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ABSTRACT

This open-label, single-center, Phase 3 study (NCT03546842) assessed the immunogenicity and safety of
the nine-valent human papillomavirus (9vHPV; HPV6/11/16/18/31/33/45/52/58) vaccine in Vietnamese
males and females, with the aim to support 9vHPV vaccine licensure in Vietnam. Participants aged
9-26 years received three 9vHPV vaccine doses (Day 1, Month 2, Month 6). Serum samples were obtained
on Day 1 (pre-vaccination) and at Month 7 (one month post-Dose 3) for the measurement of anti-HPV
antibodies. Geometric mean titers (GMTs) and seroconversion percentages were obtained using the HPV-
9 competitive Luminex immunoassay. Injection-site adverse events (AEs), systemic AEs, serious AEs (SAEs),
and study discontinuations due to AEs were recorded. Of 201 participants enrolled, 200 (99.5%) received
>1 vaccine dose. All participants who received the three-dose regimen (198/200, 98.5%) seroconverted for
all 9vHPV vaccine types by Month 7. Robust anti-HPV GMT responses were also observed. Half of
participants (50.5%) reported =1 AE; the majority were injection-site-related (45.0%) and mild (43.0%).
There were no deaths, vaccine-related SAEs, or discontinuations due to AEs. Administration of three
9vHPV vaccine doses was highly immunogenic and resulted in acceptable seropositivity percentages for
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all vaccine HPV types. The 9vHPV vaccine was generally well tolerated among this study population.
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Introduction

Human papillomavirus (HPV) is the cause of nearly all cervical
cancers, as well as a number of anal, vulvar, vaginal, penile, and
oropharyngeal cancers'; annually, HPV causes 690,000 new
cancer cases in women and men worldwide (based on 2018
data).” Approximately half of the global HPV-related cancers
occur in Asia, with 140,000 and 67,000 new cases in 2018 in
East and Southeast Asia, respectively.2

In Vietnam, HPV-related cancers burden both women and
men. An estimated 4177 women (crude incidence rate of
8.6 per 100,000 women per year) were diagnosed with cervical
cancer in 2018 and 2420 died from the disease.’ Incidences of
other HPV-related cancers have been reported: 0.2 (anal can-
cer; for both men and women), 0.3 (vulvar cancer), 0.1 (vaginal
cancer), 0.6 (penile cancer), and 0.8 (oropharyngeal cancer; for
men) and 0.2 (oropharyngeal cancer; for women) per
100,000 per year.3

Three prophylactic HPV vaccines are widely licensed and
recommended for use in many countries worldwide for the
prevention of HPV-related disease.* The quadrivalent (qHPV;
HPV6/11/16/18) and bivalent (HPV16/18) HPV vaccines
(initially approved in 2006 and 2007, respectively)’ protect
against infection and disease caused by HPV types 16 and 18,
which are responsible for 70% of cervical cancers, 50% of
CIN2/3 cervical pre-cancers, and 65%-85% of HPV-related
vulvar, vaginal, and anal cancers worldwide.®™'° The qHPV

vaccine also protects against HPV types 6 and 11, which
cause approximately 90% of cases of genital warts.'' The nine-
valent HPV (9vHPV) vaccine, first approved in 2014, was
developed to provide protection against infection and disease
caused by the four HPV types covered by the qHPV vaccine
plus five additional high-risk oncogenic HPV types (HPV31/
33/45/52/58)." The 9vHPV vaccine has potential to prevent
90% of HPV-related cervical, vulvar, vaginal, and anal cancers,
70%-85% of cervical pre-cancers, and 90% of anogenital warts
worldwide based on global epidemiological studies.®”'* In the
international, pivotal 9vHPV vaccine immunogenicity, safety,
and efficacy trial in young women 16 to 26 years of age, the
9vHPV vaccine demonstrated efficacy against HPV31/33/45/
52/58-related persistent infection and disease, and generated
antibody responses to HPV types 6, 11, 16, and 18 that were
non-inferior to those elicited by the qHPV vaccine.'>'* Efficacy
results observed in young women were extrapolated to girls
and boys 9 to 15 years of age and young men 16 to 26 years of
age based on immunogenicity bridging studies.'>'®

