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1. FDA. EMERGENCY USE AUTHORIZATION (EUA) OF THE PFIZER-BIONTECH COVID-19 VACCINE TO PREVENT
CORONAVIRUS DISEASE 2019 (COVID-19) IN INDIVIDUALS 16 YEARS OF AGE AND OLDER
https://www. fda. gov/media/144414/download

2. FDA. EMERGENCY USE AUTHORIZATION (EUA) OF THE MODERNA COVID-19 VACCINE TO PREVENT
CORONAVIRUS DISEASE 2019 (COVID-19) IN INDIVIDUALS 18 YEARS OF AGE AND OFDA.
https://www. fda. gov/media/144638/download
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1. IDSA. Vaccines FAQ

https://www. idsociety. org/covid-19-real-time-learning—network/vaccines/vaccines—

information—faq/
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information—faq/
2. Journal of Controlled Release. 2015; 217: 345-351
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1. Nature. 2021;589:16-18

2. N Engl J Med. 2020;382:1969-73

3. Moderna. Moderna Announces Progress in Prophylactic Vaccines Modality with CMV Vaccine
Phase 2 Study Data Now Expected in Third Quarter 2020 and Expands Investment in This Core

Modality with Three New Development Candidates https://investors. modernatx. com/news—

releases/news—release—details/moderna—announces—progress—prophylactic-vaccines—modality—

cmv

4. N Engl J Med. 2020;383:2603-15
5. N Engl J Med. 2021;384:403-16
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N Engl J Med 2020; 383:2603-2615

1. N Engl J Med. 2020;383:2603-2615

N Engl J Med. 2021;384:403-416
N Engl J Med. 2021 DOI: 10.1056/NEJMoa2101765
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1. N Engl J Med. 2020;383:2603-2615

2. FDA. Vaccines and Related Biological Products Advisory Committee Meeting
December 10, 2020
https://www. fda. gov/media/144245/download

3. N Engl J Med. 2021;February 24. doi: 10.1056/NE]JMoa2101765

N Engl J Med. 2021;384:403-416
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1. CDC. Science Brief: Background Rationale and Evidence for Public Health Recommendations
for Fully Vaccinated People
https://www. cdc. gov/coronavirus/2019-ncov/more/fully-vaccinated—people. html
2. FDA. mRNA-1273 Sponsor Briefing Document Addendum Vaccines and Related Biological Products
Advisory Committee Meeting Date: 17 December 2020
https://www. fda. gov/media/144453/download
3. N Engl J Med. 2021;February 24. doi: 10.1056/NE]JMoa2101765
Interim Estimates of Vaccine Effectiveness of BNT162b2 and mRNA-1273 COVID-19 Vaccines in
Preventing SARS-CoV-2 Infection Among Health Care Personnel, First Responders, and Other
Essential and Frontline Workers — Eight U.S. Locations, December 2020-March 2021
https://www. cdc. gov/mmwr/volumes/70/wr/mm7013e3. htm
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1. CDC. Seasonal Flu Vaccine Effectiveness Studies

https://www. cde. gov/flu/vaccines—work/effectiveness—studies. htm
2. N Engl J Med 2020;383:2603-15
3. N Engl J Med. 2021;384:403-416
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1. N Engl J Med. DOI: 10.1056/NEJMc2103916
2. FEmerg Infect Dis. 2007;13:1562-1564.
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1. bioRxiv. mRNA-1273 vaccine induces neutralizing antibodies against spike mutants from

global SARS-CoV-2 variants. external icon
2. bioRxiv. Neutralization of N501Y mutant SARS—CoV-2 by BNT162b2 vaccine—elicited

mpseraexternal icon
3. Cell Host & Microbe 29, 463-476
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N Engl J Med. 2020;383:2603-2615

N Engl J Med. 2021;384:403-416

CDC. Ensuring the Safety of COVID_19 Vaccines in the United States
(https://www. cdc. gov/coronavirus/2019-

ncov/vaccines/safety. htmlft: ™ :text=COVID%2D19%20vaccines%20are%20safe, safety%20monitoring%2
0in%20U. S. %20history. )

4. FDA. Vaccines and Related Biological Products Advisory Committee Meeting December 10, 2020
FDA Briefing Document Pfizer-BioNTech COVID-19 Vaccine
https://www. fda. gov/media/144245/download

5. FDA. Vaccines and Related Biological Products Advisory Committee Meeting December 17, 2020
FDA Briefing Document Moderna COVID-19 Vaccine
https://www. fda. gov/media/144434/download

6. N Engl J Med. 2021; 384:1273-1277

Q4-2. BHARATHBEIRIGZEDLS BRI D E55°?

