E N RFENEMNREE FHM BN RiER R e A

Rk27 44 A1 B OHlE
[E T K EAE NE M KRR EE SR IR s e

EMIRZFE I B FEia B N ELER 13 SRITE D HIRBRIRE ORERLMEIZ >V T, kD & B D
ET5, ek, BOIRBMAEZEMT 2H5 L OIKEOH > 72165 (LT, ERIEEIER) 280 TiE, 1R
s (LUT, RIEE) DSARBRICETR T D ER (WH5EH) THD 2 &b, TR | |
Mty ) B RO TR 35E - FHskRLanb oL L, BIRICED D REFHIZ OV T H A
T 52N TE 20D LT 5, ok, @EOFFI/NELLT O E L 25813, HHER
FDOHRE AR OMEREZNENOEZEY BFT 560 L7 2,

1aBr (E3ES) ICETHRBICONTL, AR LI XV R 5,
BOEIRERERARERER () (CEF 2B OV TR, Bk 2 12k v FH3 %,
TRER (EIREEER) [CETAREICOVTIE, B3 ICk W HE T 5,
FOEMR e R ERARERER (RS ([CET DRE IOV TR, B4 IC XV EHT 5,
AR (F/EERSER) (IS8T 2B ICO VTR, Bk 5 ICL W EHT D,
BOENE & EARTRER (FAEERER) ([CET 2B VT, JIf6 Ik W EHT 5,
RS2 T = 8 DR IRTERERBR T I B 2 RS >V T, B T I2 K v R %,
HEAETFSR (SAE) FARKHISICE ST 2RFICTHO VTR, B8 ICX W EHET 5,
EEEEIHISICET HREICONTIE, BRIV EIHT S,

C EATEETRER (PR, AR, FEERER) ([CETOREICOWTIE, B 1012 XD Fi
ERAR

© 0 No ok D

—
=

2L, WBERBFICHE LR D5 EE, ERICE RN ENTE D,
FEEHRAICOWTIE, BRIIESR > 2 —RBICED D,

SER%2T R4 A1 A BetiTd 5,

B Al
1
2 AFEHEORATHNC K ZAT » ToiRBRIZ SV TR, RBRERTOBNIZ X 5,

Hi
%28 4E9 H1 A liefTd 5,
ARIEEDFEATRNCZ Z T > T IRBRICHOWTIE, RBIERTORIC L 5,

SR

Al
SER%29 4E9 A1 A B T4 5,

AFEHEDRATAN A ZAT > T IRBRIC OV TR, RBUERTOFNC &L 5, 72720, AHERZE OFFRIC
DT DR, BECEKIF A DIRER - BUEIRCRFRRBRICbEN T 2 L LT 5,

S



ozl
1 ERk30 44 A1 BBl 5,
2 AFLHEOFEITHNI R ZIT - T2 WL, B RERTOFNC XL 5,

Be - HI
1 ERk30 410 A1 BB Hif19 %,
2 AIEOHEITANCZN AT > TIRBRIC OV TIE. ZeBiErioplc L5,

3l

1 SFocH10 A1 B Biif179 %,

2 AREEOFEITRNCZN ZIT > TIRBRICHOWTIE, BB IErioflic L5,
[l

1 Sf2410 H1 A6 k11 5,

2 AREMEOFEITRIZZI ZIT > TIRBRIZ OV ClE, ZRBIEriOFNz L5,
B I

1 M3 4H 1 BLSHETT 5,

2 AEIEORATHNI RN FIIBZFEMGREE DY 220 L &2 A1T o T2IRBRIC W T, RBTIERTOHIIC K
Do 1272 L. AHEERE OFERICONTE, BEICRKIFADIRRR - BEIRFEREEARBRIC bEH 5.

b Al
1 S 3410 A1 HbHEfT3 %,
2 AFEHEDRATHIC K ZAT - T2iRBRIZ SV TR, RBRERTOBNIC X 5,

B R

SR B54EL AL BB TI 5,

AREEEDFEATRNCEZ Z AT > T IBBRICHOW L, RBRERTOBNC L 5, 72720, FEFFIFICHEET
HREED DB, FBERBEOFHRIZOWTOR, BEIZRKEADIER - BEERTEE KRR H5F 5 4
AH1HPOEATHZEET S,