While HPV16 and HPV18 are the most prevalent high-risk
types globally and in Asia, HPV types 52 and 58 are relatively
more prevalent in East Asia compared with other regions.'” '
Moreover, higher prevalences of HPV52- and HPV58 have
been reported in cervical cancer cases in Asian populations
(5.5% [95% confidence interval (CI): 5.2-5.9] of 17,552 cases
and 7.4% [95% CI: 7.0-7.8] of 18,455 cases, respectively)
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compared with reported worldwide prevalences (3.5% [95% CI:
3.3-3.6] of 49,978 cases and 3.9% [95% CI: 3.8-4.1] of 50,814
cases, respectively).”">* These findings suggest that East Asian
populations could benefit from implementation of a 9yHPV
vaccination program; the absence of Vietnamese participants
from the global 9vHPV vaccine clinical development program
suggests further investigation in this population is warranted.

To support licensure of the 9vHPV vaccine in Vietnam, we
report immunogenicity and safety data from a local registra-
tion study of the 9vHPV vaccine in males and females 9 to
26 years of age in Vietnam.

Methods

Study V503-017 (NCT03546842) was an open-label, single-
center, Phase 3 study assessing the immunogenicity and safety
of the 9vHPV vaccine in Vietnamese males and females 9 to
26 years of age conducted in Vietnam between June 29, 2018
(first participant visit) and January 29, 2019 (last participant
visit). The enrollment of approximately 200 participants was
planned; participants were stratified by age and gender. Age
stratification included the following age strata, in a 1:1 ratio: 9
to 15 years of age and 16 to 26 years of age. Gender stratifica-
tion included a female:male ratio of 2:1 within each age strata.

Participants 9 to 15 years of age were included if they were
not sexually active and did not plan on becoming sexually
active during the vaccination period, and those 16 to 26 years
of age who had not had Papanicolaou (Pap) testing (cervical or
anal) or had only normal Pap test results, had no history of
HPV-related anogenital lesions, and had 0-4 lifetime male
and/or female sexual partners. Females 16 to 26 years of age
were not pregnant and effective contraception was used from
Day 1 of the study through Month 7.

The study conformed with Good Clinical Practice require-
ments and applicable country and/or local statutes and regula-
tions regarding independent ethical committee review,
informed consent, and the protection of the rights and welfare
of human participants in biomedical research; all participants
and/or legally acceptable representatives provided informed
consent.

The 9vHPV vaccine was administered as a series of three,
0.5-mL intramuscular injections at Day 1, Month 2, and Month
6, the dosing regimen used in the pivotal studies of the 9VHPV
vaccine program.">™'® Blood samples were collected at Day 1
(prior to vaccine administration) and at Month 7 for immu-
nogenicity testing. Antibodies to HPV6, 11, 16, 18, 31, 33, 45,
52, and 58 were measured using the HPV-9 competitive
Luminex immunoassay (cLIA).”® The original version of the
cLIA was used through 2015 for testing samples in 9VHPV
vaccine clinical trials. A new version was used starting in 2016.
The newer version of the assay was bridged to the earlier
version to ensure comparable antibody measurements between
the two versions. A participant was defined to be seropositive
for HPV®, 11, 16, 18, 31, 33, 45, 52, or 58 if his or her anti-HPV
serum level was 250, 229, 241, =59, 229, 222, 215, 220, or 215
milliMerck units (mMU/mL), respectively. Serostatus cutoffs
were defined as the antibody level above the assay’s lower limit
of quantitation that reliably distinguished between “positive”
and “negative” samples (for this assessment, samples were
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classified “positive” or “negative” based on clinical likelihood
of HPV infection and positive or negative status using previous
versions of the cLIA). No minimum level of antibody that
predicts protection against infection or disease has been
defined.”* Therefore, seropositivity does not necessarily indi-
cate protection. Seropositivity to the vaccine HPV types at Day
1 was not a reason for exclusion from the study; however, the
results of this screening were used as a criterion to define
the per-protocol immunogenicity (PPI) population for each
of the relevant HPV types.

