(BUsBRE=N 1) PEEEAR
HRAL IV FTHEETZE
Questionnaire for the New Influenza A-H1N1 Vaccination

(EE AR T S L DE S
High School students or people within the equivalent age range and older people

BRI DFIR oC
Body temperature before the consultation | ...~ .......
ErT
Address
it B DA 7 A4A H  Dae ofbirth R
Male £ A H
Na_?l‘le of the L[ilcrscm who e o p—
will receive the vaccine Female Ace G - 5 H)
B EIA Questions fEZH Answers EEET A
5B OA PP AT FOT R G AR LTV R A SSE L RIS
Did you read the informative pamphlet provided by the municipal office about the influenza vaccination that will be given today? Yes No
£ B O TSRO HB-LR R FlT-ou v TERE L £ L Yes No
Are you aware of the effects and side reactions that can be caused by the vaccine?
IHTE, (AAYRSRIZA-5 Ty vE T A Presently, do you have any health problem or are you suffering from any disease?

@< If yes, please write down the name of the disease.  ( ) Yes No
e (RZER L) ATy EA Are vou under medical treatment or taking any medicine? Yes No
TORRDEREICE., SEOTHEEASZT TR L bk Lichs Ves No
Did your doctor authorize you to receive the vaccine today?

SERe LB E 2 L ASE D A Have you ever been diagnosed as having immunologic deficiency? Yes No
SEFECESOEVE ZAHY T4 4y Do you feel indisposed today? Yes No
EAMAEREZBEN TSV If yes, please describe the symptoms ( )

CEE. EhEE. R, DRESL S oRERR I oo I LA D s

Do you have or have you ever suffered from any cardiac, renal, hepatic or blood chronicle disease? Yes No
JA4 If yes, please specify.  ( )

FOFRRELTH STV AHERMICS BOTIEEERZ TILuy b vvioivE Lichs

. S . . . Yes No

Did the physician in charge of the treatment authorize you to receive today’s vaccine?
BiF 1+ ALFICES 2 Y . WRITH30:0 F L72h Over the last 30 days, did you have fever and/or become sick?
N . Yes No
A4 If yes, specify.  ( )
|1 ¢ AU, RESDEUMEIC, Aoz o BLA, BLA, KE, Bls TR loRRoksrE Lz
Over the last 30 days, did any family member or friend get influenza, measles, rubella, chicken pox, mumps, etc.? Yes No
J7@4 If yes, please write down the name of the disease. ( }
BT 1 » ALLAIC TR A 51} Lo Did you receive any preventive vaccine over the last 30 days? Ves No
FREERE RS If ves, which vaccine? )
FRLA 2T N B T AT T TR R R D LA Y s YVes No
Have you ever taken the vaccine against the new influenza A (HIN1) or seasonal influenza?

FORRCESHE o7 2 kidd Y 45 On this oceasion, did you feel indisposed after receiving the vaccine? Yes No
ZRETEA w7 AT FLADTHEREZT TRASSER 2o Z L@h ) £
Have you ever felt indisposed after taking any preventive vaccine (excluding the vaccine against influenza) Yes No
FREERE OFESE If yes, which vaccine? )
=7 b UDAERIIR LT LK —83 Y 30 Are you allergic to poultry meat (chicken), eggs, etc.? Yes No
HEOBETHBCESEPC CAET LADGHEY  BOESBE Bl b 4 Ves No
Have vou ever had any skin allergy (such as skin rash, nettle rash) or felt indisposed due to any medication or food intake?
DE T (v ALY 235 2 L2 B A%E Y F 977 Have you ever had convulsions? At what age? ( ) wEbE years old. Yes No

F & FEWMIHE E L7cHs On that occasion, did you have fever? Yes No
R ECTIAEES T CESSE & o752V E 44> Has anyone in your family felt indisposed after receiving any vaccine? Yes No
4 B OFEEEC o TERAH Y 974> Do vou have any question regarding today’s vaccine? Yes No

(Zrttordy) HIER L s, R L TV Stk s ) 92
. Yes No
(For women) Are you pregnant or suspect of being pregnant?

