnote with applicable units.]

-118 -

RESTRICTED



Statistical Analysis Plan - DMID Protocol: 19-0003 Version 1.0
January 28, 2025

Table 87: Hematology Laboratory Summary Statistics by Time Point and Treatment Group — Platelets

[Implementation Note: Results are reported as XXX x10°/uL; report 1 decimal place for Mean, Standard Deviation, and Median and 0 decimal places
for Min and Max. Update the footnote with applicable units.]

Table 88: Hematology Laboratory Summary Statistics by Time Point and Treatment Group - WBC

[Implementation Note: Results are reported as X.XX x10°/uL; report 3 decimal places for Mean, Standard Deviation, and Median and 2 decimal places
for Min and Max. Update the footnote with applicable units.]
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14.3.6 Displays of Vital Signs

Table 89:

Vital Signs by Time Point, Treatment Group, and Severity — Any Assessment

[Implementation Note: Participants will be counted as “Missing” if they are still under follow-up and do not have a result reported; if the “Missing”
column only contains 0 values, it may be removed from the table. If all vital signs are “None” at the Pre-Vaccination 1 (Study Day 1) time point, that
time point may be removed from the table. Unscheduled visits will only be considered in the “Max Severity Post Baseline” time point. For Temperature,
only include the temperature measurements taken in-clinic and entered on the Vital Signs eCRF in this table (i.e., do not consider events from the
participant’s eMemory Aid).]

None Mild Moderate Severe Missing

Time Point Treatment Group n (%) n (%) n (%) n (%) n
Pre-Vaccination 1 (Study Day |1 pg CJCV2 X (XX) X (XX) X (XX) X (XX) X
D 1 pg CJCV2+ALFQ X (XX) X (XX) X (XX) X (XX) X
3 ug CICV2 X (XX) X (XX) X (XX) X (XX) X

3 ug CJCV2+ALFQ X (XX) X (XX) X (XX) X (XX) X

10 pg CICV2 X (XX) X (XX) X (XX) X (XX) X

10 pug CICV2+ALFQ X (XX) X (XX) X (XX) X (XX) X

2 Days Post Vaccination 1 1 pg CJCV2 X (XX) X (XX) X (XX) X (XX) X
(Study Day 3)* 1 pg CJCV2+ALFQ X (XX) X (XX) X (XX) X (XX) X
7 Days Post Vaccination 1 1 pg CJCV2 X (XX) X (XX) X (XX) X (XX) X
(Study Day 8) 1 pg CJCV2+ALFQ X (XX) X (XX) X (XX) X (XX) X
3 ug CICV2 X (XX) X (XX) X (XX) X (XX) X

3 ug CJCV2+ALFQ X (XX) X (XX) X (XX) X (XX) X

10 ug CICV2 X (XX) X (XX) X (XX) X (XX) X

10 ng CICV2+ALFQ X (XX) X (xx) X (xx) X (XX) X

14 Days Post Vaccination 1 1 pg CJCV2 X (XX) X (xx) X (xx) X (XX) X
(Study Day 15)* 1 pg CJCV2+ALFQ X (XX) X (xx) X (xx) X (XX) X
Pre-Vaccination 2 (Study Day |1 pg CJICV2 X (Xx) X (xx) X (xx) X (Xx) X
29) 1 pg CJCV2+ALFQ X (Xx) X (xx) X (xx) X (XX) X

-120 -
RESTRICTED



Statistical Analysis Plan - DMID Protocol: 19-0003

Version 1.0
January 28, 2025

None Mild Moderate Severe Missing

Time Point Treatment Group n (%) n (%) n (%) n (%) n

3 ug CJCV2 X (xx) X (Xx) X (Xx) X (XX) X

3 ug CJCV2+ALFQ X (xx) X (Xx) X (Xx) X (XX) X

10 ng CICV2 X (xx) X (Xx) X (Xx) X (XX) X

10 ng CICV2+ALFQ X (xx) X (Xx) X (Xx) X (xx) X

2 Days Post Vaccination 2 1 ug CICV2 X (XX) X (xx) X (xx) X (xx) X
(Study Day 31)* 1 pg CICV2+ALFQ X (xx) X (xx) X (xx) X (xx) X
7 Days Post Vaccination 2 1 pg CICV2 X (XX) X (xx) X (xx) X (xx) X
(Study Day 36) 1 pg CJCV2+ALFQ X (xx) X (xx) X (xx) X (xx) X
3 ug CICV2 X (Xx) X (XX) X (Xx) X (XX) X

3 pg CJCV2+ALFQ X (xx) X (Xx) X (Xx) X (xx) X

10 ng CICV2 X (Xx) X (XX) X (Xx) X (XX) X

10 ng CICV2+ALFQ X (xx) X (Xx) X (Xx) X (xx) X

14 Days Post Vaccination 2 1 pg CICV2 X (XX) X (xx) X (xx) X (xx) X
(Study Day 43)" 1 pg CJCV2+ALFQ X (xx) X (xx) X (xx) X (xx) X
Pre-Vaccination 3 (Study Day |1 pg CJICV2 X (XX) X (xx) X (xx) X (xx) X
37) 1 ng CJCV2+ALFQ X (xx) X (Xx) X (Xx) X (xX) X
3 ug CICV2 X (XX) X (XX) X (XX) X (XX) X

3 pg CJCV2+ALFQ X (xx) X (Xx) X (Xx) X (xX) X

10 ng CICV2 X (XX) X (XX) X (XX) X (XX) X

10 pg CICV2+ALFQ X (xx) X (Xx) X (Xx) X (xX) X

2 Days Post Vaccination 3 1 pg CICV2 X (XX) X (XX) X (XX) X (XX) X
(Study Day 59)* 1 pg CJCV2+ALFQ X (xx) X (xx) X (xx) X (xX) X
7 Days Post Vaccination 3 1 pg CICV2 X (XX) X (XX) X (XX) X (XX) X
(Study Day 64) | pg CJCV2+ALFQ X (xx) X (xx) X (xx) X (XX) X
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None Mild Moderate Severe Missing

Time Point Treatment Group n (%) n (%) n (%) n (%) n

3 ug CJCV2 X (xx) X (Xx) X (Xx) X (XX) X

3 ug CJCV2+ALFQ X (xx) X (Xx) X (Xx) X (XX) X

10 ng CICV2 X (xx) X (Xx) X (Xx) X (XX) X

10 ng CICV2+ALFQ X (xx) X (Xx) X (Xx) X (xx) X

14 Days Post Vaccination 3 1 ug CICV2 X (XX) X (xx) X (xx) X (xx) X
(Study Day 71)* 1 pg CJCV2+ALFQ X (xx) X (xx) X (xx) X (xx) X
28 Days Post Vaccination 3 1 pg CICV2 X (XX) X (xx) X (xx) X (xx) X
(Study Day 85) 1 pg CICV2+ALFQ X (xx) X (xx) X (xx) X (xx) X
3 ug CICV2 X (Xx) X (XX) X (Xx) X (XX) X

3 pg CJCV2+ALFQ X (xX) X (XX) X (XX) X (xx) X

10 ng CICV2 X (Xx) X (XX) X (Xx) X (XX) X

10 pg CJCV2+ALFQ X (xX) X (XX) X (XX) X (xx) X

56 Days Post Vaccination 3 1 pg CICV2 X (XX) X (xx) X (xx) X (xx) X
(Study Day 113) 1 pg CJCV2+ALFQ X (xx) X (xx) X (xx) X (xx) X
3 ug CICV2 X (XX) X (XX) X (XX) X (XX) X

3 pg CJCV2+ALFQ X (xX) X (xX) X (XX) X (xX) X

10 ng CICV2 X (XX) X (XX) X (XX) X (XX) X

10 pg CJCV2+ALFQ X (xX) X (xX) X (XX) X (xX) X

Max Severity Post Baseline® |1 pg CICV2 X (XX) X (xx) X (xx) X (xx) X
1 ng CJCV2+ALFQ X (xX) X (xX) X (XX) X (xX) X

3 ug CICV2 X (XX) X (XX) X (XX) X (XX) X

3 pg CJCV2+ALFQ X (xX) X (XX) X (XX) X (xX) X

10 pg CICV2 X (XX) X (XX) X (XX) X (XX) X

10 pg CJCV2+ALFQ X (xX) X (XX) X (XX) X (xX) X
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None Mild Moderate Severe Missing
Time Point Treatment Group N n (%) n (%) n (%) n (%) n

Notes: N = Number of participants in the Safety Population with a result at the specified time point.

Participants are counted once per time point.

2 Cohort 1 was enrolled and completed follow-up under v4.0 of the protocol which required collection of vital signs at this time point which was not required beginning in v5.0 of the protocol.
b Indicates the maximum severity experienced by each participant at any time point post first vaccination, including unscheduled assessments.

Table with similar format:
Table 90: Vital Signs by Time Point, Treatment Group, and Severity — Temperature

[Implementation Note: Only include the temperature measurements taken in-clinic and entered on the Vital Signs eCRF in this table (i.e., do not
consider events from the participant’s eMemory Aid).]
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Table 91:

Vital Signs by Time Point, Treatment Group, and Severity — Pulse

[Implementation Note: Participants will be counted as “Missing” if they are still under follow-up and do not have a result reported; if the “Missing”
column only contains 0 values, it may be removed from the table. If all vital signs are “None” at the Pre-Vaccination 1 (Study Day 1) time point, that
time point may be removed from the table. Unscheduled visits will only be considered in the “Max Severity Post Baseline” time point.]
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None Mild Moderate Severe Missing
Low High Low High Low High

Time Point Treatment Group n (%) n (%) n (%) n (%) n (%) n (%) n (%) n
Pre-Vaccination 1 (Study Day 1) |1 ug CICV2 X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X
1 pg CJCV2+ALFQ X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

3 ug CICV2 X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

3 ug CJCV2+ALFQ X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

10 pg CICV2 X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

10 pug CICV2+ALFQ X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

2 Days Post Vaccination 1 (Study |1 ug CICV2 X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X
Day 3)* 1 pg CJCV2+ALFQ X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X
7 Days Post Vaccination 1 (Study |1 pg CJCV2 X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X
Day 8) 1 pg CJCV2+ALFQ X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X
3 ug CICV2 X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

3 ug CJCV2+ALFQ X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

10 ug CICV2 X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

10 ug CICV2+ALFQ X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

14 Days Post Vaccination 1 1 pg CJCV2 X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X
(Study Day 15)* 1 ug CJCV2+ALFQ X (xX) X (xX) X (XX) X (XX) X (XX) X (XX) X (XX) X
Pre-Vaccination 2 (Study Day 29) | 1 pg CJCV2 X (XX) X (XX) X (xx) X (XX) X (XX) X (XX) X (XX) X
1 pg CJCV2+ALFQ X (XX) X (XX) X (xx) X (XX) X (XX) X (XX) X (XX) X