Participants were monitored for at least 30 minutes after
each study vaccination for any adverse events (AEs) including
allergic reactions. Injection-site AEs and systemic AEs were
collected for 15 days following each vaccination, including
the day of vaccination, using vaccination report cards
(VRCs). Injection-site AEs of erythema, pain, and swelling, as
well as oral temperatures, were solicited on the VRC for 5 days
following each vaccination. Serious AEs (SAEs) were collected
for the entire duration of the study regardless of causality.

The primary immunogenicity objective was to demonstrate
that the 9vHPV vaccine is immunogenic; the primary hypoth-
esis was that the 9vHPV vaccine induces seroconversion per-
centages >90% at Month 7 for the nine HPV types covered by
the vaccine (HPV®6, 11, 16, 18, 31, 33, 45, 52, and 58). The
secondary immunogenicity objective was to summarize GMTs
to HPVe, 11, 16, 18, 31, 33, 45, 52, and 58 at Month 7.
Immunogenicity assessment was conducted at Month 7
(1 month post-Dose 3), which was the primary immunogeni-
city timepoint for the pivotal studies of the 9vHPV vaccine
program.’>'® Primary and secondary immunogenicity ana-
lyses were performed in the PPI populations, which included
participants who: (1) received all three vaccinations with the
correct dose of 9vHPV vaccine within acceptable day ranges,
(2) were seronegative at Day 1 for the relevant HPV type(s), (3)
provided a serum sample within 21 to 49 days post-Dose 3, and
(4) had no protocol violations that could interfere with the
immunogenicity evaluation.

For the primary immunogenicity analysis, point estimates
were calculated as the percentage of participants who serocon-
verted (i.e., a participant who was anti-HPV seronegative at
Day 1 and became seropositive at Month 7). Corresponding
95% CI estimates were derived based on exact binomial dis-
tribution. The statistical criterion for acceptable anti-HPV
seroconversion required the lower limit of the 95% CI of the
percentage of participants who seroconverted to be >90% for
each HPV type. The hypothesis testing for each HPV type was
conducted at a 1-sided Type 1 error level of 0.025 and no
adjustments for multiplicity were required. With 200 partici-
pants, the study had 97% power at an overall 1-sided 2.5%
alpha-level to establish that the 9vHPV vaccine induces >90%
seroconversion to the nine HPV types covered by the vaccine.

To summarize anti-HPV GMTs, point estimates were cal-
culated by exponentiating the mean estimates of the natural
logarithm-transformed anti-HPV titers. Two-sided 95% CI
estimates were calculated by exponentiating the 95% CI esti-
mates for the means of the natural logarithm-transformed anti-
HPV titers based on the t-distribution.

Safety analyses were performed in the ‘all participants as
treated’ population, consisting of all participants who received
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at least one vaccine dose and provided safety data at any point
during the study. Safety assessments were descriptive in nature
and included counts and percentages of participants experien-
cing AEs, injection-site AEs, systemic AEs, vaccine-related
AEs, SAEs, and study discontinuations due to AEs following
any 9vHPV vaccination. Oral temperatures were summarized.

Results

Participant disposition is shown in Figure 1. A total of 201 parti-
cipants were enrolled in the study, of whom 198 (98.5%) com-
pleted the three-dose regimen. Three participants discontinued
from the study (protocol deviation, n = 1; participant withdrawal,
n = 2). Baseline demographic characteristics and HPV serostatus
are presented in Table 1.

