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Fig. 1

D24 %, B

D HTNERIE, XK

: Never-smoker

WL 1 20XX 4E 9 H,  BiWERE A B L HCEE B
%z, WA & B S WPUAERIAL T S hiz. #%
H, EERARZZ. Wi XP 12 CTHERSIEL A3 %EH
N7z7:0, BEWEENHIT. WWE CT k., iR
2 ERERIR, A FIEIR 2 FEPES 2 B H3R080 &
FTURAS I B 19 T U BEI & 7R o 72,

BEARIE © HFRc Iz L.

iy Dj‘ﬁ'

o EME
5 E

Sz

FUETRL B 171em, 1K 84.7kg, fAifl 37.4C,

I 129/75 mmHg, WR$1 93 [l / 45, Sp02 98%

[E&RATR]

JER XP - #E38 & 0 A5 E I 223 2 IR R 2SR
bh7z. (Fig. 1)

FREER CT © iffesRIc, A BiSHERIR ~ 1 KERIR 3 &
O EMEIIR % FEFES % 97 x 76mm O K55
MO SNTz (Fig. 2). WS RMM, Y >~

MEFS & O A MIEZ ZE 5 B IERE 280 5D .

INHEIIERIZFRD e As, HF RN BRSO MK
HrRA AR BTz, IEEP ~ B I BB VR 42
RO SN o 7.

JE$~—%— :CEA 0.2LLF (4.6 LLF), BHCG
04 (0.1 LLF), iL-2 L &7 % — 241 (145-519),
AFP 1.0 (10 BAF), NSE 26.5 (10 LLF), #T Ach
ik 0.2 Fiig (0.2 DLIT).

A4 T ALP 1795 (115-359), LDH 632 (119-
229). CRP5.23 (0.3 LL'F)

URERE]
CT A N FIEGAER : IARrEES (L3 —<)

Lk X b, Seminoma, good risk group & & W
Initial treatment & L T BEP (bleomycin 30mg/
body, d2, 9, 16 / etoposide 100mg/m2, d1-5 /
cisplatin 20mg/m?®, d1-5) #HEZ1T\, 3 T—AK
THRICAEEFHM 21T, 2" Treatment & LT
W2 RETHHEE Lo T,
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Fig. 3 Mt & » AMEZ 22§ 2 RN ZEINH/A L Tz .

Rie=a7-97~ =il

iR XP o« #EE8 & 0 AP 28 3 2 TR 1L 3 I
fiZhNL w7 (Fig. 3)

Wik CT « MR IESS 1% 47 x 31mm (IG5 7T 97 x
76mm) & 51.5% O/ Sz (Fig. 4). i
M, R v oNEIER IR L iER LR L
ooz, WKM7 L. BEPERNICIRRE 2 RIES
HATRBFBD NG o7z,

JHIR MRI = fiiafe 2 /R0 5 2 i il S e 0o
7z.

By UF  EHOBFIZ meta BRED X O T BLVEER
RITTRIBCTE e h o 7z, 72, FRIEE 2 S O

-,

RHEESEIFIRDBED SN ol ZOM, W
LN REERIIRD NG o T,

Ga ¥ v F @ Al BEAM o SRIES (238 & H 7
W Ga ERRIITRMCE hed o7z, ZoMl, &k
WS e B ERBIEIED bk d o 7.

[&5KRE]

PS=0

(DR A ]

I B BE © VC 4430 (%VC 103.7%), FEV1.0 3950
(FEV% 89.77%)

LBERE © ECG; N.S.R., HR =93, B 22 ALl Az, ST-T
24t (=) Echo: [GHllfE] EF 61% (55-85) [wall
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Fig. 4 JES 3 47 x 31mm (EHERT 97 X 76mm) & 51.5% OFa/NA58D Sz, Wi, Mk v 3@ RIZ % <,
F Ak oW R b ED Sz

OO . TS

Fig.5 SaimML7-4 FEDIMSYE 5b FAHIROTF —Y v 7 Sc EME#IR - A.O0HO L 282 5d A

motion] no local asynergy [wall thichness] IE
H#iPH [Chamber size] IE##iPH [AV] tricuspid,
organic lision (—) [MV] organic lision (=) [TV]
organic lision (—) [IVC] M-RZSE) (-), LK
(=), IVC 9mm [P.E] Pericardial effusin (—)

Db Xy, mREimi 350§, miirae & RAf & T

MEEA N, RRERIRGOEOIBR - B 2479 P L
ol

[ffr =]

Mg I, A5 B R W IE SR . A5 E3ERR
Pf, RRERIRGOEUIBR - PR iETT (Fig 5). ek
SHENIR - L OHANA X () IR &ETT7 Ty 7 A
£ 10mm)

[RE]

Necrotic and granulation tissue. # A4 X 7.5x3.6

X 2.8cm

- TR D KEB o (XN Ml D 3EFE 15 X ONKAE{L 1% A
57% 0. EEUFIIIANEYTFY Y ERDAAT
FARRER DT S 72 a%, B S A7 viable tumor

cell (RIFMERR S N2 2o 72,

- SR T, BEAEHLRRE PR o0 B8 AR M X KBS 43 28
CD68 (+) M~z u77—IThH, HEEMIEIC
A 5L PALP, C-kit (CD117) (ZBETH - 72
7280, ALEE B OB R R Bf-3 LIRS
7.

(]

ik b, SVC A PHIIERIC X 2 I 8T o f28E C
M- BB oRIESENTH - 72 MATHESR X ) A
LD 7773 YRR niE 2 MG L7, ifkide
BIFEICTRE L o 7225, B (T 71— 5L)
2T, pH 7.29, pCO2 48, p02 103, Sat02 97.1% &
IR RE X2 E LTz, 1POD 127 57 3 VR
(5000 Hifiz / H— 10000 Hifii / H), ¥#HEIZH LTy
VAV a— S (125mg/ H), EFEKN w72
® FFP $5- (4 Hifii / H), Nili9 o liLo> 7z S F IR A
5. (6A/ H) #17-72. 2POD 1213 E5 B X Ol
OFNE T YE, FR DS L NAERIE KL — v Ok
Aoz 72, FURA 6A/ H, FFP4 ¥t/ H, 7
S 773~ 10000 Hifii / Hi3$e 50k & L7z, 3POD |2
BREN =2 — Lk, ERBIOLARERNL -
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hZ: % fifT. 4POD ICIZEHFIA L, FFP #5138 T
& L7z 7POD (ZIZFIIRA] 4A/ HIZH= L, 40mg/ H
THERPIIREEAG. 10POD 121d 40mg/ H DA DMK &
L7z, 22POD XV 20mg/ H A~ L, 28POD (2%
TELA F£7,8P0DXYT—=T7 7Y ¥ 3mg/ HT
FfG, DA%, PT-INR 1.8 fifsx HELZ 2 v bu—)b
L, 15PODIZ7 57 Vi3 T E L7, 20tk |
AR L 36POD IZBFEE 2o 72, flifk 10 4E 6 #
HRB L7284, BRI TR 7+ a—hTh 5.

[EE]

R R R I 3 & Ol e SR BHEE NS FE A 5 1k
PR E SR R P 0 1%, AR B B 5 D 2-5%
EMiTad Y, MR R L 20-30 A O F
RN, ALE SR B N RIS /AN RN S RE 3 %
D Y. MRk 1912 13 seminomatous germ
cell tumor (SGCT) , non-seminomatous germ
cell tumor (NSGCT) 24538 & v, % B I 4l i fi
% ¥ #4738 (Inter-national Germ Cell Consensus
Classification) T SGCT (¥ % RiF~h&F BEREIC,
NSGCT i Z FHA BB END 7. GRS
DWTIHMLEEREN AR TH V), MDA Ol
2372 SGCT 13 IGCCC 3B BV TP RAFHES
MY L, 33— 2o BEP (Bleomycin,Etoposide,
Cisplatin) %%, £7213 4 2— 2 ® EP (Etoposide,
Cisplatin) #&: % JidT L, (GHEHE T R ORATIELE
A% 3em A ThH IUTHREEBIZE % (viable cell FRAED
W RETEAS 3% F2BE), 3em DL TdH ILEAVEHG B B
(viable cell FRAF DO FEMEDS 30% FEHE) % HESE L T
%% 72, SGCT DFHITDOWTIE, R & #
JEBE S CIRIZESECTH 1), 5 LA 88% & RAF
BRERABHE STV D V. MEFICB VT, 1k
PR ORAAES 213 3cm UL_ETH b viable cell

BeAr O ReE DB S 72 A VRO BB &2 4T - 72
A3, BT B TR O K0 (S e D EAE 7> &
o THY, BHH A 7% viable tumor cell fRITHERE S
AL AR L OMBEF NIRRT Ef-3 LR S 7z,
R R FEIS TRBELE CR B3R 6 Th
D, closed follow up TR» -7z & Ebh/z. AL,
SGCT L&t 1% DIRAFIESE 2 51 % viable cell d
HIIZOWTIE, FHERMREG -7 —13%<, A
RN RHIEAHESL. L T Wiz, Sk, %G
FET VT X LRSS T O BB OERDS
YIENns.

SE R

1) Bokemeyer C, Nichols CR, Droz JP et al.:
Extragonadal germ cell tumors of the
mediastinum and retroperitopneum: resuls
from an interational analysis. J Clin Oncol
2002; 20: 1864-73.