202142 H A B BIAGR SNT= 7 7 AP —4EU 7 F o TaIFT 1) OFRMNXE GIHE) 1tk E4L,
AANIGOB] (V7 F o Zfo7- A 119N, 4K (FT78R) & L TERBEKEZIT 72N 1 41N) &XI5
(CFRA M oA, 281 H OBERER OBFES Lz & 2 ADOTRBENHTZ ANOEIGIXT9%, J 55 H360%, 75 AITFEH316%,

FEEINR33NT Lz, 1T & A EDFITERITIG U CTHRSRAIZ & 27, BEAEEICIT S EL X2 LEFAT
L7,

B, WA TORELD LRALIZADEENZ VL IICR AT TN, BEOEUEN, Esh CIE38CLLET
boloDizxt L, HARENTII3N.6CTh-o72Z &0, REOHERO NEOHENED Z L ENRFEL T
WBHEBEZLNET,



d“”NhL
Czyre=-
F4 FERBIFISOFRBIRR

#BHE (BBAE %))
A He Al 7 T b REAERE
. . _ Grade 3 Grade 3
i H{ G L H G 4
Al 2 e etk B E TN B b
N . 1 103 (86.6) 2 (1.7) 1 (2.4) 0 (=)
PGB
2 92 (79.3) 2 (1.7 0 (- 0 (=)
. 1 48 (40.3) 1 (0.8 4 (9.8 0 (=)
W57 -
2 70 (60.3) 4 (3.4) 1(2.4) 0 (=)
B 1 39 (32.8) 1 (0.8 6 (14.6) 0 (=)
ELiER
2 51 (44.0) 2 (1.7 5 (12.2) 0 (=)
1 17 (14.3) 0(-) 1(2.4) 0 (=)
iih P -
2 19 (16.4) 0(-) 0 (=) 0(-)
o 1 30 (25.2) 1 (0.8) 2 (4.9 0 (-
ik
2 53 (45.7) 2 (1.7 1 (2.4) 0 (=)
. 1 17 (14.3) 1 (0.8 2 (4.9 0 (=)
BA & - — -
2 29 (25.0) 1 (0.9 0 (=) 0 (=)
1 17 (14.3) 0 (=) 0 (- 0 (=)
S
2 38 (32.8) 1 (0.9 0(=) 0 (-

a) EREREH (@ (HEE#HZHIT5)] DE: LTHEIA-FHSR
b) 37.5CLLE. 38.9C %A MAEIZ, EEENEE (Grade 3) PLEE L7

1. a7 HACE https://www. mhlw. go. jp/content/11123000/000738743. pdf
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WKL EZAONET, VI TF U OMSIIEREEZ T CICoSi, BRoPIZR Y FEAL, B
HYRBISORIZ DWW TIE, AP CREREHEN SN TEY | 5% bl HT it E T,
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1. National Childhood Vaccine Injury Act: Vaccine Injury Table

https://www. cdc. gov/vaccines/pubs/pinkbook/downloads/appendices/d/injury—table. pdf
2. Emergency Use Authorization Overview and Considerations for COVID-19 Vaccines
https://www. fda. gov/media/144329/download

Q4-5. mRNAU 7 FUNZEDBTF 7 4 FF—IZ OV TRHELLLEHXLTT X,

T T 4 TR — T, R - KRR, . Y RS, M - DiEZe EL 2oLl EDIRERIC T LAV —IER AN D
ZETY, BIRE. CAELA, % BEEHELE, ORXEHOEN, DA TA T, HER, MEOKT, 7L
DIERNH Y T, WANARIBOREY), HRIENETH, TUAXF—RT T 74 7F—% 2T A
W RZHVFET, BHELLTUX, TAVATIE, 77A4Y— - 4Ty 744U 7 F 100 5EEGICOX
4.7 [A, =T AFHT 7 F o 1005EEFEEICOE 2.5 LHAESRTWETY, Zhux 17U
JFUTOTF 7 47X —0HE (1005 AIZ1L4AN) KRB0 EEXE T, oI TRRIZ
WEWI DT TIEHY £ A, B, FLEZE (FLAH) TIL, FI5000 21N (10007 AIZ200N) 7F 7 «
TXV-PEREDLIENDHY £T,

2B, HATIEIMRNAY 7 F UM% DT 7 4 7 X% —DMENLZ VD TIZRNNE W) HENRRESNEL
2o LML, DI FrOREWFTMICHNOND T T A b ENCES O TR LIE$ &0 BidE#%
Wl SleholeZ b KETHEREFEIIHERNEFE LY DHENRZ N EORELH DY b, BA
TRIAIZ2 Z EBRE TV DA DT TRV EB I ONET,

TF 74T —NEEZEAIE. TRLFI Y (mex7 U 0) S0 E: T CICHRERT S
EWIHFESL LTZIERDN DY £9°, 7TF 7 4 77X U —13HFE O ANICE L. DRI LD TT LV —%
I L2 EDHDLABKBEIT LI, Bl SEIOU I F L LUNDEDIZT T 74 T7F—%EIL
22 ENHDLFITEBEPLE T, PRG0S TR T2 25 Z E N RYITT?,

JAMA. 2021. doi:10. 1001/ jama. 2021. 1967

Vaccine. 2007;25:5675-5684.