[N

HI
ST 644 A1 AN T 5,
AFLHEDFEATHNC R EIT - T2 IRBRICHOW L, e BRERTOFIC XL 5,

[\')?—*E

SM64E 11 H1 Ab i+ 5,

B Al
1
2 AIEEORATHNC K ZAT > T2IRBRIZ OV T, RBUERTOHIZ K 2,

2



BIHEL

BB (BEEML) TRIBREFEH

[ IR BT 5888/ CRC %% SMO IZ Rt L2556
1. HEHE
(1) EEERE
OFAEE  (FIEIFELST)
[E N R EE NN R E LTI BRI R EAER B OFREICET T (VAT 25k E L
< 120,000 M % &)
FHRYE © 1351c>& 220,000 M+ 74 E B
QIR BB YE B
WSSV A B AR T D 72 6D D HEAWIUE |- B9 5 1% B
BHHILUE . 13> E 150,000 F - THEBL
ORI B v ¥ —k
UELIRRE FEHET 5 7= DITERIRIIE R 7 v 7 — 2N D BT O 1
FHEYE - 1 380ic>& 70,000 M+ HE R
@SMO +FEF . RAEFIRTTST)
CRC %% SMO ITHAMMBZEFE LTIZGE OBERED 5 B ERNKT T 2%
BOHHIEYE - (AVIERIEL x 50,000 ) +1HEBL
. IR TRHCEAEN BN REZEDOL A TH, AR, FITRAI LRV, 72, FRIERIEK
2B A0, EEEORERICIEMNO SMO FE& g (FRRERKES)  ( GBINZZ
S TRERIEL X 50,000 ) +YHERL (EELE - ERE 25T ) #HEL, #ERT5,
OFHE
WELRBRIC B2 BICRE, THFEM R, FIRE, BEES (RROETEOEHE, 1B HEOE
B, FLEREOMRE., T=X ) U OB R E S S ET)
BHEE . GEAE (PIERKS) + IRBRBIMA R R + ERRIFTE ' v 7 — %% +SMO &4
B CREEFILATS) ) x 20%

[AIHGRE L B D HEHE L 70 H IR & 13 LREO~@OAFHHE 5,
(2) FHIEERER

By - HEEE, = ofth
LY - Bt EEERE AR X 40%

e
PIESRAIE 3RS 5.



[ 42 BRI B+ 5 0 2/CRC %554 SMO ICEFE LT84
1. HEHIE
(1) Bt
OFEE (FFEEHD)
[N REFE NN R E LT BRI R EERE R OFEICET 52 (VAT 2FHEE L
T 120,000 M%&)
B AR E NI & 170,000 -+ HERL
QWK v & —ik
WMELIRIR A FEhi T D 7= DITERIRAF RS 2 o & — N3 2 351214 © ##&
FLHERE - EEEHNCo & 70,000 H+{EEBL
@SMO frE&
CRC %% SMO [ZHMBZRE LT 5E OBERE O 5 B JEBIIRIIKF T D18 E
FLHEEYE - (15,000 1 x #IEIOHFE L7- IRB B A 2> HIRERIE T £ CTORMEED A %) + 1HER
@E PRt
WELIBBRIC ML EVKEE, MR R, FIRIE ., BEES (EBROEITEOEE, 1RBREHEOE
PSR ORLE, B ) U IR E S A ETe)
B . GRAE (FEEHY) HEBRMFEEE ¥ —&E+ SMO fREEHE) x 20%

LR B FE DILUE & 70 H R & 1T LR O~@DAFHE L T2,

(2) FHIEERERE
B - B, € Ofl
FLHRYE - ATRCE R AR X 40%

2. §HKITIE
FREHH O LN ), SRS ZRT D, 2L, BEERKS 2 AU TH Y . hoRUE

FEDORFH G TR oI hE . BRI RIT LR,



EGI AL CRET 2% (AR E A2 R<) /CRC K% SMO IZEFt LT2%6
1. HEHIE
(1) EERE
ORI (EFI5)
YEZIRBRICBIE U CLEE & 2R D 0FERE RIS OWFTE, RS OMFIE, 2tk M OF5E
h . TR FEERIRAOAIFSE, SRRSO SUESEERL)
BN . (R4 > MIx 6,000 M) + HERL
MARA v MROFEHFIEZARA v NEHESR
1RER D & BLE IR FE & B R B ~AT T A2l Bk 2 DEFIREM CRET H2RE] %
QEHE
WEZIBBRIC B R ECRE, TERES ., FIRNE ., BEES (GROETEOE M, 1pEREHIEDOE
P, RSO, BoF U U ICLE R RS A ETe)
R - ERIREBRAF 2O CRERISY) x 20%

