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Reference: 2016-005M
Cc: Chairman Medical Board and relevant Head of Departments

5% April 2017

IMPORTANT SAFETY NOTICE
IMPORTANT UPDATED LABELING INFORMATION:
NEW REPROCESSING INSTRUCTIONS FOR THE OLYMPUS TJF-145 and TFJ-150 DUODENOSCOPE

Dear Sir/Mdm,

Olympus Singapore Pte. Ltd. (“OSP”) is writing to inform you that we are issuing validated, new
reprocessing instructions for Olympus TJF-145 and TJF-150 duodenoscopes, consisting of revised manual
cleaning and high level disinfection procedures.

These new reprocessing procedures should be implemented as soon as possible. The new cleaning
procedure requires the use of a new cleaning brush (MAI-1534), which is enclosed with this letter.

After the enclosed brushes are consumed, the brushes will be available for purchase in sufficient
quantities, to meet your facility’s needs, through our normal sales order process. Please note the MAJ-
1534 brush is a reusable brush, which can be sterilized by autoclave following use. Instructions for
sterilizing the MAJ-1534 brush can be found in the enclosed new Reprocessing Manual.

In addition to the new cleaning brush (MAJ-1534), the new TJF-145 and TJF-150 reprocessing procedures
require additional flushing and forceps elevator raising/lowering steps during pre-cleaning and manual
cleaning, manual disinfection, endoscope rinsing and alcohol flushing. The new Reprocessing Manual is
enclosed with this letter.

Please note the key differences in the new reprocessing procedure:

Pre-cleaning:

e  Flush the elevator wire channel with water.

Manual Cleaning:

e Additional brushing of the forceps elevator recess area and the elevator wire.

o The revised cleaning procedure requires brushing of the forceps elevator recess. In addition
to the brushes that are currently used to clean the elevator recess area, the MAJ-1534 brush
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is required for further cleaning of this area. Enclosed with this letter is a quantity of MAJ-1534

brushes.

o The revised brushing steps of the TIF-145 and TJF-150 and brush models required for each

step are as follows. Please follow the detailed steps instructed in new reprocessing
instructions for TJF-145 and TJF-150.

Step

Brushing Point

Brush models to be used

1

Forceps elevator
Forceps elevator recess
Instrument channel outlet

Channel-opening cleaning brush

(MH-507)

Forceps elevator
Forceps elevator recess

Channel cleaning brush (BW-20T)

Distal end of the endoscope except
the forceps elevator and the forceps
elevator recess

Channel-opening cleaning  brush

(MH-507)

Instrument channel
Suction channel

Channel cleaning brush (BW-20T)

Suction cylinder
Instrument channel port

Channel-opening brush

(MH-507)

cleaning

(Aspirate detergent solution through the instrumen

t channel and the suction channel)

6

Forceps elevator
Forceps elevator recess
Elevator wire

The cleaning brush (MAJ-1534)

e Additional flushing of forceps elevator recess area and the elevator wire.

e Additional raising/lowering the forceps elevator.

Manual High Level Disinfection:

e Additional manual flushing steps and increased flushing volume of each endoscope channel, as well

as the elevator recess area.

e Additional raising/lowering of the forceps elevator.

The new Reprocessing Manuals are distinguished from the prior Reprocessing Manual versions as

illustrated in the images below. Specifically, the new cleaning brush, MAJ-1534, is described on the cover
of the new TJF-145 and TJF-150 Reprocessing Manuals. The new Reprocessing Manuals have version
number “RC3953 01” on lower left corner of back cover for TJF-145, and version number “RC3955 01" on
lower left corner of back cover for TJF-150.
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Cleaning brush (MAJ-1534) J

INSTRQCTIONS
6
EXERA

EVIS EXERA DUODENOVIDEOSCOPE

OLYMPUS TJF TYPE 145

Accessories:

* Water resintant cap (MH-553) » Biopsy valve (MB-358)

« Buction valve (MH-443) « Alfwater vaive (MH-130)

* Mouthpivce {MB-142) « Swction cheaning adagpter (MH-356)

