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A Phase lll, open-label, study to describe the immunogenicity
and safety of MenACYW conjugate vaccine in potential pilgrims
= 56 years of age in Turkey and Lebanon.
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Main Information

Primary registry identifying number
LBCTR2020073458

MOH registration number

Study registered at the country of origin
No

Type of registration

Prospective

Date of registration in national regulatory
agency
10/04/2020

Primary sponsor

Sanofi Pasteur

Date of registration in primary registry
17/12/2020

Public title

A Phase lll, open-label, study to describe the immunogenicity and
safety of MenACYW conjugate vaccine in potential pilgrims = 56
years of age in Turkey and Lebanon.

Scientific title

A Phase lll, open-label, study to describe the immunogenicity and
safety of MenACYW conjugate vaccine in potential pilgrims = 56
years of age in Turkey and Lebanon.

Brief summary of the study: English

Immunogenicity and Safety of an Investigational Quadrivalent
Meningococcal Conjugate Vaccine in Potential Pilgrims Aged 56
Years and Older
Company: Sanofi Pasteur
Investigational Product: MenACYW conjugate vaccine
Active Substances: Capsular polysaccharide from meningococcal
serogroups A, C, Y, and W conjugated to tetanus toxoid

Trial Design and
Methodology:
A total of 330 healthy adults will be enrolled in the study to receive a
single dose of MenACYW conjugate vaccine.
All subjects will provide pre-vaccination blood samples for
immunogenicity assessment at baseline (Visit 1) and at Day (D) 30
(+14-day window) post-vaccination (Visit 2).
Safety data will be collected as follows: Immediate unsolicited
systemic adverse events (AEs) will be collected within 30 minutes
after vaccination. Solicited AE information will be collected for 7
days after vaccination; unsolicited non-serious AE information will
be collected from Visit 1 to Visit 2, and serious adverse event (SAE)
information (including adverse events of special interest [AESIs])
will be collected from Visit 1 through Visit 2.

Protocol number
MEQO00063

Study registered at the country of origin: Specify
NO

Type of registration: Justify
N/A

Primary sponsor: Country of origin

France

Date of registration in national regulatory agency
10/04/2020

Acronym
MEQO00063

Acronym
MEQO00063
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A certificate of vaccination will be given to each subject after
vaccination. The individual subject immunogenicity results will be
made available to the study investigator once they are available.
The investigator will communicate the study results to the individual
subjects. Any subsequent clinical intervention, if needed, will be the
responsibility of the investigator based on his/ her clinical
judgement and outside of the scope of this protocol. If the antibody
titers against meningococcal serogroups A, C, W, and Y measured
by rSBA did not reach the protective titer of = 1:8 for one of the
serogroups included in the vaccine, the Investigator will advise
whether, in light of a potential pilgrimage for Hajj or Umrah in the
following 5 years, vaccination with a licensed quadrivalent
meningococcal conjugate vaccine will be necessary.
Interruption of the Study
The study may be discontinued if new data about the investigational
product resulting from this study or any other studies become
available; or for administrative reasons; or on advice of the
Sponsor, the Investigators, the IECs/IRBs, or the governing
regulatory authorities in the countries where the study is taking
place.
If the study is prematurely terminated or suspended, the Sponsor
shall promptly inform the Investigators, the IECs/IRBs, the
regulatory authorities.
Objectives:
Immunogenicity
*To describe the antibody response to meningococcal serogroups A
C, W, and Y measured by serum bactericidal assay using baby
rabbit complement (rSBA) before and 30 days (+14 days) after a
single dose of MenACYW conjugate vaccine
*To describe the antibody response to meningococcal serogroups A
C, W, and Y measured by serum bactericidal assay using human
complement (hSBA) before and 30 days (+14 days) after a single
dose of MenACYW conjugate vaccine
*To describe the antibody responses against tetanus toxoid at
baseline and 30 days (+14 days) after a single dose of MenACYW
conjugate vaccine
Safety
To describe the safety profile of a single dose of MenACYW
conjugate vaccine
Endpoints:
Immunogenicity
*Antibody titers = 1:8 against meningococcal serogroups A, C, W,
and Y measured by rSBA assessed at 30 days (+14 days) after
vaccination with a single dose of MenACYW conjugate vaccine
*Antibody titers against meningococcal serogroups A, C, W, and Y
measured by rSBA before and 30 days (+14 days) after vaccination
with MenACYW conjugate vaccine
*Antibody titers against meningococcal serogroups A, C, W, and Y
measured by hSBA before and 30 days (+14 days) after vaccination
with MenACYW conjugate vaccine
*Tetanus toxoid is contained in the investigational vaccine as a
carrier protein. Therefore, blood samples will also be tested for anti-
tetanus antibodies by electrochemiluminescence (ECL).
Safety
*Occurrence, nature (Medical Dictionary for Regulatory Activities
[MedDRA] preferred term), duration, intensity, relationship to
vaccination, and whether the event led to early termination for the
study of any unsolicited systemic AEs reported in the 30 minutes
after vaccination.
*Occurrence, time of onset, number of days of occurrence, intensity,
action taken, and whether the reaction led to early termination from
the study, of solicited (prelisted in the subject’s diary card and
electronic case report book [CRB]) injection site reactions occurring
up to 7 days after vaccination.
*Occurrence, time of onset, number of days of occurrence, intensity,
action taken, and whether the reaction led to early termination from
the study, of solicited (prelisted in the subject’s diary card and CRB)
systemic reactions occurring up to 7 days after vaccination.
*Occurrence, nature (MedDRA preferred term), time of onset,
duration, intensity, action taken, relationship to vaccination (for
systemic AEs only), and whether the event led to early termination
from the study, of unsolicited non-serious AEs occurring up to Visit
2.
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*Occurrence, nature (MedDRA preferred term), time of onset,
duration, seriousness criteria, relationship to vaccination, outcome,
and whether the SAE led to early termination from the study, of
SAEs (including AESIs) throughout the trial.
Planned Sample

