f Information for Persons Who Are Going to Receive
the Human Papilloma Virus Vaccine (SILGARD9®)
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We need to obtain a better understanding about the health of those who are going to receive the
human papilloma virus (HPV) vaccine before performing vaccination. Be sure to read the
following information about the vaccine. Please describe your health status in the questionnaire
in as much detail as you can.
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Characteristics of the HPV vaccine
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1. HPV is a virus that can cause cervical cancer, precancerous cervical lesions, lesions of the vulva and vagina (vulvar
intraepithelial neoplasia or vaginal intraepithelial neoplasia), condylomata acuminata, etc. SILGARD9® is a vaccine that
prevents infection with HPV types 6, 11, 16, 18, 31, 33, 45, 52, and 58, which are nine HPV types associated with
cervical cancer, precancerous cervical lesions, vulvar intraepithelial neoplasia, vaginal intraepithelial neoplasia, and
condylomata acuminata.

2. Vaccination with SILGARD9® cannot be expected to prevent infection with other types of HPV. Also, this vaccine cannot
remove HPV or slow the progression/cure cervical cancer or precancerous lesions in persons who are already infected
with any of the above HPV types.

3. In persons who are already infected with any of the above HPV types before vaccination, SILGARD9® cannot be
expected to prevent infection with the HPV type. However, in a person who is already infected with one HPV type,
SILGARD9® can be expected to prevent infection with other HPV types, because it is unlikely for multiple infections to
occur simultaneously.

4. Vaccination with SILGARD9? in early teens, who have fewer opportunities to be infected with HPV, can more effectively
prevent cervical cancer, precancerous cervical lesions, vulvar intraepithelial neoplasia, vaginal intraepithelial neoplasia,
and condylomata acuminata associated with the HPV types contained in the vaccine.

5. The duration of the preventive effect has not been confirmed. *Reported follow-up results of SILGARD9® at up to 6
years show that the preventive effect persists for this duration.
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Adverse reactions to the HPV vaccine
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1. The following are the main adverse reactions that are considered to be associated with SILGARD9®:

Incidence > 10% Pain, swelling, and redness at the injection site

Incidence 21% to <10% | Fever; itching, bleeding, feverish feeling, lump and anesthesia at the injection site;
headache; hypoesthesia; and nausea

Incidence < 1% Limb pain, abdominal pain, and diarrhea

Unknown incidence Asthenia (drooping eyelids and double vision); chills; fatigue; lassitude; bruising,
hematoma and lump at the injection site; fainting; dizziness; arthralgia; myalgia;
vomiting; lymph node swelling/pain; topical red skin swelling with pain and fever;
influenza; sore throat

2. Adverse reactions include hypersensitivity reactions (such as anaphylactic reactions including dyspnea and swelling
around the eyes or mouth, bronchospasm or severe breathlessness, and hives); Guillain-Barre syndrome (widespread
muscle paralysis); thrombocytopenic purpura (nasal bleeding, bleeding gums, and increased menstrual loss); and acute
disseminated encephalomyelitis (paralysis, disturbance of perception, and disturbance of movement). If any of these
reactions occur, please inform your doctor immediately.

3. If you are injured as a result of appropriate vaccination with SILGARD9®, the cost of treatment may be reimbursed via
the Adverse Drug Reaction Relief System based on your symptoms and the severity of your health problems after
discussion with the Pharmaceutical Affairs and Food Sanitation Council. For details, refer to the website of the
Pharmaceuticals and Medical Devices Agency.
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Please do not undergo vaccination if you have any of the following:

ROBIFEEZEZITHENTEEEA

. Obvious fever (generally a temperature higher than 37.5°C).

Serious acute disease.

A history of hypersensitivity to any component of SILGARD9®, including serious allergic reactions with dyspnea and
generalized hives within 30 minutes after administration (for details, please ask your doctor).

If you are to be ineligible for vaccination by your personal physician.
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Please tell your doctor before vaccination if you have any of the following:
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. Thrombocytopenia or coagulopathy.

An underlying disease such as cardiovascular disease, renal disease, liver disease, blood disease, or developmental
abnormality.

Possible allergic symptoms, including fever or a generalized rash, within two days of previous vaccination.
A history of fits (convulsions).

A history of immune system abnormality or a close relative with congenital immunodeficiency.

A component of SILGARD9® may cause an allergic symptom.

Pregnancy or possible pregnancy, or breast-feeding.

Prior vaccination with another HPV vaccine (not SILGARD9®).
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Precautions for vaccination with SILGARD9®
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. Vaccination with SILGARD9® is recommended for females nine years or older.

SILGARD9® is injected into the muscles of the arm for the first dose, the second dose (two months later), and the third
dose (six months later).

Three doses are required to achieve sufficient efficacy of SILGARD9®,

If you receive SILGARD9® for the first dose, please also use SILGARD9® for the second and third doses. Efficacy has
not been confirmed if different vaccines are used.

If you become pregnant before receiving all three doses, you should not receive the subsequent dose(s) and should
consult your doctor.
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Precautions after vaccination with SILGARD9®
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1. Do not firmly knead or rub the injection site after vaccination.

n

You may faint due to fear of the injection or pain after vaccination with SILGARD9®. To avoid a fall due to fainting, you
should sit and rest for about 30 minutes at the medical institution where you received vaccination (instead of leaving
immediately afterward) in order to remain close to medical assistance.

3. The injection site may develop swelling and pain after vaccination with SILGARD9®. This occurs because the body’s
immune system recognizes components of the vaccine as foreign substances. Generally, these symptoms resolve
within several days.

. Keep the injection site clean after vaccination.
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5. Avoid excessive exercise within 24 hours after vaccination.