\\}ﬁ

AN

IR S D HHE & 70 D R & 13 ERRO~@OAFHEHE 15,

(2) FIEERERE
2 - EAREL £ Ofh
FLHEYE - ATRCEHGEE A RE X 40%

2. FERFE
FEG] = L PRI ARERR L, DU (6, 9, 12, 3 AKR) ZrickLw, HkEIZ 4. 7. 10, 1 AL
Ml ~5T %, A, TRROERANLZ h—r RN, FHOBINCEEST S, 72
B, koA L 70 n EFERBIM] X, JIRPEHRE ORI 5005 7 1 b a—/LZED 5 kR
BT (BEISUTH#E) £TET5,

BRIANVA = HRK

(D) ERFERI e (BB - MBREET)

- FHIEER CEG BRI FAELIN) « 2 T (FIES-1/2 #) 70%., S IH (1/2 #al-iE
BB AR T) 30% D2 [E145E R

s IR AKILSN O EINRER GEGIERBRIF B Z) - B T (MR S-1/4 #8) 50%., $H1
B (1/4 F%al-1/2 #%8) 25%., #I0H (1/2 $al-3/4 #58) 15%. BV (3/4 B -1E 41l f 55 A
R T) 10% D4 [ D5y EIEE R

- IR ARG ORGSR GEFERBRR AR 2) - 8 T (WRlR5-1/4 #%8) 60%. 25 11
(1/4 #am-1/2 #2a#) 20%., FHIHT (1/2 #Ram-3/4 #) 10%., FHIVE] (3/4 i -iE i f U I Al
T) 10% D4 [H] D4y EFER

B, HANK S — BRI A U REREUT, A IEFIAZ ORI IE - i L THA
B, EITRAIL 220,

(2) TRBR I MIE R (A O BRI TERR 2 (PR - BB &)
SEGI OB BB ER L7256 REGHIMITER - ARRFENH V) 13, DEGIHERERE
THRHCHRET DRE] 22



2.

UEGIHEAL CRET %8 (BREREEOS) ]
FHRIREE SV OxI gL, RAIREBS A O EEBIEAETO I b, UFNCHET DKL 75,
® o ba— LITHSIEROI- DR ([FEBIS O R Tx544)
o FEHEGOIMEE AL LIZBENDKEL, K OHEEROBEHAE D= DK
® EEROT-DDOARE (NBBE 1 [ElZ 1 kBt E 3 5)
1. HEHIE
(1) HEEREy
OA BRI
PEBRHE OIS NN 5 28BE S5 O A 289 5 72 D O E
RHIEYE - (7,000 F x 1EGIOERERBERED) + HHEB
QEHE
WUHIBRIC LB BRE, HEERZE . FORIZ:, WEH%E (RROMBITEOEI, 153 AEOE
B, REEORLE, =X U I ERREEE ET)
L AEHE - AP X 20%

AIEGR A BT OILHE & 7 D E R & 1T ERRO~@QO AL 175,

(2) Bt
) - B, 2 Ofh
FESLYE - AIRLEEERR A A E X 40%

AERITIE

YREEED 4 A0 D 3 H £ TOERDRBEREA LR, HEL, BUEE 4 JIZHERT D, 2L i
SIEGI DR KB A 238l L7258, £ ORE R E TOSREOERORIE R 2 85t HET D,



[ 22 VR SE ] | 4% B 1 2/ CRC %55 % SMO I EE LT-5hd
BB L7722, BRI GICE L R TEFNCK L TiE, RO L HIICED D, 72721, IGRER LI
B THIBED T M AEAREIXZORY TliEZeu,
1. BWEJiE
(1) EHRE
OEFRRERIT IR (BEIBLIEAE 1)
WELIGBRICEE U T B L 2R D AFZeiR e CREEES ORF TR, R OMF7E. Zhtisk MO 7E
. FRA IR IRIIIIGE, SRS SCESEERR)
B (RA v M x 6,000 % 40%) + WHEB
MARA » MEORHFETRA > NEHESR
QamEEE (BlEINEER)
PR DIGBRS NN 9 B F OB 2 BT 2 72 D O E
BHILUE ¢ (7,000 ) x 1EBIOFERSRPEEED) + WHEH
O
WA LI BUKEE, VHRELE . FIRIE, WEES (RROEITEOEE, JBBRERAEKD
BH, RREEORT., T ) U TICHE RS R ETe)
B . (ARRBRIT 7R e (B RINIRER]) + AMEE (BIRWBLEER) ) % 20%