HEOREZERUSROER. SBEO TSR ol & . Rebhtd
The vaccine can be administered.  The vaccine cannot be administered.

FAZH LT, FHEREODR - BE. #7570 F o ORABMERFRIREE FI- TSR R EES HEHEC DL CRIAE L.
ERTE B RILAT & HRED

EEmdEEAE Space to be fillef by the physician

{REEFJ DOEE A Space to be filled out by parents / guardians
EATORE - MAAES. THEEOSR - BR. BB T 277 F -0 utE. EESEIEICOAEER ST oW THER L BT,
LTmo 2+ OFEEE:

O A»ZAxcFHATZZF . (377 F ) [EREYZF 2] HA Trivalent Influenza Vaccine [domestic production]

O AZASZATFHATZSF - (H1N1EE) [EWNEYZF -] HAvaccine against Influenza A (H1N1 strains) <domestic production>

O 7Ll os HINLD BE (5557 RLA7 54 RS Arepanrix™ (HIN1) <Glaxo SmithKline Corp >

WEET LTS F AT oy 2 AL T FEEL, After receiving the doctor's diagnosis and listening to the explanation about the vaccinations’
objectives, effects and after fully understanding the possibility of serious side reactions, do you want to receive one of the vaccines above? (Check which
of the vaccines above you want £ and also circle one of the options below about your wish to receive the vaccine).

( #HLLE Y Yes, | want to receive the vaccine -+ #H2 L 1A No, | don’t want to receive the vaccine )

Date: Year/ & Month/A Day/H & A B%E Signature
D9FvA—h—%&A, Ay S EBEE =BT - EfE - BEEARA
A—H—% EHEMT
ml | E&E
Lot No. EEF£AA Frg F A B




(BUEtE2)

BRI UIONIFFhEETEE

Questionnaire for the New Influenza A-H1N1 Vaccination
{NENE 6 LT 0F)

Children below 12 years old (6" grade of Elementary School and lower grades or children within the equivalent age range)