3 ug CJCV2 X (XX) X (XX) X (xx) X (Xx) X (XX) X (XX) X (XX) X

3 ng CJCV2+ALFQ X (XX) X (XX) X (xx) X (Xx) X (XX) X (XX) X (XX) X
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None Mild Moderate Severe Missing
Low High Low High Low High

Time Point Treatment Group n (%) n (%) n (%) n (%) n (%) n (%) n (%) n

10 ng CICV2 X (xx) X (xx) X (Xx) X (XX) X (XX) X (XX) X (XX) X

10 ng CICV2+ALFQ X (xx) X (xx) X (Xx) X (XX) X (XX) X (XX) X (XX) X

2 Days Post Vaccination 2 (Study |1 pg CJCV2 X (xx) X (xx) X (Xx) X (XX) X (XX) X (XX) X (XX) X
Day 31)° 1 pg CJCV2+ALFQ X (xx) X (xx) X (Xx) X (XX) X (XX) X (XX) X (XX) X
7 Days Post Vaccination 2 (Study |1 pg CJICV2 X (xx) X (xx) X (xx) X (XX) X (xx) X (xx) X (xx) X
Day 36) 1 pg CICV2+ALFQ X (XX) X (XX) X (XX) X (XX) X (Xx) X (XX) X (Xx) X
3 ug CICV2 X (XX) X (XX) X (XX) X (Xx) X (XX) X (XX) X (XX) X

3 ug CJCV2+ALFQ X (XX) X (XX) X (XX) X (XX) X (Xx) X (XX) X (Xx) X

10 ng CICV2 X (XX) X (XX) X (XX) X (Xx) X (XX) X (XX) X (XX) X

10 ng CICV2+ALFQ X (XX) X (XX) X (XX) X (XX) X (Xx) X (XX) X (Xx) X

14 Days Post Vaccination 2 1 pg CICV2 X (xx) X (xx) X (xx) X (XX) X (XX) X (xx) X (xx) X
(Study Day 43)* 1 pg CJCV2+ALFQ X (xx) X (xx) X (xx) X (xx) X (xx) X (xx) X (xx) X
Pre-Vaccination 3 (Study Day 57) | 1 ug CJCV2 X (xx) X (xx) X (xx) X (Xx) X (XX) X (xx) X (xx) X
1 pg CICV2+ALFQ X (Xx) X (Xx) X (XX) X (XX) X (Xx) X (Xx) X (Xx) X

3 ug CICV2 X (XX) X (XX) X (XX) X (Xx) X (XX) X (XX) X (XX) X

3 ug CJCV2+ALFQ X (Xx) X (Xx) X (Xx) X (XX) X (Xx) X (Xx) X (Xx) X

10 pg CICV2 X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

10 pg CICV2+ALFQ X (Xx) X (Xx) X (Xx) X (XX) X (Xx) X (Xx) X (Xx) X

2 Days Post Vaccination 3 (Study |1 pg CICV2 X (xx) X (xx) X (xx) X (Xx) X (Xx) X (xx) X (xx) X
Day 59)* 1 pg CICV2+ALFQ X (xX) X (xX) X (XX) X (XX) X (XX) X (XX) X (XX) X
7 Days Post Vaccination 3 (Study |1 pg CJICV2 X (xX) X (xX) X (XX) X (XX) X (XX) X (XX) X (XX) X
Day 64) 1 pg CICV2+ALFQ X (xX) X (xX) X (Xx) X (XX) X (XX) X (XX) X (XX) X
3 ug CICV2 X (xX) X (xX) X (XX) X (XX) X (XX) X (XX) X (XX) X
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None Mild Moderate Severe Missing
Low High Low High Low High

Time Point Treatment Group n (%) n (%) n (%) n (%) n (%) n (%) n (%) n

3 ug CJCV2+ALFQ X (xx) X (xx) X (Xx) X (XX) X (XX) X (XX) X (XX) X

10 ng CICV2 X (xx) X (Xx) X (Xx) X (XX) X (XX) X (XX) X (XX) X

10 ng CICV2+ALFQ X (xx) X (xx) X (Xx) X (XX) X (XX) X (XX) X (XX) X

14 Days Post Vaccination 3 1 pg CJCV2 X (xx) X (xx) X (Xx) X (XX) X (XX) X (XX) X (XX) X
(Study Day 71)* 1 pg CICV2+ALFQ X (xx) X (xx) X (xx) X (xx) X (xx) X (xx) X (xx) X
28 Days Post Vaccination 3 1 pg CICV2 X (xx) X (xx) X (xx) X (XX) X (xx) X (xx) X (xx) X
(Study Day 85) 1 pg CICV2+ALFQ X (xx) X (xx) X (xx) X (xx) X (xx) X (xx) X (xx) X
3 ug CICV2 X (XX) X (XX) X (XX) X (Xx) X (XX) X (XX) X (XX) X

3 ug CJCV2+ALFQ X (XX) X (XX) X (XX) X (XX) X (Xx) X (XX) X (Xx) X

10 ng CICV2 X (XX) X (XX) X (XX) X (Xx) X (XX) X (XX) X (XX) X

10 ng CICV2+ALFQ X (XX) X (XX) X (XX) X (XX) X (Xx) X (XX) X (Xx) X

56 Days Post Vaccination 3 1 pg CICV2 X (xx) X (xx) X (xx) X (Xx) X (xx) X (xx) X (xx) X
(Study Day 113) 1 pg CJCV2+ALFQ X (xx) X (xx) X (xx) X (xx) X (xx) X (xx) X (xx) X
3 ug CICV2 X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

3 ug CJICV2+ALFQ X (Xx) X (Xx) X (XX) X (XX) X (Xx) X (Xx) X (Xx) X

10 pg CICV2 X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X (XX) X

10 pg CICV2+ALFQ X (Xx) X (Xx) X (Xx) X (XX) X (Xx) X (Xx) X (Xx) X

Max Severity Post Baseline® 1 pg CICV2 X (xx) X (xx) X (xx) X (Xx) X (Xx) X (xx) X (xx) X
1 pg CICV2+ALFQ X (Xx) X (Xx) X (Xx) X (XX) X (Xx) X (Xx) X (Xx) X

3 ug CICV2 X (xX) X (xX) X (XX) X (XX) X (XX) X (XX) X (XX) X

3 ug CJCV2+ALFQ X (xX) X (xX) X (XX) X (XX) X (XX) X (XX) X (XX) X

10 ng CICV2 X (xX) X (xX) X (XX) X (XX) X (XX) X (XX) X (XX) X

10 pg CICV2+ALFQ X (xX) X (xX) X (Xx) X (XX) X (XX) X (XX) X (XX) X
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None Mild Moderate Severe Missing
Low High Low High Low High
Time Point Treatment Group N n (%) n (%) n (%) n (%) n (%) n (%) n (%) n

Notes: N = Number of participants in the Safety Population with a result at the specified time point.

Participants are counted once per time point.

2 Cohort 1 was enrolled and completed follow-up under v4.0 of the protocol which required collection of vital signs at this time point which was not required beginning in v5.0 of the
protocol.

" Indicates the maximum severity experienced by each participant at any time point post first vaccination, including unscheduled assessments.

Tables with similar format:
Table 92:
Table 93:

Vital Signs by Time Point, Treatment Group, and Severity — Systolic Blood Pressure

Vital Signs by Time Point, Treatment Group, and Severity — Diastolic Blood Pressure
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Table 94:

Vital Signs Summary Statistics by Time Point and Treatment Group — Temperature

[Implementation Note: Results are reported as XXX X degrees Fahrenheit; report 2 decimal places for Mean, Standard Deviation, and Median and 1
decimal place for Min and Max. Only include the temperature measurements taken in-clinic and entered on the Vital Signs eCRF in this table (i.e., do
not consider events from the participant’s eMemory Aid).]

