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



Bk 4

BLECER AR (BRES) ROIBEFEH

[RNIEIBEAIRF I B E T 2 #8 #/CRC 245 2 iy CRC 28 it
1. BESGE

(1) E#RER
OFEE (WRRKY)
ESLRFENMEINREEE LR EA R B R OFAICE LT (AT HFMEE LT
120,000 Mz &)

RHZEYE 1 8KICo>E 220,000 F+IHERL
@?ﬁﬁﬁﬁ%ﬁﬁt =4

S IUYERR 5514 B R AR BR A BRAGT 2 72 6O O AR HE( |2 B9~ 2 e
Z%ﬁtlj%ﬁ 138512o% 150,000 [+ & B
@&mﬁni%ﬁ/5 it

S B FE 4 R R BR A a5 7
ﬁtﬂ%ﬁ 18RIz o=

IRWFGE 7 o 2 —
70,000 1 +{%%‘f’m
@&

(SATINS 2 BT hE D i

ik B R 70 % B IR RUBR | S A BT BB

. {BEESE . FRIE
@ﬁﬁ%@%ﬁ BRI R OB B

B (REIE & R UR
FLEREORSE, E=H UL 7 ﬁ@%%%a@)
R GRAT (WERK D) + RBREIGERE + BR %Eiiﬁé —itE#) x 10%
AR RE DI HE & 7 D R & 13 EREO~@OAFHEE T 5,

(2) FHIBEEREE
A - HERAREL, £ Ol

B IEYE - Rt E R E A X 40%
SER T

MIBIEFIRHZFERT D,



[ 42 BRI 2 B 5 0 2 /CRC 255 2 i CRC 2N EE D 54']
1. HEHIE
(1) Bt
OFEE (FEEHD)
ENL KB NN K FEFTN BRI AR EEZEROFEEICET 2/ E (VAT LR MRS L
< 120,000 H&&Te)
B AEEEHNCOE 170,000 4 HE B
QWK B v 7 —ik
Y EZ R AN e PR R & FEhE 9 5 72 OIS ER IR e SR 2 o & — I HINd 2 36512tk o kB
B - EEEHNCo & 70,000 H+H{EEBL
QEHE
U ALE IR T AR BRI LA BV, YRR, IR, (e (RLEIRIE% AR R R
DOEITEDEE, REPIEOBHE . RSO, T=X U U Z N R St )
R . GEER (FEEEHY) + BRI EY 2 —k%E) x10%

AIEGRA BE OIHE & 7 D R & 13 ERRO~ODRFHHEE T 5,

(2) RipEReE
By - BEREN. T ol
B © RRLEEERRE G X 40%

2. FHKRITTA
R LRGN, YRFEESERERT D, 2L, BRINHIEED 2 ALETH Y, 2o
VEEOTHHGEZITORN ST E . FEERRERIT LRV,



1.

EGI AL CRET 2% (AHBEE %2 R<) / CRC #K%BiN CRC BNEMOLE
HERE
(1) Bt
OB (EFI5)
LIS IR T 1% BE PR AR S B L T L 7 DA TE R CHHIPSER ORFZE, XIRER OF%E, %
MR OWFTE g, MFEr 22 IERRRAOMIZE, RO SCEEER)
FLHEEHE . (KA > M x 6,000 H x 80%) +1H%E B
MARA v MROFEHFIEZARA v NEHESR
© &4 UEFISY)
WEEABR O LN S fE D FH5. ARBRE TEOEHE - RIS E SOOI HER, KA, BK
MRS GEREME) & LCERTEICKL ) &E
BN . (RA > Fx5,000 FX80%) + 1HEFL
QL
WL RIE I E R R BBR (S LA BOKRE, YRR, FIRIE: . RS (RUE I Tk BRI AR
DEEFTEDEH RO H | RSO, T8 U o I ERRE S 54 T)
B . (BRARRBRITERR L CGERY) +8E4 (UEFIS) ) x10%

AR RUE D HEHE L 72 D EREREE & 13 EREO~@DAFHHE T 5,

(2) fIEERERY
2 - FEMAEEL, £ O
BHEYE - ATRCEEREE A RF X 40%

AR B

JEG) Z BRI AR L. DU (6, 9, 12, 3 HR) ZEicFE Lo, iEREF 4, 7. 10, 1 AL
Bl RIEE ~5ATT 2, FAL FRROfER~A VA b= RSV, S oBNcEE+ 5, 72

B, FEROEAEL 705 [EFERBIIME] X, JISEERE OPRIORBHESEH S 7 e ha—u
ICEDAHRBET (MEISUTHE) £TET5,

BR~ANVA =K

(DERRBRIF R, B4 (FHE - HEREST)

