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For persons wishing to receive vaccination with rotavirus vaccine
(RotaTeq® oral solution)

A4 NRDIFY (A2 Ty I°RAR) OEBZHFEINDIAAN

Before having your child vaccinated with the rotavirus vaccine, it is necessary to know the physical condition
of your child. Therefore, fill in the screening questionnaire as completely as possible. Also, please thoroughly
read the following information about rotavirus vaccine (RotaTeq® oral solution). If you have any questions
about rotavirus vaccine or adverse reactions, please consult a physician before using the vaccination.
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O Rotavirus gastroenteritis
OBA&VAILRABBAEIZDONT

® Rotavirus is one of main causes of gastroenteritis observed in infants. It is said that almost all children are infected
with rotavirus by 5 years old. However, the rate of rotavirus gastroenteritis patients older than 5 years old has been
increasing in recent years.

® |ts infectivity is strong, and it is difficult to prevent rotavirus infection merely by washing of the hands.

® Rotavirus gastroenteritis is accompanied by repeated severe vomiting, diarrhea, or fever that can last approximately for
one week in most patients. Some infected children with severe symptoms require hospital admission. It rarely causes
convulsion or encephalitis/encephalopathy and increases the stress and burden on the infant and his/her family,

® There are many types of rotavirus in Japan and epidemic type varies by year. Some children who had been infected
with rotavirus can be further affected by another type.
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O Outline and effect of RotaTeq® oral solution
Om2TvY® NABKDHE - HR

® RotaTeq® oral solution is a pentavalent rotavirus vaccine including five types of viral strain.
® RotaTeq® oral solution is a sweet syrup vaccine to immunize 6-* to 32-week *-old infants by oral administration
(drinking) 3 times.
P It is recommended that initial vaccination be performed before 14 weeks and 6 days after birth.
» The 2nd and 3rd vaccinations are provided with an interval of 4 weeks or more and the 3rd vaccination is to be
completed by 32-week-old*. Infants older than 32-week-old* cannot receive vaccination.
* X weeks after birth = the same weekday after X weeks counting from the date of birth. Example: 32 weeks old
refers to Day O (first day) of the 32nd week of birth.
® The vaccination of RotaTeq® oral solution is expected to prevent rotavirus gastroenteritis accompanied by diarrhea,
vomiting, and fever. Furthermore, it is confirmed that the use of this vaccine has restrained the frequency of visit to
medical organ (hospitalization, emergency visit, and outpatient treatment) in association with rotavirus gastroenteritis.
Its prevention effect on rotavirus gastroenteritis has been demonstrated in children up to 7 years old in a foreign post-
marketing clinical study. However, not all children benefit from the prevention effect after receiving the vaccination.
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O Adverse Drug Reactions of RotaTeq® Oral Solution
ORA2TvHy® NARDEMERIZDOLT

® |n a clinical study in Japan, adverse reactions such as diarrhea (5.5%), vomiting (4.2%), gastroenteritis (3.4%), and
fever (1.3%) were observed (reported within 14 days after vaccination).
® According to foreign post-marketing studies, the risk of intussusception* may be slightly higher during the 21 days
after vaccination (primarily for 7 days).
* Intussusception: It is a condition in which a part of the intestine invades into another section of intestine to occlude
the intestine.
Intussusception is mainly observed in O-year infants regardless of vaccination with rotavirus vaccine
(approximately 1000 O-year infants develop intussusception per year in Japan). Major symptoms are repeated
vomiting, repetition of crying and ill temper (the patient cries hard or becomes sullen due to the abdominal ache
but due to the repeated cycles of pain and no pain, there is no symptom sometimes), looking tired-out, and bloody
stools (stools mixed with viscous liquid and blood).
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O The following infants should not receive vaccination:

ORDAIFEEEZITHNTLLES Y

1. Infants with fever (temperature higher than 37.5°C)
2. Those with severe acute diseases

. Those with a history of hypersensitivity (including severe allergic responses with dyspnea or systemic urticaria
appearing within 30 minutes after vaccination) to the components of RotaTeq® oral solution (please ask a physician
for details)

w

4. Those with a history of intussusception

5. Untreated infants with congenital gastrointestinal tract disorder that may increase the risk of intussusception

6. Infants with severe combined immunodeficiency (SCID)

7. Others whose parents have been instructed to avoid vaccination by attending physicians
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O Consult a physician before vaccinating the following infants:

O RMDAIFHEERTICEMIC ZHABL 2S00

. Infants with underlying diseases such as cardiovascular/kidney/liver/blood diseases and development disorder
. Those with a history of fever within 2 days after vaccination, or those with symptoms such as systemic exanthema,

suggesting allergy

. Those with a history of convulsion
. Those with diseases associated with the abnormal immune function, those with risks for diseases associated with

the abnormal immune function, those receiving immunosuppressive therapy, and those with a family history of
congenital immunodeficiency

. Those with gastrointestinal disorder (e.g., active gastrointestinal diseases, chronic diarrhea)
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O Precautions after vaccination with RotaTeq® oral solution

OR2TvY°® NARERERDIRER

. As severe allergic symptoms may occur, please rest your child for at least 30 minutes after vaccination.
. If changes in the condition or abnormal symptoms are observed in your child after vaccination, please promptly

consult a physician. After vaccination, adverse reactions such as diarrhea, vomiting, gastroenteritis, and fever may
occur.
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. If any of the symptoms assumed to indicate intussusception such as “repeated vomiting”, “repetition of crying and ill

temper”, “looking tired-out”’, and “bloody stools (stools mixed with viscous liquid and blood)” is observed after
vaccination, it can be intussusception. When your infants develop any unusual condition, please promptly consult a
physician. According to foreign post-marketing studies, the risk of intussusception may be slightly higher during the
21 days after vaccination (primarily for 7 days). During this period, caution is needed.

The probability of damage to occluded parts of the bowels (necrosis that requires a surgery) will increase with time
from the onset (when more than 12 hours have elapsed) in patients with intussusception. Avoid protracting the
symptoms by keeping the patient long at home while observing the condition. If you visit other medical institute for
the treatment, also notify the medical organ where vaccination was given.

. Please avoid high-intensity exercise for the child on the day of vaccination.

. Your child can bathe on the day of vaccination.

. There is no restriction on the solid food and liquid food including mother’s milk before and after vaccination.

. After vaccination, the virus may infect the child’s family or close persons through stools. Wash your hands carefully

after changing your child’s diaper. Caution is needed when the persons who have an impaired immune system
(patients with malignant tumors or immune disorder or those receiving immunosuppressive therapy) are in close
contact with your child.

. If the baby spits out immediately after vaccination of RotaTeg® oral solution, additional vaccination that time is not

necessary. Advisory Committee on Immunization Practices (ACIP) recommends that additional vaccination should
not be conducted if the baby has spitted out because there is no data related to additional vaccination. The efficacy
and safety were confirmed in the clinical studies in Japan and abroad by the test method that did not conduct
additional vaccination if spitting occurs.
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Vaccination of other vaccine
DT o FoDEREIZONT
1. If you wish to receive other vaccines at the same time, please consult the doctor.

2. Since the data related to the compatibility with other rotavirus vaccine is not available, cross vaccination with another
rotavirus vaccine should be avoided.
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When vaccination with rotavirus vaccine causes health damage, medical expenses are covered for some patients based
on the “The Relief System for Sufferers from Adverse Drug Reactions.” Please refer to the homepage of the
Pharmaceuticals and Medical Devices Agency for details.
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[The Relief System for Sufferers from Adverse Drug Reactions]

[ERLEERABERFHE]
This system provides coverage for medical expenses, medical benefit, and disability pension to relieve persons suffering
from side effect-related health damage, such as diseases/disturbance requiring hospital admission/treatment despite
the adequate use of drugs. To claim coverage, a medical certificate issued by a physician or medication certificate is
required. When requesting relief payment, please consult the Pharmaceuticals and Medical Devices Agency.
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Pharmaceuticals and Medical Devices Agency https://www.pmda.qgo.jp/kenkouhigai camp/index.html
Contact of the Relief System for Sufferers from Adverse Drug Reactions Telephone: 0120-149-931 (free dial)
BITRZEAN EERERBREAME https://www.pmda.go.jp/kenkouhigai_camp/index.html
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Screening questionnaire for vaccination with rotavirus vaccine

(RotaTeq® oral solution) (For voluntary vaccination)

A3ANATOFr (A2 TYI° NAR) PHEETSR (EEEER)