1ug CJCV2 |1 pg CICV2+ALFQ 3ng CJICV2 3 ng CJCV2+ALFQ 10 ug CJCV2 |10 pg CJICV2+ALFQ
Time Point Statistic (N=X) (N=X) (N=X) (N=X) (N=X) (N=X)
Pre-Vaccination 1 n X X X X X X
(Study Day 1) Mean XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Standard Deviation XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Median XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Min, Max XX.X, XX.X XX.X, XX.X XX.X, XX.X XX.X, XX.X XX.X, XX.X XX.X, XX.X
2 Days Post Vaccination 1 |[n X X N/A N/A N/A N/A
(Study Day 3)* Mean XX.XX XX.XX N/A N/A N/A N/A
Standard Deviation XX.XX XX.XX N/A N/A N/A N/A
Median XX.XX XX.XX N/A N/A N/A N/A
Min, Max XX.X, XX.X XX.X, XX.X N/A N/A N/A N/A
7 Days Post Vaccination 1 |[n X X X X X X
(Study Day 8) Mean XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Standard Deviation XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Median XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Min, Max XX.X, XX.X XX.X, XX.X XX.X, XX.X XX.X, XX.X XX.X, XX.X XX.X, XX.X
14 Days Post Vaccination 1 |n X X N/A N/A N/A N/A
(Study Day 15)* Mean XX.XX XX.XX N/A N/A N/A N/A
Standard Deviation XX.XX XX.XX N/A N/A N/A N/A
Median XX.XX XX.XX N/A N/A N/A N/A
Min, Max XX.X, XX.X XX.X, XX.X N/A N/A N/A N/A
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1ug CJCV2 |1 pg CICV2+ALFQ 3ng CICV2 3 ng CJCV2+ALFQ 10 ug CJCV2 |10 pg CJICV2+ALFQ
Time Point Statistic (N=X) (N=X) (N=X) (N=X) (N=X) (N=X)
Pre-Vaccination 2 n X X X X X X
(Study Day 29) Mean XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Standard Deviation XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Median XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Min, Max XX.X, XX.X XX.X, XX.X XX.X, XX.X XX.X, XX.X XX.X, XX.X XXX, XX.X
2 Days Post Vaccination 2 |n X X N/A N/A N/A N/A
(Study Day 31)* Mean XX.XX XX.XX N/A N/A N/A N/A
Standard Deviation XX.XX XX.XX N/A N/A N/A N/A
Median XX.XX XX.XX N/A N/A N/A N/A
Min, Max XX.X, XX.X XX.X, XX.X N/A N/A N/A N/A
7 Days Post Vaccination2 |n X X X X X X
(Study Day 36) Mean XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Standard Deviation XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Median XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Min, Max XX.X, XX.X XXX, XX.X XXX, XX.X XX.X, XX.X XX.X, XX.X XXX, XX.X
14 Days Post Vaccination 2 |n X X N/A N/A N/A N/A
(Study Day 43)* Mean XX.XX XX.XX N/A N/A N/A N/A
Standard Deviation XX.XX XX.XX N/A N/A N/A N/A
Median XX.XX XX.XX N/A N/A N/A N/A
Min, Max XX.X, XX.X XX.X, XX.X N/A N/A N/A N/A
Pre-Vaccination 3 n X X X X X X
(Study Day 57) Mean XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Standard Deviation XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Median XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
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1ug CJCV2 |1 pg CICV2+ALFQ 3ng CICV2 3 ng CJCV2+ALFQ 10 ug CJCV2 |10 pg CJICV2+ALFQ
Time Point Statistic (N=X) (N=X) (N=X) (N=X) (N=X) (N=X)
Min, Max XX.X, XX.X XX.X, XX.X XX.X, XX.X XX.X, XX.X XX.X, XX.X XX.X, XX.X
2 Days Post Vaccination 3 |n X X N/A N/A N/A N/A
(Study Day 59)* Mean XX.XX XX.XX N/A N/A N/A N/A
Standard Deviation XX.XX XX.XX N/A N/A N/A N/A
Median XX.XX XX.XX N/A N/A N/A N/A
Min, Max XX.X, XX.X XX.X, XX.X N/A N/A N/A N/A
7 Days Post Vaccination 3  |n X X X X X X
(Study Day 64) Mean XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Standard Deviation XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Median XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Min, Max XX.X, XX.X XX.X, XX.X XX.X, XX.X XX.X, XX.X XX.X, XX.X XX.X, XX.X
14 Days Post Vaccination 3 |n X X N/A N/A N/A N/A
(Study Day 71)* Mean XX.XX XX.XX N/A N/A N/A N/A
Standard Deviation XX.XX XX.XX N/A N/A N/A N/A
Median XX.XX XX.XX N/A N/A N/A N/A
Min, Max XX.X, XX.X XX.X, XX.X N/A N/A N/A N/A
28 Days Post Vaccination 3 |n X X X X X X
(Study Day 85) Mean XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Standard Deviation XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Median XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Min, Max XX.X, XX.X XX.X, XX.X XX.X, XX.X XX.X, XX.X XX.X, XX.X XX.X, XX.X
56 Days Post Vaccination 3 |n X X X X X X
(Study Day 113) Mean XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Standard Deviation XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
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1 pg CIJCV2 |1 pg CJCV2+ALFQ 3 ng CJCV2 3 ng CJCV2+ALFQ 10 pg CJCV2 |10 pg CJCV2+ALFQ
Time Point Statistic (N=X) (N=X) (N=X) (N=X) (N=X) (N=X)
Median XX.XX XX.XX XX.XX XX.XX XX.XX XX.XX
Min, Max XX.X, XX.X XX.X, XX.X XX.X, XX.X XX.X, XX.X XX.X, XX.X XXX, XX.X

Notes: N = Number of participants in the Safety Population; n = Number of participants in the Safety Population with a result at the specified time point; N/A = Not Applicable.

Statistics other than n are reported as degrees Fahrenheit.
2 Cohort 1 was enrolled and completed follow-up under v4.0 of the protocol which required collection of vital signs at this time point which was not required beginning in v5.0 of the

protocol.

Tables with similar format:
Table 95:

[Implementation Note: Results are reported as XXX bpm, report 1 decimal place for Mean, Standard Deviation, and Median and 0 decimal places for
Min and Max. Update the footnote with applicable units.]

Table 96:

[Implementation Note: Results are reported as XXX mmHg; report I decimal place for Mean, Standard Deviation, and Median and 0 decimal places for
Min and Max. Update the footnote with applicable units.]

Table 97:

[Implementation Note: Results are reported as XXX mmHg, report 1 decimal place for Mean, Standard Deviation, and Median and 0 decimal places for
Min and Max. Update the footnote with applicable units.]

Vital Signs Summary Statistics by Time Point and Treatment Group — Pulse

Vital Signs Summary Statistics by Time Point and Treatment Group — Systolic Blood Pressure

Vital Signs Summary Statistics by Time Point and Treatment Group — Diastolic Blood Pressure
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14.4 Summary of Concomitant Medications

Table 98:

Group

Number and Percentage of Participants with Prior and Concurrent Medications by WHO Drug Classification and Treatment

[Implementation Note: Only include the “Any Level 2 Code” row if there is > 1 distinct level 2 code. Only include Level 1 and Level 2 codes with a count
> (). Sort Level 1 code by descending frequency for All Participants (“Any Level 1 Code” should be first). Within Level 1 Code, sort the Level 2 codes by
descending frequency for All Participants (“Any Level 2 Code” should be first). Any remaining ties will use alphabetical order.]
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1pg 1pg 3ng 3ng 10 pg 10 pg
WH(; i)vil:gl Code WH(; ?vrelllgz Code CJCV2 CJCV2+ALFQ CJCV2 CJCV2+ALFQ CJCV2 CICV2+ALFQ | Ajl Participants
Anatomic’al Therapeu’tic (N=X) (N=X) (N=X) (N=X) (N=X) (N=X) (N=X)
Group Subgroup n % n % n % n % n % n % n %
Any Level 1 Code |Any Level 2 Code X XX X XX X XX X XX X XX X XX X XX
[ATC Level 1 - 1] | Any Level 2 Code X XX X XX X XX X XX X XX X XX X XX
[ATC2-1] X XX X XX X XX X XX X XX X XX X XX
[ATC 2 -2] X XX X XX X XX X XX X XX X XX X XX
[ATC 2 - 3] X XX X XX X XX X XX X XX X XX X XX
[ATC Level 1 —2] | Any Level 2 Code X XX X XX X XX X XX X XX X XX X XX
[ATC2-1] X XX X XX X XX X XX X XX X XX X XX
[ATC 2 -2] X XX X XX X XX X XX X XX X XX X XX
[ATC 2 - 3] X XX X XX X XX X XX X XX X XX X XX
Notes: N = Number of participants in the Safety Population.
Participants can only be counted once per Level 2 Code.
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Group Visual Characteristics for Figures

e Cohort/Vaccine Group

o Different color for each of the 6 vaccine groups

o Line pattern based on with or without adjuvant

o Symbol shape based on Cohort; symbol fill based on with or without adjuvant

Group Label Color Line Pattern Symbol
1 pg CJCV2 a a a, filled
1 pg CICV2+ALFQ b b a, unfilled
3 ug CJCV2 c a b, filled
3 ug CICV2+ALFQ d b b, unfilled
10 ug CICV2 e a c, filled
10 pg CJCV2+ALFQ f b ¢, unfilled
e Adjuvant Status Group
Group Label Color Line Pattern Symbol
CICv2 g a d, filled
CIJCV2+ALFQ h b d, unfilled
e Cohort Group
Group Label Color Line Pattern Symbol
Cohort 1: 1 pg CJCV2 j N/A a, unfilled
Cohort 2: 3 pg CJCV2 k N/A b, unfilled
Cohort 3: 10 ug CICV2 1 N/A ¢, unfilled

The symbol will be unfilled to help visibility in the scatterplot.
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10.1 Disposition of Participants
Figure 1: CONSORT Flow Diagram
)
| Assessed for Eligibility (n=x) | Excluded® (n=x) ) o
= T + Did not meet inclusion criteria (n=x)
) v + Met exclusion criteria (n=x)
£ | Enrolled (n=x) | + Eligible but not enrolled (n=x)
2
L v v v
| Enrolled in Cohort 1 (n=x) | | Enrolled in Cohort 2 (n=x) | | Enrolled in Cohort 3 (n=x) |
) |
_ v v v v v ¥
-2 1 ug CJCV2 (n=x) 1 pg CJCV2+ALFQ (n=x) 3 pg CJCV2 (n=x) 3 pg CJCV2+ALFQ (n=x) 10 pg CJCV2 (n=x) 10 pg CJCV2+ALFQ (n=x)
8 ¢ Received Vac 1 (n=x) ¢ Received Vac 1 (n=x) ¢ Received Vac 1 (n=x) ¢ Received Vac 1 (n=x) ¢ Received Vac 1 (n=x) ¢ Received Vac 1 (n=x)
o ¢ Received Vac 2 (n=x) ¢ Received Vac 2 (n=x) ¢ Received Vac 2 (n=x) ¢ Received Vac 2 (n=x) + Received Vac 2 (n=x) ¢ Received Vac 2 (n=x)
<=E ¢ Received Vac 3 (n=x) ¢ Received Vac 3 (n=x) ¢ Received Vac 3 (n=x) ¢ Received Vac 3 (n=x) ¢ Received Vac 3 (n=x) ¢ Received Vac 3 (n=x)
—
PR \ 4 \ 4 \ 4 \ 4
o | |Discontinued Study Discontinued Study Discontinued Study Discontinued Study Discontinued Study Discontinued Study
= | |Product (n=x) Product (n=x) Product (n=x) Product (n=x) Product (n=x) Product (n=x)
é ¢ [Reason 1] (x) ¢ [Reason 1] (x) ¢ [Reason 1] (x) ¢ [Reason 1] (x) ¢ [Reason 1] (x) ¢ [Reason 1] (x)
o ¢ [Reason 2] (x) ¢ [Reason 2] (x) + [Reason 2] (x) + [Reason 2] (x) + [Reason 2] (x) + [Reason 2] (x)
3 Early Termination (n=x) ||Early Termination (n=x) Early Termination (n=x) Early Termination (n=x) Early Termination (n=x) Early Termination (n=x)
LL ¢ [Reason 1] (x) ¢ [Reason 1] (x) ¢ [Reason 1] (x) ¢ [Reason 1] (x) + [Reason 1] (x) + [Reason 1] (x)
¢ [Reason 2] (x) ¢ [Reason 2] (x) ¢ [Reason 2] (x) ¢ [Reason 2] (x) + [Reason 2] (x) ¢ [Reason 2] (x)
)
\ 4 y \ 4 y
Safety Pop (n=x) Safety Pop (n=x) Safety Pop (n=x) Safety Pop (n=x) Safety Pop (n=x) Safety Pop (n=x)
% ¢ Excluded® (n=x) ¢ Excluded® (n=x) + Excluded® (n=x) ¢ Excluded® (n=x) ¢ Excluded® (n=x) ¢ Excluded® (n=x)
>
@ | [Full Immuno Pop (n=x) Full Immuno Pop (n=x) Full Immuno Pop (n=x) Full Immuno Pop (n=x) Full Immuno Pop (n=x) Full Immuno Pop (n=x)
5: ¢ Excluded® (n=x) ¢ Excluded® (n=x) ¢ Excluded® (n=x) ¢ Excluded® (n=x) ¢ Excluded® (n=x) ¢ Excluded® (n=x)
PP Immuno Pop (n=x) PP Immuno Pop (n=x) PP Immuno Pop (n=x) PP Immuno Pop (n=x) PP Immuno Pop (n=x) PP Immuno Pop (n=x)
¢ Excluded® (n=x) ¢ Excluded® (n=x) ¢ Excluded® (n=x) ¢ Excluded® (n=x) + Excluded® (n=x) ¢ Excluded® (n=x)