Size:
A total of 330 subjects are planned to be enrolled with an expected
dropout rate of 15% (280 evaluable subjects planned).
In order to balance the age of subjects at enroliment, between 50
and 130 enrolled subjects should be = 75 years of age.

Schedule of Study
Procedures:

Vaccination
All subjects will receive a single dose of MenACYW conjugate
vaccine at Visit 1 (DO).
Blood sampling
All subjects will provide a pre-vaccination blood sample at Visit 1
and a post-vaccination sample at Visit 2 (30 to 44 days after the
vaccination at Visit
Collection of safety data

« All subjects will be followed for safety from Visit 1 (DO) to Visit 2
after vaccination
« All subjects will be observed for 30 minutes after vaccination, and
any unsolicited systemic AEs occurring during that time will be
recorded as immediate unsolicited systemic AEs in the CRB.
* The subject will record information in a diary card about solicited
reactions from DO to D07 after vaccination and unsolicited AEs from
DO to Visit 2.
* SAEs (including AESIs) will be recorded throughout the duration of
the trial. The subject will record information in a diary card about
SAEs from DO to Visit 2.
* The subject will be asked to notify the site immediately about any
potential SAEs at any time during the trial.
« Staff will contact the subjects by telephone on D08 (+2 days) to
identify the occurrence of any SAE not yet reported and to remind
them to complete the diary card up to Visit 2 and to bring it back to

Visit 2.
» The completed diary card will be reviewed with the subject at Visit
2.
[The duration of each subject’s participation in the trial will be 30 to
44 days.

Investigational
Product:

MenACYW conjugate vaccine: Meningococcal Polysaccharide
(Serogroups A, C, Y, and W) Tetanus Toxoid Conjugate Vaccine
(Sanofi Pasteur Inc., Swiftwater, PA, USA)
Liquid solutionEach 0.5 mL dose of MenACYW conjugate vaccine is
formulated in sodium acetate buffered saline solution to contain the
following ingredients:
Meningococcal capsular polysaccharides:
Serogroup A10 micrograms (ug)
Serogroup C10 pg
Serogroup Y10 ug
Serogroup W10 pg
Tetanus toxoid protein carrierapproximately 55 ug*
Route: Intramuscular (IM)

Inclusion
Criteria:
An individual must fulfill all of the following criteria in order to be
eligible for trial enrollment:
1) Aged = 56 years on the day of inclusion
2) Informed consent form has been signed and dated
3) Able to attend all scheduled visits and to comply with all trial
procedures
4) Intending to go on a Hajj or Umrah pilgrimage (but not within the
next 10 to 12 months after vaccination).