JAMA. 2021. doi:10.1001/jama. 2021. 3976

JEAEG S TR o vy A )V R EGYEICGR D T B RO FEHEIZ B3 2 B M T FEl X (2.0
B | (BFn342 A24H)

W N~

Q4-6. BB ORISR EEITE IR TERINETN?

TAVRZET I F a2 RRITEZ ST HREOFEMEED D VAT AREEH Y, TRV 7T
FoTRBI=LDRDMN, FTNELTEFLFEFZOXA I VT TR oT-HEF 200, FHEAFE N EYHIZ
A L C0ETY, BATYH, EREEZICTHEREERS - RISV OIER S 5E . PRERmEIC X
D ERISENREETHEEND Y £977,

1. CDC Ensuring the Safety of COVID-19 Vaccines in the United States
https://www. cdc. gov/coronavirus/2019-
ncov/vaccines/safety. html#: " : text=Expanded%20Safety%20Monitoring%20Systems&text=V%2Dsafe%2
Ouses%20text%20messaging, significant%20 (important)%20adverse%20events

2. JBAEGEE  TOHEREICES  [EREOE O BFEW
https://www. mhlw. go. jp/bunya/kenkou/kekkaku—kansenshou20/hukuhannou_houkoku/index. html
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WM-7. FRaoFIANRYIF U 22T H L. FRanFIALNRThNDE 2> TES
DEL 72 DADE (BURKTFHEEMEIS) L WVWOBRPEZI b LR NWEEEE LE, ZHIEAR
YTTM?

U0 F U LT RIOERET D L BIEICR DT WESO Z L AADE TUIRMERIFERERELS) L ong
To VAN LT, U7 FUEEDOZIC THRER O R WREH PR BTETLEI &, U1
AMANDOHIBUZAY ZTeD & T LABITTLEW, JERABSELZERHV 3, ZHUIT 78O
J7FTRIVELREY, 72, PURMO X L RIE, DA NVAEDONZFE Y (ThEREEAGRE SV E
T) PERELZCH THROWKIEZS I SRITI b H 0 T (U7 F o BRI 2R B Vaccine-
associated enhanced respiratory disease; VAERD& W YE$)

U7 F U TIE, ZOAEVARRDE Z 520K 212, BWHFIERARN S 2Pk 2ES . @<V
VRERDANT 2% L T8 (ThIHlEE WS U U SERR L < <) Ko a2 ifEad 27 7 F o ORREN
KoL Ensgd, 774 — 477U rFo ETATHTIZFoONTICENTEH, [HN
TRERR S L0UR] & INTUZAORWY UREKOBE ] BiER SN TWET, E/o, BFER THADEIT
BRSO EEASY L, $2/3MHOMEKRR Tk, EBICADEZ R Z LEWREFIIVEFATLE D Z 50
S22 ENSL, FMaaF IA NADT 7 F BV TAERBRSSND Z L IFHRTIZE THEZIZ W
Sx2%7,

1. N Engl J Med 2018;379:327-40

2. N Engl J Med. 2020;383:1544-1555

3. bioRxiv. A prefusion SARS-CoV-2 spike RNA vaccine is highly immunogenic and prevents lung
infection in non—human primates
https://doi. org/10.1101/2020. 09. 08. 280818

4. N Engl J Med 2020;383:2603-2615

5. N Engl J Med. 2021;384:403-416

M-8, FRaaFIOANRTIZF o O%IZ, IBRENEZDZDTLE IN?

=y R ETHHENTWET A NI BRIEDTF ) TANARYT Z—T 7 F 08, IEFICH (§125
T EEEFRIZ 1) i/ MR O & 5 Bk e fideiE (7 7 5 R s e fAe M i MsUME) & =5
AREMERH D Z ENHRESNTHETY, LavL, AARTEICEARENTWDS 7 7 A P —4EOmRNAY 7 F
R, T BREENDIET LT HOMRNAY 7 F o Tld, 2Ok 5 R MARESE OREITRH LN TWEY
Ao

TARNTZEBRAIDOT 7 F U BFRLICHRE SN TO DR ARIE X, BEDOE ZAIFEALEN6 0L
DI, U7 F oG 2 BBUNICEZ S 0nbTnWET, BREZ0L I RMBIENELDLZ ERHD
DO, FEHALGLTIEH D TN, EINLHLEINTWDS [~ VERMEM/ EAE HIT) | W)
UL TV A AR H D B2 b THET, ~ U VERMEM/MGEE & 1%, ~ ") v s
ffio TWABICHICE Z %, /MRS > TV D DN TE 2R T, 5%, FICRRNBE S,
EO LRI THIUXLERIHHTE 20, MDD b d RiAHTT,

1. N Engl J Med. 2021 Apr 9. doi: 10.1056/NE]JMoa2104840
2. N Engl J Med. 2021 doi: 10. 1056/NEJMoa2104882
3. BMJ. 2021;373:n931

QB5-1. BEE CT—BSZVBIKRIITTL L 92 °?

