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My background — Who | am

Family physician in Japan for 18 years

« QOutpatient and home care based J

Special interests to Vaccines in the latter half of FP career
« As well as to Travel medicine; CTH by ISTM in 2008 J

Airport Quarantine Officer for 4 years
« Chubu Airport Quarantine Office J

Planning xxx after finishing DTM&H... J
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My works and activities associated
with COVID-19 and COVID vaccines

BREPFroFL

*EOME

IR O R RSO O R
iEMOsEHond.

xZAx

FAXCBAT
FPy7ERWTE

A A 00T

& i a s

eFqT-UY  WebWE  Fir-b  TyTMg

CareNelAY

RETE SaANIMERSE ET4E BFGHE FAQ CareNeTV(d

mESEE S>F>Y

ELs 2 rd

HEOAA 2 b
W opt Oup

DOFLEHBOAOFIANALERE (5, HOTH

EEWIOF > D:E] #esk #B5E

[on o P

COILT Y, —HHEEA BAT ST
= PIHER - REHSEEER 07T L F — AL
JESUHNCIOF 2 TFh T & SRBOHMNE ERE|
HERCHfFENEO LT YTY,

23MH : 2020/05/12

EnseaEnils

9. KR
2

BIEBENHR S

HEBRICRIDFHIERCDOLT, TOHE
DIIFLCDNT, DHDRF RHRL TLZEE

BEETEE & L CREFRHIERRS S UBERME RO
BT CEBRE cBEL LS.

11.COVID-19DRBEH

134 %y
BEERAZESE RTRTAS

13.COVID-19, )

\

&I\
B EE ; g l
BRAYAYRES) =l AR

B

AI=)v AT

ZRNG v

DVDfI P>~

EEEvR—

074>

REERGR PEHER RGN RAHER X6 %"Eéﬁi K§

TP - BRI EDN A A S [ ST
(2£2[0])

* % % k% 4.7(80)

[

COVD-18 L < TSRS Rk ARIZ() T~z
Owvi

PCR REZIEMBET BIcdHic

2we:. PRESENTS

Summary

=PCREKAZEN EHBIC
HARETIAMELRF ShL,

SEEROCRAMERGLEINIY, RRCBE2—TVIT—L& 2HM

LI

WA T & FREDbh BB E

1. HRI0FDHFUEBMBICSHLT

T
“Nﬁﬁ]DTU7TV%DUDT

= COMD-19 E L T PCRMEETIMCK. MM ARESBEZ LEX
T n

RERRETEEVIEINBI LGS, RERNCRNTIENEXDCL

202021 A0 BCPEFREBHHBI0F+ 91 VARGEFORBETE
¥OBHS. BROTOOF MR —AHME o1 ¥NHSLIH N HAR
P (ED. PR HSE2NLY (EE) OB

AR G2 75072 2020 96 11 4 0RiL, 4
Yr—h7 FTHTRAFATTH[HMIT
F2 A R AOPCRBEDEKRR] AWML 5>
f-. BAOEMITH 9 4 ¥ 2D PCRREUS
MRARIEATREN T L0BKT, L
HOIBAANROVEDEH 1 KBV TIH
FRFRYMTOLREFHTI LV EELS 4
HofEIMVTYS, LL, REKKR
DB, [RERGEE) SRELITH

[ pcremnmn

PCR &2 polymerase chain re:
- HRRKE) DM THE. &
& 274 %) KERDNA) 4
90T f LAR~ERL. A
P22 0 W B) R8T B L4