Notes: Vac = Vaccination; Immuno = Immunogenicity; Pop = Population.
@ Reasons for screening failures are summarized in Section 14.1.1.

b Participants excluded because they did not receive any study vaccine.
¢ Details of analysis population exclusions are in Listing 16.2.3.
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14.2.2 Immunogenicity Response Figures by Measure, Treatment Group, and Time Point

Figure 2: Reverse Cumulative Distribution of C. jejuni Capsule-specific IgG Serum Antibodies by
Time Point and Treatment Group, Full Immunogenicity Population

[Implementation note: The figure below is an example only. The figure will include 8 panels for Study Days 1,
8, 29, 36, 57, 64, 85, and 113, results will be grouped by analysis time point. If there is difficulty with the

visibility of the figure, this figure may be split into separate figures as needed. The figure should use the
Cohort/Vaccine Group attributes.]
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Figures with similar format:

Figure 3:

Figure 4:

Figure 5:

Figure 6:

Reverse Cumulative Distribution of C. jejuni Capsule-specific IgG Serum Antibodies by
Time Point and Treatment Group, PP Immunogenicity Population

Reverse Cumulative Distribution of CRMig7-specific IgG Serum Antibodies by Time
Point and Treatment Group, Full Inmunogenicity Population

Reverse Cumulative Distribution of CRMig7-specific IgG Serum Antibodies by Time
Point and Treatment Group, PP Immunogenicity Population

Reverse Cumulative Distribution of C. jejuni Capsule-specific IgG ALS by Time Point
and Treatment Group, Full Inmunogenicity Population

[Implementation Note: This figure will have 4 panels for Study Days 1, 8, 36, and 64.]

Figure 7:

Reverse Cumulative Distribution of C. jejuni Capsule-specific IgG ALS by Time Point
and Treatment Group, PP Immunogenicity Population

[Implementation Note: This figure will have 4 panels for Study Days 1, 8, 36, and 64.]

Figure 8:

Figure 9:

Figure 10:

Figure 11:

Reverse Cumulative Distribution of C. jejuni Capsule-specific IgM Serum Antibodies by
Time Point and Treatment Group, Full Imnmunogenicity Population

Reverse Cumulative Distribution of C. jejuni Capsule-specific IgM Serum Antibodies by
Time Point and Treatment Group, PP Immunogenicity Population

Reverse Cumulative Distribution of CRMi7-specific IgM Serum Antibodies by Time
Point and Treatment Group, Full Inmunogenicity Population

Reverse Cumulative Distribution of CRMig7-specific IgM Serum Antibodies by Time
Point and Treatment Group, PP Immunogenicity Population
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Figure 12:  Geometric Mean Time Trends of C. jejuni Capsule-specific IgG Serum Antibodies by
Treatment Group, Full Inmunogenicity Population

[Implementation note: The figure below is an example only. The figure will be paneled by cohort. Time points
presented will be Study Days 1, 8, 29, 36, 57, 64, 85, and 113; results will be grouped by analysis time point.

Include footnote, “Note: Error bars represent 95% confidence interval based on Student’s t distribution. .
The figure should use the Adjuvant Status Group attributes.]

Cohort 1: 1 pg CICV2

Geometric Mean Titer
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1
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1
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1 8 29 36 57 o4 85 113

Study Day
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Note: Error bars represent 95% confidence interval based on Student's t distribution.
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Figures with similar format:

Figure 13:

Figure 14:

Figure 15:

Figure 16:

Geometric Mean Time Trends of C. jejuni Capsule-Specific IgG Serum Antibodies by
Treatment Group, PP Immunogenicity Population

Geometric Mean Time Trends of CRMi97-specific IgG Serum Antibodies by Treatment
Group, Full Inmunogenicity Population

Geometric Mean Time Trends of CRMig7-specific IgG Serum Antibodies by Treatment
Group, PP Immunogenicity Population

Geometric Mean Time Trends of C. jejuni Capsule-specific IgG ALS by Treatment
Group, Full Immunogenicity Population

[Implementation Note: Time points presented will be Study Days 1, 8, 36, and 64.]

Figure 17:

Geometric Mean Time Trends of C. jejuni Capsule-specific IgG ALS by Treatment
Group, PP Immunogenicity Population

[Implementation Note: Time points presented will be Study Days 1, 8, 36, and 64.]

Figure 18:

Figure 19:

Figure 20:

Figure 21:

Geometric Mean Time Trends of C. jejuni Capsule-specific IgM Serum Antibodies by
Treatment Group, Full Inmunogenicity Population

Geometric Mean Time Trends of C. jejuni Capsule-specific IgM Serum Antibodies by
Treatment Group, PP Immunogenicity Population

Geometric Mean Time Trends of CRMiv7-specific IgM Serum Antibodies by Treatment
Group, Full Inmunogenicity Population

Geometric Mean Time Trends of CRMiv7-specific IgM Serum Antibodies by Treatment
Group, PP Immunogenicity Population
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Figure 22:  Scatterplot and Spearman’s Correlation of Cumulative Estimated CJCV2 Dose and C.

jejuni Capsule-specific IgG Serum Antibodies by ALFQ Status and Vaccination, Full
Immunogenicity Population

[Implementation Note: The calculations for the correlations in these figures should match the calculations in

the corresponding tables. The below is an example figure. The figure should use the Cohort Group
attributes.]
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Figures with similar format:

Figure 23:

Figure 24:

Figure 25:

Figure 26:

Figure 27:

Figure 28:

Figure 29:

Figure 30:

Figure 31:

Scatterplot and Spearman’s Correlation of Cumulative Estimated CJCV2 Dose and C.
jejuni Capsule-specific IgG Serum Antibodies by ALFQ Status and Vaccination, PP
Immunogenicity Population

Scatterplot and Spearman’s Correlation of Cumulative Estimated CJCV2 Dose and
CRMi97-specific IgG Serum Antibodies by ALFQ Status and Vaccination, Full
Immunogenicity Population

Scatterplot and Spearman’s Correlation of Cumulative Estimated CJCV2 Dose and
CRMi97-specific IgG Serum Antibodies by ALFQ Status and Vaccination, PP
Immunogenicity Population

Scatterplot and Spearman’s Correlation of Cumulative Estimated CJCV2 Dose and C.
jejuni Capsule-specific IgG ALS by ALFQ Status and Vaccination, Full Inmunogenicity
Population

Scatterplot and Spearman’s Correlation of Cumulative Estimated CJCV2 Dose and C.
jejuni Capsule-specific IgG ALS by ALFQ Status and Vaccination, PP Immunogenicity
Population

Scatterplot and Spearman’s Correlation of Cumulative Estimated CJCV2 Dose and C.
jejuni Capsule-specific IgM Serum Antibodies by ALFQ Status and Vaccination, Full
Immunogenicity Population

Scatterplot and Spearman’s Correlation of Cumulative Estimated CJCV2 Dose and C.
jejuni Capsule-specific IgM Serum Antibodies by ALFQ Status and Vaccination, PP
Immunogenicity Population

Scatterplot and Spearman’s Correlation of Cumulative Estimated CJCV2 Dose and
CRMi97-specific IgM Serum Antibodies by ALFQ Status and Vaccination, Full
Immunogenicity Population

Scatterplot and Spearman’s Correlation of Cumulative Estimated CJCV2 Dose and
CRMi97-specific IgM Serum Antibodies by ALFQ Status and Vaccination, PP
Immunogenicity Population
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14.3.1.1 Solicited Adverse Events

Figure 32:  Maximum Severity of Any Solicited Systemic Symptom per Participant by Treatment
Group and Day Relative to Vaccination, Vaccination 1

[Implementation note: The figure below is an example only. N is the number of participants in the Safety
Population receiving specified vaccination. Post Vac is the in-clinic assessment 30 minutes after vaccination,
and Day 1 is from the memory aid completed by the participant for the day of vaccination. Update footnotes
with applicable vaccination number. If the figure is difficult to read, each figure in this section may be split
into 3 separate figures by cohort.]

1 ug CJCV2 (N=10) 3 ug CJCV2 (N=10) 10 pg CJCV2 (N=10)
1/10 1/10 ‘ )
Post Vac —ﬁ 1o %mn S 1410
Day 1 S~ 1/10 == 1410
Day 2 — R 2/10 10 110
; ! SR www b v
Day 3 e 1110 R T e
Day 4 oz 110 RRAA 116 A 2710
_ 210 1110
15 Svvv.vv.v..H /
Day 5 ﬂﬁ 210 ™
= Dav 6 1110 1710 xx 2/10
o / 1710
,g Day 7 fESSSSSX3 210 146 210
Q
Q i ; ,
S Days A 10 i g
Q
; 1 ng CJCV2+ALFQ (N=10) 3 ug CICV2+ALFQ (N=10) 10 pg CICV2+ALFQ (N=10)
-
% Post Vac SSSSSSNSNNSNNY 310 H(g) eSSy 210
[ " ’
z  Dayl S 11 g /10
A
Day 2 5=y 110 == 1410
Day 3 10 Zlo T 210
Day 4 F==SSSSS3 210 avavav, SO
Day 5 + S 210 TSSO 20
Day 6 - /10 Saewaeaw S
Day 7 (SSSSSSNNY 210 ST 110 S SSSSNY 210
Day 8 R 2110 r 110 ESSSSSINY 210
[ [ ! I [ [ I
0 20 40 0 20 40 0 20 40

Percentage of Participants (%)

AN Mild m Moderate - Severe

Notes: N = Number of participants in the Safety Population receiving Vaccination 1.
Post Vac is the in-clinic assessment 30 minutes after vaccination; Dayv 1 is from the memory aid completed by the
participant for the day of vaccination.
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Figures with similar format:

Figure 33:

Figure 34:

Figure 35:

Figure 36:

Figure 37:

Figure 38:

Figure 39:

Maximum Severity of Any Solicited Systemic Symptom per Participant by Treatment
Group and Day Relative to Vaccination, Vaccination 2

Maximum Severity of Any Solicited Systemic Symptom per Participant by Treatment
Group and Day Relative to Vaccination, Vaccination 3

Maximum Severity of Any Solicited Systemic Symptom per Participant by Treatment
Group and Day Relative to Vaccination, Any Vaccination

Maximum Severity of Any Solicited Local Symptom per Participant by Treatment Group
and Day Relative to Vaccination, Vaccination 1

Maximum Severity of Any Solicited Local Symptom per Participant by Treatment Group
and Day Relative to Vaccination, Vaccination 2

Maximum Severity of Any Solicited Local Symptom per Participant by Treatment Group
and Day Relative to Vaccination, Vaccination 3

Maximum Severity of Any Solicited Local Symptom per Participant by Treatment Group
and Day Relative to Vaccination, Any Vaccination
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Figure 40:  Maximum Severity of Solicited Symptoms within 7 Days of Vaccination by Treatment
Group and Symptom, Vaccination 1

[Implementation Note: The figure below is an example only. N will be the number of participants in the Safety
Population receiving specified vaccination, update footnote to match the specified vaccination. The symptoms
should be ordered with systemic symptoms first followed by local symptoms and sorted alphabetically within
each category of symptoms. If the figure is difficult to read, each figure in this section may be split into 3
separate figures by cohort or into separate systemic and local figures.]

