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For people who receive 9-valent HPV vaccine (SILGARD®9)
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When performing HPV vaccination, we need to grasp the health status of individuals who receive the
vaccine. Therefore, make sure to read the following information on the HPV vaccine. In addition, provide
as much detail as possible in the preliminary examination form.
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@ Characteristics of HPV vaccine
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Human papillomavirus (HPV) is a virus that causes cervical cancer and precancerous lesions of the cervix, vulvar and vaginal
lesions (vulvar intraepithelial neoplasia or vaginal intraepithelial neoplasia), anal cancer (squamous cell carcinoma) and its
precancerous lesions, and condyloma acuminatum. SILGARD®9Q is a vaccine that prevents infection with 9 HPV types, HPV 6,
11, 16, 18, 31, 33, 45, 52, and 58, that are related to the onset of cervical cancer and its precancerous lesions, vulvar
intraepithelial tumor, vaginal intraepithelial tumor, anal cancer (squamous cell carcinoma) and its precancerous lesions, and
condyloma acuminatum.

Vaccination with SILGARD®Q cannot prevent the infection of HPVs other than these types and the development of lesions. In
addition, SILGARD®9 administered to persons already infected with these HPV types cannot eliminate the virus or delay the
progression of or treat existing cervical cancer or precancerous lesions.

If a person is infected with any of the HPV types included in the vaccine at the time of vaccination with SILGARD® O, the
preventive effect against the infected HPV type cannot be expected. However, since the person is unlikely to be infected with all
these HPV types, the preventive effect against other HPV types can be expected even if the person is infected with one of the
HPV types.

Vaccination with SILGARD® 9 in the early teens who are less likely to be infected with HPV can more effectively prevent the
onset of cervical cancer and its precancerous lesions, vulvar intraepithelial neoplasia, vaginal intraepithelial neoplasia, anal
cancer (squamous cell carcinoma) and its precancerous lesions, and condyloma acuminatum caused by the HPV types included
in the vaccine.

The duration of prophylactic effect has not been established (*The results of the follow-up study after 3 doses of SILGARD®Q
for up to 10 years have been reported, and the duration of prophylactic effect has been confirmed up to that period).
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@ Adverse reactions from HPV vaccines
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The main adverse reactions considered to be related to the administration of SILGARD®Q are as follows:
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Incidence = 10% Headache, pain, swelling, and redness at the injection site
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Incidence = 1% to < | Light-headedness, nausea (a feeling of sickness, heartburn, stomach upset), diarrhea, itching,
10% internal bleeding, or lump at the injection site, pyrexia, fatigue
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Incidence = 0.5% to | Nasopharyngitis, influenza, sore throat, vomiting, upper abdominal pain, abdominal pain, muscle
<1% pain, joint pain, lassitude, injection site hemorrhage, hematoma, feverishness, induration, and
8E 05~1 %% | hypoesthesia, injection site reaction
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Incidence unknown | Cellulitis (red swelling with local pain and fever of the skin), swelling and pain of lymph nodes,
DG decreased sensation, fainting, pain in hands and feet, asthenia (weakness, etc.), chills, and loss
of sensation or nodules at the injection site
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Hypersensitivity reactions (anaphylaxis [e.g., dyspnea, swelling around the eyes and lips, etc.], bronchospasm [paroxysmal
shortness of breath], urticaria, etc.), Guillain-Barre syndrome (paralysis of both legs from below to above), thrombocytopenic
purpura (e.g., epistaxis, bleeding gums, increased menstrual bleeding, etc.), acute disseminated encephalomyelitis (e.g.,
paralysis, sensory disturbance, movement disorder, etc.) may occur. If you feel any of these symptoms, inform your doctor
immediately.

