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1. 273 ue A

AWAE olduks Ala, AEUS, v d =
(291 70)
o g3 Alm? Sn A3 % Ao dt

F# | @3AY A&

A | oA | s a4 | vy | 2%

1994 - 11 6 5 - - - -
1995 - 4 - - 11 4 7
1996 - 2 2 - - 4 1 3
1997 - - - - - - - -
1998 - 12 8 4 - 5 4 1
1999 - 6 4 2 - 2 1 1
2000 - 29 16 13 5 9 4 5
2001 - 141 136 5 1 23 19 4
2002 5,260,688 22 17 5 2 15 13 2
2003 6,325,841 25 24 1 1 7 3 4
2004 9,379,417 45 33 12 12 7 6 1
2005 10,995,667 364 355 9 6 18 13 5
2006 12,552,518 635 634 1 1 24 15 9
2007 15,647,978 515 509 6 7 21 13 8
2008 18,212,065 407 397 10 11 16 6 10
2009 26,685,566 2,380 2,365 15 21 17 7 10
2010 27,474,405 741 732 9 6 269 112 157
2011 25,046,170 238 236 2 3 70 45 25
2012 26,434,660 209 203 6 8 70 51 19
2013 28,922,684 345 339 6 11 81 65 16
2014 27,474,749 289 280 9 12 121 62 59
2015 28,040,322 271 265 6 9 99 59 40
2016 29,224,215 318 316 2 4 73 47 26
2017 28,949,826 439 437 2 3 87 43 44
2018 29,722,545 588 583 5 3 63 40 23
2019 32,129,545 806 803 2 684 44 24
2020 37,161,424 2,002 2,387 115 156 80 47 33
Al 11,344 | 11,091 203 284 1,876 724 536
D) RS RS Aw: WEAsE Aued 23nasgue s g dgel, 44 %

A5)
A S
NEREINE

B 5oz HErPsst AAEAUA2002~2010dL AE 2

ok
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AL

WAl FLAE

(vaccine product—related

19981 PIFeA] A& A Zeplollz: WAIR) ZERLE (RotaShicld)E

B85 A ololi] AFPF] WSS, oAl A3} ZERIE W)

=5

) o] AHT WA daAgo] e AR ERIH, ZERE WAl
reaction) N
34
Al Al of gk dkg-
( , it « 195513 1=t CutterAloll A THE1W Za] @ APAl HF-S WRE 40,000
vaceine auaty ol Fele W 519 ATwlE L, 59 A
defect—related reaction)
« 19921 51 9] Ao} BCGAHE § Fitolulol gl whd, 472 248
a1 192 APEsh i Wgarel A 5ol A7) o] Hake Ao
- L o WA
WRE o= HEo.
ik (‘,’ S SRS 0800009 F11 Sk QAllIAE B A e BaolA] AR 2]
1Inrlnunldzaltlon ion) T rgo] ApgEh AT SAYHET] 3AE welAaln o A Te-S
error—related reaction oak SFekEo] LuEo] 9)A] ergke
* 1997 DTPuIAlS: b2 707 9] Fot 5 2190] APggh DTPHAIT} Hlszgh
BFo] Ede] 2 WA HEE AS
o P EFE HeukS |« FUefA] 20041 12—194] tFo = MR WAl Skl AA| ol Ee] AlEE.
(Immunization N 448 9] Aoy} BTy FER QY 253 ZAFA Y 90% o]Ato)
anxiety—related reaction)| <WHAZTIH Echtgow Uz om 29SS A9l T FHUg
+ 1996\ T]Ze|g]o} tifefo] dojit %ﬂoﬂﬁ DTHAIHEZE Q1S A3
3I3lom, TA 2W7) diE 23§ APYsh AAESAdo] Qo] wlalzle]
AR Sjgsis o, A IV AR 8 ) 49
Ak Qb D AAGsA FAde] At &
(coincidental reaction) | » 20101 6™82] %o}7} pentavalent (DTP—HepB—Hib) 55 $- 4843t o]ufjel]
/\].U]-O}_oﬂ our ditdZE 34 A= %?ﬂﬁi o7 o 04%1

