


IUHW Mna Hospnal
Mmato Ku, Japan
Au:c:;wd

-

RO
",

JCIZZE %

JOINT COMMISSION INTHRNATIONAL

L »u—'-u [ e L
v 0 4 g g

Kifective 19 December 2015 theough I8 December 2

E R EEEAKFE=HRKE
0022 AEA—T !



1. BEOME4)

RETEERERELALE, [AROR EEY—) 15 LUy BB (2 ERERT—) | TE
ERERFEEAHESE

-3 DAROHBE
l R A i i 4 ‘ P Y il
; X (wEy—)

\
|

| MESH (12H) I
| WEESE (138 I
| WRRESPS I

@14 B X
Pl -~
| [Fi ERER/—2] 1
I Wit R |
BbL—=LEs— )
\ I mysuF-F=2a—-+
. A l WEEH ]
S-nd .'!_-'E':H-'-ﬂ-'l?,ﬂi‘é"{_.} ._ y / : Y. L -
i f%mlﬂﬂ ; f_{ ,r;'d\“r";\-—':;' - i,.--».-q,_“ 5
\; __:'", h;i. s lt“.:*"" DEE29FFilE
{ TDAEOHEK P S
!X_ W«:}? ‘f [ [Eﬂg;!g‘f—?] I
WA j nuxa |
JER n A—h—
st /:) ,.@ [l AT | .ﬁg gf—h— |
WS R A—D— I
2017f|54ﬁ l‘ WESHIEHE L
_________ b

EEE

15 J(EET ©EREREILAY



"=\ INTERNATIONAL
&) UNIVERSITY OF
5 HEALTH AND WELFARE

~ New School of Medicine will be established
in Narita in April 201 7 (Govemm/e/nt/approval of the establishment in process)

’/‘




H R

IN—]

— B[O|EFE#2S (SUD) DB F|FHOESRE
IN—FR2

- SUDB R EDXKESER

JIN—R3

— SUDB &R EIZET BHE

N—R4

— M EEEOSUDBRESEE
IN—R5
—HHAEIZH T BHSUDEELE D H)

Kt

(|




IN—F1
BA [o]{s FA#4 25 (SUD) D B FIFH D ERE

(SUD:single use device)

HFEAEEEB(EP)VAT—TIL



SUDDIRTE

* SUD D ELENRFE(C FaEIL{’_C(iJ__ZjJ@J‘éOD 1T

®IZ&kY l/,lTOD_..._-i"Eh RSN TLVA

- 2001412 R14 H %%)%zré*‘fa\n%ﬁa_%u (BEE%R
FE158 ) ICKYIHEEADEEAEIZDIVTIEL,
----- I _ﬁ‘_.**u:ilt‘a: Té&&%l EEEN
MIE(ZHEEEHT A&, 1ELTLNVS

— 200452 A9 B R & wEHEERBE KB (EBFH
550209003 &) &Y

o [IR—ZA—PN—PANIHFEZEDIEDAAH DEFEMFL
WCTIEERTEPRREDHIEZFHEIRS éﬁﬁ&ib\fos?

D
a"@iré'lét’&"éu\k AL LIS izE' (= liﬁj’iﬁﬁtﬂ“ \FED
IHBEZERATEE EERMEEELT
L(%ﬁEL\TéJ&E%ﬂﬁ#_h\f é W3,

I.H,
rI]]h
nt
g
eN
%

I
H
=
s




EHD RIFAEE

o MFAITEM(EP)AT—TILDRERNREIZ
KHEWLNENHL -, BFEH (Reuse),

s FEARODTIL— a3V BEICHAWSERS
T—TILIX1ARK20AHM. 1[04 ~5K{FEFE
-d" é . His 848

BABR (EP) A T—TIL

HIREBHT—TIV



HEEEERNT—TILOBEA

« 2015 7H . P KFERIEICHLVTSUDTH
HHFREEEW (EP) I T—TILHHIZ300A D

BEICIERNBREODO L. BERAINI-AIEEE
75\%%

s ZOEIITIRIEMIHRE l FITL TIT2SUDD
FERNBREZOEHEICH-5BFERE, E
J?*ﬂ%%ﬁiz:_)‘ —h—IZLDLTEEOMEE
REEMNTEC, BEPRBLIEDYRIIGE,
Z<{D:E Eb\?a?ﬁﬁéhfhéo