L D1 VARGFEASIRRT S,
EMMOWTTORSMCAME L

it BENORIER FREABSSLU2ROTIRAIC

WAAFAFRERTRANAN

2610 HAERKR I NIVAES

COVID-19-
19A0§°F5‘§§msa>
I T —

14.COVID-19& $558,
b W

15.9529—HOEl

WS HR

SECHLTEAR) ELREE (BRI DO THRLL LRSNTEMNIOF U TEY, SRLARGMNERYSPREN

12.ERBRICSID

COVID-19D5HD7H A2

B M
WERATATREZHRN

17.90—298 - 947

Wwewh Y
BUSREFRA ERENARCYS-BOE

18RRI T DI

SR A 3
SRR (SRR

19.ERHSOMEEIA

) =
RIWAKR SATH

(©2021

WRAFAFEE R

STEEK

@ DNA S R TH
WOTHLHETORES | 2o AN 1Y o =
IRl hhat. ®5 LEEROBRD
1 B R LM AN S
Z N EABITORE LRWEIND.
WHBLBEIUNE =2 T b LI AREY
BOMI NI TI2 PCRIREIZ A2 F K e 26
RTHLH, FTEHMTOS 94 M AD PO
BELELSARL, RECEKDH S hz
e,

* YouTube

 CPCR, L WL BIARE QR
RGN - R RAET AR I R

MORIYA Akinari




Today's talk: “"non-systematic review” of
medical literatures of COVID vaccines

Around 100 original articles/correspondences relevant to COVID vaccines reviewed
- 1-3 new medical articles being added every week since December 2020

NOTICE: All of today’s discussions are subject to change according to the progresses of
medical researches and expansion of COVID vaccine uptake all over the world

- Keep your eyes on every new article!
Classification of COVID vaccines
Vaccine efficacy/effectiveness of COVID vaccines
Reactogenicity and anaphylaxis due to COVID vaccines
Unexpected severe adverse events/ how to interpret reported adverse events

What to consider and how to decide to vaccinate specific subpopulations

o v A w N oS

Will COVID vaccines make us free from facemask and life restrictions?
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1. Classification of e,
COVID vaccines i

One of world’s oldest COVAC bottlen Mt. Unzen
settled far before the pandemic (taken on 6t June 2021)
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1. COVID vaccine development —
spike (S) protein is the target antigen

mRNA vaccine
* Fragment of RNA
coding spike protein
« RNA wrapped by
PolyEthylene Glycol
 Human muscle cells

produce S protein

Inactivated vaccine
— The virus itself
cultured, inactivated
and destroyed with
chemicals

 Contains S protein

Viral vector vaccine
* S protein coding
sequence embedded
in a harmless virus
 Human muscle cells
produce S protein

Protein-based vaccine
* Produce S protein by
genetically

recombinant plant
virus
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1. Classification of currently approved
COVID vaccines
R LT T ) (e

Pfizer-BioNTech /US  BNT162b2 0,21d US, EUs, UK, JP, Israel, ...>50
m Moderna /US mRNA-1273 0,28d US, EUs, JP, ...>20
Oxford-AstraZeneca  ChAdOx 0, 12w? UK, EUs, JP, PH, ...>80
Johnson-Johnson /US Ad26.COV2.S Single US, UK, EUs, PH, ...>20
Gamaleya /Russia Sputnik V 0,21d  Russia, DRC, PH, ...>60
CanSino /China Ad5-nCoV Single  China, Hungary, ... 6
Sinopharm /China BBIBP-CorV  0,21d  China, UAE, Hungary, ...>30
Sinopharm-Wuhan WIV04/HBO2 0,21d  China, UAE. 2
Sinovac / China CoronaVac 0, 14d  China, TH, Brasil, ...>20
Bharat Biotech /India BBV152A,B,C 0,28d India, PH, Nepal, ... 12

*There are some other vaccines approved/EUA in fewer countries including Protein-based vaccine

©2021 SFEZ= X MORIYA Akinari 7
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2. Vaccine efficacy in phase 3 trials
against symptomatic COVID
Class _[Pharma | Codename |VE | DOlofarticles

Pfizer-BioNTech /US  BNT162b2 95.0% 10.1056/NEJM0a2034577
m Moderna /US mMRNA-1273 94.1% 10.1056/NEJM0a2035389
Oxford-AstraZeneca  ChAdOx 70.4% 10.1016/S0140-6736(20)32661-1
Johnson-Johnson /US Ad26.COV2.S 66.9% 10.1056/NEJMo0a2101544
Gamaleya /Russia Sputnik V 91.6%1 10.1016/s0140-6736(21)00234-8
CanSino /China Ad5-nCoV 65.28%*  (*Governmental release only)
Sinopharm /China BBIBP-CorV  78.1%* (*Governmental release only)
Sinopharm-Wuhan WIV04/HB02 72.8% 10.1001/jama.2021.8565
Sinovac / China CoronaVac 50.65%t  (fPharma press release only)