BEAOMEER oC
Body temperature before the consultation | ... s ...
Gz
Address
N EO LN _ 5 Al g (year) (ronth) @ay)
ame of_the person Who will Male Date of birth
receive the vaceine & &= A B
TRAEE DA Female (year)  Guonth)
Parent / guardian’s name Age (7 i # H)
BEFIFIA Questions fREH Answers EEESE‘)\
BRI OBEFEAOETEC OV TEETRALET About your child's development:
HAE (B2 Weight at birth ( I .
SSHRFEIZE T A58 U F L7z Ay Was there any problem during childbirth delivery ? F{%:s\ v \II‘JJ;Z*
HAERICEFTHH Y F L7 H: Was there any problem after the delivery (childbirth)? Yes No
HERBBTEENH DL LELNAE LAED 234 Yes No
Have you ever been told about any problem or abnormality during your baby’s consultations or periodical exams?
AENTHLSETILARERT, (L. B, TR BHHE. RETRE, TOMRORRICHNT . BEMOKRE (&
L) B TvETS
Since birth up to the present moment, has your child ever had any congenital abnormality; cardiac, kidney, hepatic, cerebral Yes No
neural diseases, immunodeficiency disorder, etc, and due to this problem, is s/he under medical treatment or taking any medicine?
SR If yes, please write down the name of the disease.
CORERNEREC L., SEOTHEEAZT TRV L bt Lichs Ve No
Has the physician in charge of the treatment authorized the child to receive today’s vaccine?
S EHRCESOENL ZASEH Y 4 Today, does your child feel indisposed or have any health problem? Yes No
B A B T < 7 &0 If ves, please describe the symptoms.
|1 ¢ AU, RESEUHRIC, 4 oAy F BLA, BLA, KB, Bls] htFi EORIOFSE Lz
Over the last 30 days, did any family member or friend get influenza, measles, rubella, chicken pox, mumps, etc.? Yes No
J7@4 If yes, please write down the name of the disease. ( )
i 1 » ALIRIC TRAEfE S 3 17 L7z Has the child received any preventive vaccine over the last 30 days? Yes No
TRAEFEOTEEE If yes, which vaccine?  ( )
W (LT LT RSB AT o OTFER A S D L AR s Yes No
Has the child ever taken the vaccine against the new influenza A (H1N1) or the seasonal influenza?
FOBCESHBE -2 Eidd 0 29 Onthis oceasion, did the child feel indisposed after taking the vaccine? Yes No
LHE TILA 7 AT B LA OTHERA G TESRB R o7fc 2 L idh 0 £
Has the child ever felt indisposed after taking any preventive vaccine (excluding the vaccine against influenza A-H1N1)? Yes No
FRHER DT If yes, which vaccine? ( )
=7 MU OB ST LA E—035 1 40 Is the child allergic to poultry meat (chicken), eggs, etc? Yes No
EXERTHECESZTLALE LANHEY, FOEESEC R L3H D 14 Yes No
Has your child ever had anv skin allergy (such as skin rash, nettle rash) or felt indisposed due to any medication or food intake?
ThEDF (G A) Al L7s 2 LAsds i 4y Has your child ever had convulsions? At what age? ( ) #ELA years old. Yes No
FO L EEAHE LAy On that occasion, did your child have fever? Yes No
SEEREF T IHEE A S0 T BSE L Ao Fiv vk -+ Has anyone in your family felt indisposed after receiving any vaccine? Yes No
ITREF LRI EREF2 LB TV A5 i3V F 979 Does any family member have congenital immunodeficiency problems? Yes No
£ B OFEEERIC 2V TEMASH Y F£99> Do you have any question regarding today’s vaccination? Yes No
Getemdr) JTEHIRL TV S, UTEIRL TV S ATERIER S 0 1
. .. Yes No
(For women) Is she pregnant or is there any suspicion of pregnancy?

EEFECD—E)UE Space to be filled by the phys1c1an
L E®DRE PROFEE, SHOTHIEEL aJ &k Rahtd
The vaccine can be administered.  The vaccine cannot be administered.

FREEICH LT, FRAEROHR - B8, #7570 7 OF B R CRIRA I I FRy SRR RS RER EC DL TRBAE L,

EAME £ X LELE

1R5Em DO EE A Space to be filled out by parents / guardians

EMOE - A4S0, FTHEEODR - B8, BET L UV F -0 %R, ERELQAIFIEOTREMG P20V TEE L BT

LA T & F oD &

O A»7AxFHAUZ?F (372 F ) [EREY 2 F 2] HATrivalent Influenza Vaccine [domestic production]
O ARl FHATZF (HINL1E [ERNET S F 2] HAvaccine against Influenza A (H1N1 strains) <domestic production>
O 7liswles (HINL) B (F57 07« 232254 3340 Arepanrix™ (H1N1) <Glaxo SmithKline Corp.>

ST AU S F AT v s ZLT I,

After receiving the doctor’'s diagnosis and listening to the explanation about the vaccinations’ objectives, effects and after fully understanding the
possihility of serious side reactions, do you want your child to receive one of the vaccines above? (Check which of the vaccines above you want & and

also circle one of the options below about your wish to administer the vaccine).

( FELE 4 Yes, | want my child to receive the vaccine -  FHFEL FH A, No, | don’t want my child to receive the vaccine )
Date: Year/tE Month/H Day/ = REEE EE Parent/Guardian’s name
D9FA—A—%K. Oy ES EEE EIBRT - EfA - EEEAR
A—Hh—% Sk L
ERTH
Lot No. EHEEAA TR F A =]




(BARIEC 3 — 1) Fr 35 |
5RO ILI Y FHhEBEETZSE
Questionnaire for the New Influenza A-H1N1 Vaccination
(REEITFLT L EEMONS  FEEVERET LSS
Children from 13 to 15 years old (1% to 3™ grade of Junior High School and children within the equivalent age range), when accompanied by the parent / guardian.