- FEAER GEGV BRI BELIN) 5B T (RIEME-1/2 #2) 70%. 56 T (1/2 #al-iE
BlfERBRHIFE T) 30% D2 [A143E5E R

- BB CGEGERBREIM S EFEE L) 5 T (FIEEEA-1/4 £%) 50%., 2 T (1/4 #%a-
1/2 #%) 25%. FHIHY (1/2 #Ri-3/4 #2a#) 156%. HIVH (3/4 #am-fEfEaRER % T) 10%
D4 [ D43 EF R

BB, HVANA b= IR I UTCREREE, MBIEFIN T OB PIE - Bk L TH
B EITEA LW

(2) BT R TE 1% B PR AR BR FE R PR S R L2 P O BRRERBRAT 70 2y, B4 (EPLE - MERE S D)
SEBIfE ORBRERMIR 2N E R Lo s (ERMRBER - EAREEEMSH V) X, [EF B
TRICHRT R E] 228R

(3R> & RIEATE R AR TR A~BAT R DRI 70 2. @ (FEE - MR E)
JEGI Z EDYUFESANA P =B ETERIRBREM L UTHER, £ 0% oIk H 2 Gk 72 #
5



EEARRERE & L CHERT 5, 72720, REREHOFERICE L TiX, BEREGRICHE L72TR
BOANA M=V BN TTHETIR, FOBICEE L5, v~ A VA h— 2 BIZiEVWES R
45,

(5] : <A VA b— IS RS b BUE R E% R RER ~BIT L2 a . FIHS £
THEIBBROER L U TR, BITRITEERCEERRBOE RN & 5250, ERE - Y90~
A NVA N — U RREAILIZZ T L7220



DEGIHAL CRE T 2188 (AHEHEDOS) ]
AR & a0 b, Mi%aBRICE L CRIBBE 2 X805 Z L L LIEHBORITEL D, TOHE
DIFNNKILITIR VR OHAICHEL 503, FEMITROEICHLT 2,
1. BESE
(1) E#EREE
OAFHEEREY
WelrE OFRERSNN A 5 2210 DO AT 2 BT 5 72 D Ot E
FHALTE . (7,000 9 x LIEGIOFEEOREERIED + {HEB
QE
LRZ RIS L EZOEBOKEE, JHFEAR . FIRIE, @R R % GRBROEITEOEH, MBSO
B RLEFEORSE, T=4 ) U IR BRI E AT )
AR HE AR x 10%

RGBT OIHE & 7 D IEEERE & 13 ERRO~QDAFHH#E T 5,

(2) Bt
) - B, 2 Ofh
FESRLYE - ATRLEEERRE AR X 40%

2. FHKITE
YD 4 H7pD 3 H £ TOERKBERE 2 4ER, FE L, 34 4 AIZFRT 2, 2L, MBE
Bl D Ff KB A 23R8 L7258 ld, £ ORF R E TOURAEOEROREmIE & 85t HET D,



(B HIEIER] 2R 5 1% 2 /CRC 25 2 Bt CRC 2 Efii Di515]
FE L7z, RBBESRETICE S 22D o TIEBNIH LTI, RO XD IZED D, 7272 L., Bk aRfil
MCELRSTHIBILE D T D567 EIXZOIRY TiHau,

1. HEHE

(1) EERE

OERERIERe . (Bl HILIEIER])
MELABRICBE U T B L A DR SRR OBFZE, XTS5 OWF9E. sk [ OWFE i
. R IERRRAOBTIE, SRS SCE )
BHEENE © (KA > ME x 6,000 F x 40%) + HE R
MARA V MROFEHFIEZRA v VEHESR

© B4 (BIEWREER])
WEGARBR D EH L D . BRI TS OE T - BRI E P O T2 DI F A, HAIRR, BRE
AT GEREE) & L CUEMAT2E IR - R
BLHICHE . (KA > M X 5,000 9 x 10%) +HE B

Q@AM (BIEHIME )
R ORBRSINfE O REEFEOAMEZRNT 272D 0RE VW RIBAETLHEGDH)
FHHELHE ¢ (7,000 P x 1 EBI OISR + IHEBL

@EHE
YRLalBRIC LB BOKEE, AR R, FIRIE ., BEEE GUROETTEOF M, WM HED
BH, GEEORT., T Y U TICHERREEEET)
B - (BRAREBRDT TR (BIEIEER]) + &4 (BISMMEER) + Afmegss (8l
EHIMPEIERD) ) x 10%