=6 VA AT

=TT INAR)

A a7 (ME
DOfFELEHL

— 2014458 20H D k5T

— j( U i IAh AL X

D IE

\/

FTE D e

I 3—I%, 33:1i

SR e hk fs T 22 o
.h‘mf?ﬁLim

1er .@%EH@&L\

LELTULN=EFRKRLE,

- LOWLBERMBEFREESN TLELELD,
—ELFELLZL TV =D, MEZEZYIRT 51=8

2N DM

~ FMGFEZAERICANSG=HITEOZLITTE

AN

- REELI-RZUHITNYZ

~-MEICAZBLTEESIHHFEN T aTIIVNFY
T 1D 3 EFETH 1=,

EY D



° ;*LE)O)
OOADJ

A 27 DEFEA

BMERITEA—TIE2008FE M H6FERIZHI23

=TS [ RN TCTHRELTHAALTL:

« LM ORMAEICIK, (B,

LMF=

1ZE1E | EBAGE SN T

. H'l:'/’)"—(irifiz@]'éd)J_L’C N—AA—H—XO
tii&)ﬂo"%*"d) EEFAETREENMRIISN

ANILHL

A (,\ir,@—A

[ETHEERZEIEESN., ENUNEINEDELE

T AFEIRLT-]

. TR

FTE. 2 EEZE - TULV=GELLT

ICEDEIEGEET HELD

» Rt 2—

SFIZER8D

2. BRBDE ‘c‘fil::‘ll}ﬁﬂ’i’b\(‘h

U9 51T =,

=K

D RIITEREFRODEECERAGEDIE
REBD



suo@ﬁﬂ%d)élnﬂ*
£ EHEIL KRFEFETRBREA FHEE-

e
40

WP

;<||||

35

30 -

25 -

20 -

15 -

10 -

20074F 20114 20134
nBFAITS mBFALZL

203 FE N E=EEMRFEFERHFEEMHBRIBOIRT V77— RE



SUDD

BARIZOWLWTHLERE

E| [E 37 K=

E S E T BRI SRR QI3 EAE)

ENEREEDCHN?

22D
m EFLL
w BIEGL



IN—R2
SUDB&ELEDXKXEZETE

(3K ETESUDDIENRE B REE A>T -



K EDOSUDEF

E(IKETEHLSUDDRENEE IZEABEFI AL

2000 LUHTIZ (3, MEDHADLSITHEKICIT

HnTL=

LAL20004E LLBE .

1‘

KEDEERBMBE (FDA)H

SUDD FE &l id);ré L. BREINT-SUD

FFmEREFETHAEV ST ERBIAGEE?

510K | Z B LT, SUDDBELED A K ES

g1 E<,
—DBEFEIZIEK
hTHdH-oT=,

x

Bn . RETRERTEDEHE



KEDSUDHEHE EDIRIK

¢ 201455, HARIEIHOLEKEIZHITHSUDDHE
BEDIKRZET NI FMD IO RADASA
H—DBAEIGZRFL. ERFRICZOERDIR
BEARATOT)LRIZHAUCLATR TES-

o JIZVIRDAMIAIT—1tDSUDD B EETIH%
R
— A EREW (EP) AT —TILOBERAT—TILDE

/ﬁnnér—[‘]ﬂh\b IRLT. /5'['./% /ﬁ-EE: *}%Z ET AN
BENHLEEIINELTEHMZRYIRZ T, BRAIL
TZ#LTRE. ZTL TN\ r—2Z L ThiFITHL TS,

Wi

— FDAZKERF A DSUDDAARMIFIHDSUDLYFEBEAA
ZhEGZY . BEFFHHEDS50~70%FEE DM TH D













' Spacing: Smm
'Length: 110

!
| SYK No: 81585 e
[oT] 222711E SR
[SN: 157 &
| SN: 1575649 06
‘ | - <
Quantity: 1 - >
D X