Bharat Biotech /India BBV152A,B,C 78%t (tPharma press release only)
T just before the 2" shot

Viral vector

Inactivated
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2. Vaccine efficacy in phase 3 trials
against symptomatic COVID

{mRNA vaccines fairly reduce symptomatic COVID

« Approximately 95%

[Viral vector vaccines moderately reduce symptomatic COVID

>

« Ranging 65 to 90%

Elnactivated vaccines mildly reduce symptomatic COVID
« Ranging 50 to 80%
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2. What happens on individuals after
exposure to SARS-CoV-2

' Test NEGATIVE | ’3::““”1‘ Tm-i
I

No infection  False negative Asymptomatic Symptomatlc Severe

4

Onward transmission to other susceptlble people
even from false negative/asymptomatic cases
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2. Vaccines reduce symptomatic COVID
- means “flipping positive to negative”

:No infection  False negative Asymptomatic ;Symptomatici  Severe

llllllllllllllllllllllllllllllllllllllllllllllll

Trials showed that vaccines o
‘flipped symptomatic positiv Reduction in phase 3
to negative” 50-95%
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2. Do vaccines reduce other form of
COVID positivity in real world?

Do vaccines flip asymptomatic,
severe or any positive
to negative?
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,2. Vaccine efficacy in phase 3 trials
against symptomatic COVID

Class | Pharma | Codename |VE ___|DOlofarticles
Pfizer-BioNTech /US  BNT162b2 95.0% 10.1056/NEJM0a2034577
m Moderna /US mMRNA-1273 94.1% 10.1056/NEJM0a2035389
Oxford-AstraZeneca  ChAdOx 70.4% 10.1016/S0140-6736(20)32661-1
Johnson-Johnson /US Ad26.COV2.S 66.9% 10.1056/NEJMo0a2101544
Gamaleya /Russia Sputnik V 91.6%1 10.1016/s0140-6736(21)00234-8
CanSino /China Ad5-nCoV 65.28%*  (*Governmental release only)
Sinopharm /China BBIBP-CorV  78.1%* (*Governmental release only)
Sinopharm-Wuhan WIV04/HB02 72.8% 10.1001/jama.2021.8565
Sinovac / China CoronaVac 50.65%t  (fPharma press release only)

Bharat Biotech /India BBV152A,B,C 78%t (tPharma press release only)
T just before the 2"d shot

Viral vector

Inactivated
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2. Vaccine effectiveness in real world
being established only in 3 so far ...

95.0% 10.1056/NEJM0a2034577
94.1% 10.1056/NEJM0a2035389
ChAdOx1 70.4% 10.1016/S0140-6736(20)32661-1
Johnson-Johnson /US Ad26.COV2.S 66.9% 10.1056/NEJMo0a2101544
Gamaleya /Russia Sputnik V 91.6%1 10.1016/s0140-6736(21)00234-8
CanSino /China Ad5-nCoV 65.28%*  (*Governmental release only)
Sinopharm /China BBIBP-CorV  78.1%* (*Governmental release only)
Sinopharm-Wuhan WIV04/HB02 72.8% 10.1001/jama.2021.8565
Sinovac / China CoronaVac 50.65%t  (fPharma press release only)
Bharat Biotech /India BBV152A,B,C 78%t (tPharma press release only)

T just before the 2"d shot

Pharma Code name
Pfizer-BioNTech /US BNT162b2
Moderna /US mRNA-1273

Oxford-AstraZeneca

Viral vector

Inactivated
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2. Vaccine effectiveness in real world
— Pfizer & Moderna mRNA vaccines

Publi Research Vaccines Sympto | Hospita Asympt
shed design matic lized omatic

10.1056/NEJMoa2 Feb. lsrael Historical Pfizer 1.2 million
101765 cohort citizens
S . . 39,156 patients