Sormeqtﬁ Frequency of First Second Third f\iVeeblerTh
y hospital | 2 ceination (OConfirm that previous vaccination with RotaTeq® oral solution was provided) atter bi ks and p ter birth
E e EEEY 1E8 . 2[EH . 3EE ] Hig ( ] tNee s an ays after birth)
AR (OfIEFO 2 Ty 9® NARKEEELMHER) B &% & =] Y,
Body temperature
To parents: Fill out all thick frames.:l before ®
= = " ) = . consultation
REEOH~  AHM [ | OBFICEhLC TRACESL BEAIER e 5
(Furigana [phonetic characters]) (2 #7) / / (d/mly)
Infant’s BE I-3 A B4
hame M/F Date of birth (Days from birth: ~ weeks  days)
RIFBA B-%x £%A8 “Days from birth” can be calculated in which the next day after the birth is regarded as Day 1
[0): 1 (& Bl H1&)
THEOMBHE ERHARDEAE 1 BELTEHLERESODLET
Parent’s Phone number ( )
name BEES -
Address T
£/
In case of the firstimmunization, please For medical institution use
verify that today is not beyond 14 weeks and only (Please check the box)

6 days after birth.

ERBEEAR (V%)

1EIEOHE. AANHE 1486 BEZB
ETVWEWCEEHRLELEN?

O

Questionnaire Answer Physician’s comment
RMHN E& N EEEER A
Is this the first, second or third injection? First Second Third
SEOEEFFEEA T, 1EHE 2 [EE 3EE
Please enter the date of vaccination in the past (Only when the current vaccination is the second or later) First ! ! (d/mly)
* Please verify if the previous rotavirus vaccine (RotaTeq® oral solution) was admnisterd at least 27 days ago. 1EE8 F A =]
CHETOBREEARZEHL TSN (SEOEEDN 2 BEUBRDBZEDH) Second / / (d/mly)
*REDGRZ YA VRTYF (ART Y IRAR) HEN S 27 BULOMBAZNTIS S & £HR 2EE £ A ®m
Did you receive explanation about intussusception and understand it? No Yes
BEWEICOVTHALRG. BELELEN LVE [FLy
W\!h_res_pect 1_0 the va_ccina!ion that your chi!d will recei_ve today, have you read and understood the explanatory note “For persons wishing to receive No Yes
vaccination with rotavirus vaccine (RotaTeq® oral solution)"? _
SEZHHPHRAOVTHIEX (0894 LRIIFY (057 v NAR) OREERLENDS~I & BRLELED e B
Let us know about your child’s development history.
Birth weight
BEROBTEADREBIONTHETRLET g )
HAROKE
Were there any abnormalities at delivery? Yes No
DREFICRENHY F LD [FLy [A1AY#
Were there any abnormalities after birth? Yes No
HERICRENHY FE LI e LLVE
Have you ever been informed of the presence of an abnormality on a health checkup for your child? Yes No
LRBETERENHDEVDAI-CENHYETH IELy [AIAYS
Does your child have any unfavorable condition today?
OSymptom ( ) Yes No
SH. KITEEOBVECHNHY ETH Fey (AIAYS
OEAFMLIER ( )
Has your child been ill within the past 1 month?
Obisease ( ) Yes No
1A BLURISHERI MY F LI, (EYA) (AIAV4
ORHMLRER ( )
Has any family member or friend who has been in contact with your child developed measles, rubella, varicella, or mumps within the past 1 month?
Obisease ( ) Yes No
1HALURITREPEARICE LA, ALA. KESZ5. BEAMKHEREDRROAMNNE LIz Ly LVE
ORHMLRER ( )
Has your child received any vaccination within the past 4 weeks? ODate ( )
OVaccine ( ) Yes No
4 BEURICFIhEEEZ T ELLD o2 ( ) [ELy LLVE
OF % ( )
Have you ever experienced intussusception or do you have any congenital Gl tract disorder which is not cured?
* If you are applicable, you cannot receive rotavirus vaccine (RotaTeq® oral solution). Yes No
CNETHEWEICL -2 EMH B, FF, BRERT LTWELEXREHILERESAHY =9 H (E4AY [A1AY3
* ZOJ/E. AZVALRDIFY (AL Ty HAR) OREERETEELA
Have you ever diagnosed as immunodeficiency, experienced infections such as pneumonia or otitis media and diarrhea, and experienced fluctuation of your
body weight? * You may not be able to receive rotavirus vaccine (RotaTeq® oral solution). Yes No
CHETICREFELEBH SN ENDH D, FF, MRPCPERGEOBRRJECTHAZRYBRLEZY ., FEOEANBEM oY LI ENBYET (4 (AIAVS
A *OFVANRTIFY (BETYIHNAR) OBRBEEBETELVNI EAHYET
Has your child ever experienced special diseases and consulted a physician, including congenital anomaly, intussusception, gastrointestinal disorder, Yes No
cardiac/kidney/hepatic/blood/cerebral nerve disease, immunodeficiency disorder, and other diseases? [ZLy LVE
ODisease ( )
OHas your child been instructed to receive today’s vaccination by attending physicians?
CHETICHIGHRR EXUERE. HEWE. BRES. Ol - B - - 0% - RHEORS. RETRE. TOHOKR) (AN Y. EHDZ Yes No
ERITTOETH (B4R (RAY S
ORHMLRES ( )
OXABRENOSBDFHEEEZTTLVEEbhELEA
Has your child ever experienced repeated fever/diarrhea/white pimples on the cheek/tongue or a persistent common cold?
OSymptoms ( ) Yes No
CHETICHRE, TH., BOFICA>BEVIONHIERERYBRLEZY., BAEHERAELLNC EERRLEZIEAHYETH [ELy LVE
OEFMAER ( )
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Has your child ever developed convulsion? OPossible date ( ) Yes No
OWas fever observed at that time? (4 (AYAVS
VEDIF (IfLVhA) EBI LIS ERBYETH on2I5 ( ) Yes No
OTDFFIZEITHE LA [FLy LWVE
Has your child ever developed drug-/food-related exanthemal/urticaria or showed an unfavorable condition?
ODrug/food name ( ) Yes No
BEPERTRECELAPLAFELANHEY ., RAORANEL LY L ELHYETH Fey (AIAYS
OX - B&% ( )
Is there any close relative who was diagnosed with congenital immunodeficiency? Yes No
EREICERUREFSELDH SR TLRERIVES A [ LVE
Has your child ever become sick after vaccination?
OVaccine ( ) Yes No
ChETICFHEEZZITAEGHB G-I ERHY ETH (EYAY (ANAV-3
OF g% ( )
Did your mother receive an immunosuppressive drug during pregnancy?
ODrug name ( ) Yes No
BEAEIRD(CREEZMHS 2ROBREERFE LD (EYAY (ANAV-
OFAI%E ( )
Is there any close relative who became sick after vaccination? Yes No
SEREICFHERER T TREENEBE A2 ARWETH IELy [AAYS
Has your child received blood transfusion or gamma globulin injection? Yes No
CAETICHOSHZWNEH IO TY S OFHREZFE LA [ [
Do you have any questions regarding today’s vaccination? Yes No
SEOFHEECOVTHEMMNSHY FIH [ELy LVE