« 2017 9Y 744 =0)0] O1ZFallx} A oF |
Ab BAAD) gls gekdd 2 gl

A7 & 4%1;(10], 2 AR 2
vka)2 olsl Ao 2 gy E

]:'
=

H o ==z == H\ e
v, iR el W T whE BR
:rLTvb_L ng]
oA o] kS AETHH9 55, ¥4, 2, T, 7L T diHs e
(Local reactions) ool 1 Fol| ety o] AukS
HRAE- 9]
A1 o] dRkg W, HElt, 258, 79 T ol vk B9l ke A
(Systemic reactions) | &3 A2l Yeh}= o] gutS
73 % (Mild) okl A gk o] kg
ZZET
5o —
<< (Severe) T2y 23k ol AukS




0. gL T o] dnkg3} A A A
WA HRAIELO) W 2T of] wE o] AFHES WA S4)
o]l AFul-& =]
R Les T %4 A ] £
o 2R |F3=
AEH-9 2 (papule)
(2~4)
= | BT HE 7e] Ba= ARG A R A
T la~2me) IR
e
(2~5714)
<
o T 5Y -
AZol = -
0.1~0.01%
=% |z AA
°|EeE (1,000~10,000% 17)
BCG TE(3E) 0.1~0.01%
(2~67014) (1,000~10,00071% 171)
A 1l wt
SRR }fﬂ]EJ‘(sti reports) 7t
=1
o 0.03~0.000001%
== (3,333~10°71% 171)
A |
= 0.0004~0.0002%
(1~12718) WZ=A BCG 7+ . .
A." coe e (230,000~ 640,000 %
(Disseminated BCG)
17)
HAAFY ST 0.0002%
(Immune Reconstitution Syndrome) (640,0004% 14)
== 3~29%
wh | AT | 3%
=% 3%
B 7t4 1 (37.8C ol Ah) 1~6%
ol
Zdﬁ\_] T o 3%
0.00011%
== | o I 2F Al A~
T |chtaHAs (105749 1.17)
1} 0.9~31.4%
2 Az | =% 1.4~20.1%
DTaP :'—1]_ o O [e) (¢
E = —~
(DTaP 5% 0.1~6.5%
AL 1 (37.8C ol Ah) 0.1~20.8%
Al AE
25 (EATT &g, Botd ) 1.3~12.4%

4) WHO vaccine reaction rates information sheets

(https://www.who.int/vaccine_safety/initiative/tools/vaccinfosheets/en)
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(k912 21)

Ax A A A
1994 11 6 5
1995 4 4 -
1996 2 2 -
1997 0 - -
1998 12 8 4
1999 6 4 2
2000 29 16 13
2001 141 136 5
2002 22 17 5
2003 25 24 1
2004 45 33 12
2005 364 355

2006 635 634 1
2007 515 509 6
2008 407 397 10
2009 2,380 2,365 15
2010 741 732 9
2011 238 236 2
2012 209 203 6
2013 345 339 6
2014 289 280 9
2015 271 265 6
2016 318 316 2
2017 439 437 2
2018 588 583 5
2019 806 803 3
2020 2,502 2,387 115
A 11,344 11,091 253
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A=Al 2015 | 2016 | 2017 | 2018 | 2019 | 2020
Hib, s, 489, AEFAA - - - 1 - -
Hib, |l H "+, 2+ 1 - - - - _
Hib, ZEpubo]s]~ - _ 1 _ _ _
Z2 e - - - - - 1
DTaP 4 - 7 9 4 2
DTaP, &% 4 - 4 5 2 7
DTaP, 2%, MMR 1 - - - _ _
DTaP, &g, ZEH}O|#H 2 1 - _ - — _
DTaP, &2, Q1 ZFdA} — _ _ _ _ 1
DTaP, 4+ 1 1 - - _ _
DTaP, #2l2, 42449, MMR - - - 1 - _
DTaP, Hib - — _ _ _ 1
DTaP, 7 1 - — — _ _
DTaP, AG 74 1 1 1 - 1 _
DTaP, &<} - - - 1 1 _
DTaP, Hib, &2, w7+ - - 1 —~ - _
DTaP—IPV 6 3 7 12 14 12
DTaP—IPV, MMR 3 10 3 16 18 11
DTaP—-IPV, MMR, % - - - - 4 —
DTaP—IPV, MMR, $1ZF<l=} - - _ _ _ 9
DTaP-IPV, &% — — - - 1 1
DTaP—IPV, Hib 8 4 3 1 4 -
DTaP-1IPV, ZEpr}o]e] 2~ - 3 9 — _ _
DTaP—IPV, ¥ &4 - - 1 1 - _
DTaP—-1PV, ¢4&+ 4 - - 1 9 9 _
DTaP-IPV, ¢1ZF<lx} - _ _ 1 9 6
DTaP-IPV, 4 <, MMR - - - 1 _ _
DTaP—IPV, d&¥ <1, MMR, F - - - 1 - _
DTaP-IPV, B3 74, w ¢ 7+ - - 1 - - -
DTaP—IPV, Hib, ZEbuto]e] 2~ - - 1 - _ _
DTaP—IPV, Hib, =¥ - - 2 - - _
DTaP—IPV/Hib - - 5 3 _ _
DTaP—IPV/Hib, B&Z+¢] - - - 9 _ _
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Tdap, FEF= - - 1 - - -
Tdap, F - - - - - 1
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B 7247(57.5%), 712y 5367 (42.5%)