BB LT 7 AT T 7 F oA L RICE I ARG E LT, S bAEENE WS ORI O
BT, 6-TEIDHFITHZ D Z Lo TWETY, ZOMICHEDSWVEIRIGE LT, BERK, ER. &

AR, BERARERHY Y, TN DITHRENMEOTO D BENRGHLTH Y . BALUNTREL 22
B ENS Do TNET,

9 LEERIBOSIE, BEH AT, EWMNEWTOERROREZ D IC W ERREINTWHETEY,
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1. N Engl J Med 2020; 383:2603-2615

2. https://www. pmda. go. jp/drugs/2021/P20210212001/672212000_30300AMX00231 _A100 4. pdf

3. #flavturFroRGRRBVIHAOEANRAE (arx— FEE) MEHELZHEEHOPRHE

(3)

Q5-2. EHRE L BHEE T, BRCRIRISITEWNTIH Y T,
ARCERBINTZ T 7 A F—tED T 7 F 1%, EEE IR L THIELL EORIETEENSH D = L3, K
FERIBBRCA A T T VD EE TOBEIZE Thio Tk,
RIS DWTI, RO RATORISIG S . BESCERK, R E02EMORIMIGS ., FFEE XD
b a0 ND LEHENMENZ EE SN TWETY,

1. N Engl J Med. 2020; 383:2603-2615
2. N Engl J Med. 2021;384:1412-1423
3. M auF Uy F L ORGRBYIIIOBEANFRE (ah— hFHh) fEREIER HEEHO PRHE (3)

Q6-1. FEMESCEI T LAX—RHD ET, nRNAV 7 F U2 HEE L TRLRTT 0 ?
TEHESCEM T LAX— WEST MR ER R ENH DT CHEMAIETT, 77 A — - 4T
v 7 FEOMRNAY 7 F o DA SCEITIL,

“mRNAD 7 F U DRI L > TCT 7 4 TF—NEEZO0RH LA

R L2V Y IcER SR TR 2,

T, RO XD RFICHERT LRHL, EEALELEMINTOET,

c WEFE T O TR C2H LINIZERHTZ 0 | BHICRBN THREDT LILX—%5 ) ERNH - 72
N

*mRNAD 7 F U DRI LT, T LAX—NTHHREEDOHDH N (mRNAY 7 F ZE £HPEG (RY =
Ly Z U a—n) EWIHRSIC LT, T LAE—DRWRH S NIEENLETT)

LI TH-TH, VI FUERBIIETRHICIT T 74 7% —RNEBZ > TLE D [N H 5D T,
T FroaBERLIE%IIDR LD 16 SRIIHBEOR T 245 Z ENRUITT, £z, ARIOERET
L5900 F L LANDOEDICKH L TRECTF 74 T7F =R EOBENT LAXEREZSERI L2 0D
BHNIE, BERR 30 DRRERTEHRDZ LIl TVET,

7ok, KECDCIIMD T 7 F o038, BRAW), 8, 77 v 7 ZAEOLDIZHTHEWT LAY =KL (77
T4TFRI—RE) BRILEIEOHIFTHERE L THLIWE LTWETY, SEBERETIU 7 F O
ICH T 2 ENT LAX—KIGER I L2 ERBH S FRERTE RV E WS AR LT,

SOOI F DT FT7 4 7F—ORRE L THBAREENRENEZEZ LN TWVADIIRI=F LY
a—/L (PEG) LW IOME T, PEGICIZZ<K SAOFENH Y . KIGHRAED FAISCIRA, B S IHEL <
fEbNTWET, KECDCIIPEGIZH T 2T LAX—2 I LIl ERH DL FbEMAEZZIZFONIVES
STWET, £72, mRNAY 7 F U DO1EIH OERERZIZT 7 4 7% =R EQENT LAAX—KILn e
V2B H OEFEAPEZ D5 L HOHEE LTk, (CDCIZ X 5202142 H 15 H RS 3 1) S HESRFHIE TF)

L. a7 4 IACE
https://www. mhlw. go. jp/content/11123000/000738743. pdf
2. Flov A VA RYYEICSR D TRIER O IS T 5 ol &
https://www. mhlw. go. jp/content/000740417. pdf
3. CDC. COVID-19 Vaccines and Allergic Reactions

https://www. cdc. gov/coronavirus/2019-ncov/vaccines/safety/allergic—reaction. html
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Q6-2. HEAELHIVICA 2> TVDABIRNAY 7 F U 2L THREARTL X 5522
FERRD B 5 HPHIVICEY L TV 71k LT, FRBNCHRRBR 21T > 1o bl TIZR WD T, 2950 H 05
BT DT 7 F U OAMEPE MR, TS ONTRoTIWERA, L, HIVEEE TH- T
b FIRAEDE DTS HITIRNAY 7 F > OEFRABRICS ML Tl Y . —EDLEMEIMR SN TN D &
WA ETY, F2, TRLOEBERODH D HICONTEH R a a0 F 7 A L RADEYTEIEILRD U AT N E
WeEWnS ZE b REIRETTY,