2) International Germ Cell Consensus
Classification : a prognostic factor-based

staging system for metastatic germ cell
cancers. International Germ Cell Cancer

Collaborative Group. J Clin Oncol 1997; 15:

594-603.

3) Puc HS, Heelan R, Mazumdar M et al.:
Management of residural mass in advanced
seminoma : results and recommendations

from the Memorial Sloan-kettering Cancer

Center. J Clin Oncol 1996; 14: 454-460.
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Fig. 1A frp TFHiEF (IR,

E #l

B 801t Lk

FFR B

PEAERE - DRAFRE © AU i AlT %, R I,
RIEHE © BRI A% 1 A

B3 © Fha

BURRE © X AR 5 FIZENkD 1, /i PR TR R 9
ELTHWSER A IS Nz, L LItz
SWER CT A2 AT o728 25, /NRUIRE R # 1%
% A E DA EED . ERDIE R BRI %
WRBEE - W45 PCR Btk & 72 o 72720, MikiEoik
BHMIZ 7 HIZURABEE 225 72

A BE e BUGE © B & 156.0cm, & & 60.9kg, BMI
25.0kg/m* ik 38.8°C, Wk 102 [l / 45, WPWEE
18 [l / 43, IfiiHE 146/92mmHg, Sp0, 98% (A
%0, KBS I CAAG A e v, il A
T v, DS RV, ALV, REERT

Je LRSI R A b7z

FIHIZ . AREAIFT AR E T I 2 .
ABERE IR AL X M5 E (Fig. 1A) @ A TEF IS
ER, 2 PRI R S .

ATE S AL CT (Fig. 1B) © A L3E, A3
AT EEIMERE - AIRESA SNz R
BEPITHRAMEL T 7z

A BB M AT T R (Table 1) @ SE S @ LA &
K7 NVT I VIER & & DT,

oM o ABEtR, A V=7YF, V77 vEYY, T
o7 b=, ¥F5VFI FCTIHRETRIBL. B
HEBR LG 2 JA R 4 O WE P HUBR T R PR AL T 3 Il fe b
PAREEL, HEBBEE o7 BEMER 2 2H
HICBAV=TIF, V77 T rD2HI~NEHR
LAbhskesmbe 2 fkfe L T\ 7228, {RIRBIAR 3 2 H
DWRIAN TH B & ek iy, /e 13
DB T AL iz (Fig. 2A - 2B). Z D705
HWT X4 11 FICRE R AED AT S iz, &
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Fig. 1B 72 h3E, dh3E, AT/

Table 1 MLMAT R

WBC 3.7x10° /uL TP 6.0
Neu 514 % ALB 28
Ly 32.4 % T-Bil 0.8
Mon 9.7 % AST 26
Eo 4.9 % ALT 17
RBC 368x10% /uL ALP 196
Ho  10.9 gldL  YGTP 19
PIt  24x10* /uL  Na 137
K 3.9
o] 102
BUN 10
Cre 0.58
LDH 183
CRP 100

A

4

i i 52

g/dL
g/dL
mg/dL
U/L
u/L
U/L
u/L
mEq/L
mEq/L
mmol/L
mg/dL
mg/dL
U/mL
mg/dL

SRR A SNz e BBESUIMED ITHRAMEL T 7z,

Fig. 2A A EMi¥F @& #YE2MET L, LB OB O
EBELET LTS, EgtBEaIEscH 5.

y y

Fig. 2B GA#EbMA 4 201 1%) @ i BRESVE o Pk%e & /e BRI, 7oKk & AL 7z A T EEO/NEEI -

BARFZIIFRAE L T2 DY HE DA BTz,

Fig. 3 (KAEHATR) - A EFEAL
FRASIRAL LAkZE L T 7z

B HRA T R TS EEALTERIZE IR 2E LT
BY (Fig. 3), M2 TIZH LE NN E 2 A &
D7z LLEosi Ry bk ERERESRMICL AR
TSl & o L7

R

AIEBNI M FEAL DTGRP IS 2 L 72588
HHEO—BITH o 7. [E - JE IR EB LY
LA SR S B R ETH Y Y, A
FOMFERD 10 ~ 20% FEZ D 5 2. Q&L
oM E LTix, OMRED S FHERE LI ->
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THEAE IR U7 E SR (RIS SRS
), @O0 & 9 iR 2R 355 MimEE L) b A%
TIRHEDNI D NIHIETH B & 9 RE R (Il
H RS SCR%), OMRHE & ) BN T, REAEXIC
TE7RE B WOIESE SR, OB RE X
) USRI LT T E AR () Vo8
IRPERE TR D 4D RENRT WS Y. KSEH
OO ZRMEE IR L EZ bz 58K
AL S W O BB X RS B 5 M4 O S & 27
~44% EWESNTBY Y, FIEFIO X Il
BciES i 23 555 /A E RO REN: b &
GHICHE LN D B, HilE THow & W72 EH T O
0 CT kA (Fig.1B) %D K2 & A FRELH,H
EEESLIT TN ICHAMEL TB Y, BT LD
RE B DOIFIE Z SRR E A TW T E D
VETHoTbEZD.

SR IR O S LT RIS 0 IS BT 5
IR GERIMERD) 5 VI (GRERAD) ~FERFIYIC
ZALL TV EENTBY, BB ORER TIE
b (BlEEEER) 3%, HEMG%Z 12
RAUREOIEFTIZV b ] (R ZAERD) 2% A5
N HE STV S O AREBS BRBEY 4 5
ABICEELFEREZIT->TBY, Vot
Hotz. TOXIITEE - FEREETIINREN 2
WS RS 0, DDA E e IdE
WRRETH 5.

MRS A% TR P I B S % 2 L 72 5 SR 0 — Bl
REER L7z BiASB OB X D, B TRE
SIRAEDHIWIIONWT TELBEL L BT, B

WO MU 2 B\ 3G OB 5R 2 & O L2 50
B 3B IR O W RENE 2 B L2 L Tl
DEDH 5.

RSB LT, BR$ X & A AH OB I
2\,

5| FISCHER

1) IMREZ, Bl 47 IR T A RE RO Z K
WL G . 2007; 95: 1935-46.

2) Lee JY, Yi CA, Kim TS, et al. CT scan
features as predictors of patient outcome
after bronchial intervention in endobronchial
TB. Chest. 2010; 138: 380-5.

3) HAEA, MERE, REAE, Ml &8
DBUIR -103 BIDEHT -. #i1% . 2007; 82: 647-
54.

4) Qingliang X, Jianxin W. Investigation of
endobronchial tuberuculosis diagnoses in 22
cases. Eur J Med Res. 2010; 15: 309-13.

5 BEEM . b9 — DD Endobronchial
Tuberculosis. ##% . 2010; 85: 805-8.

6) S ] . S SRAL OB LG S
SEOAREICOWT. SEXFE . 2001; 23:
352-60.
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F—J—F: a7 b I XN, BIENZE,

F &

AR, R#i T TeY s N AYV AL MO
HHEDRBDON, DTy MIEAZH
Twa Y. Favycy b3 TR L, SR
RAFNVGERFB L T0 Y27 bR YIEE5
72OOWBE V) Y. MEERTIIHXENS
b LNnRnDs, EFIIMEERZH#E LA B
O 71 75 W THY, HEDIIT-> TWAEED
CHIZHUTIFFAZLZMO TR L. Tude
7 heid, BHEBTILIIFEORNEERT S
720 DI X 2158 TH 2 7. KRR B

WZBWTIE, HEZHROP TR U BN 2 RSk L,

REE DN ZE D O FEATBE L ORHMINCE S T, WERE
PO T AT TH S ).

TIREBSOBERIY OIS LS5t % #d
TBY, BB HEL 5B L - T, M
R L OREE &) 20 SRR~ &Y
XY MBI ERHELWEEDS VY,

AR (DU 4EE) 12id, BB O IIRIRM A 4
, MRFERMEAIc7Tay 7 Fevb EiTRkES
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LA L,
788 13 2 OWFFEEF O B 7 Ak & 253D 2 75,

BE74
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WL CTlE 2019 4E X U BRI 785673 E 379 Be B
KBORMBKIAF SN, FEHIHRIET — T4
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Abstract

This is a report regarding on efforts to improve operational efficiency of investigator-initiated clinical
trials at our hospital.

Normally, corporate clinical trials were operated with the support of an external clinical trial site sup-
port organization, but in this clinical trial, there are restrictions on the content of support work that
can be requested from the clinical trial site support organization due to the contract, and clinical re-
search coordinator work is performed by in our hospital staff became necessary. Before the start of
subject entry, we extracted the necessary items from the protocol, created a set of standard sentences
and instructions described in the medical record, and created a critical path. As a result, inadequate
entries in medical charts, omissions in evaluation items, omissions in testing, etc. decreased, and even
pharmacists with little clinical research coordinator experience were able to perform clinical research
coordinator operations smoothly. Furthermore, in this subject, the number of tester entries was the
highest in Japan. Preparing before the start of investigator-initiated clinical trials was considered to be
the reason why the hospital ranked first in Japan.