[ 1 ug CICV2 (N=10) | 3 pg CICV2 (N=10) I 1ougcicva (=10

ESSSSSSS] 210 110

Arthralgia —§

2110
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Vonuting —geesy 1

Pain

Tenderness —#

Ecchymosis —jeszszs

Ecchymosis (meas)
Erythema
Erythema (meas) —fes 1'}3
Induration/Edema —§ o 110
g Induration/Edema (meas) | ===
E: 1 pg CICV2+ALFQ (N=10) 3 pug CICV2+ALFQ (N=10) | 10 pg CICV2+ALFQ (N=10)
@ Arthralgia — ST 3/10 110
Fatigue === 110 % 4110
Fever REeeseesoesa 310 s 20
Feverishness —====1 110 Awvsseeewwwws EG]
Headache ﬂ o e
Malaise 210 110
Myalgia
Nausea —===<1 1110 ' 2110 .-.-.-.-.--.:-.-. 210
Vomiting % o Nt
Pain . 1o
Tenderness i Z 2110
Ecchymosis
Ecchymosis (meas)

Erythema —§

Erythema (meas) —

Induration/Edema —rws] 1/

Induration/Edema (meas) —===1 110 L 2110

Percentage of Participants (%o)

A Mild (3888 Moderate [ Severe

Notes: N = Number of participants in the Safety Population receiving Vaccination 1; meas = measurement.
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Figures with similar format:

Figure 41:  Maximum Severity of Solicited Symptoms within 7 Days of Vaccination by Treatment
Group and Symptom, Vaccination 2

Figure 42:  Maximum Severity of Solicited Symptoms within 7 Days of Vaccination by Treatment
Group and Symptom, Vaccination 3

Figure 43:  Maximum Severity of Solicited Symptoms within 7 Days of Vaccination by Treatment
Group and Symptom, Any Vaccination
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14.3.1.2 Unsolicited Adverse Events

Figure 44:  Frequency of Related Unsolicited Adverse Events by Treatment Group, MedDRA System
Organ Class, and Severity, Vaccination 1

[Implementation note.: The figure below is an example only. Only include the SOCs with a count > 0. N is the
number of participants in the Safety Population receiving the specified vaccination; update footnote to match
the specified vaccination. If the figure is difficult to read, each figure in this section may be split into 3
separate figures by cohort. Sort the SOCs by descending frequency across all treatment groups (“Any SOC”
should be first; any other ties should be in alphabetical order).]
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Note: N = Mumber of participants in the Safety Population receiving Vaccination 1.
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Figures with similar format:

Figure 45:  Frequency of Related Unsolicited Adverse Events by Treatment Group, MedDRA System
Organ Class, and Severity, Vaccination 2

Figure 46:  Frequency of Related Unsolicited Adverse Events by Treatment Group, MedDRA System
Organ Class, and Severity, Vaccination 3

Figure 47:  Frequency of Related Unsolicited Adverse Events by Treatment Group, MedDRA System
Organ Class, and Severity, Any Vaccination
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Figure 48:

Organ Class, and Maximum Severity, Vaccination 1

[Implementation note: The figure below is an example only. Only include SOCs with a count > 0. N is the
number of participants in the Safety Population receiving specified vaccination, update footnote to match the
specified vaccination. If the figure is difficult to read, each figure in this section may be split into 3 separate
figures by cohort. Sort the SOCs by descending frequency of incidence across all treatment groups (“Any
SOC” should be first; any other ties should be in alphabetical order).]
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Note: M = Mumber of participants in the Safety Population receiving Vaccination 1.
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Figures with similar format:

Figure 49: Incidence of Related Unsolicited Adverse Events by Treatment Group, MedDRA System
Organ Class, and Maximum Severity, Vaccination 2

Figure 50:  Incidence of Related Unsolicited Adverse Events by Treatment Group, MedDRA System
Organ Class, and Maximum Severity, Vaccination 3

Figure 51:  Incidence of Related Unsolicited Adverse Events by Treatment Group, MedDRA System
Organ Class, and Maximum Severity, Any Vaccination
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Listing 1:

Listing of Participants Receiving Investigational Product

[Implementation Note: The timing of vaccinations will be the study day relative to the first vaccination where Study Day 1 will be the day of the first
vaccination. Sort by Treatment Group, Participant ID, and Vaccination Number. Note that the values in the table are meant to represent possible values
expected for that column and are not necessarily associated with entries in other columns in the same row.]

Study Day of | Actual Study Product | Estimated CJCV2 Dose | Cumulative Estimated CJCV2
Treatment Group Participant ID Vaccination Number | Vaccination Received Received (ug) Dose Received (ng)
1 ug CJCV2 EHD.XXXXX Vac 1 X CICcv2 XXX XXX
1 pg CJICV2+ALFQ Vac 2 CICV2+ALFQ
3 ug CICV2 Vac 3
3 ug CJCV2+ALFQ
10 pg CJICV2
10 ng CICV2+ALFQ

Notes: Vac = Vaccination.

Dose verification results are estimated for each batch prepared; all participants vaccinated with the same batch have the same estimated CICV2 dose received.
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16.2 Database Listings by Participant
16.2.1 Discontinued Participants
Listing 2: Early Terminations or Discontinued Participants

[Implementation Note: The “Category” will either be “Early Termination” or “Study Product Discontinuation”. In the “Reason” column, include the
reason and any applicable “specify” fields from the Study Status or Discontinuation of Treatment eCRF. The “Study Day” column will be the study day
relative to the first vaccination where Study Day 1 will be the day of the first vaccination, and Study Day -1 will be the day prior to the first vaccination.
In the CSR, Participant ID should be USUBJID (not PATID) for purposes of de-identification. Sort by Treatment Group, Participant ID, and Category.
Note that the values in the table are meant to represent possible values expected for that column and are not necessarily associated with entries in other
columns in the same row.]

Treatment Group Participant ID Category Reason for Early Termination or Study Product Discontinuation Study Day
| pg CICV2 EHD.XXXXX Dslts‘z‘glgflz‘izf; [reason] X
1 pg CJCV2+ALFQ Early Termination
3 ug CICV2
3 pg CJICV2+ALFQ
10 pg CJICV2
10 pg CJCV2+ALFQ
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16.2.2 Protocol Deviations

Listing 3: Participant-Specific Protocol Deviations

[Implementation Note: In the “Deviation” column, include the deviation and all applicable “specify” fields from the Protocol Deviation eCRF. If
“Reason for Deviation” is “Other”, concatenate the “specify” field separated by a colon, e.g., “Other: [Reason entered by site] . The “Study Day”
column will be the study day relative to the first vaccination where Study Day 1 is the day of the first vaccination, and Study Day -1 is the day prior to
the first vaccination. For the “Deviation Resulted in AE?” column, if the deviation resulted in an unsolicited AE, display “Yes, Unsolicited” followed by
the AE number in parentheses, e.g., “Yes, Unsolicited (003)”. If the deviation resulted in a solicited AE, display “Yes, Solicited” followed by the
symptom in parentheses, e.g., “‘Yes, Solicited (Nausea)”. If there are no comments, display “None” in the “Comments” column. If there are no
comments for any deviations, the “Comments” column may be removed. In the CSR, Participant ID should be USUBJID (not PATID) for purposes of
de-identification. The footnotes should only include abbreviations appearing in the listing. Sort by Treatment Group, Participant ID, and DV Number.
Note that the values in the table are meant to represent possible values expected for that column and are not necessarily associated with entries in other

columns in the same row.]

Deviation Deviation
Deviation | Resulted in | Affected
Treatment DV Deviation |Deviation | Study | Reason for | Resulted in | Participant Product | Deviation
Group Participant ID | Number | Deviation | Category Class? Day Deviation AE? Termination? | Stability? | Resolution | Comments

1 pg CJICV2 EHD.XXXXX | XXX Major X No No No
1 pg Yes,

Minor Unsolicited Yes Yes

+
CICV2+ALFQ (XXX)
Yes,
3 ug CJCV2 Solicited N/A
([symptom])

3ug
CICV2+ALFQ
10 pg CJCV2
10 pg
CICV2+ALFQ
Notes: DV = Deviation; AE = Adverse Event; N/A = Not Applicable.
* A deviation is classified as major if it has the potential to negatively impact the rights, welfare, or safety of the participant or to substantially negatively impact the scientific
integrity or validity of the study.
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Listing 4: Non-Participant-Specific Protocol Deviations

[Implementation Note: In the “Deviation” column, include the deviation and all applicable “specify” fields from the Non-Subject Specific Protocol
Deviation eCRF. If “Reason for Deviation” is “Other”, concatenate “specify” field separated by a colon, e.g., “Other: [Reason entered by site] . If
there are no comments, display “None” in the “Comments” column. If there are no comments for any deviations, the “Comments” column may be
removed. Only include the N/A footnote if there is an N/A value in the listing. Sort by Deviation Number. Note that the values in the table are meant to
represent possible values expected for that column and are not necessarily associated with entries in other columns in the same row.]