mRNAD 27 F 208, JRBMIC D 7 F o a2 L TH VA VAR T 5 2 L 13H Y FHA, —RIIZ,

TIEREDH DI R D013, BV 7 F L EHINLHEHD, 385y A VAFEORRKEL G
JFTY, REICHBEOH D50, mEEMA 532 WAL TWAD T TIL, mRNAY 7 F 2 K - THREN
DX WHBEMEIE S D T3, mRNAY 7 F U SRS RO FICH L TRV L AR 2T HEEE 2L
WESNTWET, BEETL5E. LRVWGEENENORE, DEZRREZD00 DT ELFR L, Hflix
Bt L TS LERH Y 972,

1. CDC. Interim Clinical Considerations for Use of mRNA COVID-19 Vaccines Currently
Authorized in the United States
https://www. cdc. gov/vaccines/covid—19/info-by—product/clinical-considerations. html
2. HARVU=TFZR Hil=aoFvA 2 (COVID-19) U7 F IO T
https://www. ryumachi—jp. com/information/medical/covid-19/#va

Q6-3. HOAZEMREADHICnRNAY 7 F U 2B L THRERTLL I »n?
KECDCIE, HORERBOFIZBIT DT 7 Frozett - FEoT — 213000, HOREREEE
THMRNAY 7 F o OBFRIIREE LCWETY, KEY v~ FE2E, V) U~ FHRESH Ok - IEMR
BOBEIT, FllanF U A NV ARGYERIERFOBEIE(L Y 2 7 R@Enicd, BRI T 7 F o2 HERE L
TWET?,
1. CDC. Interim Clinical Considerations for Use of mRNA COVID-19 Vaccines Currently
Authorized in the United States

https://www. cdc. gov/vaccines/covid—19/info-by—product/clinical-considerations. html

2. ACR COVID-19 Vaccine Guidance Recommends Vaccination, Addresses Immunosuppressant Drugs &
Patient Concerns
https://www. rheumatology. org/About—-Us/Newsroom/Press—Releases/ID/1138

Q-4 BABEROTTN, BELTHORELRTLEI»?

MDAEFFOBRE S AICEBT DmRNAY 7 F o ORFINERCL ST 57 — X FREM TIEH V 40802, &£
T FrETEN, UANVRIERET D EIFREMICH D 20T EAIZIIRTE LY 7 F o LR
DODWNTENWEEZ DNET, R EVI T, FIBAFIOIBEIZ L GEERENME T L TW A5G, U
I F AT BREDORIENT 2L AReENH Y £9, 2F 0, RDMELS Rd b nEnD Z &
TY, £, HfEE Lok bIEYSRIR 28T 5 2 & DR RENC 20 £,

— AN, DADBEIART I TF 22T oNRho20, ZOFMENIZ-ZY Lgngas, A
DDOFERNY 7 F o 8 L U< Lick v, EERY A7 OFmOWBADBRES L (DR BT,
B E OISR RE D7) HSFANENRDH E SN TWET, 2ok 5 RBEHNS, KERYESS
(IDSA) 1%, SEREDH LT OEMED ST 2 kT 20 7 F o Bz im < iR L TunE$?,

1. CDC. Interim Clinical Considerations for Use of mRNA COVID-19 Vaccines Currently
Authorized in the United States
https://www. cdc. gov/vaccines/covid—19/info-by—product/clinical-considerations. html
2. IDSA. Vaccines FAQ

https://www. idsociety. org/covid-19-real-time-learning—network/vaccines/vaccines—

information—faq/
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Q5. TNNDHIREEZZEZTWNADTTA, RNAV 7 F U 2R L THOARELRTLL I DRI F
VTCRIBIZRDZ EEXDH Y FRHAN?

INDBIHREEZEZ TWAFLHM a7 A L ATk 2mRNAY 7 F 2 ZHafE ¢ & £9°, KECDCIEL, mRNA
D7 F AIARE L IBIEN 2 < mRNAY 7 F U ORNERRE A21T) Z 80, V7 F OO0l ke
EBOEIMEIRNERELTHETY, EBEICT 7 A4 F— - BT v 7T T AT U 7 F o %35
L7 MENFDH%, HRLTWAZ L MG SN TWET, & UEBZICEFREL T2 ERbh- 258
. U7 FUBERBNMTRICER R RIET VWO WmEITH D A,

B, FMaaF I NADOU T F o EALRICET ARERICE L CiX, RO XD eitiEa o T L8
ERLRLTWTT, ZEDRIEIEL, 77 A —tICBRTE O TWe Z E OB HMREN, VI F B otk
DAL R D AREEN H DO TIIR WD E FER LAV F—F v b TIEBEN-Z L TT, VI/FUitkoT
ROFTIYESND AL 7 X2 X8 (Filaat A )V AOREDIEY) (2T 2HUKR, BERICH D
DV FU—1 VWO EABICHLIGLTLE ISR D VD FIRT L, LA LERIZITZZINALD
BRI EITEL BT RNED, U7 F AL > T TEAPUANRBREZ K BT Z LidhneEEzonT
WEFY,