If you experience any health damage despite proper vaccination with SILGARD®9, you may be entitled to compensation for
treatment expenses under the Relief System for Sufferers from Adverse Drug Reactions, after deliberation by the Pharmaceutical
Affairs and Food Sanitation Council, depending on the details and the degree of the damage. For details, please visit the website
of the Pharmaceuticals and Medical Devices Agency (PMDA).
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@® The following persons cannot receive the vaccination:
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Those who have a fever (usually defined as 37.5°C or higher).

Those who have a severe acute disease.

Those with a history of hypersensitivity reactions (including severe allergic reactions accompanied by dyspnea and generalized
urticaria which generally occur within 30 minutes after vaccination) to any of the ingredients of SILGARD®Q (for details, please
ask your doctor).

Those who have been advised by the primary doctor not to receive vaccination.

. BESDICEREALUTINNDE GBRIE37.5CULEDES) .

B \RMERICHOD > TNBTI,

VIWA—RO DFD GEULIBERMICHBRAIESLY [CRoT, B8YE (BFEREE 30 DURICHIRTT SIFIREEED
EBMHD AL UVABREZHDIBNPUILF—RNESD) ZRTULIECENDH DI,

Z0fts. DD DITDOEENICFHEREZ T RNESIAKNESHNIET.



[For voluntary vaccination {F2 7 1]]

@® The following persons should consult a physician before vaccination.
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Those with thrombocytopenia or a coagulation disorder.

2. Those with an underlying disease such as cardiovascular disease, kidney disease, liver disease, blood disease, or a
developmental disorder.

3. Those who have experienced symptoms suggestive of allergy, such as fever and systemic rash, within 2 days after vaccination
in the past.

4. Those with a history of convulsion (seizures) in the past.

5. Those who have previously been diagnosed with an abnormal immune status or have a close relative who has been diagnosed
with congenital immunodeficiency.

6. Those who may develop allergic symptoms due to any ingredients of SILGARD®9O.

Those who are or may be pregnant, or currently breastfeeding.

Those who have received other HPV vaccines.
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@ Precautions for SILGARD®O Vaccination
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Individuals 9 years of age or older are eligible to receive SILGARD®O.

2. SILGARD®9 is usually administered intramuscularly in the arm 3 times: the first vaccination (first dose), 2 months later (second
dose), and 6 months later (third dose).

3. Children who are between the ages of 9 years and 15 years (excluding) may choose to complete the vaccination with a total of
2 doses given 6-12 months apart from the first dose. Talk to your doctor about the number of doses and timing of vaccinations
in advance.

4. In order to obtain sufficient preventive effect of SILGARD®O, 2 or 3 doses are necessary.
5. If you received SILGARD® 9 for the first dose, you should receive SILGARD®Q again for the second and subsequent doses.

The preventive effect of other vaccines for the second and subsequent vaccination after a first vaccination with SILGARD®Q
has not been confirmed.

6. If you become pregnant in the middle of the above 2- or 3-dose vaccination, suspend the vaccination, and consult your doctor
about the subsequent dose(s).
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@ Precautions after vaccination with SILGARD®9O

UINH—FCORERDER
After vaccination, do not rub the area forcefully, but press it gently.
After SILGARD®Q is given, you may faint because of fear and pain of injection. To avoid falling down due to loss of
consciousness, please do not go home immediately after the vaccination. Stay seated to keep yourself at rest for about 30
minutes in the medical institution where the vaccination was given. This will enable you to contact your doctor immediately, if
required.
After the injection of SILGARD®Q, the injection site may become swollen or painful. This is because the resistance in the body
recognizes the injected substances as foreign objects. It usually subsides in a few days.
Keep the vaccination site clean after you get vaccinated.
Please avoid strenuous exercise on the day of vaccination.
There is no problem in taking a bath on the day of vaccination.
Pay attention to your physical condition for 1 week after vaccination, and consult your doctor if you have any concerning
symptoms.
Women still need to undergo cervical cancer screening even after HPV vaccination to ensure early detection of lesions caused
by HPV types that cannot be prevented by vaccination and treat them early. If you reach 20 years of age, regularly undergo
cervical cancer screening.
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Preliminary Examination Form for 9-valent HPV Vaccine