<d=d HrYg >

- HAAA

. A B4 (A) 712H(A)
1995 11 4 7
1996 4 1 3
1997 - - -
1998 5 4 1
1999 2 1 1
2000 9 4 5
2001 23" 19 4
2002 15 13 2
2003 7 3 4
2004 7 1
2005 18 13 5
2006 24 15 9
2007 21 13 8
2008 16 6 10
2009 17 7 10
2010 269" 112 157
2011 70 45 25
2012 70 51 19
2013 81" 65 16
2014 121 62 59
2015 99 59 40
2016 73 47 26
2017 87 43 44
2018 63 40 23
2019 68 44 24
2020 80 47 33
Al 1,260 724 536

* MR LAY E § g iygdadyd 20424 184, 717 27)
w2010 Al Z T4} T BRI 2524 (R4 1094, 7]12F 1434)
wer 20130 =AU E T | RAANY 153G (BA 84, 717 77)
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[Form No. 1]

Immunization Screening Questionnaire

To ensure safe vaccinations, please read the following questions carefully and
mark Patient/Parent or Legal Guardian as appropriate.

Name Resident Registration Numbers - (OMale CIFemale)
Date of Birth . , .
(YYYY.MM.DD) Foreign Registration Number (CMale CFemale)
Telephone (Home) (Cell Phone) Weight \ ko
Release of Personal Vaccination Information Egggptéuaﬁgirgrqt or

We collect personal information including Foreign Registration Number and_Sensitive Information in
accordance with the "INFECTIOUS DISEASE CONTROL AND PREVENTION ACT" Article 24, 32 and the
"ENFORCEMENT DECREE OF THE INFECTIOUS DISEASE CONTROL AND PREVENTION ACT" Article 32-3.
The additional personal information to be collected is as follows: ) .

[0 Personal information collection-processing purpose: sending reminder messages regarding
upcoming vaccination dates, confirmation messages for received vaccinations, and messages
regarding the monitoring of adverse events following immunization. i . o

[ Personal information collection:processing category: personal information(including Foreign Registration
Number and Sensitive Information), telephone(home, cell phone)

[ Period of retention and use: 5 years

| hereby consent to the release of my child's (my) vaccination records through the
Immunization Registry Information System (IRIS). =~ o O Yes O No
* Denying consent could lead to unnecessary vaccinations or cross vaccinations.

| hereby consent to receiving reminder messages for upcoming vaccinations and
confirmation of received vaccinations. o . ] O Yes [N
* Denying consent will result in no longer receiving information on upcoming or es o

received vaccinations.

| hereby consent to receiving messages for the monitoring of adverse events
following immunization. . . . O Yes N
* Denying consent will result in no longer receiving information on adverse events €s 0

following immunization.