6. There is no problem with taking a bath on the day of vaccination.
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. Pay attention to your physical condition for at least a week after vaccination, and please consult your doctor if you have
any symptoms.

8. You should still undergo cervical cancer screening after vaccination with SILGARD9® for early detection and treatment
of lesions caused by infection with HPV types that cannot be prevented by this vaccine. Women over 20 years old
should undergo screening regularly.
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Questionnaire About Vaccination With Human Papilloma
Virus Vaccine (SILGARD9°)
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* Please fill in or circle the answers in the thick-framed part.
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Questions
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Answers
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Doctor’s comments
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Have you read and understood the explanation (For Those Who Are Going to Receive Human
Papilloma Virus Vaccine [SILGARD9®]) about the vaccination that you are going to receive today?
SHZTLSFHERICOVTORAX (HPV I F 2 (VIILA—FR®) ZiEREShEAN] )
A, BRELELED,

Yes No
[E4ANNAYAY-#

Do you feel ill today?

O Please give details ( )
$H. KIZEEDEWEZAHRHY FETH,

O BHFMGEEIK ( )

Yes No
[F4ANENAIAY-¢

Within the past month, have you been sick?

O Name of the illness ( )
&L 1 AURISHERISHNY E LD,

O BEFRMIGHRA ( )

Yes No
[E4ANENAYAY-#

Within the past month, have you received any other vaccination?

O Name of the vaccine ( )
=1 H BURICFHERZRITE LIz,

O FHEES ( )

Yes No
[-4ANENAYAY-¢

Have you ever received vaccination with another human papilloma virus (HPV) vaccine?
O Number of doses and timing ( doses, First: MM/DD/YYYY, Second: MM/DD/YYYY,
Third: MM/DD/YYYY)
CNETIZHDO HPY DI FUOEBEZ(TCENHY FTH,
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Yes No
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Have you ever been diagnosed with any of these diseases by a doctor (congenital abnormality,
heart disease, renal disease, liver disease, blood disease, immune deficiency, and other
disorders)?
O Name of illness ( )
O Comments from the attending doctor ( )
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Questions Answers Doctor’s comments
HE®EH [m Z 4 EMREAR

Have you ever experienced fits (convulsions)? around () years old Yes No

O Did you have a fever when you had the fit (convulsion)? (FLY LR
VEDIT (HFLVhA) Z2BSLEZERHBYETH, () RE Yes No

O ZORFICEITHEFE LD, Y AN RAIAY-4
Have you ever developed a rash and hives, or felt ill after you took medicine or ate food?

O Name of the medicine or food ( ) Yes No
EOBERTREICEBOLAFELANHEY., KOEENEL LGS EEHY EFTH, YRR NAIAY-4

O X -8Ba% ( )
Do you have any relative who has been diagnosed with congenital immunodeficiency? Yes No
ERECERERBERE LB ENTVSAEVET M, FYANENAIAY-:
Have you ever felt ill after vaccination?

O Name of the vaccine ( ) Yes No
CNFETICFHEREZTTEENEBEL G-I LEHY ETH, FYANENAIAY-4

O FHitEES ( )
Do you have any relative who felt ill after vaccination? Yes No
AREICFHEREEZTTEANELG>ARVETH, YRR NATAY-3
Are you pregnant or possibly pregnant (e.g., your period is late)? Yes No
BE. ERL TS, FEERL TOSATEEME (FENENTWSLE) FHYETH, YRR NATAY-4
Are you currently breast-feeding? Yes No
BE. #ELELTLETH, -YANENATAY-3
Do you have any questions about the vaccination that you are going to receive today? Yes No
SHEOFHERICOVTOEMAHY FTH. E{ANERATAY

For the doctor’s use only
EMREAMR

| judge that the undersigned person is eligible/ineligible for today’s vaccination based on the above inquires and examination.
| have explained to the person who is going to receive vaccination (or his/her parent/guardian) about the effects and adverse reactions of
vaccination, and the compensation system based on the Pharmaceuticals and Medical Devices Agency Law.

Doctor’s signature or name and seal [ ]
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For use by the person who is going to receive vaccination or his/her parent/guardian
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| understand the effects and adverse reactions of vaccination after undergoing examination and receiving an explanation from a doctor.
Do you understand the explanation and want to receive vaccination with SILGARD9®? (Yes, No)

Signature of the person [ ]

Signature of the person’s parent/guardian [ ]

(if the person is a minor)
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Name of the vaccine to be used
FERTIF A

Vaccination dose, regimen
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Vaccination site, name of
doctor, and date of vaccination
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Name of the vaccine: recombinant precipitated 9-valent
human papilloma virus-like particle vaccine (yeast-
derived)

O SILGARD9® aqueous suspension for
intramuscular injection syringe

Name of the manufacturer: MSD K.K.
Serial number:

L HEEZE O FEO—TIA L AFE
HFIIF (BERHEFE)

O 2ILAH— R KEREFES ) VD

A—H—%& : MSD HR=#t
EHS

Intramuscular injection, 0.5 mL

Injection site:
Upper arm (deltoid muscle)

( Right , Left )
Thigh ( Right , Left )
FARETE. 0.5mL
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Vaccination site:

Name of doctor:

Date of vaccination:
MM/DD/YYYY,

o’clock
EEEER
EAff :
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# A B &
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Comments
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This questionnaire has been prepared in order to ensure the safety of vaccination.
This questionnaire was translated from Japanese.

The personal information you provide is only used for preliminary assessment of your suitability for vaccination.

For making decisions about actual vaccination, the information in the original Japanese questionnaire is to be given priority
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