Keywords: Physician-initiated clinical trial,set of instructions,critical path

_18_



E S pHEERE 43 &
J. Nat. Oki. Hos. Vol. 43

* v a< A4 ¥ Dx Target Test < )VF CDx ¥ A 7 L RAL
FHaRDE & Ry EGE DALY LA

MOTATEGEA BB ) BEYERRR, Y R R
WEOORSETY, B fhEY, EE Y, sl R

® B

D N T A N—BIEFERITHT 50 FEGHREN KR SN, + 3= 4 » Dx Target Test ¥V F
CDx Y A7 & (Fvax4 v DxXTT) %32019 4 6 H 2 S RBIGR S 7z, BENHPERRE MR IC B W T,
2020 4E 1 Aot v a~ 4 ¥ DXTT 23 L T 5%, RIBIH O TIZ, RNA O A EAREDS 4 fF1H
Fe TRt 7z, bivbiud RNA OYEARFRIER 2 MGES 5 2 & C, e 7 1t A CTh 2RIk & Fe 7
Ot 2Dk N3 YEEOHBICER L, ML OYEZIT- 72 MIRLBIS SR, HEAARRERI 1 124
DR THRIZENENTWS, BEYLRAEWILZITH 2 & T, 100% (SEWVEIIERZE SN DL Z LAVRE N,

F—7— N #mTH, 43~ A 2 DxTarget Test ¥ )VF CDXx Y AT A, FTLTF YA

FU&IC

Wy —r vy v gz izt vya< A4
> Dx Target Test ¥V F CDXx ¥ AT A (v a<xA
> DXTT) &, FE/NHll it o o0 28 ARk 2> S filT
L 72 DNA-RNA Zf##T L, 5 TR G SE O #G %
MW 5T AT L THA. 46 O BIE T WA )]

BET, 9B 5MHO NI A N—BEFAR (EGFR,

ALK, ROS1, BRAF, RET) Zxt9 % 5T HEHGHE
O YBWER-oTEY, 201946 H
A 5 PRBRINEE ST B, 7R Be b oh e e 12
BWTH, 202041 Heotra~<x A v DXIT %
L TW 2 A, SR ORHETIEX, RNA OAH
TEANEEDS 4 Bl EE T 7.
BIZTFZWIH ARV VEENRT 74 V4
¥ (formalin-fixed paraffin-embedded : FFPE) 7
Oy Z7ORLUELIX TL7FY) v ABRBEOTRIC
B2 SESERBERNTRNOATVS Y. bh
HiE RNA O EAREIER 2 MEE S 5 2 & T, [
ER 7Y ATH LG R L, FE7atAn
F=) YEEOKRMIZEH L, MAELHOLEE
1To72. Z D% RNA Y= 98% & 2 L 7oA B hs
BONEI T holzZ &5, WAEMIRG L K
KYFEOT ) A OWTHIET S,

o R

2020 4 1 A5 2023 4F 4 H £ TOMMIZB VT,

NG, M EMRIRCF v a~ 4 ~ DXTT 2321 L

71 exgl Uiz, 72720, il TR L7
WAR T U 72BN RS L 72,

p D

UFoRIZoOWTENENMG L 72

1) SRR

e ik, MR, EEFRBEEZHAL

7z. 72 72 L, non-small cell carcinoma, favor

adenocarcinoma {Z %% & L T, non-small cell

carcinoma, favor squamous cell carcinoma 3%

SRR E LCHE L7z, F72, combined small

cell carcinoma (& /Ml il # 12, combined large

cell neuroendocrine carcinoma (combined

LCNEC) (3 RMaAh#E N 7w (LCNEC) 12703

L7-.

2) CHIEASRBAE ] O ARG

FIEARER Z MGEE L, G T XENEMET L7,

3) MGEERERIC X B UER

© W7 HEA @RI % T & 572005
RHTHIEL X9, WS Mz R
EDFE FRGIRETHR2IRELTH S
Vv, EETHRAER L LUEERS oz E
L 2mm BEEICHRNL 7ty MCART, #
B 10% s AL <) v CRIE L 72

@ [EE7atA10% PHEEH RV LIk
Ll 48 R LIN 2 JHHI & L7z, &WEH
OFMikARIZ, EYF QWP TIX 72 K 2
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o OEET

Wz A7, HEHLFFIIHLED 2470
Fig. 1R $#Y, FAv~<) vhb7iva—
WAE~FEE) T 5 2 & T 48 B LI LE T
&% X9 ICHUR L7
4) YGEREMR RO REOHR
TRARBRICH % SLH#812, Sl (20204E 7 HETo
PRI L eER (2020 45 8 HULBEORIY) @ 2 B
2477 T, DNA & RNA ZNZIIh % AT L 72
72721, DNA (EGFR, BRAF), RNA (ALK, ROS1,
RET) W& THONHIEARRET: - 72856 % DNA
Bl & 7213 RNA Zefifil & L 7=,

Fig. 1 JRBAEDO I

fREREC R
AWFFEIE 2 BE O i B A T B RS TRRBE f 72
(KRS  2023-4).

w R
1) $eHiks

L7 71 o WNERIE, EM 26 1 (RAES Sk
e 2, RAE SR 14 1, B RsE sy
A FFEHAEM 1, MistER 3 4, MBEbIERER 6
), WKeV7ay 7Bk 3k, SENES 114,
AAEHGEIBRARAR 41 1 (Wi 38 4, V) v Ei 3 1) T
» -7z (Fig. 2).
2)  HIRRAY

KHD L) ICEETFHAN<) S EHH 7V 3 — VR~

40

1) >V INED
30
5 BIREYIRR AR
€ 20
‘ ! EBUS-TBNA
10
TBLB
0
iR BkteioOoy o SENEE AB I BR R
Fig. 2 {2k
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F > a< 4 ~ Dx Target Test ¥V F CDx ¥ A T AR HERIRI & D= 3 OB A

WsE 52 fF (73%), R B 5 1 (7%), /Nl
Fada 3 1k (4%), FE/NHIRERGRE 4 14 (6%), KHMiH
FHEEN G098 2 18 (3%), Z oMl 51k (7%) Th-
7= (Fig. 3).

3) MibEE RS

EGFR 17 7t (44%), KRAS 12 # (31%), ALK
31 (8%), MET 21 (5%), Z il 51 (BRAF,
RET, CTNNB1, ERBB2, PIK3CA) (13%) T, EGFR
kb % Mt sz, BEEAWR S 722834
MR L72 (Fig. 4). %72, EGFR & KRAS D&
HENZERIZOWTHNRE LIZR L7 (Table
la, b).

4)  HUEASREIE B O MR
HIEARIERNL 6 BId - 7225, 111X FFPE 7

LCNEC TEOft

IEvmRaEEE_ 3% 7%

6%
I)\veRaTE

Oy ZRERN 6L EEVWDDTH 7. 5 FlD
I B 26013 FR V<) VEERAY 91 REH PLE & &
<, 2PNIREERIZEYI TH-72d DD, Gl
K ORI 5-25% 2 S 7z (Table 2). %% 1 B3k
OB EZRORIBITH Y, FHHOFEIETE R
ol

5 I
HEATEREB DML % 5213 C, IR L2 L9
WCHEERM et 2, FE et 20%EEITo 7.

4%
ESFJ:&’:’:: PIK3CA+EGFR, 2
7% \
CTNNB1+EGFR, 1
' PIK3CA+CTNNB1+EGFR, 1
Fig. 4 HEETE#E
WM 275 7 s s E &
75 7 GEE T, SO BEET DRI S L RE B
Fig. 3 #HARTY DL
Table 1
a) EGFR Z R4 MR b) KRAS Z ¥4, R
EGFR Z %%, lazs KRAS Z .4, %
exonl19 Deletions 11 G12C 4
exon21 L858R 5 G12V 5
exon20 Insertions 1 G12D 1
G13D 1
Q61K 1
Table 2 @ ANHEMAR DKL
‘ e . EGFR | BRAF ALK | ROS1 | RET
JEBI | FERER | PRELIR DNA ENA Z DAt
1 ? 6 4 6 A H etk et HEARRE | HEARHE
2 91 M 7HH etk Rt HEARE | HEARE
3 96 I 575 [EYi Rat: HERRE | HELRHE
4 42 B | 244 5 H et et HEARE | HEARE | HEARE | KRAS G12D
5 22 14 H (£ (£33 AR | CHEAEE KRAS G12V
6 26 FHfH 17 H Rtk Rtk HEARE | HEARE | HEAHE




EL ST
RANIEERERD 37 UL T
120%
100% 100% 98%
100%
80%
60%
45%
40%
20%
0%
DNA RNA DNA RNA
20204F7 A LA 2020¢F8ALIE
Fig.5 M=

AR MLBE T R 1%, BEIh® DNA 100% / RNA 45%
(5/11 ) THh o 72758, AL EYGER (2020 4F 8
HLIF%) 1%, DNA 100% / RNA 98% (59/60 ) &
%o 7z (Fig. 5).