Following completion of the 9vHPV vaccination regimen, all
PPI-eligible participants seroconverted for each of the vaccine
HPV types by Month 7 (Table 2) across genders and age groups.
The lower limit of the 95% CI of the percentage seroconversion
was 298.0% for each HPV type, meeting the pre-defined statistical
criterion (lower limit of the 95% CI to be >90%) for acceptable
anti-HPV seroconversion. Robust anti-HPV GMTs were observed
for all 9vHPV vaccine HPV types by Month 7 post-Dose 3 (Table
2). In a subgroup analysis stratified by age, a trend towards higher
GMTs was observed in younger participants (9 to 15 years of age)
compared with older participants (16 to 26 years of age) (Table 2).
GMTs in older participants (16 to 26 years of age) were similar
(with overlapping 95% ClIs) to historic GMTs in the 9vHPV
vaccine arm of the pivotal efficacy study of the 9vHPV vaccine
for HPVS6, 11, 33, 52, and 58, and trended higher (with non-
overlapping 95% Cls) compared with the 9vHPV vaccine arm of
the pivotal efficacy study for HPV16, 18, 31, and 45 (Table 2).

A summary of AEs experienced by participants within
15 days following any vaccination is shown in Table 3.
Approximately half of participants (50.5%) reported =1 AE at
any time during the study.

The most common injection-site AEs were injection-site pain
(44.5%), injection-site swelling (5.5%), and injection-site
erythema (2.0%) (Days 1 to 5 following vaccination; Table 3).
Most AEs of injection-site pain (n = 86/89 participants, 96.6%),

Screened
N =205

Enrolled
N = 201

Vaccinated, N = 200 Discontinued,2N =3

Dose 1, N =200
Dose 2, N =200
Dose 3, N =198

Figure 1. Participant disposition. °One participant discontinued due to a protocol
deviation (the participant was randomized in error [failed to satisfy eligibility
criteria] and was discontinued from the study prior to receiving the first 9vHPV
vaccine dose) and two participants withdrew consent. 9vHPV, nine-valent human
papillomavirus.

Table 1. Participant baseline demographics and characteristics.

Total participants

(N =201)

Age

Mean (SD), years 15.8 (4.4)

Median (range), years 15.0 (9-26)

9 to 12 years, n (%) 50 (24.9)

13 to 15 years, n (%) 51 (25.4)

16 to 26 years, n (%) 100 (49.8)
Gender, n (%)

Female 135 (67.2)

Male 66 (32.8)
Height, cm

Mean (SD) 155.22 (10.86)

Median (range) 157.00 (120-177)
Weight, kg

Mean (SD) 48.21 (11.69)

Median (range) 47.50 (25-92)
Sexual history at Day 1,° n (%)
Has not had sexual debut
Has had sexual debut
Age at first sexual intercourse among non-virgins,b years
Mean (SD)
Median (range)
Lifetime number of male or female sexual partners
among non—virgins,b n (%)
1 8 (8.0)
3 1(1.0)
Median 1
HPV seropositivity status at Day 1, n (%)
Anti-HPV6
Anti-HPV11
Anti-HPV16
Anti-HPV18
Anti-HPV31
Anti-HPV33
Anti-HPV45
Anti-HPV52 .
Anti-HPV58 5(2.5)

Sexual history was collected from participants 16 to 26 years of age only
(N = 100).

bg participants were non-virgins period

cm, centimeters; HPV, human papillomavirus; kg, kilograms; SD, standard
deviation.

91 (91.0)
9(9.0)

20.3 (23)
21.0 (16-23)

WN =NV =N
SOSBRESD
Lurvuuoue

swelling (n = 9/11, 81.8%), and erythema (n = 4/4, 100%) were
considered to be mild. One participant experienced severe injec-
tion-site swelling.