[RGB D JEE & 70 DR & 1T EREO~@OAFHEHE T 5,

(2) [EBEkety
By - KRR, ofth
FHELYE « Bl E R E AR X 40%

2. FkAik
SEGUEBISIEE LIRS CRET 5.
TRTEIEAE £ L, 4, 7, 10, 1A BBECRIAH ~ T 5,



[ ek s T IRF IR T3 2 e ]
7' b 2 — )L OUETFE P ER ORI 2 LK U7 JE BNk L TiE, RO X HITED S,
1. HEFE
(1) EEERE
QAR E
PERE OFERSNNAL: © @ E OB 2 BT 5 72 O OFRE
FHELHE ¢ (7,000 FIXEFLAEED 4 A 0D kbt H £ TOERREERIE) +IHER
@B D FG AR BRI FE R
FE GO REREZ M OME R (FEAHIMOERSE) (CBE L CHEE L7 oo 7ERE SRS,
DML, KGR OMIE, Lk O, MRp7eIERRIRAINTIE, G SCEEERD
FOHERYE © GEGIEHIRE OIER IV GBI S 7z visit B3 () x (R4 > M x 6,000 [ x
80%) =+ JEBISyD~A VA b —iERBIB O/ visit 113k (e b a— I IBlE) ) + HER
MARA » NEROBRHFIEITIFRA v NEHESR
OENI )=
iE G ORER TR O R (I OIERS) (2fF ) F5, BRI THEOFH - AR aE
B DT O AN, FEA, BARMATAS GERERE) & LR T 28T O RE
BLHILUE . GEFIEORBRE-IMOER IR BN S 7z visit [B15% (548 X (R4 v hgox
5,000 M X 80%) eGSO~ A /LA ~—FEREIF O visit BIEL (7'm ha—VIZHE) ) +

HED
72721, CRC ¥%% SMO I ZFE L2 aIdim Rk Lz wy,
@E B

LRI LB OB, YRR R FURIE . @RS GUROEITEOEE, MBS 0%
H, RREFEORE, = ) U TICHERREEETT)
BLHUELYE - (BHEERE -+ BN ORI 72 2 HIBD ) x 10%

IR RE DI e & 7 D R & 1T EREO~@OEFHEE T 5,

(2) fIEERERY
B - HERAREL, £ Ol
BLHEYE © ATRCELHEREE B R X 40%

2. FERITik
KIGIEBI LT LTzRe i CRIET 2,
FORETEEICE LD, 4, 7, 10, 1 H PBRIKIEE ~&: 44 5,



[FRABRE T IR ISR E T 5% 2/ CRC %55 %N CRC NI DHA ]
1. HEHIE
(1) Bt
DORBR = L2 Dt
JEGIHEAL CriZe < BRRRERZ L2028 M (EFIFEER., #AGRRGEICHEH S5 SCEER, KR
BEER OE R L)
BHEENE . (OFA > Mk x 6,000 H X 80%) +iHE L
MARA v MEOFEHTIETR A v NEHESR
@ &4 GRERE THE)
WELRBR O FN I LE D T, R TEOEH - RPN E SO OIS HER, KA, BRE
WA GEWEIRE) & L CREAT2EH I H e
BHEENE © (RA > M X 5,000 H x 80%) +VHEFL
QB HE
YRGB A BIRE, VHERE R, FlnlE, BEEYE GROEITEOEH, RPGROE
P, LSO MRLE, T=X ) U TIIHELRRESE R ETe)
B . GBI IZr0 R +ESE GRBRIETH) )X10%

IRERR R FE DILYE & 72 DR L 1T LREO~Q@DEFHHE T2,
(2) fIEERERY
B - HERAREL, £ Ol
BLHEYE © ATRCELEREE B R X 40%
2. FHKRITTE

YRR O THREENRIE SN IR TRET 2,
FOREITIEEICE &, 40 7, 100 1 H DBISRIEE ~ &4 2,

10



1.

[ BHZ)E U TRl RE§ 582 ]

FESTIE
(1) FEHEREE
O SRR YN

WA O BITICHNEAR AR TH DI, RIEE DS O 2 < . Dolisk THRA L TR,
FIRA L T THYERBRICHWND Z E DO TE 72V EKE, A7 EOAICE T D,
BHETE . (BEAMAS) +  (RBRRFEE 3SR AN FHCE 20,000 M) + THEPL