K

R EARAALAR O ) i, 7L T v AR,

TF) Y ABRBENETNEETH S0, HInTHE
WKROEELEINTWLIDEX, TLTFY v ABR
LEbILTWwE, L7+ Y AERKIZIZ3 20T
B2H D, OFITHRRIE Th 5 HIREDS X O
R i 280D A EEN 7 at A, QRFE%
119 W ELER - S PR A B R AN D A g 7 a e A, (3
R T Ty — 7 RS OE IR, DU Z &
DEEHR T A, LREPRERTHE Y, 7
7Y AERBOEESE LT, FFPE 70 v 7 ik
SEMUNICHER I N2 0T, MEITHEHRIEHED
BEHPHICE TN TR & Y RS A A &
13 30% PLEDHER S hTwns 2,

2020 4E 490, HEARRIERIZ 5 Bld - 7275, 1
BllZ FFPE 70 v 7 IREDP 6 L L RV D TH -
7z. FFPE 71 v 7 OB E IZFFEHILL T <
ZEDPHLENERSoTWEZ EDS, 3ELWIHE
WMEANDOZMHT LI LIRS ETNS. B
4 FNZOWT, JEB 2, 3 IXFEERRAT 72 Wi %48
ATW/, Zhug, UYHLHEFTORSIR&MEH
ORARZ BT I L 722 LR TH 72, 2
DT LT A8 DN LT LW L2 EMNFITD D

DTHY, bhvbhotgE & LTHEE X 48 HEfH
UW#EFERIE L7z,

SEB) 4, 512>V T, FFPE 7 v 7 {#&E B L O
[ 2 W I O T CUE I e h o 72, Tk LI
LIEREIC R 2 078, miEIRE R, &R ImRERE & S
NTW3 Y. G MRERIE IR T 30 40K, 4T
DR TH TRERIDIAN, #L & 3 BRI
RN, FMBRAOKE S L EET L. A
<) 0E 1 BRI Imm O#ETERBEL, A4 A
K EOHBARIR7Z & % R M D4 Ehsr b iz &
LTh, HETRIET S DI 030 5 72 RNA
DD T EDTRBENT VS Y. L2dis T,
HMRPICHEET A EIZEETH LA, #@inTwk
DIzOKKETHRT 2 ENLVEETHY, E
E2mm BETENT 52 LT L EfEmonT
7z, bhvbiud, ORI OYE L, RNA L
i3 98% & VI E 2 MR L T 5.

i B

RNA O EAREREG] & MREES 5 2 & T, [ 7
Ot 2 ThAHEHRIMKHE, BETTLADRLVT
Y U REEORERICAEH L, ML OUEE 1T - 7.
MR LB S 5 1%, WEARIEGNIZ 1 oA T, &
BIENIN TS, Y BALHEEZTTH) 2 LT,
100% 2 WEDIREZHFEON S Z EAVR SN,

SEXHR
1) HAGRBL 7 289 BEALRR AR AR D)
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F > a< 4 ~ Dx Target Test ¥V F CDx ¥ A T AR HERIRI & D= 3 OB A

WHRBRET—F v XNV —F . ) LR 7 LEFRICBIT HIREER M o E. Ak

I PIRLRRAR AR D $o o BIAR. — AR N B A i 2020; 48: 44-48.

BELAELY ; 2018 4E. 4) B ET. WHELE DAY AEH. Wi 2022;
2) — At FE AN H A B2, 7 ABEGEH - 3 62: 26-32.

PR BLALRR AR D Fo B, O Rt 5 M KA. MiBZEICBI 2RO Ny

2019 4E. 130. Z 2022 Jilifg B 7 A N—BIZF AR &
3) LUK, AINER, BEEE, 13 VA SRR, &AL 2022; 49: 842-846.

Oncomine™ Dx Target Test Multi-CDx system test results
and specimen processing improvements

Y Division of Clinical Laboratory, National Hospital Organization Okinawa National Hospital

? Division of Pathology, National Hospital Organization Okinawa National Hospital
Kimiko Toguchi”, Nobuo Kuninaka', Zensei Toyodal), Eriko Atsumi?

Abstract

Molecularly targeted therapies for multiple driver gene mutations have been approved, and the
Oncomine™ Dx Target Test Multi-CDx System (Oncomine DXTT) has been covered by health insurance
since June 2019. At Okinawa National Hospital, we have conducted Oncomine DxTT since January
2020, leading to RNA test failure in the first four cases. We examined the details of the cases in which
RNA could not be determined. We focused on the cold ischemic time, which is the pre-fixation process,
and the formalin fixation time of the fixation process to improve specimen processing.

After the improvement of specimen processing, there was only one RNA test failure, which con-
tributed to appropriate treatment. The RNA test success rate would be nearly 100% by performing
proper specimen processing.

Keywords: Genetic testing, Oncomine™" Dx Target Test Multi-CDx system, Pre-analysis
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UBEIC B 5 COVID-19 A BeHe B o Fi R BT -
WIEPOHETIET
BOTATBOE NEN R BERERE dhisbe Y IR BRI RE, Y B@%ﬁ%ﬁ*ﬂ Vi RE, Y ERRPIRE, Y BRI AR,
O WOEEREE, T ORRIRL, Y BRI

s KV, RE B AR B AW k&Y, e BmU. sl #mT o &Y
I %, G BT, BRE4 AR, R SRR, MR WY RS 8V R EHY
R WY, W oA RO ORAY, AR WY K Y i BT BRIl wa”

® B

[ 5] COVID-19 B K& AT OWR MY BELH 5L TEBY, ZTOMEER DR D REFMICKE
BB A SN T WD, FE IR BE RS MR B TIIBE B X OHEEAED COVID-19 122 W T ARz T AR
ZAToTWA. H1EDPHE T RITBIT D 4FI2BF 5 ABIEF OEIRGIZO W THE %2 1T- 7. [
COVID-19 737X v 7 OF 1 H2 B8 6 P aRICHH M4 5 2020 4 8 A5 2022 49 HE CTOWIM D4
B ABSER 255 e L, ZOBKS R, B, ERIConTL haARY 74 TICHE L. [E5] wE
L7z o4 ABHERNIX 654 BITH Y, BEEiZ 2638 (51.6%), FIEEIZ 51 K Th - 72, 2020 4
425202142 H GE1HESH 3IRICHY) ICEFEICT7 7 EESEURBEH SNz 2021 4 3 A )
52021 4E9 H (BB4WELSHESHITHY) ICLAFTIULSIEAREZD, 2021 4E 10 HA 5 2022 4¢3
H G 6 W) (IZh B RS ZH SNz, 2022 4F 4 HUIBE (55 6 Ikl S48 7 1Y) <TidL
ATV ENHFEIHH SNz A RO OB GRS RIS - 7-.

[%%bivm 4] COVID-19 OZHITHICKELER LTS, o7 AEREO M, EFHGEORNR
RO, G ENZFOERNE o> TWAIRRD ) 3272

F—7—F :COVID-19, WiR{E, W, Larsienw

#

a6 L TS .W%%f%k%&ﬁﬁ#k@
COVID-19 8 73 v 713K E ATk 24 ) K WeHSHE D BT Y (Fig. 1), #&EHORF
Lahs, MHRAICKE 2 A ES X ORFEHE a@ﬁ%&wﬂ@LL%Fwt.@ﬁ%iﬂﬁ$

A FRBMEE IR (2528148 ~5Ma%98308) S e

7600 BAS
8/3

6000

5000

4000

3000 F5IR

=4y FILSH%

2000 =3 PVIPH
F2U% 8/25

1560 SLR & 805

127 334
131
0 . ol Al ' S

v“\*v.\*“«,\*&«v qu& & \~“\~‘.\~ v‘,v IR R IR NI R SR g \~ N\
S0 o S &&m\ & \&,9»&&‘\&&& > && 6,»&‘@& & sy ey «quf’ of q&‘& &

Fig. 1 ##ElkIZ315 % COVID-19 %ﬁiﬁl‘?ﬁﬁ%& (k1 X v5lH)
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MBEIZB1T 5 COVID-19 ABSEBI DRI B 1 %008 7HE T

Wikl L, WAk TR oY 2 mk L <,
COVID-19/% > 7 3 v 7 \Zxfik LT & 7z. COVID-19
B IRRARIC S S, EEE B X OHEERY
AZHD VI M) T =TI Tbh, ABROELRD
HIWE, ABehii%oRING X O, HER AT VI
BOTFME ENESh-? (Fig. 2). WAV T
Iy 7 AT ORY L, 5 TR 5 v 7 DA
BRICED, EHRORMAR Z RSN TE /.
FE N m BB e B T, EICEYE B X Oh A
ED AR BT 2B EEZTAN, ZOBEILH
7o THY, INFTITHHBEEITBIT 2 ABER D
BRGICOWTHE 2 To T2 Y. ARTIRE1
W B85 7 WA BT 2 MPHBFEE I B 5 ARSE B o

BERIRIZ DWW TR 21T Wik D 2 HRIZ DO W TR
Y 5.

B &

MHBNEERIC, COVID-19 OZWTIC T AR S N7
Bz xtg & L BIEIE 2020 4F 4 H A5 2022 4
OHKFETEL, B1ELOETIHRTTITHELT

MatZtro72. LMOARY T4 TIZHNVT XD
WMAPEEL, BIRT S - VA7 ERK - {5 - fim)fc
DWTHGET L7z,

ABEZE, N5 B o B e B A I 22 i 21 7
BERERITTRE L7 UK 2020-7).