Reprocessed by Stryker Sustainability Soluticns

' OrT A7 85283-4327 (USA

1810 W. Drake Dr Tempe, A= 85283-432

888 888 3433 (US Only)

IFU at sustainability.stryker.com . S

Anly Stryker Sustainability Solutions bears res:,vg‘s‘ ué;y'deﬂ{:fif=f;~n oty

2o i a ayice Igentiivativil ¥ |

OMyir’formation listed on the 4 parties that do not
eceipt and may contain tragemar e

! r il : B e’ic

[ sponsor this device. Reprocessed Uev

label is provided '
ks of unrelated th
e for Single Use

i erp——




KEDSUDFEADIRIK

e ARTZUDITILRIZHAUCLAOOF ILRKL—H U EIRD

o ZOARRETIZEPHT—TILEZFERL-IESIZERADE

AT —TILETRE

INAR YO XIZUENT B
« ZLTZOERIUNARYIRIZFEDA NS AH—/EEDSUDE
AEITIHFITESNTHEED L., R/REICE-STLS

o EPAT—TILDIEZE.6BETERRAMNAIGEREELVD, C

DI=HZD I"IZJtODIL,\Hi?MJT—T)L_.E_O)ﬁHI £, AMSA
H—t OB ER EAMZIEESINTLV =,







RS LiRESE
ot UCLAD+)LP¢_73\‘ g IL;\Jﬁl-{JrTIE'EI\jjj__E

‘







T

0201¢9;

iy

59199 Bupasuuoy 9

T

&

O'Qb . "oU| Je)
S| i

s9|qe) bupyosuuoy ansoub

JU| e

(8245

L

so|qen Buposuuo) 243s0U







KEDSUDFEADIRIK

F T ==
— FEFEIkmicAOR) =7, FANOYH—,
NREE T FiTFE OD%EE\/\—% VI AHILR
)lﬂ&t%%“fid)ﬁiw_} H—IZIKFELTHE
E=EDLE, EFAHLTLS,
_iz:l_nnkl MESNT-BEEEROEEEE
2 EZNFREELE-REREEGLNEND

BB A7 — LAV REERDTULVELY

nn .IIInI

E



KEDSUDBELEDBE

DEEDTHADEIE

o KETSUDDBHRIEEZDKE

M0, B

- KETHUDDBHEICH->TIEIESFLEREBINH oL
. -_ODFHEIO)E%’EA]O)*E%EPL\%&FDA@HETSUD@@@%

RICOMNDO=RERDHALAFELTDAT
AT e o N e o

BADEY A IEE--20005F
IR SUDmﬁ%“:EEn’&E:)_a( T=#]. JEHE

=i Z I A9 HIHI5 D &R

N RXINHoT-ELND

« ZTLTEKIE, BEICHLTEREMEFERAT HCLITONTL/Y

JA—LRaVE FETo TR,

EELDERDHE

D FESE &

¢« A—TUKIZENIEZDOSUDDEIDERIIELIETDIR)YY
[CHEEET-1K:

ELZ1&LVD,

LWL ES TIEEAREOEmBIELZLELD



—— .

SUDD B HRLEIE
VIR EELR B .‘
DEFLRL — Ul (

JTFDADE & CSUDD B RLED A ZE DA DEIFFICR ALT
RETDRTI7 " B—IVEK(ARTUSTILAT)




<—|~3
SUDEBSEIZRET A

’

2015 EEE T 4RI T T E




@iﬁr&ﬁlld)fﬁﬁ’&nﬂ

e |E

7 DIRET

e 20154 FE (ER27FEE
o 20165 E (FERI28E

AL

E -2 1T ASUDERIEDERELF

YD

B END——XERE

NIZFEI+5HSUD

EANIZH(F5HSUD

P -

P -

1 BEHAFADIEY

)BT

2R



LR 27TFEREZEBRHEMEEGE
BEHFEHNFERMREEE

I_

H O] {55 FH = 4 2= (SUD) DD
.in_l B9 S8




MEEL

Bt 32 B #a

- HEE#H BEREREUAXRFXFR ERZESESHFHRMAREES)