Deviation Deviation
Resulted in Affected
Deviation Deviation Deviation Reason for Participant Product Deviation
Number Start Date End Date Deviation Category Class? Deviation | Termination? Stability? Resolution Comments
XXX DDMMMYYYY |DDMMMYYYY Major No No
Minor Yes Yes
N/A
Notes: Class = Classification; N/A = Not Applicable.
2 A deviation is classified as major if it has the potential to negatively impact the rights, welfare, or safety of the participant or to substantially negatively impact the scientific
integrity or validity of the study.
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16.2.3 Participants Excluded from Analysis
Listing 5: Participants Excluded from Analysis Populations

[Implementation Note: The “Included in Safety Population?” and “Included in Full Immunogenicity Population?” columns should either display “Yes”
or “No: [reason for exclusion]”. The “Included in PP Immunogenicity Population?” column should either display “Yes: All visits included”, “Yes:
Visit(s) [XX] excluded: [reason for exclusion of visits]”, or “No. [reason for exclusion of participant]”. The “Visits(s) [XX] excluded: [reason for
exclusion of visits] ” may be repeated and separated by a semicolon if there are groups of visits with different reasons for exclusion. In the CSR,
Participant ID should be USUBJID (not PATID) for purposes of de-identification. Sort by Treatment Group and Participant ID. Note that the values in
the table are meant to represent possible values expected for that column and are not necessarily associated with entries in other columns in the same

row./

Included in Full

Included in Safety Immunogenicity
Treatment Group Participant ID Population?? Population?® Included in PP Immunogenicity Population?®
1 pg CICV2 EHD.XXXXX Yes Yes No: [reason for exclusion]
1 pg CJCV2+ALFQ No No Yes: All visits included
3 ug CJCV2 Yes: Visit(s) [XX] excluded: [reason]; Visit(s) [XX] excluded: [reason]

3 ug CJCV2+ALFQ
10 pg CICV2

10 pg CJCV2+ALFQ

2 Participants are excluded from the Safety Population if they did not receive any study vaccine.
b Participants are excluded from the Full Immunogenicity Population if they did not contribute both pre- and at least one post-study vaccination blood sample.

¢ Details on inclusion or exclusion of specific assay results are included in Section 16.2.6.
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16.2.4 Demographic Data
Listing 6: Demographic and Baseline Characteristics

[Implementation Note: If a participant is multi-racial, the “Race” column should be formatted as “Multiple: [list races separated by a comma]”. In the
CSR, Participant ID should be USUBJID (not PATID) for purposes of de-identification. Sort by Treatment Group and Participant ID. Note that the
values in the table are meant to represent possible values expected for that column and are not necessarily associated with entries in other columns in
the same row.]

Age at
Enrollment
Treatment Group | Participant ID Sex (years) Ethnicity Race Height (cm) Weight (kg) BMI (kg/m?)
. . . American Indian or
1 ug CJCV2 EHD.XXXXX Male XX Hispanic or Latino Alaskan Native XXX.X XX.X XX.X
1 ug CJCV2+ALFQ Female Not Hispanic or Latino | Asian
Native Hawaiian or
3 ng CICV2 Unknown other Pacific Islander
Black or African
+ .
3 pg CJCV2+ALFQ Not Reported American
10 pg CICV2 White
Multiple: [Race 1,
10 pg CICV2+ALFQ Race 2. ...]
Unknown
Note: BMI = Body Mass Index; cm = Centimeters; kg = Kilograms; m = Meters.
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Listing 7:

Pre-Existing and Concurrent Medical Conditions

[Implementation Note: “Condition Start” and “Condition End” are relative to the first vaccination where the day of the first vaccination is Study Day 1,
and the day prior to first vaccination is Study Day -1. Categorize the start/end as follows: >3 years prior to enrollment, 1-5 years prior to enrollment, 1-
12 months prior to enrollment, within 1 month of enrollment, or during study. If the condition is ongoing, display “Ongoing” in the “Condition End
Day” column. In the CSR, Participant ID should be USUBJID (not PATID) for purposes of de-identification. Sort by Treatment Group, Participant ID,
and MH Number. Note that the values in the table are meant to represent possible values expected for that column and are not necessarily associated
with entries in other columns in the same row.]

RESTRICTED

Medical History MedDRA System | MedDRA Preferred
Treatment Group Participant ID MH Number Term Condition Start? Condition End? Organ Class Term
1 ug CJCV2 EHD.XXXXX XXX > 5 years prior > 5 years prior
1 ug CJICV2+ALFQ 1-5 years prior 1-5 years prior
3 ng CJCV2 1-12 months prior 1-12 months prior
3 pg CJCV2+ALFQ < 1 month prior < 1 month prior
10 pg CJICV2 During study Ongoing
10 pg CJCV2+ALFQ
Notes: MH = Medical History; MedDRA = Medical Dictionary for Regulatory Activities.
2 Relative to study enrollment.
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16.2.6 Individual Immunogenicity Response Data
Listing 8: Individual Immunogenicity Response Data

[Implementation Note: The “Result (Logio Titer)” column will show the results as reported by the lab, results below the limit of quantification will
display “< LLOQ” where LLOQ will be replaced by the actual LLOQ for the assay. The “Result (Titer)” column will show the Logio Titer result
converted to Titer as specified in Section 4.5.2; results <LLOQ will be imputed as specified in Section 6.5. The “Actual Study Day” column will be the
day relative to first vaccination where Study Day 1 is the day of first vaccination and Study Day -1 is the day prior to first vaccination. The “Analysis
Time Point” column should use the same labels as the summary tables. The columns to indicate whether each value was included in the analysis will be
“Yes” if the value is included, “Yes — Imputed Value” if the value was imputed because it was <LLOQ, or “No™” where [x] will be a footnote
indicating the reason for exclusion. If the reason for exclusion is because the participant was excluded from the analysis population, only that reason
needs to be included; otherwise, include all applicable reasons separated by commas. The footnotes are example reasons for exclusion; only include the
reasons observed in the study. In the CSR, Participant ID should be USUBJID (not PATID) for purposes of de-identification. Sort by Treatment Group,
Participant ID, Actual Study Day, and Assay. Note that the values in the table are meant to represent possible values expected for that column and are
not necessarily associated with entries in other columns in the same row.]

Included in Full | Included in PP
Analysis Time Actual Study Result Immunogenicity | Immunogenicity
Treatment Group |Participant ID Point Day Assay (Logo Titer) Result (Titer) Population? Population?
. C. jejuni Capsule-
1 ug CICV2 EHD.XXXXX Pr(es't\;‘;‘fcg‘;‘“(ﬁ ! X specific IgG X.XX XX Yes Yes
yay Serum Antibody
7 Days Post CRM97-specific
I ng CJCV2+ALFQ Vaccination 1 IeG Serum <[LLOQ] Yes ;;Eguted Yes {,;Eguted
(Study Day 8) Antibody
Pre-Vaccination 1 C. jejuni Capsule- [x] [x]
3 pg CICV2 (Study Day 29) specific IgG ALS No No
7 Days Post C. jejuni Capsule-
3 ug CJCV2+ALFQ Vaccination 2 specific [gM
(Study Day 36) Serum Antibody
. . CRM197-SpeCiﬁC
10 ug CICV2 P Egggc%‘;a“;’;lf IeM Serum
y Py Antibody
7 Days Post
10 pg CICV2+ALFQ Vaccination 3
(Study Day 64)
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Included in Full | Included in PP
Analysis Time Actual Study Result Immunogenicity | Immunogenicity
Treatment Group |Participant ID Point Day Assay (Loguo Titer) Result (Titer) Population? Population?
28 Days Post
Vaccination 3
(Study Day 85)
56 Days Post

Notes: PP = Per Protocol.
Results <LLOQ are imputed as the LOD for the assay.
2 Participant is excluded from analysis population because they did not contribute both pre- and at least one post-study vaccination blood sample.
b Participant is excluded from analysis population because they did not meet eligibility criteria at baseline.
¢ Visit occurred after a major protocol deviation.
4 Visit occurred out of window.
¢ [Reason for exclusion].

-162 -
RESTRICTED



Version 1.0
January 28, 2025

Statistical Analysis Plan - DMID Protocol: 19-0003

16.2.7 Adverse Events

Listing 9: Solicited Events — Systemic Symptoms

[Implementation Note: In the “Vaccination Number (Study Day)” column, display the vaccination number followed by the actual study day the
vaccination was received in parentheses, e.g., “Vac I (Day 1)”. The “Severity” column for Fever should include the measurement in parentheses after
the result, e.g., “Mild (100.7° F)”. Include both pre- and post-vaccination assessments. For the “Day Relative to Vaccination” column, the day should
be relative to the specified vaccination number; “Pre-Vac” is the pre-vaccination assessment, “Post Vac” is the in-clinic assessment 30 minutes after
vaccination, and Day 1 is from the memory aid completed by the participant for the day of vaccination. For events ongoing past Day 8, the “Vaccination
Number (Study Day)” and “Day Relative to Vaccination” columns should include the days of start (beyond Day 8 post-vaccination) and end, e.g., (Day
9—Day 12); the “Severity” column will be the maximum severity (and measurement if applicable) during that time period. Include all solicited events
from the Treatment Administration Record and Solicited Events eCRFs and temperatures collected on the Vital Signs eCRF within 7 days of each
vaccination. In the CSR, Participant ID should be USUBJID (not PATID) for purposes of de-identification. Sort by Treatment Group, Participant ID,
Vaccination Number, Day Relative to Vaccination, and Symptom. Note that the values in the table are meant to represent possible values expected for
that column and are not necessarily associated with entries in other columns in the same row.]

RESTRICTED

Vaccination Number Day Relative to Attributed to Alternate
Treatment Group | Participant ID (Study Day) Vaccination Assessment? Symptom Severity Etiology?®
1 ug CJCV2 EHD.XXXXX Vac 1 (Day 1) Pre-Vac MA Arthralgia None Yes: [alternate etiology]
1 pg CJCV2+ALFQ Vac 1 (Day 1) Post Vac Clinic Fatigue Mild No
3 ug CJCV2 Vac 1 (Day 1) Day 1 Fever Moderate N/A
3 ug CJCV2+ALFQ Vac 1 (Day 2) Day 2 Feverishness Severe
10 pg CICV?2 Vac 1 (Day 3) Day 3 Headache [Severity%)(XXX'Xo
10 ug CICV2+ALFQ Vac 1 (Day 4) Day 4 Malaise
Vac 1 (Day 5) Day 5 Myalgia
Vac 1 (Day 6) Day 6 Nausea
Vac | (Day 7) Day 7 Vomiting
Vac 1 (Day 8) Day 8
Vac 1 (Day 9 — Day X) Day 9 — Day X
Vac 2 (Day 29) Pre-Vac
Vac 2 (Day 29) Post Vac
-163 -
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Vaccination Number Day Relative to Attributed to Alternate
Treatment Group | Participant ID (Study Day) Vaccination Assessment” Symptom Severity Etiology?®
Vac 2 (Day 29) Day 1
Vac 2 (Day 30) Day 2
Vac 2 (Day 31) Day 3
Vac 2 (Day 32) Day 4
Vac 2 (Day 37 —Day Y) Day 9 — Day X

participant for the day of vaccination.

b Severe (Grade 3) events only.