RMCOVID-19BUMEERERDOR ¥ — L

PARKNIOF I NA

8% 7o EE B B0 fBiE#Y X bh o
(:::::':::) COVID-19R&RIER %f??‘acmfx*%ﬁ
pUT - T .
]
No
ABSBISH ? WaARRNS
Yes
R R L T T
- ]
> |
X - ABRR MR 5 :
035 72 EE OB xﬂ;: :;:\\ WAEESNORE ||
- AR - R - n CBA, WSUTME? E
- MITORBDNITIR /'ﬁ_\ - AP :
 FMENDERME MANODNHR |
- RN BERMH WAWENENR |
- R OB R ! MANOFMHR |1
RUX DR )
 RERPAA |
* MR WiRtH E
« I % 5 A :
. AT - MR ¥ :
AW e A :

MERTIER W0 &
A—F 42— bF—L

Fig. 2 J#BILICBIT 28 o F v 4 ) A RGeS kRl o Cuik2 X v 51H)



i

K

wH ®

WSS ABE L 72 COVID-19 %13 654 61T 2
0, VEINITRATIEC X B2 EEIA b o7 Fik
AENLTEATINC X > TEBDSAR SN2, FFITH 7 %
IZBWT, YE AR O TFIGERDS 77 1 &
HICRELR->Tw/ (Table 1). 4 HEB I V5
WTIE, FIEN S ABEE THEA BT 2N 5
N, 85 W T, BREWALET LIEFOEG D K
bR o Twiz, —T, 7Ebe H I 4 (S
T A A LN

BMI %% 30 P | o> & B2 (6.7 % ~ 17.3%),
HbAlc 286.5 % 2L F (4.7% ~ 54.5 %), current
smoker (7.8%~ 40.0%) &) A7 EHN= AT % E|
ENEP ol TH LI AT AT B ARRBED
EIEIEE 7 TR DA S NT2AS, B
DEDLEEGIBNML T VLT EIHELTWLT
REMED D 5.

ABEEED CRP B V7 =) F Y IZDWTC, AT
T L O & A L7z ABERF CRPIZES B L O
BT RICBWTEETH - 7 (Fig. 3, Table 2). A
BehE7 2 V) F VI35 WIS TROEWL, B 7HTIE
D FATH & Mk TH - 72 (Fig. 4, Table 2). A
BElE CRP B X OV 7 = V) F Vg AR E O HEIERE %=

B L TW AR S A%, 2o ORISR
IRATIEIC & > TR 2 HEE D /RIS 7z,
HEIRBIZIIKE L EEBNRA SN (Table 3). /%
YT v AN, i v oHEEE TR
RENET 7T ELNOFHR TS 4L R &G
JEWCHT ARSI N, RSN 7%
P RAY A NIBEWA L TS B P EED o BEIZ
BOWTHEELTFHRIRG DD, ZOFHRELET S
Z L S, 2000 AEEDIRE, 5 3 W A
ANz 2021 EEPSLIE L AT Y E VP EELRIE
AL LT A SR, 2023 FBUE D ABER O T
BREHEEL LTHwORTWwS, LAFYE VI
HERTEMR IR R CH » HIEMMIE, YA bo
T4, N=F VU9, A, MEMEME SAE
Wik, & IR T 5 BE IO LA S
n, AEMTIEVW OB b7,
PARBEANIH YV ES T /D4 A FE TOEH
B, TN RPEROE S WSS %6
WEIHITIX, 4 3 7 0¥ BA1 BRISHRNG T & 34
FTAHAY bMaERTITREfHEINZ2S, A3y
Pk BA.2 255 & 70 o 7248 6 Pe R DI ClI i &
N7l otz 87 HTIEEIE DO ABROEGHE
<, MM EBIL < AbN, PIREOHH

Table 1 ABeEHE O (654 61 : 20204 4 A~ 202249 A 1 9%~4%79%)
96 Ik s s
. . . RN %6 W BTk
i 1 52 i3 i 5k 2021/10- 2022/4-6 2022/7-9
B} 2020/4-7|  2020/3-9 2020/10- 2021/3-6 2021/7-9 2022/3 Fiook 3otk
TRk 2021/2 TNV 7Rk FN Y B A S S
BA.2 BA.5
BA.1
% 1 15 83 154 147 109 87 58
RS (%) /& 0/1 6 (40%) /9 | 35 (42.2%) /48 | 90 (58.4%) /64 | 77 (52.4%) /70 | 55 (52.4%) /54 | 41 (47.1%) /46 | 30 (51.7%) /28
W (%) 4efk —*  169[63-79](21-92)[58[48-72] (20-95)|51 [38-69] (4-93)[46 [35-56] (3-91)[51 [34-71] (3-95)|63 [42-84] (5-100)|77 [57-88] (36-100)
M (IQR] (R) 5 72[24-82](21-89)|60[51-75] (29-86) |47 [39-64] (4-89)[44 [34-55] (9-91)[46 [30-63] (5-93)|58 [34-84] (17-94)|79 [56-87] (40-96)
Vs —*  |69[63-811(47-92)[56[46-72] (20-95)|58[35-73] (11-93)[49 [38-59] (3-87)|54 [34-79] (3-95)|65 [43-84] (5-100)|75 [61-90] (36-100)
FEhiE~AbBEE TOHE 3 4 5 7 8 3 2 4
[4-6] [3-8] [5-9] [6-10] [2-5] [1-4] [2-6]
M (IQR) (R) (2-11) (1-18) (1-24) (1-17) (0-12) (1-11) (0-12)
Tk H 25 11 10 9 8 7 8 8
[7-12] [8-13] [8-11] [7-10] [5-10] [7-10] [6-10]
M (IQR) (R) (5-28) (1-45) (1-36) (1-27) (1-23) (2-34) (1-33)
BMI (kg/m®) M 15.8 23.6 25.6 25.2 24.6 25.1 22.2 23.6
(IQR) [21.6-27.5] [22.6-28.2] [22.6-27.8] [22.0-27.7] [22.2-27.5] [20.0-26.0] [20.3-27.6]
(R) (18.4-34.7) (15.4-44.7) (14.8-35.8) (15.7-44.4) (13.3-52.9) (16.0-41.1) (14.7-45.8)
BMI = 30 (%) 0 1/15 (6.7%) 14/81 (17.3%) | 20/150 (13%) | 22/143 (15%) | 14/101 (13.9%) | 12/81 (14.8%) 5/42 (11.9%)
HbAlc (%) M 5.2 6.5 5.5 5.4 5.6 5.6 5.5 5.6
(IQR) [5.5-6.8] [5.2-6.1] [5.2-5.7] [5.5-5.9] [5.5-5.9] [4.6-5.8] [5.4-5.9]
(R) (4.8-7.3) (4.8-9.1) (4.5-9.9) (4.9-8.0) (4.9-8.0) (4.6-10.8) (4.9-10.4)
HbAlc = 6.5% (%) 0 6/11 (54.5%) 9/67 (13.4%) | 15/149 (10.1%) | 11/142 (7.7%) | 14/93 (15.1%) 4/85 (4.7%) 9/58 (15.5%)

Currentsmoker (%)

6 (40.0%)

23 (27.7%)

56 (37.3%)

66 (46.2%)

31 (30.7%)

14 (16.1%)

4 (7.8%)
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WMERIZ BT S COVID-19 ABRREBIOMRIME - 1%L oH 7kET

100

L ]
. L o . ° o« . ®
i0 . R ® e o' :o- . " .. ‘. &° ° . [ ) '. '. e oé.; .
o %o ., ° %ege’% N o) ° () o o o o & Py
= ° o %00 k o Uit ® e | ® ° °
2 e . [] e o $ k) K F X1 ]
S A IR 40 "'%-‘;' T s AT
A 1 : s o $ . 4 '.:A.- % Q.i{.’.' ‘.' : ’-..o'.o.. ...=° :. :.: 0..3 b
e o © Ad g & T % ° > P *e®
% : "5 :Q.E:o.. . :' .' ‘. ..:O :‘: ...:o. . o0 ° ~.' .0.. - ..0.: o ... o: . ...o
. ° . . . . .
* s o od.|® oo Po 0 o, & o
o ® o o °* % o ® . o* e
01 e L J . . ) o8 )
L] L] @® ° . ° L] L] . ‘
L] ° L]
[ ] L) ]
0.01 .
2020/9/26 2021/1/4 2021/4/14 2021/7/23 2021/10/31 2022/2/8 2022/5/19 2022/8/27 2022/12/5
Fig. 3 APBcH: CRP fil : 58 3 e 558 7
Table2 ARiHE CRP BX U 72 F > (83 W~%79%)
% . %49k %5k BOWNM | wowmm | m7m
il 3 ik 2021/3-6 2021/7-9 2021/10-2022/3 2022/4-6 2022/7-9
. 2020/10-2021/2 . FIrua sk
TR TNT 7R a4 BA 1 BA.2 BA.5
CRP (mg/dL)
Average 2.96 3.24 4.21 2.31 3.35 5.81
Median 1.14 1.99 3.45 1.08 1.88 3.86
[IQR] [0.41-3.87] [0.47-3.97] [1.26-5.77] [0.48-2.72] [0.64-4.01] [0.90-8.38]
Ferritin (ng/mlL)
Average 231.7 400.5 889.4 387.8 318 399.4
Median 160.1 251 500.4 189.2 176 255
[IQR] [78.9-266.5] [110.8-536.3] | [283.4-1068.1] [86.1-369.1] [117.2-333.1] | [166.7-475.7]
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DL R ENTz. FEIREAL TR L2232 T  fEE LT, BRBES b7 Y F—3 2 1 3 EEE
30 #] (4.6%) TdH -7z (Table 3). WA  BoOB LLHK I LTI S5HITHY, MR
ERNCH 0, 5 6 WHRIMLIREICEBESFGIE 2o 72, BICHPAZET 5D 5V 80 Mz Lo
FECHNE B BE AL KD 0.8% TH -7z (Table 3). B E T -7z (Table 5).
TR R~ OB B 30 Bl OGRS (Table 4)