Exclusion

Criteria:
An individual fulfilling any of the following criteria is to be excluded
from trial enrollment:
1) Subject is pregnant, or lactating, or of childbearing potential and
not using an effective method of contraception or abstinence from
at least 4 weeks prior to vaccination until at least 4 weeks after
vaccination .
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2) Participation in the 4 weeks preceding the trial vaccination or
planned participation during the present trial period in another
clinical trial investigating a vaccine, drug, medical device, or
medical procedure
3) Receipt of any vaccine in the 4 weeks (28 days) preceding the
trial vaccination or planned receipt of any vaccine prior to Visit 2
except for influenza vaccination, which may be received at least 2
weeks before or after study vaccine.
4)Any previous vaccination against meningococcal disease with
either the trial vaccine or another vaccine (ie, mono- or polyvalent,
polysaccharide, or conjugate meningococcal vaccine containing
serogroups A, B, C, W, or Y)
5) Receipt of immune globulins, blood or blood-derived products in
the past 3 months
6) Known or suspected congenital or acquired immunodeficiency; or
receipt of immunosuppressive therapy, such as anti-cancer
chemotherapy or radiation therapy, within the preceding 6 months;
or long-term systemic corticosteroid therapy (prednisone or
equivalent for more than 2 consecutive weeks within the past 3
months)
7) History of meningococcal infection, confirmed either clinically,
serologically, or microbiologically
8) At high risk for meningococcal infection during the trial
(specifically, but not limited to, subjects with persistent complement
deficiency, with anatomic or functional asplenia)
9) Known systemic hypersensitivity to any of the vaccine
components, or history of a life-threatening reaction to the vaccines
used in the trial or to a vaccine containing any of the same
substances
10) Personal history of Guillain-Barre syndrome (GBS)
11) Personal history of an Arthus-like reaction after vaccination with
a tetanus toxoid-containing vaccine within at least 10 years of the
proposed study vaccination
12) Verbal report thrombocytopenia, contraindicating intramuscular
vaccination, in the Investigator’s opinion
13) Bleeding disorder, or receipt of anticoagulants in the 3 weeks
preceding inclusion, contraindicating intramuscular vaccination
14) Deprived of freedom by an administrative or court order, or in an
emergency setting, or hospitalized involuntarily
15) Current alcohol abuse or drug addiction
16) Chronic illness (eg, human immunodeficiency virus [HIV],
hepatitis B, hepatitis C) that, in the opinion of the Investigator, is at
a stage where it might interfere with trial conduct or completion
17) Moderate or severe acute illness/infection (according to
investigator judgment) on the day of vaccination or febrile illness
(temperature = 38.0°C). A prospective subject should not be
included in the study until the condition has resolved or the febrile
event has subsided
18) Receipt of oral or injectable antibiotic therapy within 72 hours
prior to the first blood draw
19) Identified as an Investigator or employee of the Investigator or
study center with direct involvement in the proposed study, or
identified as an immediate family member (ie, parent, spouse,
natural or adopted child) of the Investigator or employee with direct
involvement in the proposed study

Statistical Methods:
All analyses will be descriptive. No hypotheses will be tested.:

Table of Study

Procedures
Phase Il Trial, 2 Visits, 1 Vaccination, 2 Blood samples, 1
Telephone call,
30 to 44 Days duration per Subject

Visit/Contact Visit 1 Telephone Call Visit 2
Trial timelines (days) DO D08 D30
Time windows (days) NA +2 days +14 days
Informed consent X

Inclusion/exclusion criteria X

Collection of demographic data X
Urine pregnancy test (if applicable) X
Medical history X

Physical examination* X
Allocation of subject number X
Review of temporary contraindications
for blood samplingt X
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Blood sampling (BL), 10 mL% BLO001 BL0002
Vaccination X

Immediate surveillance (30 min) X

Diary card provided X

Telephone call X§

Recording of solicited injection site

and systemic reactions DO to DO7
Recording of unsolicited

non-serious AEs Visit 1 through Visit 2
Diary card reviewed and collected X
Reporting of SAEs (including AESIs)**To be reported throughout the
study period

Collection of reportable concomitant

medications X X

Trial termination record X

Brief summary of the study: Arabic
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Health conditions/problem studied: Specify

Subjects Adults = 56 years of age intending to go on a Hajj or Umrah pilgrimage (but not within the next 10 to 12 months after vaccination) will
be enrolled in the study to receive a single dose of MenACYW conjugate vaccine.