- LEIEFE ERZFERKE ER-FREEF IR
Eﬂjﬁmj]%

%i‘%}%

RERE —RAFZABFAERBRERESE FEES

- BHEEXRR —RHEFZABFRERERERESSE FHEESEAR
- ZHEM —RHAFZABRAERBBERESE PMSEERERER
« BWEFED BRMED R4 (EBC)

BIAE B E %=X % (EBC)

- BEHAEE XEEEES - VDI XL (AMDD)RA/QAEZE S
- BAN;Z KXEEEHIZ IVDIES (AMDD)RA/QATESR

WIAER WM KEXER HE-8REFE R
BEAM— BEERKXE REERFHN EALEARIZERE H#HHE

FEEREX BARNSMH—KAEH EF-BRRFARERE

BAREFE AT(TAYa—avkR4ett KRB ELEE

e

NAJLRRER Y /RATA AWK SR F—ITITE€ITA4TA T4 —
FiEE /R AT LKA S FERARIR—Dy—

IWARE ATAFTAY2a—avkAEft 79— Dv—
BABEF ATATAV)a—avkXEett



3. ATH—n—
i —i FASEYE ERES HEERENMESSTEE
WAz BAENEE ERES BEERSURELYSHEE ZRMHK
INRE—ER BT RS AERRERGNYSEEE ERME
F¥EmE EEGBE EREES BEERENGALZHEE BREGEE
MEE
WER FAGEE RS RERE GRS
SRR EAEYBE SRR REARE A
FILE EAEGEE SRS mREHR E
KIEth BAREE ZEA%HR  ER6E
BT () EERERESROERE EREREEE TR
sARME () EEAEREBHROEE BERESEESE IR
At O EERERERGOEE ERESELE IR
BHEE () EEAERERROEE BREGEES DEaR
BEER () EERERESROHE mEEEIR
ERE ) EESEREERGORE METETHAR
EET () EESERESRAEE SETHIERE S T TR

‘1?'

oH

DI
ot

D
o

DFl



015FEEHEARNRE

ENERE

- EROEE#E (- L TSUDB&IE

——XIZF

57— AEEF IO FILA—H—DE R

FHEmYZERELT=,
B RE

— BT DOULTIZSUDEELE L EFE D X

£ I e

 ZEEEDSUDERIEIS Faﬁ'd'%*”‘nﬂﬁt &

HEFERESLUBREXITOEEE.
DREZRBOET) T RAEBEEIToT =,

EDIRFN - HAFX D RIGEDREFRERZINEL .
e85 4ES

4






1. ZEERHERVEKER

KETIFXI990FEKZFETIL., SUDEREANTHF. RELTEHBI 5L
R

MNTHN T =, LML, RRERTOBNIE(X, BE 5 EDEIE DB EAS
SEHBRER) (X19994F (-, [e BN IXEH(ZxT

RO HBHT=6. GAO (KEE&
HEEHEDBZRENHY . FDAIZRGEITARE, ELVSHREFTITOT-,
ZNEZTT2000F LIFFDAIL. SUDOB R EEZTOIZE(ICR L TCHERRIEH

575

ns

22 72—
(510(k)=&EFHEDIT71=,
L TR
2000 LIFT: FDA Hi [ETICIRAT ﬁﬂgf$i§§%F RS fizEld
TR S R o] SO IEIEE BT, i G AT JRJ i AR
ORI ERE b (3 R R IE Eféﬁ&ggﬁmﬁu CEEIIEET. ER(ZH
T #EE %gyiﬁ;§5gm E =R R
= BHET(I7L
A 4 A 4 V
2011
1999 = 2001 - 2005 2IIIII‘|.l
%ﬁgiﬁ_ﬁiﬁﬂigﬁ FDAY FRERATASHE MDUFSA (EmHss Strykertth!
;jgﬁéggggﬂf =75k, Ascontit 21— — 7 —TE( Ascenttt BT
N DB EEIISEE ) ESEE: (0 & ->T ERE
D ETENETE ERCEN