PREFIOEIR OC

Body temperature before the consultation

S
Address
N i B ADEA _ 5 AR (Year) (Month) Day)
ame of the person who will .
receive the vaccine Male Date of birth i A H
PRIEE DR F efl‘—al c (Tear)  (Month)
Parent / Guardian’s name Age (7 B H H)
H P TR A0
Questions Answers EN |
EEE ST AHFOESEC-oVTER TR LE T About your child’s development:
EEhik b EOEFEEN Mo, HERK BEE, LARBRLRETEERHL LRI ILABED E L Frodfo | Bk
When the child was bomn, did s/he have low weight or during / after the child’s birth and /or during health check-ups, have you ever been told Yes No
about any problem or abnormality?
AN THLESE TILAERERZ, (LR BiE. T, g, 2B TeE,. £O/MOFRICAND ., EMORE 8
Eae k) BT ETH P TS
Since bi_rth up to the present moment, has your child ever }_1ad any con_genital abnormal_ity; cardiac, kidney,_ hepatic, cere_bral Ves No
neural diseases, immunodeficiency disorder, etc, and due to this problem, is s/he under medical treatment or taking any medicine?
@40 If yes, please write down the name of the disease. { )
TORKOERECET, SEOTHEELZI TIV & UdoiiE Lich Yes No
Did the doctor in charge of the treatment authorize the child to receive the vaccine today?
S EEIZEEMENL 2505 0 £3 Isthe child feeling indisposed today? v N
SHERRIERESEV TSV If yes, describe the symptoms ) e o
B 1 v BEIAC, EESCEVNREE., 7z H B LA BLA. AR, Bmd R X ORanFasv:
& LT Yes No
Over the last 30 days, did any family member or friend get influenza, measles, rubella, chicken pox, mumps, etc.?
/@4 If yes, please write down the name of the disease. )
i 1 o ALIRIC TREEfE S 3 17 L7 Did your child receive any preventive vaccine over the last 30 days? Yes No
TR0 If yes, which vaccine?  ( 3
A AT P RIGEEEA AT FOFSEEE R bk YVes No
Has the child ever taken the vaccine against the new influenza A (H1N1) or the seasonal influenza?
FTOBRCESGBE Aol bidh kT Yes No
On this occasion, did the child feel indisposed after taking the vaccine?
IRETEA T AT P UAOTHEREZT TREEEE 2l b 3h iy £4 0
Has the child ever felt indisposed after taking any preventive vaccine (excluding the vaccine against influenza A-H1N1)? Yes No
FROEEO L If yes, which vaccine?  ( }
=T R OB BT LA =3 E T Yes No
Is the child allergic to poultry meat (chicken), eggs, etc. ?
EPEGHTEBIIESZS A LANHEY, EOESNE Aol Lotk £4hs Yes No
Has your child ever had any skin allergy (such as skin rash, nettle rash) or felt indisposed due to any medication or food intake?
TAE D (L RA) Al T L7s 2 Lass b g4-As Has your child ever had convalsions? At what age? ( ) FELA vears old Yes No
F0 & EFEHIEE L7 ) On that occasion, did your child have fever? Yes No
EHE TSR AT T RSB 2o FidvvE T4 Has anyone in your family felt indisposed after receiving any vaceine? Yes No
ITREF LRI EREF2 LB TV A5 i3V F 979 Does any family member have congenital immunodeficiency problems? Yes No
£ B OFEHER - TEMHH Y £974> Do you have any question regarding today’s vaccination? Yes No
(Ftema) HEMIEL TV, XHERL TV SRS U £1 7
. . Yes No
(For women) Is she pregnant or is there any suspicion of pregnancy?

EEFECD—E)UE Space to be filled by the phys1c1an
HEoBERUEEOHE. SEOFIHERL ATRE Rahtd
The vaccine can be administered.  The vaccine cannot be administered.