Interventions: Specify

- Vaccination: Investigational Product: MenACYW conjugate vaccine

All subjects will receive a single dose of MenACYW conjugate vaccine at Visit 1 (DO).

Meningococcal Polysaccharide (Serogroups A, C, Y, and W) Tetanus Toxoid Conjugate Vaccine (Sanofi Pasteur Inc., Swiftwater, PA, USA).
route: Intramuscular (IM)

- Blood sampling

All subjects will provide a pre-vaccination blood sample at Visit 1 and a and a post-vaccination sample at Visit 2 (30 to 44 days after the
vaccination at Visit 1). Post-vaccination sample at Visit 2 (30 to 44 days after the vaccination at Visit 1).

Key inclusion and exclusion criteria: Inclusion criteria

Inclusion criteria:

An individual must fulfill all of the following criteria in order to be eligible for trial enroliment:

1)Aged = 56 years on the day of inclusion

2)Informed consent form has been signed and dated

3)Able to attend all scheduled visits and to comply with all trial procedures

4)Intending to go on a Hajj or Umrah pilgrimage (but not within the next 10 to 12 months after vaccination)

Key inclusion and exclusion criteria: Gender Key inclusion and exclusion criteria: Specify gender

Both
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Key inclusion and exclusion criteria: Age minimum Key inclusion and exclusion criteria: Age maximum
56 90

Key inclusion and exclusion criteria: Exclusion criteria

Exclusion criteria:

An individual fulfilling any of the following criteria is to be excluded from trial enrollment:

1)Subject is pregnant, or lactating, or of childbearing potential

2)Participation in another clinical trial

3)Receipt of any vaccine in the 4 weeks (28 days) preceding the trial vaccination or planned receipt of any vaccine prior to Visit 2 except for
influenza vaccination

4)Any previous vaccination against meningococcal disease with either the trial vaccine or another vaccine

5)Receipt of immune globulins, blood or blood-derived products in the past 3 months

6)Known or suspected congenital or acquired immunodeficiency; or receipt of immunosuppressive therapy

7)History of meningococcal infection

8)At high risk for meningococcal infection during the trial

9)Known systemic hypersensitivity to any of the vaccine components, or history of a life-threatening reaction to the vaccines
10)Personal history of Guillain-Barre syndrome (GBS)

11)Personal history of an Arthus-like reaction after vaccination with a tetanus toxoid-containing vaccine

12)Verbal report thrombocytopenia

13)Bleeding disorder, or receipt of anticoagulants in the 3 weeks preceding inclusion

14)Deprived of freedom by an administrative or court order, or in an emergency setting, or hospitalized involuntarily
15)Current alcohol abuse or drug addiction

16)Chronic illness that, in the opinion of the Investigator, is at a stage where it might interfere with trial conduct or completion
17)Moderate or severe acute iliness/infection on the day of vaccination or febrile illness (temperature = 38.0°C).

18)Receipt of oral or injectable antibiotic therapy within 72 hours prior to the first blood draw

19)ldentified as an Investigator or employee of the Investigator or study center with direct involvement in the proposed study, or identified as an
immediate family member of the Investigator or employee with direct involvement in the proposed study

(Protocol page 14, 15)

= = = = — — ~— —

Type of study

Interventional

Type of intervention Type of intervention: Specify type
Pharmaceutical N/A

Trial scope Trial scope: Specify scope

Prophylaxis N/A

Study design: Allocation Study design: Masking

Single Arm Study Open (masking not used)

Study design: Control Study phase

N/A 3

Study design: Purpose Study design: Specify purpose
Prevention N/A

Study design: Assignment Study design: Specify assignment
Single N/A

IMP has market authorization IMP has market authorization: Specify
Yes, Worldwide us

Name of IMP Year of authorization Month of authorization
MenACYW conjugate vaccine 2020 4
Type of IMP