ZAHRDLE, BYIZ80% % HOTW ., IR ALHE £ &

2% 8 E% i, COVID-19 fili fe DI & FIlF X 7. BBRICBUTDEILRLSETRITB T S
WEY: > a v 7, WEOHIRIE COVID-19 & COVID-19 ABEBI DG % 17 - 7275, BB DH %
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Table 3 COVID-19 ARHE Bl DGR B & Olini

i3 . . . . A 450 %63k T
4otk 19 g2 53 9%
$;H£EJ$ " 2020/4-2022/6 | 2020447 | 2020789 | 20200-202172 | 22 T A | s
B 655 1 15 83 154 147 109 58
£ UN 133 (26.1%) 0 3 (20%) | 15 (18.1%) |36 (23.4%) | 64 (43.5%) | 15 (13.8%) 27(46.6%)
77 EEI N 103 (20.2%) 1 12 (80%)| 65 (78.3%) |25 (16.2%)
LAFYE N 262 (51.5) - 0 2 (2.4%) |98 (63.6%) | 124 (84.4%)| 38 (34.9%) 43(74.1%)
A5a4 K 296 (58.2%) - 3 (20%) | 30 (36.1%) [100 (64.9%)|124 (84.4%)| 39 (35.8%) 23(39.7%)
N 66 (13.0%) _ - 12 (14.5%) |16 (10.4%) | 27 (18.4%) | 11 (10.1%) 4(6.9%)
i
,1% FYUXRT 0 - - - - - - -
W) vF=T 2 (04%) - — — _ _ 2 (18%) _
BT /A LTSS | 15 (3.0%) B B _ _ 11 (7.5%) 4 (3.7%) -
vige¥<ws 54 (10.6%) - 54 (49.5%) 7(12.1%)
ELAEIUNL 1 (0.2%) - - - - - 1 (0.9%) 2(3.4%)
SR MLIVEN/Y FFEN 1 - - - - - -
HEREAL TR 30 (4.6%) 0 3 (20%) 9 (11%) 10 (6.5%) | 5 (3.4%) 3 (2.8%) 0
% (5 BIEE) 3 (0.5%) - 0 2 (2.4%) 1 (0.7%) 0 0 -
1EBEAE 2 (0.3%) 0 0 0 0 0 1
Table 4 & K IEFBEBI ~ Dz BGERE B O BRAR 5
520 3 (20%) IR 4 (14.8%) g; zL - AW 6
B3g| 9 (15%) K lmrmman| 3 (111%) I i 5
o #ag | 10 (6.5%) E i AR 10
i P Mkl i i i3 A 2 (6.8%) s —
KT [wsw| 5 (34w - i ’
73 : B R4 3 (11.1%) S 5 GO%)
U 56 Ik 3 (1.5%) T 7 i o
Z}[’@ " FIED D ABE (H) * 5 [4-8] @ T H— b 26 (86.6%)
B 73 0
< FhED Sl (H) % 10 [9-12] e VAT YEN 13 (43.3%)
D R Gk) % | 63.5 [57-76.5] T 2 (133)
#i e 22 (30%) CRP * 3.64 [1.78-8.68] :
K ° A B IS A Y T 25 (83.3%)
B | BMI (kg/m?) * |26.0 [23.1-27.7] E;; LD * 293 [206-368] ;-% WO RS 3 v 2 2 (6.6%)
HbAlc (%) * | 5.8 [5.4-6.2] %@ KL-6 * 216 [192-323] i ORI 2 (6.6%)
LI & ) 14/29 (48.3%) Ferritin *  [484.5 [268.9-917.4]| | B [gmmitr 17> F—> 2| 1 (3.3%)
% : median [IQR]
Table 5 JETCBID KRS
R ) A fiy PER JEE R ABEREfG 1% | RS~ D HEEFERA
530 | 80 At | Bk e ML S )i i P »H COVID-19 Jiti %
g6 | A3 W | TOMMEY | B |WidtA. FEMERIZE. RN HY »HY JEUHE R
gj g4 | 7ommr | wi Wi A » Y » D g
N . . COVID-19 12 &
4 3 e A J :E % 7 o
950k 90 AL Bk ARSIIE TR L P
BT 90 %A Bk MBI A4, COPD L L 5L H 0D 1Y T

WITHEREZR 2 EIEEENT, COVID-19 o4fk
BERMLTW5S S DTIE R\,
%9 HbAlc EHOHE ¥, B 7 134T OWIH
TE, HEWNZY) A7 ERE 22> TS REMEDS
RENT
E7WTIE, BEETIBIEICHILEFEA
ETho7:—hHT, FICHERZICBITS2 5

NI

& DN i

— 28

A Y =SB B G O ABEz T AN s L
7o, BARBEREOACT L7 B Cla A 2 WM T P i
KEEEL, MIRERGH L AN 2H L
FEHA R R IR ER BT B 7 F A7 =, &
%D COVID-19 3 RICB I 2 EELREL 2L L
HFHSND.
WHEIEL T, COVID-19 DY 12 H RO




MBEIZB1T 5 COVID-19 ABSEBI DRI B 1 %008 7HE T

BLE B LT WEI 2SR S 7z Y As, 2 oERIE
S Tld v, IR T 7 F VRN 2
LRSS TBY Y, ZOEKRO -2 fEMEA
Hb. YREABRBIOBE» 5L, 77 F o 5MICH
TREMBTHTEREBHY, 77 F v EHO
HIEOHELZRBTI L IZTE hhorz.

FN IR TRE 2o 728 5 W T, MoK

(ZHB U CHIED O ABE X TORMAIER L T,

RGBSR L 72720, FEHRFEARE] o R
R, ERANDT 72 AZDHONWEEE 25T
W ZEDERIIHL LD EEbNS. ALK CRP
BXO7 )50 V3B 5 %ICTD o & b @ Eh
BHY, TNIROBEEORS 2 KL T\ a1
REME L, FIED O ABEE TICHE A B L7 RetE L
Wb,

B e ABEBI O IR EEFBEBIN O E B I L R T
BIOHEE L LTIIEWDDOTIE R L, ABRORE
BLOPEIEICR > TRIF AN Z L SZDOER D
—orBEbhb. NUFIvIBHICELATVE
Nip EOPT ANV ASEZ EYNHEHTE, SR
PEMIN-Z L BERO—DOOWREENH 5. i
R & 2 VISR RO BH, Mids A bk
HOBZEIHT ANV RAEIMEH SN, ToREN%
RTHIENTE .

& B

COVID-19 8 F I v 7 I12BWT, ZHEKko N,

77 F MR, AATEE), R EAERIRE AT
BEICKERZLE 725 LTHY, HREDEA
% ELHHET, COVID-19 DFEITHICEILL T
W5a. A%, B LoD 5 COVID-19 IR Ed
LR Z M2 5 2 L NEE BbR S,

I
COVID-19 78> 7 3 v 7 W R I SN2 XT
DIRBIRER 2 HWEERKT 5.

X #t
1) MR R 0 0 7 A )V R SEGE R ARG
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Clinical findings of COVID-19 hospitalized in National Okinawa
Hospital during first wave and seventh wave of the pandemic.

National Hospital Organization Okinawa hospital.
YRespiratory medicine, ?Thoracic surgery, *Neurology, “Gastroenterology, ”Palliative Medicine,

“Radiology, "Anesthesiology. *Division of Clinical Research.

Futoshi Higa”, Isoko Owan", Atsushi Nakamoto", Tomoya Kuda”, Kenji Chibana”, Yuko Nakayama”,
Kaori Fujita”, Tsutomu Kawabata?, Hidenori Kawasaki”, Tomofumi Yohena?, Hironobu Hoshino?,
Shouko Nakasone?, Takashi Tokashiki?, Yoshihisa Fujiwara®, Hiroshi Senoo”, Natsumi Fujisaki®,

Daisuke Higuchi”, Kazuaki Kushi”, Yasuji Oshiro”, Sayako Takahara”, Ayumi Nagayama®

Abstract
Background: We had repetitive significant waves of COVID-19 pandemic, in which clinical pictures of
the infection had varied significantly. In this study, the clinical findings of COVID-19 cases hospitalized
in National Okinawa Hospital during the first and the seventh waves were analyzed.
Methods: Clinical findings of hospitalized cases in this hospital during April 2020 and September 2022
were reviewed retrospectively from medical records, and the data were anonymously collected and an-
alyzed.
Results: Six hundred and fifty-four cases were hospitalized during the study period. Male cases were
263 (51.6%) and mean age was 51 years old. Favipiravir had been used for treatment during April
2020and February 2021. Remdesivir was introduced in March 2021 and has been the main drug for
hospitalized patients with COVID-19. Neutralizing antibodies against SARS-CoV2 were used mainly
during October 2021 and March 2022. Cases with poor outcome decreased gradually.
Conclusion: Emergence of variant strains, immune status of the residents, and development of novel
therapeutics have caused the drastic change in clinical practice of COVID-19.