FEEIC LT, PHIEEODER - BY. H#ET 507 F - OFHER VRIRRK T FEAEEERHEHERECOLCRAL L.
EiE & XL AR

1R5Em OB A Space to be filled out by parents / guardians
EEOFE - s, THEEOZR - 580, BRI UV F L08R, EEREIRE OSSR oo TEE L BT
LT T & F o OfEEs

O Ar7AxcFHATSZF (3E77F ) [EREY 2 ] HATrivalent Influenza Vaccine [domestic production]

O AZEAf 7oA FHATLZFL (H1IN1E [ERET S F ] HAvaccine against Influenza A (H1N1 strains) <domestic production=

O 7l es (HINL) B (P52« ALA2 50 8FEH) Arepanrix™ (H1N1) <Glaxo SmithKline Corp.>

WEET AT FALF o v 2 AT EEL, After receiving the doctor's diagnosis and listening to the explanation about the vaccinations'
objectives, effects and after fully understanding the possibility of serious side reactions, do you want your child to get immunized? (Check which of the
vaccines above you want 4 and also circle one of the options below about your wish to administer the vaccine).

( FE L F 7 Yes, | want my child to receive the vaccine - FHZEL FH A No, | don’'t want my child to receive the vaccine )

(Year) (month) (Day)
Date: == A =) 1R HE Parent / Guardian’ s signature
DO9FvA—h—%&. Ay +ES BEE EWiBRT - EfA - BESERHE
A—Hh—% Sk L

E&hG
Lot No. EEFAE FHL F A B




GBHEERN 3 —2) EEEEAR
A IONI O TFHEETEER
Questionnaire for the New Influenza A-H1N1 Vaccination
(PEAECHET 5 FEm0E  FEETSEE LRSS
Children from 13 to 15 vears old (1% to 3" grade of Junior High School and children within the equivalent age range), when not accompanied by the parent / guardian.

BERTOEIE OC

Body temperature before the consultation

Gz
Address
- e | L,
Name of the person who will Mﬁle mee £ A B
receive the vaccine Female ] (Year) (donth)
Age (7 ®m  #H)
H P TR A0
Questions Answers EN |

EEA S AFORBECVTER T L E S Questions about your development:
EEhik bz OEFEN Mok, HERK, BEE, LARBRRRETEERHL LRI ZLABEY £ L ot | Bhok
When you were born, did you have low weight or during / after the birth and /or during health check-ups, have you ever been told about any Yes No
problem or abnormality?
AENTHLESE TCAREET, (DR BRL. . R, AETRRE, £OMORRILND . EMORE %
A L) BT ETH i A2
Since birth up to the present moment, have you ever had any congenital abnormality; cardiac, kidney, hepatic, cerebral neural Yes No
diseases, immunodeficiency disorder, etc, and due to this problem, are you under medical treatment or taking any medicine?
@40 If yes, please write down the name of the disease. { ).
TORKOERECET, SEOTHEELZI TIV & UdoiiE Lich Yes No
Did the doctor in charge of the treatment authorize you to receive the vaccine today?
SEEIZEEMENL ZE8EH Y £33 Are you feeling indisposed today? v N
SERSRIEREEV T EEYY If yes, describe the symtoms.  { ) e o
B 1 v BEIAC, EESCEVNREE., 7z H B LA BLA. AR, Bmd R X ORanFasv:
& L Yes No
Over the last 30 days, did any family member or friend get influenza, measles, rubella, chicken pox, mumps, etc.?
J7@40 If yes, please write down the name of the disease.  ( )
i 1 & ALIRIC TRAEfE S 2 17 L7z Did you receive any preventive vaccine over the last 30 days? Yes No
TIHEBORBIE If yes, which vaccine?  ( 3
FRLA T AT I T AT T OFHERE R S LA £ Yes No
Have your ever taken the vaccine against the new influenza A (HIN1) or the seasonal influenza?
FORBICEEPE -7 2 Bidd Y £34 Onthis occasion, did you feel indisposed after taking the vaccine? Yes No
IRETEA w7 AT - FLADTFHEREZRTI CEGHB Al b 3h D 10
Have you ever felt indisposed after taking any preventive vaccine {excluding the vaccine against influenza A-HIN1)? Yes No
TR0 If yes, which vaccine?  ( )
=0 B U BRI KL T L FE—83 0 974 Are you allergic to poultry meat {chicken), eggs, etc. ? Yes No
ELESTHECESTUAELANHAY ., FOEGHER-TI LFH Y £T5 Ve No
Have you ever had any skin allergy (such as skin rash, nettle rash) or felt indisposed due to any medication or food intake?
DE-DF (it A) &J8 I L7eZ B A% U %99 Have you ever had convulsions? At what age? ( } WEYE years old. Yes No