Others

Pharmaceutical class

MenACYW conjugate vaccine: Meningococcal Polysaccharide (Serogroups A, C, Y, and W) Tetanus
Toxoid Conjugate Vaccine.
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Therapeutic indication

Prophylaxis of Meningococcal infection ( Adult Healthy volunteers)

Therapeutic benefit

Prophylaxis of Meningococcal infection (Healthy volunteers)-The preventative measures for Hajj and
Umrah favor the conjugate vaccine for its extra benefits over the polysaccharide vaccines

Study model Study model: Explain model
N/A N/A

Study model: Specify model

N/A
Time perspective Time perspective: Explain time perspective
N/A N/A

Time perspective: Specify perspective
N/A

Target follow-up duration Target follow-up duration: Unit

Number of groups/cohorts

Biospecimen retention Biospecimen description
None retained NA

Target sample size Actual enroliment target size
150

Date of first enroliment: Type Date of first enroliment: Date
Anticipated 01/09/2020

Date of study closure: Type Date of study closure: Date
Anticipated 31/12/2020

Recruitment status Recruitment status: Specify
Other Pre-initiation Phase

Date of completion

IPD sharing statement plan IPD sharing statement description
No
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None

Additional data URL
WHO Universal Trial Number: U1111-1183-6163

Admin comments

Trial status

Approved

f\ REPUBLIC OF LEBANON | ohhanon Clinical Trials Registry

Secondary Identifying Numbers

Full name of issuing authority

Secondary identifying number

Sources of Monetary or Material Support

Name

z
>
z
>

Secondary Sponsors

Name

P4
‘ >

Sanofi Pasteur-Liban

Contact for Public/Scientific Queries

t(}:,;r;tact Contact full name Address Country Telephone| Email Affiliation
American University of .
) +961- . American
Public Ghassan Dbaibo Belrut.-Cente'r for Lebanon 1374374 gdbaibo@aub.ed university
Infectious Diseases Ext: 5540 u.lb of Beirut
Research )
L ) ) 0090532 | Ozde.Tirna@san )
Scientific Ozde Tirna Istanbul-Sanofi Turkey 766 85 26 | ofi.com Sanofi
/ﬁ\ Bir Hassan, Jnah, next to Ogero Beirut- Lebanon 12

4 clinicaltrials@moph.gov.lb




REPUBLIC OF LEBANON
- MINISTRY OF PUBLIC HEALTH

i

Centers/Hospitals Involved in the Study

Lebanon Clinical Trials Registry

Center/Hospital name

Name of principles investigator

Principles investigator
speciality

Ethical approval

Clinical Research Unit at the AUB
(CIDR)/American University of Beirut

Dr Ghassan Dbaibo

Pediatrics

and Adolescent
Medicine

-/Pediatric Infectious
Diseases

Approved

Ethics Review

Ethics approval

obtained Approval date

Contact name

Contact email

Contact phone

American University of

Beirut Medical Center 15/07/2020

Karine Ismail

Center for Infectious Diseases
Research

+961-1-738024

Countries of Recruitment

Name

Lebanon

Turkey

Health Conditions or Problems Studied

Condition

Code

Keyword

Menngitis prophylaxis in adults

Vaccine or biological substance, unspecified

(Y59.9)

Meningitis prophylaxis

Intervention Description Keyword
vaccination for Meningitis at V1 vaccination
Blood sample drawing at vV1-v2 Blood sample drawing
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Primary Outcomes

Name Time Points Measure

Immunogenicity at 3Q days (+14 days) after | Antibody titers = 1:8 against meningococcal
vaccination serogroups A, C, W, and Y

Safety ;effe ?r\t/ea(ici:ri]ntahtieoﬁf) minutes any unsolicited systemic AEs

Safety S:gz{r:g]t?ol:\p to 7 days after injection site reactions

Safety S:gz{r:g]t?ol:\‘.) to 7 days after systemic reactions

Safety occurring up to Visit 2. unsolicited non-serious AEs

Safety throughout the trial SAEs (including AESIs)

Key Secondary Outcomes

Name

Time Points

Measure

NA

NA

NA
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Trial Results

Summary results

Study results globally

Date of posting of results summaries Date of first journal publication of results
Results URL link

Baseline characteristics

Participant flow

Adverse events

Outcome measures

URL to protocol files
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