(A BRI I B % —E754
[T AETH L MERZSA
37



xE

*

TERICEIE

BN TULNSE 5

NERRmEF BRFRELEH IERERH 3R

B EFiL{EREER
FFTEASNDINE
Fz&

RERDZEEAREIC
FRENDIDT—TILE
=TI

RAGRREBIEBORR
DEZARITNEDT-
HIZERASN S IEFT
FHsas

> BEERALES—)
VUEE

> BEIRARSE

> kOvh—

> BAFiEAY T—/\4%

> IN—Evyk-TL—F

> BB REEHAD
T—TI

> BREERBRERD
T—TI

> EPA R —TJx4 R
|V

> DVTRY—J

> NILRARA X A=A
Za—7J

> BREF=4vbHD

> MmMERADD




IR EM (EP) hT—TIL
\
//)

¥

Introducer Sheaths

Diagnostic Ultrasound
Catheters
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Diagnostic Catheters & Cables
39



Nl RamE

‘» LigaSure™
Sealer/Divider

0 —

Trocars

Laparoscopic
Devices (babcocks,
dissectors,
scissors/shears,
graspers)

Ultrasonic Scalpels

40



BREEDHFE

DVT Compression Pulse Oximeter Ecg Leads Cerebral Somatic  Splints
Sleeves Sensors Sensors

Blood Pressure Stethoscopes Fall Alarms Cervical Collars Pressure Infusers
Cuffs
Large

Large .
Adult  Thigh  Adult Long

[ PPS

oniues

A= 2 E L Adult

Adult @& L - Long
Small Infant Pediatric
Adult

41



1) mARATFHS

—RRIZHRATFHREDTO AR VIRHEESE. 21 CFR Part 862~892(=#3
ESNTWSERBEDNFEICI > TRFES. BRERBEARMIZIE
Enforcement Priorities for Single-Use Devices Reprocessed by Third Parties
and Hospitals (08/14/2000)(Z& 5 L5112, OEMGERILFHETOEANDE
THb,

L ALFederal Register Notice: Medical Devices; Reprocessed Single-Use
Devices; Termination of Exemptions From Premarket Notification;
Requirement for Submission of Validation Data (09/29/2005) CiEE S+ TLY
5—HOEBEBFICOVTIE, AUSF IR TROONATVSIERIC/MNZ

Medical Device User Fee and Modernization Act of 2002, Validation Data in

Premarket Notification Submissions (510(K)S) for Reprocessed Single-
Use Medical Devices (09/25/2006) CHRE =N DEMFFHMNROH N TVS,




IN)TFT—3 57 —4

OESEIZETIHE

>BHREIBOMEOO—Fv—r O ATIILIGE é’ﬁﬁu\
T.BREEDIARTOIRE. FIAIEE%E. JHE=. HE. HERE
BRELGE . ZTRT,)

> BRETLHIRKEH
> AT IV ERDIREM B FR

> BRERMmOME LR
> X9 HHEE (ISO 14971:2007 Medical devices --
Application of risk management to medical devices)

>R OFEETORRITH T AR, BRIEEH




INY)T—230 T —R(4EE)

Q%

ISO 14937: Sterilization of health care products -- General requirements for
characterization of a sterilizing agent and the development, validation and
routine control of a sterilization process for medical devices|ZE D FEE D 1ER
TR HI DR

R IRERVE RO

HEDEFTE

THREDOEE

T0OERNYT—2ay (PFEFFEAGEIREE . IR ER BRI ARELE | [ REE R AR
alE)

EHE=R) T RUERE

RBDFEFDFTE T L= EHIB L1588 D 2 = 1455 BA

EHEEH

R BDYFTE

VVVYVY VVVVYYVY



INY)T—230 T —R(4EE)