Patient/ Parent or

Pre—Immunization Screening Checklist Legal Guardian
(Are you feeling sick today? If yes, please describe any symptoms. ) O Yes [ No
Have you ever experienced an allergic reaction such as urticaria or rash to certain [ Yes [ No
medications, foods (especially eggs), or vaccinations?
Have you ever experienced any adverse events following vaccination in the past? If O Yes [ No

yes, please specify the vaccine. (
Have you ever been diagnosed with or treated for congenital anomaly, asthma, lung,

heart, kidney, or liver problems, metabolic diseases (e.g. diabetes), or blood [J Yes [ No
disorders? If yes, please specify. )

Have you experienced seizures or other nervous system disorders (e.g. Guillain-Barre

syndrome)? ) Yes [ No
Do you have cancer, hematologic diseases, or any other immune system problem? If

yes, please describe. ) [J Yes [JNo
In the past three months, have you taken cortisone, prednisone, other steroids or O Yes [ No
anti—cancer drugs, or had radiation treatment?

In the past year, have you ever received a blood transfusion or immunoglobulin? [] Yes [ No
I(—Iave you received any vaccinations within the past month? If yes, p;ease specify. [ Yes [ No
(For women) Are you pregnant or is there a chance of becoming pregnant within the O Yes [ No

next month?

| hereby confirm that | have been informed of my examination results and of the potential adverse
events following immunizations (AEFIs), and hereby agree to receiving vaccination(s).

Patient or Parent/Legal Guardian:

Name) (Signature) (Relationship to patient)
* National Registration Number of legal guardian (if your child’s birth has not yet been registered): -
Date: ~ (yyyy) (mm) (dd)
Results of Pre-Vaccination Screening (to be completed by a physician) Check M
Body temperature : C | 1 have explained about possible risks of immunization (AEFI) O
| have explained that the vaccine recipient should stay at the medical institution for 20~30 minutes 0
for observation.

Results of history—taking :

Based on the patient’s history and physical examination, the vaccine recipient is able to receive vaccinations.
Physician (Name): (Signature)

210mmX 297mm(E2=&X|(25) 70g/m?)
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OISHS BSE g sz mas s o om0 gRsel MO, O MEY S8, 0 4% 9Y, O A
CIIN HE % oIS 3 olaA (@A), I BE oJF, SEEUAAsAHE
a|zo14 e
FECEE
cwsM Y 2
TSRt TR | o 24 0fR(Mel ofel 4P) ;2
C 37 SY UEE YEY : 2
CHE HT B UD PN B D Y YU2IIN HH(EENTET) Be
. HE HE o =83 22
CEr] JleE Y= B EEAI )
ColM nE 2
11.19. &kl 23l V/S 136/82-80-16-37.4
11.20. &, uf 2, Sp02 99%
11.21. § R 24U S22 elZ, V/S 140/77-72-20-36.4-99%
11.22. V/S 120/75-76-18-36.7-100%
11.23. V/S 124/76-77-18-36.6-100%
11.24. V/S 127/82-78-18-36.3-100%
11.25. V/S 122/76-72-18-36.5
C BN 2N A2
11.20. CBC 13780(53.6%, eosinophil 2.2%)-15.7/45.9-338k
PT/aPTT 11.7(1.00)/26.3
e' 137.5-3.3-99.0 BUN/Cr 7/0.78 LFT 26/22/0.6
FQ AL LA CK/CK-MB/Tn-I 58/1/<0.01 CRP 0.04
(HAF A Dmt 11.21. CBC 14370(65.0%, eosinophil 1.3%)-14.4/42.1-340k
H7) e' 138.1-4.0-104.6  BUN/Cr 9/0.74  LFT 15/17/0.6  CRP <0.020

influenza A/B Ag -

o Futetd A 47 Y 7

o J|EF 1 FA 9RY|E

11.16. 22iZ7| & for vaccination, past allergy history(=), vaccine-related adverse event(-)

11.19. 8247|5 itching ¥ rash, generalized wheal(+)

11.20. SS47|F A& anaphylaxisoll F&st= 4. antihistamine, mPd Mg grobA
SEE%H A2t SR tHES, 7Y, TE ©Y
Jtsd Qe A22e SZ oeFAL 1AZE © 8% medication0|Lt SZ o HE=
AZHM oz ZtAol 1, medication allergy X EM 2 7ts4 i EolA

clear breath sound without crackle, wheezing, abd. Td/rTd /-

2278 50| R & 7] WM 2 =4,

11.21.