IR R B D HEHE & 70 DR L 1T ERRO~@DOAFHEE 15,

(2) FIEERERE
2 - HEAREL £ Ofh
L EYE © ATRCEHGREE A RE X 40%

2. wERIIE
KESIEH % LTS CEET 5,
FESREIIIIHAmICE L, 4, 7. 10, 1 HURRICREEE ~5MT 5,



UiE GBI T R R 5 ket ]
7’8k 32— /L OSETE A E B4 ORBR I M 2 4E R U7 ERNICR L CiE, RO L HITED D,
1. BEFk
(1) Bt
LS
BB DIRBRB NN Y 5 A0 E S DA 2 88 5 72 D DORE 2
BIHEEUE ¢ (7,000 [ X YFZAEEE D 4 H ) BEcHESBE B £ TOEGSRBERIE) +EEH
@B DGR RER A TERE 2
FEB DR ERBIH O R (SHROEESE) (B L TR L e H20F50f s R,
DWFFE, RIGIIFOMIE, Zhasx MO, MR IERRONITE, SO SCESEER)
BOHEHE RGO RBR I OIERE BV GBI S - visit B () x (RA v M x
6,000 ) + JEFID~A VA b— 5RO visit B (7o b a—UZHE) ) + EE

B
MARA v M DOBEHFTEITRA  FVEHESR
@BMDOE 4

SEGHORBRE M OILRE (5 HIFOILRSE) 121F O F5, IBRETHEOEHE - JREREE 3L
BEHEOOICEEM, A, BKRERLME GEFERE) & L CTREMT 2EICSHL Y KRE
BHIRYE - GEREORBREIIK OME R ICEVIBIM Sz visit A5 (3268)  x (RA > MEox
5,000 M) JERI D~ A LA b—FERBIF O visit BIE (7'm b a—UICHE) ) +HTHEB
7277 L. CRC %%% SMO IZ L= A 3EE Rk Lsuy,
@EHE

UELIBBRIC LI A BV, VHAES R, FRlE, BEE%E (BBROETEOEHE, RRERKOE
B, REEORT, T4 ) U I E RS2 &)

FLHHEEYE - (BHRERE + B MO AR RERIF o B IOE4E) % 20%

AR RE O JEHE & 70 D R & 1T EREO~@OARFHEE T 5,

(2) fIEERERY
B - HERAREL, £ Ol
BLHIEYE © ATRCEEGRER ARt x 40%

2. FERITik
KFBIEBIDAET LIz CRIET 5,
FORETUEEICE LD, 4, 7, 10, 1 H PBRIKIEE ~&: 44 5,



1.

[1RBR#& T IR ISR 5182 /CRC %4 SMO (2 ZFE LTI-HE
BE Tk
(1) Bt
DIRER = L 2Dt
FEFIHAL TIX72 <, IR LIS b8 A (EFIFEER., AKRBFEICHEH S D CEMER L)
BN . (KA > Mk x 6,000 1) + HER
MARA » NEROFEHTEIIAR A v NREEESR
@SMO frE&E
CRC ¥%5% SMO ITHAMMBZEFE LT 6 OBERE D 5 B 1REIIFIIK T D 1% %
FLHIEYE ¢ (15,000 F X MF%EED 4 ANOIRBRKE TREE TO A% + HER
QEHE
UELIBBRIC LA EVIRE, AR, FlnlE ., BEE% (RROEITEOEH, 1RREFEOE
B, FLEEOMRE., T4 ) UL ERRE S ET)
B . (RBRZ L2 DR + SMO fREEHE) x 20%

AR RUE D FEHE L 72 D EREREE & 13 EREO~@DAFHHLE 175,
(2) fIEERERY

B - HERAREL, £ Ol
FHEHYE - ATRCEREREE B RE X 40%

2. FERITik

LELIRROK THEEN R SRR THRET 2,
FOREITIE IS E &, 40 7, 100 1 H LABRICHIES ~ &A%,



[ BHZ)E U TRl RE§ 582 ]