Note: “Pre-Vac” is the pre-vaccination assessment, “Post Vac” is the in-clinic assessment 30 minutes after vaccination, and “Day 1” is from the memory aid completed by the

2 MA = Data reported by participant on the Memory Aid and reviewed by clinic staff and reported in Solicited Events eCRF. Clinic = Data collected by clinic staff during physical
exam or symptom assessment (treatment administration record, in-clinic assessment, etc.).
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Listing 10:  Solicited Events — Local Symptoms

[Implementation Note: In the “Vaccination Number (Study Day)” column, display the vaccination number followed by the actual study day the
vaccination was received in parentheses, e.g., “Vac I (Day 1)”. The “Severity” column for quantitative measurements should include the measurement
in parentheses after the result, e.g., “Mild (3 mm)”. For the “Day Relative to Vaccination” column, “Post Vac” is the assessment 30 minutes after
vaccination, and “Day 1 is the maximum over the remainder of the day of vaccination. The “Day Relative to Vaccination Symptom Resolved” column
will be relative to the associated vaccination where the day of the associated vaccination is Day 1. For events ongoing past Day 8, the “Vaccination
Number (Study Day)” and “Day Relative to Vaccination” columns should include the days of start (Day 9) and end, e.g., (Day 9 — Day 12); the
“Severity” column will be the maximum severity (and measurement if applicable) during that time period. Include all solicited events from the Treatment
Administration Record and Solicited Events eCRFs. In the CSR, Participant ID should be USUBJID (not PATID) for purposes of de-identification. Sort
by Treatment Group, Participant ID, Vaccination Number, Day Relative to Vaccination, and Symptom. Note that the values in the table are meant to
represent possible values expected for that column and are not necessarily associated with entries in other columns in the same row.]

Vaccination Number Day Relative to
Treatment Group | Participant ID (Study Day) Vaccination Assessment? Symptom Severity
1 ug CJCV2 EHD.XXXXX Vac 1 (Day 1) Post Vac MA Ecchymosis None
1 ug CJCV2+ALFQ Vac 1 (Day 1) Day 1 Clinic Ecchymosis (measurement) Mild
3 ng CJCV2 Vac 1 (Day 2) Day 2 Erythema Moderate
3 ng CJCV2+ALFQ Vac 1 (Day 3) Day 3 Erythema (measurement) Severe
10 pg CICV2 Vac 1 (Day 4) Day 4 Induration/Edema None (0 mm)
10 pg CICV2+ALFQ Vac 1 (Day 5) Day 5 In{jﬁ;gfiﬁgzga Mild (X mm)
Vac 1 (Day 6) Day 6 Pain Moderate (X mm)
Vac 1 (Day 7) Day 7 Tenderness Severe (X mm)
Vac 1 (Day 8) Day 8
Vac 1 (Day 9 — Day X) Day 9 — Day X
Vac 2 (Day 29) Post Vac
Vac 2 (Day 29) Day 1
Vac 2 (Day 30) Day 2
Vac 2 (Day 31) Day 3
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Vaccination Number Day Relative to
Treatment Group | Participant ID (Study Day) Vaccination Assessment” Symptom Severity
Vac 2 (Day 32) Day 4
Vac 2 (Day 37 —Day Y) Day 9 — Day X

Note: “Post Vac” is the in-clinic assessment 30 minutes after vaccination, and “Day 1” is from the memory aid completed by the participant for the day of vaccination.
2 MA = Data reported by participant on the Memory Aid and reviewed by clinic staff and reported in Solicited Events eCRF. Clinic = Data collected by clinic staff during physical
exam or symptom assessment (treatment administration record, in-clinic assessment, etc.).
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Listing 11:  Unsolicited Adverse Events

[Implementation Note: The “No. of Days Post Associated Vac (Duration)” column will be the day of AE onset with the day of associated vaccination
being Day 1; the duration will be the duration of the AE in days. The “SAE/NOCMC/MAAE/PIMMC/SUSAR?” will be “No” if the AE does not qualify
as any of those events, if the AE does qualify as one of those events, the cell value should be “Yes: XXX with the applicable event (or comma separated
list of applicable events if more than 1) replacing “XXX”. In the CSR, Participant ID should be USUBJID (not PATID) for purposes of de-identification.
The footnotes should only include abbreviations appearing in the listing. Sort by Treatment Group, Participant ID, and AE Number. Note that the values
in the table are meant to represent possible values expected for that column and are not necessarily associated with entries in other columns in the same
row./

No. of Days SAE/
Post NOCMC/ Relationship to
Associated | Associated MAAE/ Study Vaccination | Action Taken | Participant MedDRA MedDRA
Adverse with Vac Vac PIMMC/ (If Not Related, with Study Discontinued System Organ Preferred
Event No. (Duration) Severity SUSAR? Alternate Etiology) Vaccinations Due to AE? Outcome Class Term
Treatment Group: [X] pg [CJCV2 or CJCV2+ALFQ], Participant ID: EHD.XXXXX, AE Number: XXX
Vac [X] Day X [Mild, [No, Yes: | [Related, Not Related [Yes, No]
(Y days) Moderate, XXX] ([alternate etiology])]
Severe]
Comments:

Treatment Group: [X] pg [CJCV2 or CJCV2+ALFQ], Participant ID: EHD.XXXXX, AE Number: XXX

Comments:

Notes: Vac = Vaccination; No. = Number; SAE = Serious Adverse Event; NOCMC = New Onset Chronic Medical Condition; MAAE = Medically Attended Adverse Event;
PIMMC = Potentially Immune-Mediated Medical Condition; SUSAR = Suspected Unexpected Serious Adverse Reaction; AE = Adverse Event; MedDRA = Medical Dictionary for
Regulatory Activities; N/A = Not Applicable.

For additional details about SAEs, see Section 14.3.2.
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16.2.8 Individual Laboratory Measurements

Listing 12:

Clinical Laboratory Results — Chemistry

[Implementation Note: Actual study day will be the day relative to first vaccination where Study Day 1 is the day of first vaccination, and Study Day -1 is
the day prior to first vaccination. The “Analysis Time Point” column should use the same labels as the summary tables. For all results, indicate the
severity grading in parentheses after the numeric result, e.g., “X.X (Mild)”. In the CSR, Participant ID should be USUBJID (not PATID) for purposes of
de-identification. The footnotes should only contain abbreviations appearing in the listing. Sort by Treatment Group, Participant ID, Actual Study Day,
and Laboratory Parameter. Note that the values in the table are meant to represent possible values expected for that column and are not necessarily
associated with entries in other columns in the same row.]

(mg/dL)

Analysis Time Actual Study Laboratory Result (Severity | Reference Range | Reference Range
Treatment Group | Participant ID Point Day Sex Parameter (Units) Grade) Low High
1 ug CICV2 EHD.XXXxX | Screening (Study X Male ALT (U/L) X (None) XXX XXX
Day -30 to -2)
7 Days Post
1 pg CJCV2+ALFQ Vaccination 1 Female Creatinine (mg/dL) X (ONR) X. XX X.XX
(Study Day 8)
7 Days Post
3 ug CICV2 Vaccination 2 Potassium (mEq/L) X (Mild) XX XX
(Study Day 36)
7 Days Post
3 ug CJICV2+ALFQ Vaccination 3 Sodium (mEg/L) X (Moderate) XXX XXX
(Study Day 64)
10 ug CJICV2 Unscheduled Visit Total Bilirubin X (Severe) XX XX

10 pg CJCV2+ALFQ

Note: ALT = Alanine Aminotransferase; ONR = Outside Normal Range; U = Units; L = Liter; dL = deciliter; mg = milligram; mEq = milliequivalent.
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Listing 13:

Clinical Laboratory Results — Hematology

[Implementation Note: “Actual Study Day” will be the day relative to first vaccination where Study Day 1 is the day of first vaccination, and Study Day -
1 is the day prior to the day of first vaccination. The “Analysis Time Point” column should use the same labels as the summary tables. For all results,
indicate the severity grading in parentheses after the numeric result, e.g., “X.X (Mild)”. In the CSR, Participant ID should be USUBJID (not PATID) for
purposes of de-identification. The footnotes should only contain abbreviations appearing in the listing. Sort by Treatment Group, Participant ID, Actual
Study Day, and Laboratory Parameter. Note that the values in the table are meant to represent possible values expected for that column and are not
necessarily associated with entries in other columns in the same row.]

Laboratory
Analysis Time Parameter Result (Severity | Reference Range | Reference Range
Treatment Group | Participant ID Point Actual Study Day Sex (Units) Grade) Low High
Screening (Study 3
1 pg CICV2 EHD.XXXXX Day 30 t0 -2) X Male ANC (x 10%/pL) X (None) X X
7 Days Post Hemoglobin
1 pg CJCV2+ALFQ Vaccination 1 Female ( /§L) X (ONR)
(Study Day 8) &
7 Days Post
3 ug CICV2 Vaccination 2 Pl%i}eti)(x X (Mild)
(Study Day 36) K
7 Days Post
3 ug CJCV2+ALFQ Vaccination 3 WBC (x 10%/uL) X (Moderate)
(Study Day 64)
10 pg CICV2 Unscheduled Visit X (Severe)

10 pg CICV2+ALFQ

Note: ANC = Absolute Neutrophil Count; WBC = White Blood Cells; ONR = Outside Normal Range; g = grams; dL = Deciliter; uL. = microliter.
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16.2.9 Vital Signs and Physical Exam Findings
Listing 14:  Vital Signs

[Implementation Note: Include all vital sign assessments reported on the Vital Signs eCRF including scheduled and unscheduled visits. The “Actual
Study Day” column will be relative to the day of first vaccination where Study Day 1 is the day of first vaccination, and Study Day -1 is the day prior to
first vaccination. The “Analysis Time Point” column should use the same labels as the summary tables. For all results, indicate the severity grading in
parentheses after the numeric result, e.g., “X.X (Mild)”. In the CSR, Participant ID should be USUBJID (not PATID) for purposes of de-identification.
Sort by Treatment Group, Participant ID, and Actual Study Day. Note that the values in the table are meant to represent possible values expected for
that column and are not necessarily associated with entries in other columns in the same row.]