Headache (3.5%), dizziness (2.5%), and nasopharyngitis
(2.5%) were the most frequently reported systemic AEs. Vaccine-
related systemic AEs were reported for two participants (1.0%):
muscle fatigue (n = 1 participant), and dizziness and headache
(n = 1 participant), both of which were mild in intensity and
resolved without interruption to the dosing schedule.

No participant had an oral temperature of >37.8°C from
Days 1 to 5 following administration of any vaccination dose.
No deaths were reported during the course of the study, and
there were no discontinuations due to AEs. There were no SAEs
considered to be vaccination-related by the investigator during
the study. One SAE was reported during the study: subcuta-
neous abscess of the left cheek at 12 days post-Dose 3; this AE
was considered moderate in intensity and fully resolved.

Discussion

To support licensure of the 9vHPV vaccine in Vietnam, this
local registration study evaluated the immunogenicity and
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Table 2. Summary of anti-HPV seroconversion percentages and GMTs at Month 7 in the Vietnam registration study and historic seroconversion percentages and GMTs at

Month 7 in the pivotal efficacy study of the 9vHPV vaccine (PPl population).

Registration study of 9vHPV vaccine in Vietnam

Assay (cLIA) Study population N n % seroconversion (95% CI)® GMT (95% CI)°
Anti-HPV6 All participants 200 190 100 (98.1-100) 1008.2 (921.9-1102.6)
Participants 9-15 years of age 100 98 100 (96.3-100) 1203.1 (1076.0-1345.2)
Participants 16-26 years of age 100 92 100 (96.1-100) 835.2 (731.1-954.1)
Anti-HPV11 All participants 200 190 100 (98.1-100) 796.3 (722.2-878.0)
Participants 9-15 years of age 100 98 100 (96.3-100) 970.1 (863.2-1090.2)
Participants 16-26 years of age 100 92 100 (96.1-100) 645.3 (555.8-749.2)
Anti-HPV16 All participants 200 187 100 (98.0-100) 4605.4 (4163.7-5093.9)
Participants 9-15 years of age 100 98 100 (96.3-100) 5579.0 (4915.4-6332.1)
Participants 16-26 years of age 100 89 100 (95.9-100) 3728.7 (3209.6-4331.7)
Anti-HPV18 All participants 200 190 100 (98.1-100) 1621.6 (1441.2-1824.5)
Participants 9-15 years of age 100 98 100 (96.3-100) 2115.1 (1833.9-2439.3)
Participants 16-26 years of age 100 92 100 (96.1-100) 1221.8 (1025.7-1455.4)
Anti-HPV31 All participants 200 188 100 (98.1-100) 1137.9 (1017.2-1273.0)
Participants 9-15 years of age 100 97 100 (96.3-100) 1458.4 (1271.2-1673.2)
Participants 16-26 years of age 100 91 100 (96.0-100) 873.5 (740.5-1030.4)
Anti-HPV33 All participants 200 194 100 (98.1-100) 507.8 (458.5-562.4)
Participants 9-15 years of age 100 100 100 (96.4-100) 641.2 (564.2-728.6)
Participants 16-26 years of age 100 94 100 (96.2-100) 396.2 (342.0-459.0)
Anti-HPV45 All participants 200 193 100 (98.1-100) 579.2 (511.7-655.6)
Participants 9-15 years of age 100 99 100 (96.3-100) 752.4 (636.3-889.7)
Participants 16-26 years of age 100 94 100 (96.2-100) 439.7 (371.4-520.5)
Anti-HPV52 All participants 200 192 100 (98.1-100) 500.8 (450.5-556.7)
Participants 9-15 years of age 100 100 100 (96.4-100) 632.4 (551.0-725.8)
Participants 16-26 years of age 100 92 100 (96.1-100) 388.6 (335.2-450.6)
Anti-HPV58 All participants 200 190 100 (98.1-100) 701.8 (628.5-783.7)
Participants 9-15 years of age 100 98 100 (96.3-100) 888.9 (771.3-1024.5)
Participants 16-26 years of age 100 92 100 (96.1-100) 545.6 (466.3-638.6)
Historic results from the pivotal efficacy study of the 9vHPV vaccine (9vHPV vaccine arm)®
Assay (cLIA) Study population N n % seroconversion (95% ClI)? GMT (95% CI)°
Anti-HPV6 Participants 16-26 years of age 6792 3993 99.8 (99.6-99.9) 893.1 (871.7-915.1)
Anti-HPV11 Participants 16-26 years of age 6792 3995 100 (99.9-100) 666.3 (649.6-683.4)
Anti-HPV16 Participants 16-26 years of age 6792 4032 100 (99.9-100) 3131.1 (3057.1-3206.9)
Anti-HPV18 Participants 16-26 years of age 6792 4539 99.8 (99.7-99.9) 804.6 (782.7-827.1)
Anti-HPV31 Participants 16-26 years of age 6792 4466 99.8 (99.6-99.9) 658.4 (636.7-680.9)
Anti-HPV33 Participants 16-26 years of age 6792 4702 99.7 (99.5-99.9) 415.9 (405.6-426.4)
Anti-HPV45 Participants 16-26 years of age 6792 4792 99.6 (99.4-99.8) 252.8 (246.2-259.6)
Anti-HPV52 Participants 16-26 years of age 6792 4455 99.8 (99.6-99.9) 379.7 (371.6-388.0)
Anti-HPV58 Participants 16-26 years of age 6792 4486 99.8 (99.6-99.9) 482.5 (469.9-495.3)