10.1093/cid/ciab2 Mar  US Historical  Pfizer & <creened before B B B 30 _
29 cohort Moderna

procedures
10.15585/mmwr. Mar. US Prospective Pfizer & 3,950 healthcare . _ _ 90
mm7013e3 ' cohort Moderna workers
10.1016/S0140- Prospective .. _
6736(21)00790-X Apr. UK cohort Pfizer 23,324 HCWs 86
10.1016/S0140- Historical . 6.54 million
6736(21)00947-8 May Israel cohort Pfizer citizans 97.0 972 975 915 953
{ mRNA vaccines reduce (flip positive to negative) to the degree of approximately 90% J
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2. Vaccine effectiveness in real world
— Oxford viral vector vaccine

Publi Research Sympto | Hospita Asympt
shed design matic lized omatic

10.1016/S0140- After phase Trial participants _
6736(21)00432-3  [RAELNNE ¥ Tw 17,178 63.1 49.5

Publi Countr Research 7-13 | 14-20 | 21-27 | 28-34 | 35-41 | 42+
shed y design days | days | days | days days days

10.2139/ssrn.3789 Prospective 5.4 million
264 Feb. UK cohort Citizans Hospitalized 70 51 Vso 1vso

Publi Research 22-30 | 31-60 | 61-90 | 22-90 91-120
shed design days | days | days |days total days
17 178 trial Symptomatic 76.7 72.8 78.3 76.0

participant Asymptomatic NS NS NS NS NS
S Any 623 563 794 639 NS

2 doses of Oxford vaccines reduce (flips to negative) to the degree of 50 to 60%
Single dose of Oxford vaccine kee ectiveness 3 months at the longest

S9sop ¢

asop 9|buis

10.1016/S0140- After phase
6736(21)00432-3 [t 3 trial

|
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2. Vaccine effectiveness in real world
— against variants

Pango .

O EAN D) (A E Test negative Any: 89.5
: 04974 case control Severe: 100
R 10.1101/2021.05. WEH: ti
. 130 Test negative ] _ ]
22.21257658 case control  Any:93.4 Any: 66.1
10.1056/NEJMoa2 _ _ Not
: RCT .
ol g South Africa [l effective
o strain (LGS IPEE Test negative Any: 75.0 _ _
04974 case control Severe: 100
P.1 Brazil stain 1D i e prelint — — - —
study so far)
: . O ELEPFL PE R ER Test negative ] _ .
m B.1.617.2 India strain 22 21257658 case control Any: 87.9 Any: 59.8

Against variants, Pfizer is fairly effective, Oxford moderately, Moderna unknown
A ORIV
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2. mMRNA and Oxford vaccines reduce
any COVID positivity in real world

[mRNA vaccines reduce any COVID

« Original strain = 90%
 Alpha, Beta, Delta variants = 75 to 90%

{Oxford vaccine reduces any COVID

« Original stain = 50 to 60%
« Single dose = 70% up to 3 months
 Alpha, Delta variants = 60%

©2021 SFEZ= X MORIYA Akinari



2. mMRNA and Oxford vaccines reduce
any COVID positivity in real world

lllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllllll

MRNA and Oxford vaccines flip
any positive to negative T
even in variants {50“93“&‘7‘& :

©2021 SFEZ= X MORIYA Akinari
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2. But .... How about False negativity?
Do the vaccinated still transmit COVID?

)

llllllllllllllllllllllllllllllllllll

.
L 4

\

Onward
transmission

—_—
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2. Proof of “truly no COVID" is
probatio diabolica (devil's proof)

a AN

Any COVID tests are quite less sensitive

. 4
« Negative result cannot exclude infection
« N
Alternative is proof of
reduction of onward transmission
A 4
« If onward transmission is also reduced, it indirectly proves true negative

e .... at least substantially low viral load enough to stop transmission

©2021 SFEZ= X MORIYA Akinari



2. Let's look into onward transmission
from vaccinated people

©2021 SFEZEM M



2. How to investigate reduction of
onward transmission

Follow up o T o o [E\ o Follow up
an unvaccinated @ = @ @ = @ a vaccinated
index case @ [T @ @ [’f? @ index case
and o) o) o) o) and
unvaccinated @ @ @ . f unvaccinated
contacts o e, contacts
W TRTY O
o 1 o o) o) : ° o) ﬂ 0
Unvaccinated @ E ﬂ‘ Compare [m E @ @ ([E fm‘\ Unvaccinated
co.ntacts (@ T @ ' (@ [[f? @ (EJ\ [[fy @ co.ntacts
get infected @ @ @ @ @ @ get infected
X contacts infected infected = ¥ infected < ¥