F0 L EBHHEE LoHs Onthat oceasion, did you have fever? Yes No
ERE TSR AT TESE o FidvvE 17 Has anyone in vour family felt indisposed after receiving any vaceine? Yes No
FEEIERERERELE Itﬁéﬂ’(b‘é H £V E 90 Does any family member have congenital immunodeficiency problems? Yes No

Getemdr) JTEHIRL TV S, UTEIRL TV S ATERIER S 0 1
. Yes No
(For women) Are you pregnant or suspect of being pregnant?

HFEEF O FRE A Space to be filled out by parents / guardians
EADE - HHEZT, FTHEEOHRECEN, EEARIEEOMREER SOV TERLE BT, UTnD 7 Fr0EiEs

O A»7AxFHAUZ?F (372 F ) [EREY 2 F 2] HATrivalent Influenza Vaccine [domestic production]

O A% 7ATHFHATSZF (HINLE [ERNEY 2 F] HAvaccine against Influenza A (H1N1 strains) <domestic production=

O 7liswles (HINL) B (F57 07« 232254 3340 Arepanrix™ (H1N1) <Glaxo SmithKline Corp.>

SR ATV F ATz v s LT EL,
Apfter receiving the doctor’'s diagnosis and listening to the explanation about the vaccinations’ objectives, effects and after fully understanding the
possihility of serious side reactions, do you want your child to get immunized? (Check which of the vaccines above you want 1 and also circle one of
the options below about your wish to administer the vaccine).

( FHE L EJ Yes, | want my child to receive the vaccine - #FELFH A No, | don’t want my child to receive the vaccine }

Date: £ A H {REEEHE Parent/ Guardian's signature:

EEFECD—E)UE Space to be filled by the phys1c1an
L E®DRE PROFEE, SHOTHIEEL aJgE Rahtd
The vaccine can be administered.  The vaccine cannot be administered.

FACH LT, FTHERODR - B8, #8757 0 F o OABMER TR R KI- TR R RS REHEIC DL CHREE L.
EAME & X (LEE

J9FvA—h—HR, By +ES EiEE EHEIEFT - EEiR - BEEAHE

A—H—A EHRERT
Eeh4
Lot No. BEEERHE TR F A B




HEA L ILI Y RHEERE (RRERETFER) HEH|

New Influenza Vaccine

<Eligible Junior IHigh School students: not accompanied by parents / guardians>

[Domestically produced vaccine / imported vaccine]

To parents / guardians raising Junior High School children that are within the eligible age to
receive the vaccine

In case of administration of the new influenza vaccine, children should be accompanied by
parents/guardians. However, in case of eligible Junior High School students (from 13 to 15 years
old), it is possible to administer the vaccine as far as parents/guardians read carefully the explanatory
letter, fully understand it and sign the “letter of agreement & authorization™ (that can be found in the
end of this document) and the questionnaire. The responsibility lies on parents/guardians and they
should carefully give explanations to the child about the vaccine. After signing the “letter of
agreement & authorization™ and the questionnaire, parents/guardians should give these documents to
their children and they must present them on the day of vaccination along with the Maternal and
Child Health Handbook (for those who have it). If parents/guardians do not understand the contents
of this explanatory letter or if the child refuses to receive the vaccine alone, parents/guardians must
accompany their children to the vaccination venue. In case of doubts, parents/guardians should
consult a physician or the division in charge at the municipal office.