N = number of participants who received at least one 9vHPV vaccine dose.
n = number of participants contributing to the analysis.

aSeroconversion = 100*(number of participants who seroconverted/number of participants included in the analysis).

PUnits in mMU/mL.
“Results from Huh et al."

The PPI population included participants who received three vaccinations within acceptable day ranges, were seronegative at Day 1 for the relevant HPV type(s),
provided a serum sample within 21 to 49 days post-Dose 3, and had no protocol violations that could interfere with the immunogenicity evaluation. In addition, for
the PPI population in the historic pivotal efficacy study, participants also had to be PCR-negative from Day 1 to Month 7 for the relevant HPV type(s).

9vHPV, nine-valent human papillomavirus; Cl, confidence interval; cLIA, competitive Luminex immunoassay; GMT, geometric mean titer; HPV, human papillomavirus;
PCR, polymerase chain reaction; PPI, per-protocol immunogenicity; mMU, milli-Merck unit.

safety of the 9VvHPV vaccine in Vietnamese males and females 9
to 26 years of age.

Following administration of a three-dose 9vHPV vaccina-
tion regimen, all participants in the PPI population serocon-
verted to the relevant vaccine HPV type by Month 7. The
seroconversion percentages (100%) observed for each vaccine
HPV type at Month 7 were similar to those previously observed
in the 9vHPV vaccine arm of the pivotal efficacy study of the
9vHPV vaccine (299.6% at Month 7).">'*

A trend in higher anti-HPV GMT response in participants 9
to 15 years of age compared with participants 16 to 26 years of
age was observed in the current study in Vietnam. This trend
has consistently been observed in several studies in the global
clinical trials program, including sub-analyses of Asian parti-
cipants in a global study.'®*>*°

Anti-HPV GMTs across HPV types observed in participants
16 to 26 years of age in the current study in Vietnam were
similar or higher compared with historic GMTs observed in the
9vHPV vaccine arm of the global pivotal 9vHPV vaccine effi-
cacy study. Taken together, these results suggest that the
9vHPV vaccine will elicit sufficient protection against HPV6/
11/16/18/31/33/45/52/58-related infection and disease in par-
ticipants from Vietnam.