1. BEFL
(1) FEHEREE
OISR IN ¢

YRR OBATICHNEARR R TH DD, KEED L O 72 <. MO THRA L TR0,
FIEA L TOTHYIERICHNWD Z L O TE W ERT, HKEI7ZR EOAICET D%k,
BHEYE . (BB + (RBRRFEE SES SR AN FHCE 20,000 M) + YHEBL

ek, WMABEIIVEE FOFROEARREREE L, MEEIC 1 REIOEA GEIZRbH2RW) (1
xtL. BHET D,
Ofifi b A E

WUELIEBR DIBATICHEAR A K TH DM, MREEE S ORRMENR 72 <0 ofiisk THRA L TV,
FIRIIRA L TV THYUIERICHND Z L O TERVWMEML, #a8., HR E oA ET 58
#,
BHEYE . (AW + (RBRRER S8 T 10,000 )+ YHEBL

ok, WABEIIVERED FORVIEAFTRERELE L, 1BIOEA (F—RELThIVUE, ME
o, BAZEIIRM DRV XL, BET 5,
OF e

YELIRBRIC LB 22 W D855 (B - B0 AEROFRIEE) 1okt LT3h 2 1248

B« ENIRHENEMN KRS EFEIRERIC L D (HEBLZET)
@hkty

RN ONRBRICBEE T D 5CICE T D ik

B HHEHE ST RREE MBI IR B M ONE L RSP EE MBI R E RN L D (BB S
i)

OEHE

WELRBRIC LB e B, THFEAL . FIRE ., BEE% (RROETEOEHE, IR HEDOE
B, FLEEOMRGF., T=4 ) U IR E S ET)

B . (EIRMEBAL + HASEHAR + 34 + i) x20%

MR E R T OIUE L R D EERE L 1T EEO~O0/HEE T 5,
(2) fHHERRE

W) - R EL, Ot

B © ARCEERRE AR X 40%
2. FERHFE

JRHI FRPRAE LR CRIE, fEREBEIER L, BERFEERT 2, AL, FERk&A I 7 DH
RT, FHEREBLAIEHEICE LD, 4. 7. 10, 1 HUBICEEE ~EFT 25505 5,

10



LS

HEAEFER (SAE) RARMISICRIBRERH

EEAERS (SAE) FAERFMISIZOWTIE, IRBIZHE SIS SAE © 1 H4: GEMNMEHETe) &
EIZFERT B,

[SAE J/E Rt R B E T 2 #2%/ CRC (%% SMO I[CZFE L2556
1. REFIE
(1) EHEEREE

O RRERIITERE S (SAE JE/ERE)
Li% SAE FEARFR NI BIE U T & 7 HAFSERE Sy RSN OAFTE, SEGRIR DIFTE, %

RO, MFEHI7R FEERIRAORFZE, WA EEIER)
FHFEYE © 1 F50co &, 20,000 [+ JHEBL

ORI R o # —f% % (SAE FE84:HF)
Y% SAE FAERE, FRRMIFE SR £ o & =N 2 I 1 O 1k #

BHLHE - 1 FRICHX, 10,000 H + HEH

QE B
5% SAE FEAERPRIGIC MBI ZDEBUKEL, THFEML . FIRIE ., @EH% (hREAEZE S50

(CHEERREE SOEHE, FLERSFE ORMEE, LR LG T)
RHALYE - (BRURARERDT 0 EY (SAE J84EN)  +ERIRITESE o 7 —ik % (SAE J84Ky) ) x

20% (7272 L., EEKBZOSEIE 10%)

[RGB D HEYE & 70 D IR L 1T EREO~@DOAFIHEE 175,

(2) FIEERERE
B - B, £ Ofl
BLHEYE - ATRCEEREE AR X 40%

2. §HKRITIE
FEOREITIESEICE £, 40 7, 10, 1 H LIRS~ 5,

11



IS

AR D BRE

A S KD BEAIE () 1RIZ &SR T 5,

[ SR A SR e+ 5 %%/ CRC %4 SMO (CEFE LTIZEE
1. BEFik
(1) B
OEREIIR D BRI T R v % — R
W S SEREASEE PR SRR L X — TN B SRS RE D R
FLHELHE - 1 [Ric> %, 25,000 H + JHE B
727120, 2 B B> CEESNDHAX. 2 HALEEX 10,000 H (F1H D 40%) + ¥
L
QE PRty
WA EE AL CBUE, AL E ., IR, BEES GHEOFHE, LSOk
B NI EEREET)
B EERICRDEERMIIE B v ¥ — R E X 20% (7272 L., EEESROLAIE 10%)

MERERE O L R D EHERE L 1X EEO~Q0AFEEE T 5,
(2) Mty

B - HERRAREE, Z ofth

FHIEYE « BGLEERE A3 X 40%

2. FHRITIE
FESREIIIUNEAmICE LD, 4, 7. 10, 1 HURRICHREEE ~56T 5,

12



	国立大学法人信州大学医学部附属病院治験経費算定基準
	治験（医薬品）に係る経費算出
	重篤有害事象（SAE）発生時対応に係る経費算出
	企業監査対応に係る経費算出