In addition, even if parents/guardians decide that the vaccine should be administered but on the

vaccination venue the child refuses to receive it or if the physician in charge judges that the child is

not in good health condition and the application of the vaccine is not adequate, eventually it will not

be administered. The vaccine will not be administered if the “letter of agreement & authorization”

and questionnaire are not siened by parents/guardians.

1. Purpose of the vaccine

Most of people infected by the new influenza (A-HI1N1) virus present mild symptoms and recover quickly.
However, there are cases in which the symptons become severe (see table 1). This vaccine aims at reducing
the symptoms caused by the disecase even if the child gets infected. However, have in mind that the
administration of the vaccine does assure that the child will not be infected or it will prevent the child from
having severe symptoms.

(Table 1) Number of new influenza patients that presented severe sym ptoms.

(approximate values) Total 10 to 14 years old 15 to 19 years old
Total number of patients 20, 770,000 4,760,000 2,800,000
Severe cases (%) 1,561 (0.008%) 181 (0.004%) 49 (0.002%)

* Total number of patients: the data is from July 6, 2009 to August 15, 2010.
The number of severe cases were taken based on patients that were hospitalized on July 28, 2009 or
people hospitalized from 29th and presented for a period of time acute encephalopathy, acute pneumonia,
who were on a artificial respirator or were treated in a intensive care unit.

2. Information on the imported vaccine

The imported vaccine aims at meeting the demand for vaccines in case the national production is not
enough to provide vaccines to everyone. This imported vaccine has been authorized by foreign national
agencies and in order to be introduced in Japan, it went through an special approval process. The imported
vaccine is produced by the company Glaxe SmithKline Corp. (mentioned below as GSK) and
commercialized as Arcpanrix'™ (HIN1). Read carefully the following information on the efficiency and
safety of this vaceine.

)

=

(3




- Use of adjuvant (immunological agent) that have not been used in Japan

Domestically produced vaccines do not include this agent. Adjuvants are used to increase the efficacy of
vaccines and contribute to the reduction of the quantity of antigenic agent (antigen) in each dose of the
vaccine. It has been observed that in case of vacecines that contain adjuvants, such as the imported ones, the
frequency of occurring side effects is higher.

In the case of the imported vaccines, it was also observed that the probability of having pain on the
vaccination site are higher. In case of the vaccine produced by GSK, it has been observed a high incidence of
headache and general reactions in the body.

- Occasional presence of agglutinated particles
Occasional presence of agglutinated particles has been observed in the vaccine produced by GSK. Up to
the present moment, there has been no reports on the effect of these agglutinated particles on the efficiency
or security of the vaccine. In addition, there has been no evidence of the causal-relationship between these
agglutinations and the side reactions.
- Utilization of bovine-derived material in the manufacturing process

The vaccine uses bovine-derived materials that do not meet the Japanese standards. It is impossible to
disconsider completely the risk of occuring “spongiform encephalopathy™, a kind of neurological illness
affecting the brain issue. However, the risks are considered very low due to strict manufacturing standards.

- Cases of allergic reaction (anaphylactic reaction)

In Canada, it has been reported that a lot of vaccines presented cases of anaphylactic reaction compared
to other lots. As a response, the authorities in Canada decided to put on hold one lot of the vaccine (this lot
was not imported by Japan) and continued the utilization of other lots. In Canada, the frequency of severe
allergic reactions following immunization did not exceed the rates typically reported for other vaccines (1
event per 100,000 doses).

3. Safety of the vaccine

The vaccine against the new influenza meets the required safety standards. However, there has been
observed redness and pain on the vaccination spot (redness, tumefaction, pain, etc.). Temporarily the person
may also have fever, bout of vomiting and headache (attack of fever, chill, headache, fatigue, vomiting, etc.).
On rare occasions, persons may develop a rash with itching in the whole body (exanthema, nettle rash,
rubefaction, itching paracsthesia, etc.). In case these symptoms become severe, it 1s recommended to consult
a physician and receive proper medical care.