In the pivotal efficacy study of the 9vHPV vaccine, persistent
efficacy up to 6 years and a robust immunogenicity profile for up
to 60 months were observed following 9vHPV vaccination in
women 16 to 26 years of age."* The broadly similar immuno-
genicity profile observed at Month 7 between participants of the
global clinical study program and the Vietnamese participants of
the current study supports the potential for sustained efficacy.
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Table 3. AE summary (‘all participants as treated’ population).
9vHPV vaccine (N = 200)

Participants with =1 AE, n (%)® 101 (50.5)
Injection-site AEs, n (%)° 90 (45.0)
Injection-site pain 89 (44.5)
Mild 86 (43.0)
Moderate 3(1.5)
Injection-site swelling 11 (5.5)
Mild (0 to 2.5 cm) 9 (4.5)
Moderate (2.5 to 5.0 cm) 1(0.5)
Severe (>5.0 cm) 1(0.5)
Injection-site erythema 4 (2.0)
Mild (0 to 2.5 cm) 4(2.0)
Systemic AEs, n (%)° 34 (17.0)
Headache 7 (3.5)
Dizziness 5(2.5)
Nasopharyngitis 5(2.5)
Vaccine-related? systemic AEs, n (%)° 2 (1.0)
SAEs, n (%)° 1(0.5)
Vaccine-related? SAEs, n (%) 0 (0.0)
Deaths, n (%) 0(0.0)
Participants who discontinued® due to an AE,? n (%) 0 (0.0)
Maximum temperature (oral) <37.8°C° 200 (100)

N = number of participants who had >1 dose of the 9vHPV vaccine and had >1
follow-up visit for an AE.

@At any time during the study.

PDays 1 to 5 following any vaccination.

“Days 1 to 15 following any vaccination.

9As determined by the reporting investigator.

€Study vaccination withdrawn.

Injection-site and systemic AEs shown are those with a frequency =2%.
Participants were counted once for each applicable AE.

9vHPV, nine-valent human papillomavirus; AE, adverse event; SAE, serious adverse
event.

The 9vHPV vaccine was generally well tolerated among
study participants. Injection-site AEs were the most frequently
reported safety events in the current study, the majority of
which were mild in intensity. Lower proportions of
Vietnamese participants reported injection-site AEs and sys-
temic AEs compared with males and females 9 to 26 years of
age who received the 9vHPV vaccine in the global clinical trial
program (injection-site AEs: 45.0% vs 84.8%, respectively; sys-
temic AEs: 17.0% vs 51.9%, respectively).”” Consistent with the
lower rates of AEs observed in this study in Vietnam, lower
frequencies of injection-site AEs and systemic AEs were
observed in the sub-analysis of Asian participants compared
to participants in the global study of the 9vHPV vaccine (injec-
tion-site AEs: 72.4% vs 90.7%, respectively; systemic AEs:
27.1% vs 55.8%, respectively).”

Study limitations include a relatively small sample size and
short duration of follow-up; in addition, the study did not
include participants older than 26 years of age. However, the
consistency of the immunogenicity and safety results in this
study with the findings in previous global studies and sub-
analyses of Asian clinical trial participants suggest that results
from the global studies can be extended to Vietnam. Although
efficacy analyses were not performed in our study, the HPV
antibody responses elicited by the 9vHPV vaccine in the
Vietnamese participants appear sufficient to induce high-level
protective efficacy against HPV6/11/16/18/31/33/45/52/58-
related infection and disease.

In summary, administration of a three-dose 9vHPV vacci-
nation regimen in Vietnamese males and females 9 to 26 years
of age was highly immunogenic and resulted in acceptable

seroconversion percentages to the vaccine HPV types. The
9vHPV vaccine was generally well tolerated in this population.
These data are broadly consistent with the results from global
9vHPYV vaccine studies conducted outside of Vietnam. Overall,
these results support broad implementation of the 9vHPV
vaccine in Vietnam to help reduce the burden of HPV-related
infection and disease in this population.
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