@@H:I:

> RZBEMORERM

> BEMDRIK

> A XhHARM]

XK INT— N ) T—2a0 T —3DRBIEFE, N\)T—3>T7OFIILRUT—
5. BEEIREIZE T 5T —42(X0QMS AuditDEIZIRE TEALSITRELTHLIE,

DA

> RETEOHRS

> WENYTF—ay

> RAOCIURBOBEETHESR) T IO T (MR A I ik B 1 X LR
MIZiES HI5E)

Ot RE R UM% RE
BREMDT—ANT—R(RABREOHEOHKER) T, #IOHEERUEEDN
ERISEEL TS EZEHET 5. ENENDBRERBLOEBZERET 5.



2) L EfT. mEICET4EKEIR

> BLSTEE LR D EERITH D DR

Establishment Registration and Device Listing for Manufacturers and Initial
Importers of Devices 21 CFR 807

<HE>

BELEZTOMBEDABEELLIIEEE L. OEMBEDEEEELFE L. BRIEX
1I5MERZFDAICE L, COMME THEEIAINTOEREREEFLATNE
IEH7RLN,

> mBITH DI DR

Quality System (QS) Regulation/Medical Device Good Manufacturing Practices
21 CFR 820

<#E>

BREZTOERIE. FIVOFILADOEEFERE LFRILLQuality System (QS)
Regulation/Medical Device Good Manufacturing Practices (GMP)D 2l %t & T
Y, HETEEHE. XEEH. BEEHELEDERFBHICES T HIVLELHD,



3) RRICEHT HAEKFEIR

> RRITHD SRR

Labeling 21 CFR 801

Quality System (QS) Regulation/Medical Device Good Manufacturing
Practices 21 CFR 820

Guidance for Industry and FDA Staff - Compliance with Section 301 of the
Medical Device User Fee and Modernization Act of 2002, as amended —
Prominent and Conspicuous Mark of Manufacturers on Single-Use Devices
(05/01/2006)

<#E>

BREEHBAXIBRERICAFSINERTRINVICIET. BREEFOLHEL
B EXEFZHRETCETEOEY—IOBMEIEIoZTYER T OLIICRKRTTHEIK
HoN TS,
HLAVCFILRBERRIIA)OFILRIZEF SN TWNBRRIANILIZ. A
IEDEEXEEELMXIIEEXREBEERETETHV—IPBMAIE-ZEYER LD
FONIRRSINTWEWMGEE, BREEXB(L, BB DZERLEKICE{TI 4726
DINIVICHEEEFRANERTIT HETEHLLY,




BRERXRA

strvker Sustainability Solutions

BW 2515 NAV Variable Diagnostic EP

T I) o j_)l/_lj'_ % 'c-athLeh::;zs1sc'r LIe 1L

J5K4

OM:Biosense Webster
Curve: Lasso 2515 NAV

Size: 7F 0T T

SN: 1797988 2251507

Electrodes: 22
Spacing: 2-6-2mm
| Length: 115CM

| SYK No LN222518CT
| o] 2321281sH

SN- 1797988
| Quantity: 1

ooh |

Y

O

-

ly

l (V) 201408 g2 201808

Reprocessed bty Stryker Sustainasiity Solutions
18210V Drake Dr Tempe, AZ 85283.4327 (USA)
SES 8838 3433 (US Oniy)
IFU at iutfanabnb, siryler.com
| COnly Suyker Sustainabdlity Solutione bears responsibiity for this device. The
ON nformation list=d on the label is provided as device identification price o
receip! and may contaln trademarks of unrelatad third partles that do not
sponsor this device. Repiocessed Device for Single Use
|

—

l
z

' I 'I I
LNZ2251507

Reoprocossed by Strykar Sustainability Solutions.