Based on e above Merviews and examnatons, oﬁays vaccmation { can be administered 7 snould be avoiaed )-

Physician’s Pharmaceuticals and Medical Devices Agency.

comments Physician’s signature or name and seal C

EEREE A UEOMBRUBEOMR. SEDOFHEER ( RETE2 - REAELDEEESIHNEL ) LHBLET.
REHITH LT, FPHEEOAN. R, BIRG BIIBENE) RUEXKEREBRABEEICE S GRFIOVTHRALEL,
EDE S F 1= IXRR D C

| have explained to parents about the purpose and effect of vaccination, adverse drug reactions, especially intussusception, and the Relief System for Sufferers from Adverse Drug Reactions by the

)

and Medical Devices Agency through a physician’s consultation/explanation.

Do you wish for your child to receive vaccination with this vaccine? (Yes / No)
Parent's comments 'e o
Parent’s signature [

I have understood the purpose and effect of vaccination, possible adverse drug reactions, especially intussusception, and the Relief System for Sufferers from Adverse Drug Reactions by the Pharmaceuticals

REFEM | pgops - wmezy. FHEEORN, DR, BRGOTRE (=B EHE)
RUBEKERBBLABEBRCEIREREITOVTERLILT, XIVIVFUOEBEFLILET,  ( EL - LLZ )
REEER ( J
K Name of va(icme :c;)r:?:i‘;:r::izrf\ Location of vaccination, name of physician, and date of vaccination \
BRI 72 A TR SEIGHT - EMS - RASHE
Name: Pentavalent attenuated live rotavirus vaccine,
RotaTeq® oral solution Name of hospital:
Manufacturer: MSD K K. a subsidiary of Merck & Co., Inc. 2mL Name of physician:
Serial number: admig:lation Date of vaccination: MM/DD/YYYY
& S5MBABBLENZVALRTIFY 2 mL ERHE4A
a4 7y Y AR ] B4
A—h—% : MS DKM " BEEAA £ A =]
\2itEs J

This screening questionnaire is used to improve the safety of vaccination. Personal information that you described will only be used for pre-vaccination consultation.

COFZERERI. FHEEOREMOHERZEMNELTVET., BAVWEEELLBAABRI, FHEEICEILIFLOAERALES.
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