Keywords: COVID-19, clinical findings, Okinawa, remdesivir
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COVID-19 i i C I 3k & M U 72 A O ey

ERAT T s 2T S A (4 L M T
YOBCREL 7 IR SRRIERR, 7 BRRAFSE
K& Y, dE KV MR %Y MO KA, BH O FRY, e Tn Y
AW Rk, aml T OE EEY, M RoaY, Ml &Y
K HEZY, ST, AR —H1Y, Bl Bwa”

® B

HI% © COVID-19 {3 F IS G O A DRE B &2 DU SE ORI 5 E 525 5.

PR L 4R T 2020 4E 4 A~ 2021 459 A o WIFIC ARBE L7z COVID-19 &3 400 Arf, BUWSEZMEH L7
31 N (7.8%) DGR EME L7

KEH AERTP UL 67 T, BEAT61%, COVID-19 OHAEE 29 N (97.7%) I S Twiz. x5
JRGIE VI 28 % & T T RGBS RGHENT 12 AL £ < (38.7%), LAuE%, WREBEEDOIETH 7. @&
WIARIL L 22 ZREDFEREN72D1E 5 N (16.1%) OAT, ZDIEP RSB & > Tz, PUEERLSG
FEIZABE 4 HHCTH o7z, USROS 12 A, HEFE 22 NI St 7 = 25 3, 4 fitfkas
Loz MEENS Do 72855 L ) COVID-19EH I A VA E 25704 PSS 2 0% <,
REEMHEDO AT a4 FEEHIZ 26 A (89%) Tho7z. 26 A 15 AN (57.7%) 1F AT T A FAEITH
HaN, 9N (34.6%) (IPURSE L FRFICERG-ShCwi.

RiaE o F & U CHURZ I CHIT S 2 BV SR S Tz, COVID-19 (2B1F 2 kM O M T4 1&gy
3% L3 hh o728, PUHSERGTRMEIARR 4 HHTH-o722 L X0, BKRLEBEREIMZTAT O
A NG P ZREOMB KA PHCES Lty d 5 & Bbhiz,

¥—17—F :COVID-19, Hili#, A7u4 F

B # FRE B, AP HE A Table 112373, B 61%

COVID-19 OIS, i8R0 RS IRYLRE 72 & D
MERE ST A2 0B 5. 22 THRICH
W COVID-19 ABEHICHIREE 2 L 7256l %
MR G B PHER] & LT L E59 5.

WREHE

WEET 2020 4E 4 A~ 2021 4 9 H oA AR
L 72 COVID-19 &3 400 A, Priwe %2 i L 7z 31
NORGERGE %, Gk L D 5% BB TSRS
B L TR 21T 72 FFICIE ¢ B, Wilcoxon
Mg & v 7z,

w R
(1) JEFIOFH
PiHESE A2 L7231 AO4E#S 5, COVID-19

T, R IZ T 67 &, KD 61 K TH o7
COVID-19 O EFEFER TIZBAED 2 N (6.5%), 4
FETAY12 N (38.7%), HEERETA317 N (54.8%)
&, X EIEBFICHRHEIMEH STz, L
BEIE, BEEAED LAEME, BERFH? LA E 5D
72, BB O WIER D 4 A7z,
(2) J&GuiE OFFE R O et

JRGRE ORI ARG 2 4T > 72 (Table 2). &G4
O E LTIdMi% (Btv) 2at PRl %
{, BXGB, REEREHEVTW Zofl, HE
&G, MRSk, PRIy, MR L O RKGh A
oLz, —Ji, BERRENEE L & ok
I L & AR BRI 22 HI I C, SR e 2k e v
b OOMB RGPS E L THREESEH S h 7
FEBID 6 A (19.4%) 72, Zfko4FET I 67
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Table1 ¥
BN 3 7
R N (%) 31 19 (61) 12 (39)
AEdE R Pl (PR ] 67 [30-94] | 67 [30-91] 61 [32-94]
BEIEE AN (%) W 2 (6.5) 2 0
FREEHEE T 12 (38.7) 6 6
FREREE T 17 (54.8) 11 6
bl A L 11 7 4
(EHEH D) BRI 7 3 4
N B H e 3 1 2
ARSI 2 2
FRSIAE 2 1 1
15 R I AL 9 2 2
COPD 1 1
R ILIRIE 1 1
Ji g 1 1
Jix A8 ZE % 1 1
TEAT ARG b R 1 1
Je KA ARSI A 1 1
i) < F 1 1
HAL 1 1
L 4 2 2
Table2 J&GIE OFEF HIIRET
A s YU ERG H PRI A fEH L 7= HUm 3
JEYLAE O FHHH AR H e 5 _ _ I
. Ao | R Y ) | ERRBE | RATB . TEAIE uE S
AR &Y 4 (13)
M= B 2% 2 iz }'5 [1-2] f CTRX CEX. AZM
MR 5 i Bk % 1 6 |3 1 CEX ’
EERERTS 1
Ziﬁz% 12 (38'” 55 |2 [1-3] 2 CFPM, CTRX
ﬁ%i ’ 7 56 |2 [1-5] 6 1 9% EL ¥F+tF | AZM, CTRX, CZOP, CFPM LVFX
Wi B 3 89 |8 [5-11] 3 CZOP, CTRX, CFPM
B i) i 2 (6.4)
i T I . czop IvFx
PSRN 2% 1
TR B G E 3 (9.7) 90 |7 1R
PR IE S 1 70 |5.5 [5-6] 2R 70 CAZ LVFX
I gE A B 2 : A =
Wik gE 2 (6.4) [45.5(6 [4-8] 2 CEX
T 3% ek e 1(3.2) | 78 |4 1zl | KB CFPM — MEPN + CLDM —
CAZ — MEPN+VCM — CEX
Mpe (MR 1 (3.2) | 37 |1 1 AMPC
PRV
A eS| 6 (19.4) | 67.5]4.5 [1-11] 6 CFPM, CZOP
Sefk 31 67 |4 [1-11] 26 (83.9%) | 5 (16.1%) AT 22 A B3 12 A

RO CEX (27 7VLFTY) AZM (7Y Aa<xA ¥ ) IVFX (LAR70F %3 ») AMPC (TEFT V) V)
WSS CTRX (7 MU T7F YV Y) CFPM (27 ¥ A) CZOP (274 V7T ) CAZ (£ 7% T T A) MEPN (X T4 L)
CLDM (7 V) »#<4 ) VCM (N aw 4 v V)

T, PREL D EREICE o720 EXGER, K

EIH, Mgk, MERRRI,

RN g, MERE, — 7,
WRERIESe, hH e, ENRES, MR SRR I
LR RGNSV (NQRVANEE/N. E P acail clia e
WCTORGESTIE, ABSEFH 25l 4 H HICH
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WIS SN Tz, BN BG I T
Wenl, RARGER, Mgt & TRER
Mg C, FOMOIEYE, T 72 133 IRGEE VAR
13 COVID-19 (204§ & G #iatR, < okt iZht
BWHDBIBE SN Tz (Fig. 1), MIHEEASEDZ W

HhJE 2R,




COVID-19 i ISHURISE 2 T L 72 B O Head

1O(J\)
g B IR 22 51 B
w R K D E 2 W
6 — |
4 i .
4
2 - - — — 4 —_— -
1
1 2 3 4 5 6 8 9 10 11
(HH)
Fig. 1 ABtH» SRR L CThWIEZ BB L - H
Table3 PR ERG-HED AT T4 FOMEHRN
Z7uA4 K HY n=26 (83.9%)
B A B 1 LRSS SR | PIRSE & MEE | PURSERS-#
AN (%) 15 (57.7) 9 (34.6) 2 (7.7)
e gefi mg
(o 2 37 SR 26.4 26.4 38.2
AbtHtERERE G H [P 1 [-2-1] 1 [1-8] 6.5 [4-9]
VeGSO [HEpH] 5 [5-5] 5 [5-5] 7 [5-9]

BHZ O W T OGN TIE, FEmA CrRisz R S h

72DIE2 NDARTH o7 RBEEF D3 ANDIH b5,

1 NIRRT H - 20 R BIRTHIR 3+, 2 A
MR R TR TH - 7228, wihd EE
AR AL ) BEGERITIMZ TR L 7aa vy b
S UEEERILCBRI S TWwz, Ths 3 AED
beT, 5N (16.1%) I L 2 Bk sl &
HWr Sz, To5 Ao9HH 4 A, 5 HHBDIERIZ

PURZEAIBIAG S R &S & B STz,

ZoMo 26 N (83.9%) 1%, %5, WA R, HW{§
FrRIC & BRI E 7o Tz, i L7
13 Table 2 IZR L7200 Th b, EHEID B A

PURSEE 12 A, B OPuR 3 22 NG5 3 Twie.