1. CDC. Vaccination Considerations for People who are Pregnant or Breastfeeding

https://www. cdc. gov/coronavirus/2019-ncov/vaccines/recommendations/pregnancy. html
2. American Academy of Family Physicians. COVID-19 VACCINE FAQ

https://www. aafp. org/dam/AAFP/documents/patient_care/public_health/COVID19-Vaccine—
FAQs. pdf
3. MNature Reviews Immunology. 2021; 21:200-201

Q6-6. HEIRFDLMEIIMRNAY 7 F o 2B L THAELRTL L H0n?

RO TYH, nRNAY 7 F > 28T 5 2 L ca £V, KETE, BEC105 AL LD HA 2 v
U F o EREELTOET @H26HMN)  ERPICIRNAY 7 F U4 4 L7283 55T A D M0 BHFFE
DFERIN ST, BIFUS OB 72 SI3IEEIR A L RRRETH Y, BIECHE~DEEIL R D> 12 2 & N
ENTWETY, R OLMEITKTT DnRNAT 27 F o DZREMERCH MBI 2 T o & MME G ER & BIET
b TuWET, KECCHE, R bEROMENE 25N REZLELTEY, WHOL, UAZOEmWIIL
—F BT DR A~DY 7 F o EZZERB L TLVE LTWETY,) i, Ea IR DR L T
W &R, Bl a a7 A VR LA ICEEIC R V0T R RESCEEADHE, B~
DEFZBED Y 278 END 2 ENERBETTY

RE. HHRTOU 7 F U ORI LT, KE, KE, b FEOER AR FRHRT O A G DL
ORFIZB T HERAREE L TWETA, A AERG ARES - B AR R ANRHEYUESR X, IR <
DIFEBRPELNTNDLZ &b d Y| BEMTIX, s2WEREN (EIRI2EET) 1V 7 F oLkt o 2 &
HELEL Tk,

TEARHICmRNAY 7 F o 5z = FoFEm (JBIRoMmiE R L) CRBALEZ /e i, FHmic b B
HiCH aa > oA VRICHT DHERNH D Z E BRI TWET, 9 LEzPukn, FESOBTE R 2%
YINDFHNENH D Z EN SN THETY,

PR 21T 9 A1, BEE DRI S EICOWTEIRED A L FikT 5 2 L BN REITF,

L. =237 ¢ HERMSCE
https://www. mhlw. go. jp/content/11123000/000738743. pdf
N Engl J Med. DOI: 10.1056/NEJMoa2104983
3. CDC. Interim Clinical Considerations for Use of mRNA COVID-19 Vaccines Currently

Authorized in the United States
https://www. cdc. gov/vaccines/covid—19/info-by—product/clinical-considerations. html
4. WHO. The Moderna COVID-19 (mRNA-1273) vaccine: what you need to know
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https://www. who. int/news—room/feature-stories/detail/the-moderna—covid-19-mrna—1273-

vaccine—what—you—need—to—know
5. JAMA Pediatr. 2021. doi:10.1001/jamapediatrics. 2021. 1050
6. American Journal of Obstetrics and Gynecology DOI: 10.1016/j/ajog. 2021. 03. 023

Q6-7. BILPDOLMEIIRNAY 7 F o R TXE T

B OF L, FanF U F U OmMRNAY 7 F U EERT L ZENTEETY, mRNAT 7 F U DOESED b
DOIFHAMROMRECHALICH T 2 E1FEB 2L, b LEAOFIZZVEEIN TV E LTHRH R ALK
WA Bz HAREMEIHEWE EX SN TWETY,

I HFIZTmRNAY 7 F 2 &2 T2 5 O AR Tk, BELRISHR 2 v F 7 A L 2T D ik
(IgAB L WIgG) oD Z ENERINTWET, T 9 LEFUERD, BAFOFIE G BT D080 H
L ENHFEERTOETY,

1. CDC. Vaccination Considerations for People who are Pregnant or Breastfeeding

https://www. cdec. gov/coronavirus/2019-ncov/vaccines/recommendations/pregnancy. html
2. Academy of Breastfeeding Medicine. Considerations for COVID-19 vaccination in lactation.

ABM Statement.

https://abm. memberclicks. net/abm—statement—considerations—for—covid-19-vaccination—in-

lactation
3. JAMA. doi:10.1001/jama.2021.5782
American Journal of Obstetrics and Gynecology DOI: 10.1016/j/ajog. 2021. 03. 023

Q6-8. FHUTHLEET NETL L IN?