In case of the seasonal influenza vaccine, it can be observed swalling and pain on the vacination spot in 10
to 20% of vaccinate people. These reactions, however, disappear within 2 to 3 days. In 5 to 10% of the cases,
the person may also have fever, bout of vomiting and headache. These symptoms disappear within 2 to 3
days.

Although there is no strong evidence with the administration of the vaccine, there have been reports of
some severe cases of difficulties in movements of the hands and feet, uncounciousness (Guillain-Barre
syndrome, acute encephalopathy, acute disseminated encephalomyelitis — ADE, convulsions, hepatic
function disorder, noisy inspiration, purple spot, etc.).

In most cases, if these symptoms are treated properly and quickly, the person can recover. In rare cases,
these symptoms may leave subsequent complications.

In addition, in case the person presents any unusual reaction, changes in the body condition, fever,
convulsions, etc, please consult a physician immediately.

4. Vaccination Adverse Reaction Relief System

According to the Preventive Vaccination Law, a person is considered to be facing health hazard
when, after receiving a vaccine, s’he presents severe side reactions to the same. In this case, the person may
claim for compensations. However, compensations can only be claimed for cases in which the causal
relationship between the vaccine and the side reaction has been proved and recognized by the Minister of
Health, Labor and Welfare.




5. Important points to be observed when administering the vaccine

The vaccine can only be administered if the person is in good health condition. If the child is under medical
treatment or is not in good health condition, please consult the physician in charge and the decision on the
administration of the vaccime should be based on his/her judgement. In addition, the following people should
take the vaccine taking into consideration his/her health condition:

1. People having underlying illness such as cardiac problems, respiratory disease (including bronchial

asthma), kidney problems, liver disease, blood disease, developmental disorders, etc.

2. People who within 2 days after taking the vaccine present access of fever, exanthema, nettle rash or any

suspicion of allergic reaction.

3. People who had convulsions previously.

People, including family members, who had any immunological problem.

People who are allergic to the components of the vaccine, eggs, poultry meat and other poultry-derived
product and have risk of having allergic reactions such as skin rash.

If you plan to administer the imported vaccine on your child, please consult your doctor before making
your decision.
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People with the following conditions cannot take the vaccine:

1. People with fever (37.5 °C or higher).

2. People who have a severe acute disease.

3. People who had any severe allergic reaction (anaphylactic shock) caused by any component contained
in the vaccine against influenza.

4. People who were not authorized by their physician to receive the vaccine.

More detailed information can be obtained at the Ministry of Health, Labour and Welfare:

Website: hitp://www.mhlw. go.jp/bunya/kenkou/kekkaku-kansenshou04/

Information Center: 03-3234-3479

After reading this document and understanding completely its content, and based upon your child’s full
awareness about this vaccine, please sign the “letter of agreement & authorization™ below if you agree to
administer the vaccine (it is not possible to administer the vaccine without parents/guardians’ agreement and
signature).

Letter of agreement & authorization

FhiZ, BBl AT OFHEEA ST SR A LS s TORAXELFEAL, FHEROCEYN, BE. 2o
WUEELE L, TOXELZESTOAACRETL LT, FRA N YOT I F o 28ET O LICRARLE
'ﬁ—o

I declare that I read the informative pamphlete and fully understood the information on Influenza HIN1
vacceine, its objective, effects and safety. I also declare that, as the child’s parent/legal guardian, I authorize the
administration of the vaccine.

REF KL (7 Ax—A) Parent/ guardian’s name

Apart from the “Letter of agreement & authorization™ above, it is also necessary to fill out and sign the
questionnaire. It is necessary to present one (1) “Letter of agreement & authorization™ and also filled out one
(1) questionnaire for each child that will receive the vaccine. If any item is missing or if one of the
documents is not signed by the parent / legal guardian, the child cannot receive the vaccine.
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