RECOPIRETIZCEX (k7 7L F T 0) 13FEELT

FRER, BEERIC, AZM (7Y Ruv A T Y),

IVFX (LER7axH¥3> ) 13Mid%k, RERYE B
JEIEGZ, MEEIZIZ AMPC (TEFT V) ) M

HENTw FEREIZCITRX (7 N TF Y V),

CFPM (7 ¥ L), CZOP (7475 >)
F e LTERELR, MRHEHSN, CAZ (7%
TV L) FREEEGLCHR T 2 WIMES, 2
Yel21E MEPN (2 BX%A4), CLDM (7Y v ¥<A4

YY), VCM (NvavsAf v ) M Eh v,

fiddid, 27 Nidds®, 1 NEEHICL AT, 3 A

Mgk b o7z, L2 3 AD) b 1 Nidhiko
B 1 NIIHRE TRl & 72 5 72530 I3 AIME
FFREEC L 2 38 &I, 1 NIZ Bl 0 5
FHiEgEEZE L7220 ThHo 7.
(3) PHIEHKGFH BT L AT 04 PR
PRS- E DO AT a4 PR % Table 3 12
R WRBI O %I BT 5 COVID-19 i Vg,
PIANAIEL T XS Y OMREL RS T
W2DT, PUREEEZ ML 31 it 26 A (84%)
IABEYS H F 223 B0 ABRi & ) A7 1
4 P2 L CTw/z. 5 Aid COVID-19 iE#EF O A
FaA FEHIE o7 AF7a4 F2H L7226
A, 2704 FRGRICHIREZHEH L7202 15
N (57.7%), AEeth A 704 F & [BICHUH 3 % i
HAL009 N (34.6%), 2 N (7.7%) IPLH 3
MG ENBICAT a4 BB IhTwiz.
(4) PURBEMHFOT KK T OB
PREMHEOT RN TIZOWTHE%21T- 72
(Table 4). BEHR " CHET L7 4EwD, Bk, BumE
SRR, BMI, HbAlc Iz CTAT a4 FOMHIC
ODWCI 2T o722 25, PIKEOMIHFIZ, &
fi#H & ) EmDE < (p=0.0056 wilcoxon #E),
A27a4 FOfH (p=0.0101x°%) »%Hh-7-.
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Table4 PLHZE DA

LB SR DM Pl
»H n=31 2L n=369

i (%) 67 [44-81] 51 [38-66] 0.0056
% (N 19 (61.3) 188 (51) 0.2660
B2id ) (N) 9 (29) 143/359% (39.8) 0.2284
fkildH Y (N) 13/30 % (39.8) 194/359% (54) 0.2593
BMI (kg/m®) 24.5 [20.7-26.3] 25.1 [22.4-27.9] 0.1207
HbAlc (%) 5.6 [5.3-6.4] 5.5 [5.3-5.8] 0.2956
HbA1c6.5% = (N) 7 (39.8) 34/341% (9.97) 0.0526
A7 a4 RO 26 (83.9) 229/369% (62.1) 0.0101

% 400 AP F—F ORI oL DB ERET S

£ =

COVID-19 28R HIZ A 255 T 3 4EDSH X 7275,
Sars-Cov2 1ZEHD £ & 7 R & o TIREDZE
LLTETWAD. BTV 7TV 4 LDERE Y
DEFETHIHE TRY TIro TE& 7228, R ot
g2, RIRH OB TR I D 5 B, #ET
LCETW5. FERIEIPIRA AR, SR S 7 &A% E
ThHY, 740 REGHE < A5 T 0 F 70 782 X
BB R ZIF TV Y LB TWS. EoT,
PLr AV A EHEPIRIERH - FE LTT X9 A Y
VY DB E o TV A, FRITHNZ TERE
DOEIRBY T, B OIRTEIZ X o THIRE 7 HH i jsk
YeDFFMA 7 < T emperical IZHiF I Z PG LT
W52 L34 v, COVID-19 (2351 %l i &
PJEIZOWTIE, Goyal & ¥ OETIE, AREHiC
6% (19 B /338 BI) HSHIMAE % J64E L T Wiz & Eh,
Zhou & ¥ 1%, ABHEFZD 15% (28 41 /191 Bl)
TG L7z, 2861 H B 27 BIASELE LT
Wa. ISR, MR EGEAPEOHEIRS IR
WENEE R LR D B 5 72 OPHIEDHR G- % #IN L
TW5, I EHIESEZ D W Tl COVID-19 i %12,
MR RO RS PRI v e Sh, ZkiEge
LCTid14.3% L shTws ¥ Bk o 40
IOV T HHE &N, Kim 5 Y 1%, Mg Okk
116 # |2 Chlamydia pneumoniae %> Mycoplasma,
pneumoniae O & A 7275, FEERRIEARO &
IR O NG o2 ME L TWAS,

L7 L, COVID-19 B3 Tl el i &g D s
BB LR o212 20b 5T, PR FIAL L
b Tz ”. 2oL TIE 2010 Fid 1450 61
(72%) &, PiHBEEZ U TBY, S WP
HIZEBART VDb DONE L, EHBRHE TN

DA DT BT H RIS U b
T\W7z, 3G 7 AV A B O M &G 5 12
it L CIRBA R MV AT S hTwn
B8R D A5, MW & B ORI % ST 5
T=F AR L TS,

MEEIZ BT BME T, MFUM AL
SarsCov2 J&He# 400 AD 9 H 31 A (7.8%) 12HT
WP STz, PIRSEHE 31 N2 Eim
HULEAY 67.5 5% & LRI R T, COVID-19 4
JEAS82.3% & X D HIER AL H o 7. LML 7
W7 7 BRH S TV BEASGEAT L 72 REH]© COVID-19
DIRFHEOBITIL, BARDHLY o DFHES < 3
7 — A & FEAER Y 70 M T B AR AT O FE i & R X
NIEZ T2 L 3BT, £ IXERKRZHCHiW
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Study on Cases Prescribed Antibiotics during COVID-19 Treatment

National Hospital Organization Okinawa hospital.
Y Division of pulmonary medicine ? Division of gastroenterology * Division of neurology * Division of Radiology

* Division of pulmonary surgery ® Division of palliative medicine " Division of clinical reserch

Isoko Owan", Futoshi Higa", Atsushi Nakamoto", kaori Fujita", DaisukeHiguchi”, Yoshihisa Fujiwara®,

Takashi Tokasiki® , Yasuji Ohshiro” ,Hidenori Kawasaki® , Kazuaki Kushi® , Ayumi Nagayama”

Abstract
Objective: To consider cases of bacterial infection complications during COVID-19 treatment from the
perspective of antibiotic usage.
Subjects: The clinical characteristics of 31 cases (7.8%) out of 400 COVID-19 patients admitted to our
hospital between April 2020 and September 2021 who prescribed antibiotics was examined from the
medical records retrospectively.
Results: The median age was 67 years, with men comprising 61% of the cases. Antibiotics were admin-
istered in 29 cases (97.7%) with moderate COVID-19 symptoms. The targeted infections were mainly
lower respiratory tract infections including pneumonia in 12 cases (38.7%), followed by upper respi-
ratory infections and urinary tract infections. Diagnostic tests were performed in only 5 cases (16.1%),
and the rest were clinically diagnosed. The median start day for antibiotics was the fourth day of
hospitalization. Oral antibiotics were given in 12 cases and injectables in 22 cases, with third and
fourth-generation cephalosporins being most commonly used. Given the high prevalence of moderate
cases, COVID-19 treatment often involved the use of antiviral drugs and steroids, and 26 cases (89%)
who used antibiotics also used steroids. Among the 26 cases, 15 (57.7%) had steroids administered
first, while 9 (34.6%) were given antibiotics at the same time.
Conclusion: Antibiotics were primarily administered in cases where bacterial infections were suspected
based on clinical diagnoses. While secondary bacterial infections in COVID-19 were not common, the
median start day for antibiotics was the fourth day of hospitalization, suggesting that factors such as
dehydration and underlying diseases, along with steroid administration, may have contributed to the
occurrence of secondary bacterial infections.

Keywords: Covid-19, antibiotics,steroid
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Fig. 4 X410 . MWESEAS P06 & Dumon stent s D R 3FEHk%E % 58D 7.

Fig. 5 A:Dumon stent#kZ il . PIEERIZARRF X Tz, B:Dumon stent 37 2 38 H. 7 M PRI 3 3% L 7228,
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Wpkse & RO E WS E B L7z (Fig. 3C, D). X
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Dumon stent removal and re-placement 18 years after
initial placement for subglottic tracheal stenosis: A case report

Department of Surgery, National Hospital Organization, Okinawa National Hospital

Hidenori Kawasaki, Daiki Kawabata, Hironobu Hoshino, Shouko Nakasone, Tomofumi Yohena.

Abstract
Herein, we report a case of Dumon stent removal and re-placement 18 years after initial place-

ment for subglottic tracheal stenosis. A man in his 60s underwent a tracheostomy for respiratory fail-

ure due to polymyositis 19 years ago. After treatment for polymyositis he was discharged from the hos-

pital in good condition. However, a year later, he developed subglottic tracheal stenosis and underwent

Dumon stent placement. After 18 years, he developed larynx and glottis edema due to inflammatory

spread around the deteriorated Dumon stent and granulation proliferation on the stent’s distal side,

thus the Dumon stent was removed. The airway dilation was maintained just after the Dumon stent re-

moval and the patient was followed up. Later, laryngeal and glottic edema improved. However, 2 weeks

after removal the subglottic stenosis progressed and Dumon stent was re-placed. There are only a few

reports on the outcome after long-term Dumon stent placement; therefore, we report clinical course

with a literature review.

Keywords: Dumon stent, subglottic tracheal stenosis, long-term stent placement
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