B, BABEIIVLERU OB TREERE L L, SMBEEC 1 EOBA EEIZRD2RW) (12
*tL. BHET D,
OlTES YN

WHEABR D BATICKLBEAR AT K TH DM, MFEE D ORRMENR 72 <0 Hofiisk THRA L TV,
FIHEA L TOTS Y BRICHW D Z L O TERUMEML. 2E. #ik/e & ol AICET 5%
#,
FHAEYE . (M) +  (RBRRER I FHCEE 10,000 )+ YHEBL

k. MAREIIVLEEU EORPIEAEREL L, 1RIOEA (F—3EEToX, A
¥}, BEASEIIM bRV 1L, BET D,
Q4

YRR LB 22 W 0 (B - BT EER O FRIEE) 1okt LT3 5 128

B - ENLREE NGNS BB ERIC L D (HERZET)
Y)iid-

WELARER K OSREBR I B3 2 A 401 B 5 iRk

B HHE - [ESTRRE MBI IR B e ONE L RSP EE MBI R E RN L 5 (BB LA S
i)

OEHE

WGBTS B, THEEAL . FIRE ., BEES (RROETEOEH, R HEKOE
B, FLEEOMRE., T=X ) U OB ESE S ET)

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

[FIEERR B FE DILUE & 70 D E R L 1T LR O~G@DAFHE L T2,
(2) [IHEREE

2 - AR € ofh
BLHRYE - ATRCEEGREE B RE X 40%

2. FERIGIE

JERI, FHRPFEAE LR CHRE, fRELZEMR L., MEREERT 5, BL, FHR¥A I 708
RC. FERELZIEHMEICE LD, 4. 7. 10, 1 ALBICEEE ~EMT 58480 H 5,

11



RIS
EEAEER (SAE) BAERISICHR O RERH

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

[SAE F&A4: IRt IR IS RUE T 2 482/ CRC 265 A Bt N CRC 2 FEhi D55 47]
1. BEFE
(1) EHEEREE

O RRERIITERE . (SAE J8/EF)
Li% SAE FEARFRI NI BIE U T & 7 HAFSERE Sy RSN OAFTE, SEERIR DIFTE, %

RO, MR JEERRIIRFIE, S ESERK)

FLHELHE - 1 5o &, 20,000 M + HER
® 4 (SAE /L)

W% SAE FAITHE D . WG - BHEOT-OICHFHEM, KA, R MAANS GER 5k
B) L LTREMTAHEICIL SRR

B 1 HRICH X, 12,000 H + WHEB
OGRS v 7 —f%#  (SAE R4k

W=y SAE F/AEWE . BEERRFIE SC e o 2 — TN 2 365121 5 1 g

BHILUE 1 FHICo X 10,000 M+ HEB

@ P
Y5% SAE JEAERFRIGICHE D BVKEL, THFEML . FIRIE ., @EHEY% (RREAZAESFH0E

\CE iR SISO ER, FlEREORGE, LELRREELET)
BHELYE - (FRIRERBRIFZe %y (SAE %4M:) + &4 (SAE 3N +EREMFE Rt & —

B2 (SAE 384K ) x20% (7272 L., EFEELEOLAIT 10%)

MR AT DOIYEL R EERE L X EZO~@QoAH%E L T 5,
(2) MipEReEr

By - HEEE, it

LY - AL EERE SR X 40%

2. §HRITIE
SRS E &, 40 7, 100 1 H DBISRIEA ~& 92,

12



IS

AR D BRE

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

[ SR A et R e A 8/ CRC 27 2 BeN CRC WNERiD B4
1. HEHE
(1) EEERE
O ERITRLES
WSS MERE AT A S B KIS - OO ICEHEM ., KA, R MRERSE GER9RE)
ELTREAT DHEICKL O R E
BN 1RO, 20,000 5 + HEBL
72720, 2 HELEIZhlz > THE SN 25A1E, 2 HBLFERIX 8,000 F (W1 H D 40%) + {HE R
OQOREANTAR D BRI TR 37 v 2 — 1
WEG R BRIRITSE S o & — TN D 355 TR 5 R
FLHELHE - 1 [Rlizo X, 25,000 M + JHE B
2P, 2 HEL ElZbhe > CES DA, 2 B HEREIX 10,000 [ (F1H D 40%) + 14
L gl
@)L=tk
YA LA LI e W EUKRE, HRE R, FlhlE, BEESE GHEOEE, REEORT
B MERREEEET)
R . (BEIR D EE TERIRDEEIRMIE B 2 —RE) x20% (72721, [EEik%s
DAY 10%)

IR B BE D ILYE & 7 D R F & 1T LR DO~Q DB L 772,
(2) FIEERER

B - B, Al

BLHEYE - ATRCE SR AR X 40%

2. §HKRITIE
AEORETEEICE LD, 4, 7, 10, 1 H PBRICKIEE ~&: 44 5,

13



	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
	製造販売後臨床試験（医療機器）に係る経費算出
	【初回契約時に算定する経費/CRC業務を院内CRCが実施の場合】
	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