(SILGARD®Q)

. ~ > o E SAHEE
QliHPVIHF> (VULH—F9) BEFLE
Please fill in (or circle, where applicable) all the fields inside the bold frame
EBEREIINDI AN AR OEFICIAECTRALCESY
Hope to receive 2 doses/Hope to receive 3 doses
2 REEERE SEEEERE
Number of d *2 doses can be given only to children aged between 9 Body temperature -
;;m ér OIEI o;zs years and 15 years (excluding) before consultation e N
X2 EEEE ORLLE 1 5 RHNHATHE LRIAMOKE = 7
1st dose (/ ), 2nd dose ( /), 3rd dose (/)
tmB ¢ / ) -2mB C / ) -3MEE
Address T . Telephone number |( ) -
ﬁ Ei' T - S5 = = _
EE &5 ( )
(Furigana)
Name of person
receiving the Male/
vaccination Female
(ZUHF) EE RS Born on (Y/M/D)
BEEZZTIADKEL £ /B B\&E
Date of birth
Name of parent or
g # £ A A C s
guardian months old)
(If the vaccinee is a minor [under (7% J_:I_;_E 5 H )
18 years old])
RBEDKA
(EEEZ AN
FKE (18 %KE) DIHA)
Questions © Answers Physician-use only
B M E E . B %M E iAW
Have you read and understood the briefing regarding the vaccination (“For people who receive 9-
valent HPV vaccine (SILGARD® 9)”) you will receive today? v No | Yes
SHEZHLFHERBCOVTOHRBAX (MEHPVIIFY (VILH—-R®9) 2EEINDA HAYAY SN JAY
~ ) EEA BRELELEMN : :
Do you feel ill today? ] :
SH. KIZEGDENEZALHY ETH, © Yes : No
O If yes, please describe the symptoms: ( ) [&ELy (AYAY-4
OE@FMEIER ( ) :
Have you become ill within the past 1 month?
01 1 AURICERIZHANY F LA, i Yes | No
Olf yes, please describe the disease name: ( ) AR AYAY-3
OEAMRFHEHA ( ) : :
Have you received any vaccinations within the past 1 month? i i
BE1 H BURNICFEEREE ST Lizb, © Yes : No
Olf yes, please enter the name(s) of vaccinations ( ) COELY VR
OF#EEA ( ) | :
Have you received other HPV vaccines?
CNETIZHMOHPY D0 F o OEBEZITEIENHY FTH, ; ;
If yes, please provide the number of doses received and the date of last dose, and circle the ] :
corresponding vaccine type.
NEw OBE, FAEEELED. RRICEBLEAMNZEAL. BET2T77F 0 0OBHEICOZ | Yes | No
D2HTLESL, B JANEAYAY-S
ONumber of doses and timing of vaccination ( dose(s), Y M D)
(1) Cervarix® (bivalent) (2) GARDASIL® (quadrivalent) (3) Unknown ] :
OpEEMLEH (| E. 4 B B) OY—nUysze Qff) @A—FvLr (4 OF | 5
A ! :
Have you ever been diagnosed with any specific disease (congenital abnormalities, heart, kidney,
liver, blood disease, or immunodeficiency, or any other disease)?
SETICHIGHER GERERT, OFE. B, R 0&EE. £FT2. TOM0BER) IS | :
oY EFOBE R TLNET DY ! Yes | No
Olf yes, please describe the disease name: ( ) =Y A R AY AV
OBKIBHE ( ) ]
OComments by attending physician ( )
OFABEMIAV | ( ) ] :
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Have you ever had a convulsion (seizures)? Around ( ) years old ! Yes ! No
VEDIF (HFWhA) EBILEZENHYETA, ( ) WA N EYA RN ARV
ODid you have a fever at that time? Yes No
OZ DEFICRILHE LD LD ooz
Have you even been ill or had skin rashes or urticaria due to drugs or food?
EOBERTREICEBC LATELANEEY, KOEANBL A EEHY £I D, ¢ Yes | No
OName of drug/food ( ) - JARREAYAY-S
O% - R4 ( ) ] :