—No reduction —Reduced
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DOI: 10.1101/2021.03.11.21253275

2. Study from Scotland, UK - Vaccinated
HCWs and unvaccinated household

Follow up o T o o Follow up
an unvaccinated @ = @ @ a vaccinated
index case 0o m N m 0 index case
and I, h o Ml I, I and
unvaccinated @ @ @ unvaccinated
contacts * Vaccines: Either of contacts
o Pfizer or Oxford
Unvaccinated @ E Im\ Compare ] @ ] Unvaccinated
contacts @ m @ (m\ @ contacts
get infected @ h @ H @ get infected

Hazard ratio of any COVID in unvaccinated contacts of vaccinated index cases

compared to unvaccinated contacts of unvaccinated index cases was 0.46-0.50
©2021 SFEZ Rk MORIYA Akinari




“Impact of vaccination on household transmission of SARS-COV-2 in England” (preprint, Public Health England)

2. Study from England, UK - Vaccinated
citizens and unvaccinated household

Follow up o T o T o Follow up
an unvaccinated = fm\\ m = @ a vaccinated
index case 0o m N m 0 index case
and I, h o Ml I, I and
unvaccinated [m fm\\ @ unvaccinated
contacts Vaccines: Either of contacts

o Pfizer or Oxford
o o o T
Unvaccinated @ > IM‘ Compare @ S th Unvaccinated
contacts @ [[\ @ @‘\ [[f? @ contacts
get infected 0 0 H 0 0 get infected
0 g 0

Odds ratio of any COVID in unvaccinated contacts of vaccinated index cases

compared to unvaccinated contacts of unvaccinated index cases was 0.43-0.67
©2021 SFEZ Rk MORIYA Akinari




2. Pfizer and Oxford vaccines reduce
onward transmission

Pfizer and Oxford vaccines reduce onward transmission =~ 50%

« Hereat, please ignore the precise conversions of OR/HR to RR ...
« Reduction of onward transmission leads to cocooning effect

It suggests that the vaccines make vaccinees truly free from
infection to a certain extent

« "A certain extent” should be at least = 50%
« Behavior of unvaccinated contact could be heterogenous and cannot adjust
« "A certain extent” might be around 90%, same as reduction of positivity

©2021 SFEZ= X MORIYA Akinari



2. Pfizer and Oxford vaccines showed
cocooning effect — herd immunity

Coc o :
= not immunized, = immunized = not immunized, silkworm [ ' -
but still healthy and healthy sick, and conta gious o

beas, ‘:-"'3
Cocooned -
AR N  Noon . g
‘ . e
W { & , Most of the @ "»\, ,ﬁ
‘ “~‘“‘ o _ ** * l J ) popu|at|0n gets 4 .s A
»G A Iy t | [ kﬁiﬂ\
‘ o ¥ i
Y| opulation. ; X, . M@ﬁ’@
‘ A
| N9t read o
v =onmltie contagious *
R opulation gets
o | | ﬁ
L

Cocooned

Cocooned

(CC BY-SA 4.0; Adapted from Mediawiki)
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2. mMRNA and viral vector vaccines
truly prevent infection! Congrats!!

X A
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3. Reactogenicity §
and Anaphylaxis




3. Reactogenicity is a subset of
natural reactions to vaccination

“Reactogenicity is a subset of reactions that occur soon after vaccination, |
physical manifestation of the inflammatory response to vaccination”

« DOI: 10.1038/541541-019-0132-6

{Local symptoms and systemic symptoms

« Pain, redness, swelling, induration, regional lymphadenopathy, etc.
 Fever, myalgia, arthralgia, headache, rash, etc.
« Natural and anticipated; even if no reaction, vaccine is definitely working! No worry!