clear breath sound without crackle, wheezing, abd. Td —

& LE|d =& UeH HAHE
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. Anaphylaxis = Based on a controlled study (Greene et al., 2010) that

lacked validity and precision to assess an association between influenza vaccine and
anaphylaxis, the Committee of the Institute of Medicine (2011) has limited confidence in
the epidemiologic evidence, however, based in mechanistic evidence including 22 cases
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o KPP
« WHO GACVS

presenting temporality and clinical symptoms consistent with anaphylaxis sees a causal
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Immediate

reactions(e.g. hives, angioedema, wheeze and anaphylaxis) occur rarely after influenza

vaccination(Bierman et al., 1997; Nakayama et al., 2007; Vellozzi et al., 2009)
o O|= |OM : Conclusion 6.15: The evidence convincingly supports a causal relationship

influenza and anaphylaxis.
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between influenza vaccine and anaphylaxis.

o WHO AEFI Guideline : Il. A Consistent causal association to immunization

o 7|E} A7 2 (AT CIRRQl €3l J|H, of) Al-i=F o7, Al 21 §) -

- Timing post-immunization — Specific time frames for onset of symptoms following
immunization are not included for the following main reasons: clinical manifestations
of anaphylaxis are typically described as starting within seconds to minutes of
exposure to a given substance. Most cases start within 1 h of exposure, but in a
minority of cases, symptoms may present up to 12 h after exposure. Biphasic
presentation up to 72 h has also been described. Clinical manifestations may also
vary depending on the route of exposure to the allergen.(intravenous versus oral,
intramuscular, subcutaneous, etc.).(Anaphylaxis: Case definition and guidelines for
data collection, analysis, and presentation of immunization safety data, Jens U.
Ruggeberg, Michael S. Gold, et al., Vaccine 25 (2007) 5675-5684)

ity got At

o U™ E BHMN 27 I 2
o e[ FE £ of £(o| A4S «dst= AL X| A, Brighton Collaboration case defintion §)

- Anaphylaxis is set apart from simple allergic reactions (e.g., urticaria, allergic rhinitis,
asthma) by the simultaneous involvement of several organ systems. The combination
of cardio-respiratory signs with mucosal and/or skin changes (urticaria, angioedema,
etc.) is most specific.(Anaphylaxis: Case definition and guidelines for data collection,
analysis, and presentation of immunization safety data, Jens U. Ruggeberg, Michael
S. Gold, et al., Vaccine 25 (2007) 5675-5684)

- Anaphylaxis is a clinical syndrome characterized by
* sudden onset AND
* rapid progression of signs and symptoms AND
« involving multiple (=2) organ systems

o AP OUHE T o|aEZRUR R (EM EH)

- WHO : Anaphylaxis — Based on a controlled study (Greene et al., 2010) that lacked
validity and precision to assess an association between influenza vaccine and
anaphylaxis, the Committee of the Institute of Medicine (2011) has limited confidence in
the epidemiologic evidence, however, based in mechanistic evidence including 22 cases
presenting temporality and clinical symptoms consistent with anaphylaxis sees a causal
relationship between influenza and anaphylaxis. Immediate - presumably allergic -
reactions (e.g. hives, angioedema, wheeze and anaphylaxis) occur rarely after influenza
vaccination (Bierman et al., 1997; Nakayama et al., 2007; Vellozzi et al., 2009)

- IOM : Conclusion 6.15: The evidence convincingly supports a causal relationship
between influenza vaccine and anaphylaxis.

o Bt 0lofl o3t A& Y JIsA "WIHAES 27l Fe 2l M
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46) Questions and answers on immunization and vaccine safe
(http://www9.origin.who.int/features/qa/84/en/)
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47) Vaccine Education Center, Children’s Hospital of Philadelphia
(https://www.chop.edu/centers—programs/vaccine—education—center/vaccine —ingredients)
Vaccine Knowledge Project, Oxford University
(https://vk.ovg.ox.ac.uk/vk/vaccine—ingredients)
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