Systolic Blood | Diastolic Blood

Participant Actual Temperature Pressure Pressure Pulse

Treatment Group ID Analysis Time Point Study Day (°F) (mmHg) (mmHg) (bpm)
1 ug CJCV2 EHD.XXXXX Screening (Study Day -30 to -2) X XXX.X (None) XXX (None) XXX (None) XXX (None)
1 ug CJCV2+ALFQ Pre-Vaccination 1 (Study Day 1) XXX.X (Mild) XXX (Mild) XXX (Mild) XXX (Mild)
3 nug CJCV2 2 Days Post Vaccination 1 (Study Day 3) XXX.X (Moderate) | XXX (Moderate) | XXX (Moderate) | XXX (Moderate)
3 pg CJCV2+ALFQ 7 Days Post Vaccination 1 (Study Day 8) XXX.X (Severe) XXX (Severe) XXX (Severe) XXX (Severe)
10 pg CJICV2 14 Days Post Vaccination 1 (Study Day 15)
10 ng CICV2+ALFQ Pre-Vaccination 2 (Study Day 29)

2 Days Post Vaccination 2 (Study Day 31)

7 Days Post Vaccination 2 (Study Day 36)

14 Days Post Vaccination 2 (Study Day 43)

Pre-Vaccination 3 (Study Day 57)

2 Days Post Vaccination 3 (Study Day 59)

7 Days Post Vaccination 3 (Study Day 64)

14 Days Post Vaccination 3 (Study Day 71)

28 Days Post Vaccination 3 (Study Day 85)

56 Days Post Vaccination 3 (Study Day 113)
Unscheduled Visit

Notes: °F = Degrees Fahrenheit; mmHg = millimeters of mercury; bpm = beats per minute.
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Listing 15:  Physical Exam Findings

[Implementation Note: The “Actual Study Day” will be the day relative to first vaccination where Study Day 1 is the day of first vaccination, and Study
Day -1 is the day prior to first vaccination. The “Analysis Time Point” column should be based on the study visit; see example labels in listing below.
For the “Reported as an AE?” column, if the finding was reported as an unsolicited AE, display “Yes, Unsolicited” followed by the AE number in
parentheses, e.g., “Yes, Unsolicited (003)”. If the finding was reported as a solicited AE, display “Yes, Solicited” followed by the symptom in
parentheses, e.g., “Yes, Solicited (Nausea)”. If the finding was from the screening visit, display “N/A” in the “Reported as an AE?” column. In the
CSR, Participant ID should be USUBJID (not PATID) for purposes of de-identification. The footnotes should only include abbreviations appearing in
the listing. Sort by Treatment Group, Participant ID, Actual Study Day, and Body System. Note that the values in the table are meant to represent
possible values expected for that column and are not necessarily associated with entries in other columns in the same row.]

Actual Abnormal Reported as an AE?
Treatment Group | Participant ID Analysis Time Point Study Day Body System Finding | (If Yes, Symptom or AE Number)
Screening i
1 pg CJCV2 EHD.XXXXX X Abdomen [finding] No
(Study Day -30 to -2)
Pre-Vaccination 1 ) .
1 pg CJCV2+ALFQ Cardiovascular/heart Yes, Solicited ([symptom])
(Study Day 1)
3 ug CICV2 7 Days Post Vaccination 1 (Study Day 8) Extremities Yes, Unsolicited (XXX)
3 ug CJCV2+ALFQ Pre-Vaccination 2 (Study Day 29) General appearance N/A
10 ug CICV2 7 Days Post Vaccination 2 (Study Day 36) HEENT
10 pug CICV2+ALFQ Pre-Vaccination 3 (Study Day 57) Lymph Nodes
7 Days Post Vaccination 3 (Study Day 64) Musculoskeletal
28 Days Post Vaccination 3 (Study Day 85) Neck
56 Days Post Vaccination 3 (Study Day 113) Pulmonary/chest
Unscheduled Visit Skin
Note: AE = Adverse Event; HEENT = Head, Eyes, Ears, Nose, and Throat; N/A = Not Applicable.
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16.2.10
Listing 16:

Concomitant Medications

Concomitant Medications

[Implementation Note: “Medication Start” and “Medication End” are relative to first vaccination, the day of first vaccination is Study Day 1, and the
day prior to first vaccination is Study Day -1. For medication start or end days more than 30 days prior to enrollment, categorize as follows: >5 years
prior to enrollment, 1-5 years prior to enrollment, or 1-12 months prior to enrollment. If the medication is ongoing, display “Ongoing” in the
“Medication End Day” column. If taken for a solicited AE, display “Yes, Solicited” in the “Taken for AE?” column. If taken for an unsolicited AE,
display “Yes, Unsolicited” with the AE number in parentheses. If taken for MH, display “Yes” with the MH number in parentheses, e.g., “Yes (005)”, in
the “Taken for a condition on Medical History?” column. In the CSR, Participant ID should be USUBJID (not PATID) for purposes of de-identification.
Sort by Treatment Group, Participant ID, and CM Number. Note that the values in the table are meant to represent possible values expected for that
column and are not necessarily associated with entries in other columns in the same row.]

Taken for a
Taken for an AE? condition on MH?
Participant CM Medication Medication (AE Description;AE | (MH Description; ATC Level 1
Treatment Group ID Number | Medication Start Day? End Day? Indication Number) MH Number) (ATC Level 2)
1 ug CJCV2 EHD.XXXXX XXX > 5 years prior | > 5 years prior No No

1 pg CJCV2+ALFQ

1-5 years prior

1-5 years prior

Yes, Solicited

Yes ([description];
XXX)

1-12 months 1-12 months Yes, Unsolicited
3pg CICV2 prior prior ([description]; XXX)
3 pg CJCV2+ALFQ X X
10 pg CICV2 Ongoing

10 pg CICV2+ALFQ

Notes: CM = Concomitant Medication; AE = Adverse Event; MH = Medical History; ATC = Anatomical Therapeutic Chemical.
*Relative to study enrollment.
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16.2.11

[Implementation Note: If no pregnancies are reported, all listings in this section will be replaced with text that states,

Pregnancy Reports

“«“

reported in Protocol 19-0003.” There should be a black border around the text, and the text should be a minimum of 9 pt font.]

Listing 17:

Pregnancy Reports — Maternal Information

o pregnancies have been

[Implementation Note: The footnotes should only include abbreviations appearing in the listing. Note that the values in the table are meant to represent

possible values expected for that column and are not necessarily associated with entries in other columns in the same row.]

Study Day Mother’s Tobacco, Maternal
Corresponding Mother’s Weight Alcohol, or Maternal Complications
to Estimated Source of Pre- Gain Drug Use Medications | Complications | During Labor,
Treatment Pregnancy Date of Maternal Pregnancy | Pregnancy During During During During Delivery, or
Group Participant ID Number Conception Information Status BMI Pregnancy | Pregnancy? | Pregnancy? Pregnancy? Post-Partum?
1 ng CICV2 EHD.XXXXX X X XX No No No No
lug
CICV2+ALFQ Yes Yes Yes Yes
3 ug CICV2 Unknown Unknown Unknown Unknown
3pg
CICV2+ALFQ N/A
10 pg CICV2
10 ug
CICV2+ALFQ
Notes: N/A = Not Applicable.
Maternal Complications are included in the Adverse Event listing.
Medications taken during pregnancy are included in the Concomitant Medications Listing.
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Listing 18:

[Implementation Note: The footnotes should only include abbreviations appearing in the listing. Note that the values in the table are meant to represent
possible values expected for that column and are not necessarily associated with entries in other columns in the same row.]

Pregnancy Reports — Gravida and Para

Live Births
Major
Congenital
Anomaly
Very Spontaneous with
Participant | Pregnancy Extremely | Early | Early Late Early Full Late Post Still Abortion/ Elective | Therapeutic Previous
1D Number | Gravida PB? PB? PB? PB? TB® TB® TB® TB® | Births Miscarriage | Abortions | Abortions | Pregnancy?
EHD.XXXXX X X X X X X X X X X X X X X No
Yes
U U U U U U U U U U U U U .
([specify])
U
Notes: U = Unknown.
Gravida includes the current pregnancy, para events do not.
@ Preterm Birth
b Term Birth
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Listing 19:

Pregnancy Reports — Live Birth Qutcomes

[Implementation Note: The footnotes should only include abbreviations appearing in the listing. Note that the values in the table are meant to represent
possible values expected for that column and are not necessarily associated with entries in other columns in the same row.]

IlInesses/
Fetal Distress Apgar Apgar Hospitalizations
Participant Pregnancy Fetus During Labor Delivery Gestational Age Size for Score, 1 Score, 5 Cord | Congenital within 1 Month of
1D Number Number and Delivery? Method at Live Birth Gestational Age minute minutes pH Anomalies? Birth?
EHD.XXXXX X X No Vaginal XX weeks, X days SGA X X XX No No
Yes Cesar_ean AGA Yes Yes
Section
Unknown LGA Unknown

Notes: SGA = Small for Gestational Age; AGA = Appropriate for Gestational Age; LGA = Large for Gestational Age.
Congenital Anomalies are included in the Adverse Event listing.
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Listing 20:  Pregnancy Reports — Still Birth Outcomes

[Implementation Note: The footnotes should only include abbreviations appearing in the listing. Note that the values in the table are meant to represent
possible values expected for that column and are not necessarily associated with entries in other columns in the same row.]

Fetal Distress Gestational Size for If Autopsy,
Participant Pregnancy Fetus Study Day of During Labor Delivery Age at Still | Gestational Congenital Autopsy Etiology for Still
1D Number Number | Initial Report and Delivery? Method Birth Age Cord pH | Anomalies? Performed? Birth Identified?
EHD.XXXXX X X X No Vaginal Xé(( g:;fs SGA XX No No Yes ([specify])
Yes Cesar_ean AGA Yes Yes No
Section
Unknown LGA Unknown Unknown
N/A
Notes: SGA = Small for Gestational Age; AGA = Appropriate for Gestational Age; LGA = Large for Gestational Age; N/A = Not Applicable.
Congenital Anomalies are included in the Adverse Event listing.
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Listing 21:

Pregnancy Reports — Spontaneous, Elective, or Therapeutic Abortion Qutcomes

[Implementation Note: The footnotes should only include abbreviations appearing in the listing. Note that the values in the table are meant to represent
possible values expected for that column and are not necessarily associated with entries in other columns in the same row.]

Abnormality in Product of

Pregnancy Fetus Study Day of Pregnancy Outcome Gestational Age at
Participant ID Number Number Initial Report (for this Fetus) Termination Conception? Reason for Therapeutic Abortion
EHD.XXXXX X X X Sp ontaneous XX weeks, X days No Maternal condition/disease
abortion/miscarriage
Elective abortion Yes ([specify]) Fetal condition/disease
Therapeutic abortion Unknown N/A
N/A

Note: N/A = Not Applicable.
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