©2021 SFEZ= X MORIYA Akinari



3. Reactogenicity of COVID vaccines

.
: .
Ko e,
o 0
N "
. .
. )
. )
. .
. H
) 5
s, -
s, o
.y o
o, 04
", o
. o

M.alai'-se
40-60%

Local pain
70-80%

Headache
25-50%

« Spontaneously relieved
within a few days
« 2nd shot more likely
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3. Delayed local hypersensitivity skin
reactions by Moderna vaccine

Almost specific to Moderna vaccine

Erythematous, relatively demarcated,
pinky to red, large macule

Appear median 7-8 days after each dose
o Range 2-14 days
- After acute reactogenicity

Spontaneously resolve in median 3-6 days
o Range 1-21 days

Pathology: Delayed or T-cell mediated
hypersensitivity reaction

NO CONTRAINDICATION for the 2" dose
> More likely in 15t dose; can also occur in 2nd

DOI:10.1056/NEJMc2102131 "Moderna arm”
10.1016/j,jaad.2021.03.092

10.1001/jamadermatol.2021.1214

MORIYA Akinari



3. Anaphylaxis due to COVID vaccines
DOl | Vaccines | ____Incidence | _Potentialallergen _

10.1001/jama. Pfizer 4.7 in 1 million vaccinations Polyethylene glycol (PEG)
2021.1967 Moderna 2.5 in 1 million vaccinations Polyethylene glycol (PEG)
(not well

published) Oxford (unknown well) Polysorbate 80

(not well Other COVID T —— " _

published) vaccines

10:1016/j-jaci: RLEEOEICTe
PR A R influenza

1.3 in 1 million vaccinations Egg proteins

* Younger females are much more prone to anaphylaxis due to mRNA vaccines than others
> PEG frequently contained in cosmetics may be the reason, but not yet established
» Anaphylaxis was more frequent in earlier HCWs period of vaccination campaign — younger females?

©2021 SFEZ= X MORIYA Akinari



4. Unexpected severe
adverse events/
how to interpret them




4. Clearly distinguish three factors

Adve FSeé eve nt « 139 deaths after Pfizer shots reported
in Japan as of 30t May 2021

g =g %%Q * 10.6 deaths per 1 million shots
= https://www.mhlw.go.jp/stf/seisakunitsuite/bu

nya/vaccine hukuhannou-utaqgai-

¥

All reported

houkoku.html

| |
Side effect
=2 5 Ity

Causation Yes

 No causation

COInCIdence established so far

JAN \ by advisory board
ﬁ“ﬂ *LL]\_J% of Japan MoH
- (BEE5EE
No causation g IE A

i =<
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https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/vaccine_hukuhannou-utagai-houkoku.html

4. \Vaccine-induced Thrombotic
Thrombocytopenia (VITT) — viral vector

Cases

10.1056/NE) |[FSUP Almost all: 11 (5) 22-49 y/o 5-16 days
Moa2104840 * Cerebral venous 9 of 11 female after the 1st

10.1056/NEJ sinus thrombosis 32-54 vy/ 7-10d
: e Subsequent -4 Y/0 - ays
Moa2104882 Oxford thromqbocytopenia > (2) 4 of 5 female after the 1st

10.1056/NEJ * Platelet 10,000 - 21-77 y/o 6-24 days

Moa2105385 Oxford 1275000 23 (7) 14 of 23 female after the 1t
« Antibody to platelet

(WS DEFAET I Johnson  factor 4 — heparin 12 (3) 18< <60 (unrevealed) 6-15 days

AP AR A Johnson  complex positive All female after single

« Only associated with viral vector vaccines; no relevant report with mRNA vaccines
» Etiology not yet established including production of PF4-heparin complex antibody
* Incidence = 1-4: 100,000 vaccinations < CVST in general population 0.22-1.57 : 100,000
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4. Do mRNA vaccines have
unexpected severe adverse events?

Immune thrombocytopenic purpura and Bell’s palsy suggested,
but seems unassociated so far

« ITP - DOI: 10.1002/ajh.26132; Bell’s palsy - DOI: 10.1001/jamainternmed.2021.2219

MRNA vaccines have been shot at least 0.5 billion worldwide;
Any extremely rare undiscovered AE would arise hereafter?