Have any of your close relatives been diagnosed with a congenital immunodeficiency? " Yes ! No
EREICHARERBERAL EDMENTLBEHEFVET D, AN AR
Have you ever felt unwell after receiving a vaccination? i |
CNETICFHEEESH TREANEC A2 EFHY ETH. ! Yes ! No
Olf yes, please enter the name(s) of vaccinations ( ) (YA (AYAY-4
OF#EEA ( ) p i

Have any of your close relatives ever felt unwell after receiving a vaccination? " Yes ' No
FRECFHEEEZTCEENEL A EARFVETH, ALY
Do you have any questions regarding today’s vaccination? i Yes | No
SHOFHERICOLVTOBERABY T, LD P LnE
If you are a woman, please answer the following questions.

UTRIE, ZEDOHFIZHRENLET,

Are you pregnant or possibly pregnant (e.g., experiencing delayed menstruation)? Yes No
WE. FIRLTVS, FEEFERL TV AEEYE (EENMENTVNRRE) BHYETH, LIELD DWW E
Are you currently breastfeeding? i Yes | No
B, BAELTVETA, LD LWV

Physician-use only
E B & A &

In light of the results of the questions above and consultation, | have determined that today’s vaccination is (o possible, o not possible).
The vaccinee (or their parent or guardian) has been informed about the effects of the vaccine, potential adverse reactions, and the relief available
under the Pharmaceuticals and Medical Devices Agency Act.

Physician’s signature or name and seal [ ]
LEOMBZELUBROER. SEOFHERZ (| EBTES - RAEHLEEEIALL ) LHMLET,
BREEZT2RNERITZORED) LT, FHEROYR. BlGE L VEXRERESEBAMERCE D CBFIS VWAL E L,

ERTDE L F = (FEL B ( )

Consent and Vaccination Request (to be completed by the vaccinee and their parent/guardian)

FABLURES AR

| have received medical consultation and explanation from the doctor and understood the effects and adverse reactions of the vaccination.
Do you agree with the above and wish to receive this vaccine? ( Yes/No )

Signature of vaccinee [ ]
Signature of parent/guardian [ ]

(If the vaccinee is a minor [under 18 years old])
ERMDPE - SAEZ T, FPHEEOMRCREIKEGECDWTERLELE,
UEORBIZRBL. KTV F U OEBEHFZELFTIA, ( FEL - OWLXE )

KADES ( ]
REEDEL ( ]
(R L2 2 ANKAE (18 BEKH) 0FR)
Name of vaccine and lot number Dosage/Method Location/Physician’s name/Date of vaccination
ERADITFUA EEE - HE EESH - B4 - FEE/AH
Name: Recombinant Adsorbed 9-valent Human Intramuscular, 0.5 mL Location:
Papillomavirus-Like Particle Vaccine (Yeast Injection site:
Origin) Deltoid muscle of the upper arm Name of physician:
SILGARD®9 Aqueous Suspension (right/left)
for Intramuscular Injection Syringes Anterolateral thigh (right/left) Date of vaccination:
LR EMZ B Ol hXEO—< A L REE AR, 0.6mL Y M D Time
WFTFr (BERHER) BERERRAT
DILH— R KiEREHES ) oD EHO=AHH (A - K ) ERSF -
Manufacturer: Merck & Co., Inc. REERIMAUES (& &)
. Ehf4
Manufacturing No.:
—_h— . A
;%;%%.MSDHKK*i SEERE
F A H ¥

The purpose of this questionnaire is to ensure the safety of vaccination. The personal information you provide here will be used only for preliminary examination for
preventive vaccinations.
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