TrAW— e BF T v 7T 7 FAI6EL E. BT AT AT 7 F T8RSkt L CERREREBR M T
NE LY, RKESTIZZEN LR CERTERA SN TREYY, BARENTORE S REEOFERE %51
e FE L, 12~15/NRICBAL TR, 77 A4V — - B4 T v 7 HOBKRRBRNRZET L, LAY U —
ATIEEOTHIRERE L TOETY | BT TS 212U EO/NR 255 L Lziakk b HE TR
TWETY, Witk b, 67 ANDIRO/NEZx G L LR RR G Z OFMG L E Lz, BERS CEMD
RGLR BN ELTBLESFLHIZDIC, BUIMA T, #if, REL, NIREREDOTFELEHLEEDS
Y DORANIZHNT 7 F BT HENIEZTNL, VIFUOERIZBWTCRYIRZ LT (27 —%)
REVnET) |

1. N Engl J Med 2020;383:2603-15

2. N Engl J Med 2021; 384:403-416

3. CDC. COVID-19 Vaccines for Children, Advisory Committee on Immunization Practices (ACIP)
January 27, 2021
https://www. cdc. gov/vaccines/acip/meetings/downloads/slides—2021-01/04-COVID-Erbelding. pdf

4. https://www. pfizer. com/news/press—release/press—release-detail/pfizer—biontech—announce—
positive—topline-results—pivotal

5. Clinical Trials.gov. A Study to Evaluate the Safety, Reactogenicity, and Effectiveness of
mRNA-1273 Vaccine in Adolescents 12 to <18 Years 0ld to Prevent COVID-19 (TeenCove)
https://clinicaltrials. gov/ct2/show/NCT04649151

Q7-1. FH v F AN RICBRCEELEANTERE L2 TIXWTTH?

FRlauF A VAT o HICh, V7 FrOBERAHER S ETY, 2k, ERA R L TR
oo s (PG bEAET, ZOBME, FERETLRRERS L Z & L. BRITEET 5
KOL U FUEROTRH aa A VAT S M OFURDENEG L 78D 2 ERahoTNE NG
7§7rzao
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7pd. KECDCIE, R L7ZIEND OFIZHONTIR, YA bEE L, RBEEOLER R R>Trb0D
BRAZEO T ETY, e, Bl an S U A L RREMIMSERIESCTE ) 7 a—F VHRIER 2521 1051,
90 HLIND LD U Z 7 1TENE WD Z 2206, 0HFIB L THDOEBREID SN TWET, b LERY
ENTEHT, ABRFICED L D BRIBEEZ T =IO T S R WAL, B EIBEELZ T RO E
AIC ZTHERR < 72 &0y,

1. CDC. Interim Clinical Considerations for Use of mRNA COVID-19 Vaccines Currently
Authorized in the United States
https://www. cdc. gov/vaccines/covid—19/info-by—product/clinical-considerations. html

2. medRxiv. BNT162b2 induces SARS-CoV-2-neutralising antibodies and T cells in humans
https://www. medrxiv. org/content/10. 1101/2020. 12. 09. 20245175v1. full

3. N Engl J Med. 2021; 384:80-82

Q7-2. 2EIFEETIIRL ., IEEEE T THRDLV £T7?

Ty AW — AT v U I FoOlR BEEREE QRIEBERER) OV FUORE TR E L TORE
13HI50% T L2Y, MEEICHEOD D0 EEDT2DIZiE, 2B OB LETT,

—WREIZ, FELOERT LU TF 0L, 2RO, 3EIOHOEHV EFT, WITINIZLTH, AxDOT Y
F UL 5T, BRI R E R DRFIR & O &2 +310 RS 5] 72018, REREEBRD b
TWET,

1. N Engl J Med. 2020;383:2603-2615

Q7-3. 1EHL2EE TEIMRNAV 7 F U ZEERB L THARLERTTN?
2D R BMRNAY 7 F v o T2 A DO RIZOWNWTIEL, 5D & ZAMIEENTWER A, KECDCIE., B
RERERDORY FITIn > TR Y 7 F o 28T 5 2 L 2HEE L TWVETY,

1. CDC. Interim Clinical Considerations for Use of mRNA COVID-19 Vaccines Currently
Authorized in the United States

https://www. cdc. gov/vaccines/covid—19/info-by—product/clinical-considerations. html

Q-4 VI/FUERELEORETHREZELODTHWDNTTN?

mRNAT 77 F 2N L, BER DB LSRR S 5 Z L 2RBT 57— 2 B"HTETVWET, L
L., VZFUrOERIZEID ENK BWEROFTREGEDIL D NI LN I E+H2ITH LN > T
WEH A, KECCIEY 7 F o EfE L ALOET I~ A7 EH. TV, Y=Yy VT 4 AX VT
DIEAN B G TR e DMERH DL E L TWETY, —J5 T mRNAY 7 F 2 % 2[0HT > TH b 238 B3
WLz AR, PR fE Rl oz TS, WS ONORBET R ERD D Z LN TEDL ERELTVE
T, BlZIE, VT a2 o1 ARLETHIIL, ~AZ 2T TICEZ->THIWnWZ eichy ELRE, T
UIF ¥ 5T NEFEEFTTo TV RNATHSTEH, [T 7F B2 o T RWAR—HRICETET 5D
ThiuE (AILHRICEL L TWDLALBLEZTORE) | | vAZOEFMRLIZE Y ZENaRERERL T
F9, 20X ) RBYTRIRICET A HERE, B E DU U F U BEREROEYLRI TR Pl L o TIE S
nNa&B2zoNET, T, VITFUEHS>TTSIZZ I Vo Y PHIRZED TOnbIT Tk, &
FEN Lo 5 TR A D Z S IITEENRLETT,