« Probability that "AE of 1 in 10 million never occurs among 0.5 billion shots”

1 0.5 billion 22 . .
:(1 — — ) =1.93 X 107“~ ... extraordinarily improbable
10 million

« mRNA vaccines would have no unexpected adverse events so far and hereafter
« If any, unexpected adverse events in specific subpopulations would be uncovered

©2021 SFEZ= X MORIYA Akinari



4. Are mRNA vaccines associated
with myocarditis in adolescent?

I've just got the information a couple of hours before this presentation

« Couldn’t have enough time to investigate details. Sorry...

US-CDC announcement on 27t May 2021
https.//www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/myocarditis.html

« Since April 2021, reports of myocarditis and pericarditis after mRNA vaccines those older than 16
y/0 are increasing

 Currently CDC is gathering further information, but has not determined an association with mRNA
vaccines and the conditions

« CDC does not think the US should suspend mRNA vaccines to adolescents or young adults
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https://www.cdc.gov/coronavirus/2019-ncov/vaccines/safety/myocarditis.html

4. Avoid SIRVA* and radial/axillary
nerve palsy at deltoid injection!

N = ¢

- 5 2 Axillary
5 %id) ]ﬁ;‘.% y gy Arm down to avoid nerve

radial nerve palsy B ii -----

......

posterior RlskofSIRVAt

2 .
9. X'”ary ielle Risk of axillary
nerve palsy
L

= Antero-posterior
axillary line

The video created and authorized by *SIRVA = Shoulder Injury Related to Vaccine Administration
Japan Primary Care Association

https://www.youtube.com/watch?v=tA9GQALT I8 = MORIYA Akinari 40


https://www.youtube.com/watch?v=tA96CA6fJv8

4. References for our proposal of
new deltoid injection site
0 oo

10.1080/21645515.2017.1334747 10.1080/21645515.2019.1646576
10.1016/j.vaccine.2010.10.005 10.5630/jans.34.36
10.3122/jabfm.2012.06.110334 Bancsi. Can Fam Physician. 2019;65(1):40-42
10.1177/2165079919875161 Szari. Fed Pract. 2019;36(8):380-384.
10.1016/j.vaccine.2017.07.055 Beredjiklian. Pract Neurol. 2012;(October):14-16
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Great thanks to Dr. Nakanishi in Nara Medical University,
an orthopedist who has advocated it and supervised us
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5. Considerations for specific
subpopulations

{Safety and/or effectiveness being established DO 10.1001/jama2021.7563
_ DOL: 10.1056/NEJM0a2104983

« Pregnant/breastfeeding women — no increase of AE observed
« Children over 12 years old - safe and effective % US and Japan has already approved

« The oldest old (>85 years old) - safe % Many evidences 2 DOI: 10.1016/j.eclinm.2021.100914
e Previously COVID infection — recommended, reactogenicity may decrease in 2"

ESafety and/or effectiveness not enough

« Immunocompromised patients — may less effective% DOI: 10.1053/j.ajkd.2021.05.004

« Cancer patients under chemo/radiotherapy — may cause specific reaction
" DOI: 10.1038/541591-021-01387-6
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5. Dedicated communication needed
In vaccination for subpopulations

{For pregnant and breastfeeding women

« "Do not easily link any pregnancy- or breastfeeding-related adverse events after your
shots”

« "Have you enough communicated with each of stakeholders including your partner
(husband), your parents and his parents?”

{For Immunocompromised or cancer patients

« Balancing matters between potential high COVID mortality, potential low vaccine
effectiveness, potential worsening of the disease and potential unknown adverse effect

« Encourage to communicate and discuss with doctors in charge of the diseases
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6. Will COVID vaccines
make us free?

LOVID-19 VACCIX:




0. Let’'s discuss whether vaccination
will make us free or not

[Medical point of view?

« How safe are vaccinated people?

{Social point of view?

e Is “first come, first freed” ethical?

{To accelerate vaccine uptake?

« Is incentivizing less interested people effective?
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