M JORPAARE WD 0 LI Rev:1.7

Reprocsased by Stiyker Sustainability Sclutices RMSO 1 1 258

=i )

1797988

L A X X X X X 2

BRUEEE DL BRI
OEM{ELHEOEMA— 1 — D4 F
BRIEARYTFHEE

55 FHEARR /PR E AR

N—a—R /BB OB+

B [Ef# H D RFR
HEEIREET~L (OEMELEFEIL)



4) TIRBRRE =X %R

> MEREREXRICET LR

Medical Device Reporting (Sections 519(a)(b) and (c) of the Act; 21
CFR Part 803)

Medical Device Tracking (Section 519(e) of the Act; 21 CFR Part
821)

Medical Device Corrections and Removals (Section 519(f) of the Act;
21 CFR Part 806)

<#E>

BREFXRFHRX. FIDFTILGOREEFREELRCL MRERR 2RI
IHEADRHFMRTHY . EREBZDOINSVX T FEELGERSE.
[EUR-SE. REREGEDERFIRICHIGT HLELDHD.



2. SUDD B & EICE Y HE%ETRIF
1) YIN—RITO=TPYY

HRGERARORUMERET L R IARZ B T D 1O DARBEN LR 5 Tk R

o ERBBOBEELCGRRAL, HEEHEER
§ 310l BEEAHALK—F U EZOEERE r-
ST HT7O0ER
O AES [
- OHZDOA
~ QHIEEDOEFFHRDIER
— QOUEHERDE=ODERMADSH
— @OEHEFEALEFHFLLVTOEROER




2) BREMNREFDHBmEVEREMHZREL.
ERICEHEmT S,

o X i 1ERK

@1 OPERERFE
— FTIR/SEMS

- e

@ .V /P

- 1k

— A=A A

- {bF1EH

51



3) JIN—RIUD T THRoNT-TEH
ZHIZ. BRLETAORREZRFET S,

BN FE AFSUDEIIAR VS R

tEStE




Dt % TE DR HER D Rt

Ueid LREEORKGE L, BRLEICE S THETHh O =— IR AT Th b,
ZOREERERIT ., BIRIIN-eE TAE TR SRS AU L L L[]
Ui EOEICEE T HIEEFEAT 72012, U—AN —RAZFEEL THE

s,

Cleaning Process Validation

Based on Redundant Testing
Soiled
. Devices

« Test clinically used devices for existing
soil levels prior to cleaning

* Establish baseline soiling parameters

* Develop soiling procedure unique to
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2¢ Quanta Computer, Inc. v. LG Electronics, Inc., 128 S. Ct. 2109, 2122
(2008)

[The authorized sale of an article that substantially embodies a patent
exhausts the patent holder's rights and prevents that patent holder from
iInvoking patent law to control postsale use of the article. |

2XStatic Control Components, Inc. v. Lexmark International, Inc., 615 F.
Supp. 2d 575, 584 (E.D. Ky. 2009)

[ Additionally, like LGE, Lexmark attempts to reserve patent rights in its
products through post-sale restrictions on use imposed on its customers.
This is what Quanta says Lexmark cannot do. |
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X Tissues, organs, body parts, and body fluids removed during surgery and autopsy.
Human blood and blood products, Cultures and stocks of infectious agents, Contaminated

sharps. Generated by hospitalized patients isolated to protect others from communicable disease.
Contaminated animal carcasses
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Urologie
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UROLOGY

SURGERY ARTHROSCOPY

CARDIOLOGY / RADIOLOGY / ANAESTHESIA AND INTENSIVE CARE
ANGIOLOGY

OPHTHALMOLOGY

INTERNAL MEDICINE / ENDOSCOPY
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Ms. Melanie King Medicines & Healthcare products
Regulatory Agency (MHRA). Team Manager, Imaging,
Acute and Community care, Devices
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Ms. Melanie King Medicines & Healthcare products Regulatory Agency
(MHRA). Team Manager, Imaging, Acute and Community care, Devices
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Dr. Alex Grimster St. George’s Hospital Lead Invasive Cardiac
Physiologist
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Medical Device Remanufacturing Market,

Revenue ($m), Global, 2008 to 2015
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