1. CDC. Frequently Asked Questions about COVID-19 Vaccination
https://www. cdc. gov/coronavirus/2019-
ncov/vaccines/faq. html#: : text=Do%201%20need%20to%20wear, virus%20that%20causes%20COVID%2D1
9.

16



Ny

s
Q7-5. A VINZLUHFUIFURWMREB U 7 F o728, MoOFHERELZFN e F A NV ADY
I F U DRIZIZ ) T THRERTT D ?
B CIIKECDCIE, U 7 F o & DRIFEEFRE COREMRU 7 F o OFIMEICEE T 5 40705 — X )13
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1. CDC. Interim Clinical Considerations for Use of mRNA COVID-19 Vaccines Currently
Authorized in the United States

https://www. cdc. gov/vaccines/covid—19/info-by—product/clinical-considerations. html

Q7-6. BEIIMNPD M ?
HATH BRI TN Z T SN E T,

1. JBAEBEE Haor U s FUoERIC OV TORM LY
https://www. mhlw. go. jp/stf/seisakunitsuite/bunya/0000121431_00218. html

Q7-8. HHRIEHNTTH»?

mRNAT 7 F 0%, HARDEO TEMR THREN TITbhTWET, 723, MRS & R TS Ok T4
DFEEFRNE VIR RH Y 3, £z, FRHNSARIOU 7 F U nEEFET HREOIF AR &V 9 bl
TEHBRWEBZ DN TWET, HATEOROFHAKL, KOl bREJLELINETOT, THRERE
MBIV Il BVIAE RN ERETHRETT,

Q7-9. U F U ERARIZ. BEABE TLTUIWTIZRNWZ L0 3,2
Bz XA, EBNYU 7 F U AIKIG L CTRIEZED R CAAE ET R EEHEZREIND T HLWAD T, #
RIS E LTI LELE S,

Q7-10. 77 AP — - EF T o IO UIF U BHRTY Y - $E2ED L5EISTIERL6
EISBHRBRTERDOTLL I MN?

KET2020FE12H 1B 7 7 AV — - BT v 74D U 7 F U RGBS SH), 125D, T (BEV)
WA TWDH Y 7 F o OEiFbESsE SIVTWE LT, EBROEMENRBI N TG, Fil7Zp TEERZR A_—
A (BEHEE WWET) DD TRWERER < 1) AES Z & T, SEITIEARLBEISEILD Z E N L NI F
L=V, L., KETYH, ZOFPEDDRVERIZR RS - $HE. b &b S END RN, LT LY
BT, 120V NH6EENTWE DI TIEH Y 8 A, AAOEACEICIT 7 R% OWRIZ6IE RSy
(1[110. 3mL) ZHT 5, FEEODIRWERE XITHEFE 268 L7285E, 6ala a8 2 28R TE 5, 1Z
YR 2SS R OER B E A L235E . 6EIE OB 2 HRINTE2nW 2 &03H 5, 1E0. 3nL 2T
BRWES . BRIIERT S L, | CEEENTVETY,

Letter Granting EUA Amendment (01/06/2021)
https://fda. report/media/144955/Pfizer—-BioNTech+COVID-
19+VaccinetLetter Granting EUA+Amendment+010621. pdf
T o

https://www. mhlw. go. jp/content/11123000/000738743. pdf
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1T, BLEFETIZ, U7 FUic k> TELN BB IC B A 5 2 5 THEMEN a0 L IZ S W8I, CDCIRHESE L
TWERA, ZFE L, BROEDICE ) LEEEMATHDFIETIET 268 TH Y /A,

1. Interim Clinical Considerations for Use of mRNA COVID-19 Vaccines Currently Authorized in the
United States

https://www. cdc. gov/vaccines/covid—19/info-by—product/clinical-considerations. html
2. Lancet. 2009;374(9698) :1339-50.
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oo U s FoOBERICL Y, BIRISIC L DEEWENE CEEAIE, o 7 F o L W, T
BB SR (BFEE, BEESZEOKMN) 2052 eRTEET, LI, BEAEAFEBHEOY A
e ZZMRT &0,

1. PRIEERE R R BT | [R5 (mhilw. go. jp)
https://www. mhlw. go. jp/bunya/kenkou/kekkaku—kansenshou20/kenkouhigai_kyusai/
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