« Channel plug (MH-944) + Channel gleaning brush (BW-20T)

+ Injection tube (MH-246) + Chunnal-opening clbaning brush (MM-57)
« AW channe| deaning adapser (MH-048) + Washing tube [MH-074)

» Cleaning brush [MAJ-1534)
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Redar 10 the endoscape’s companion manuél, e "OLYMPUS TJF TYPE 145 OPERATION MARUAL® for
inspection and operation informanon

USA: CAUTION: Fedaml law restricts the devios lo sale by or on the order of a physidan

Image 1: Front Cover of TJF-145 Reprocessing Manual
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Cleaning brush (MAJ-1534)

INSTRUCTIONS

DUCDENOVIDEOSCOPE

OLYMPUS TJF TYPE 150

Accessories:

* Vister resistant cap (MH-853) * Biopay valve (MB-353)

* Suction valve (MH-443) * Airiwater volve (MH-438}

» Mouthpiece (MB-142) + Buction cleaning adapler (MH-856)

* Channel plug (MH-8448) * Channal cleaning brash (INW-20T)

* Injecton tuba (MH-046) + Channel-opening cleaning brush (MH-50T)
= AW channed clesning adapter (MH-048) » Washing tube (MH-U74)

+ Cleaning brush (MAJ-1534)

%
([

i
o

" <
' it & I S
v
V- 88) Wt e Whoag) L 8 a LT iss Parepas
! ‘s
k._- & : s "1 1 » -
vt LS R 1 L a% 1 NH [ a2 0] WA

Reder %0 the endoscope's companion manual, the “OLYMPUS TJF TYPE 150 OPERATION MANUAL" _ for
operation riormation

USA: CAUTION: Federal w resiricts s device 10 sale by or 00 the order of 8 physican

Image 2: Front Cover of TJF-150 Reprocessing Manual
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— Manufactured by
wl OLYMPUS MEDICAL SYSTEMS CORP.

2301 lshkwan-cho, Mechiojari, Tokyn 192-8507, Jagen
Foox [DAZE46-2420 Tewphone: (D4Z642 2111

e Distributed by

OLYMPUS AMERICA INC.
300 Corporals Paseawy, P.O. Boz 810 Caster Vdey, PA
15810 LEBA
Fae (484)008-7128 Telaphone: (45£)856-5000

OLYMPUS LATIN AMERICA, INC.

G301 Bhue Lagoon Oriee, Sule 290 Miam | FL I3 20-2067, LS A
Fan: (JOJIG 14471 Tedephone: (308208932

[FI¥] OwWYMPUS EUROPA SE & CO. KG

[FramgssGonss dabsry) Verdensiane (4-18, 20007 Harburg, Cenmary
[Lrs ) Prost! 10 40 08, 20034 Ham g, Gormany
Fax (2217754668 Toeptone (0801237730

KEYMED (MEDICAL & INDUSTRIAL EQUIPMENT)LTD.
KayWnd House S Rmd Sauhend-on-Ses, Essax 832 E0H, Uries Kingdon
Fax (V1TONMSSTT Yeptane [017I2)616303

OLYMPUS MOSCOW LIMITED LIABILITY COMPANY
17011, Moscarw, Malays Kanahskaya 15, 0. 1 1.2, Rueels
Fuc ((B50582777 Towstore [0G5A-I743

OLYMPUS (BELJING) SALES & SERVICE CO.LTD.

ABF, Piry e intarmaional Finanaiad Cemer, Na. 1-0, Ximpamn South Raed
mag Distrcd, Bagng, 100027 PR
Far (DE)C-9970-1200 Tabphorse. (B4)10-5816.9000

OLYMPUS KOREA CO., LTD.
Clyrrgres Tower OF, 438, Bongeursa«o, Gangram-gu. Seosl Kores 130309
Fau (JZ6265 MM Telephone: DZYEI83-X210

OLYMPUS SINGAPORE PTE LTD
L91B, Rhase Vabey Ropd A12-0104, Valey Potst Offics Tomar, Siegipuse 248573
Fax G204-243 Tueprone $834-0010

OLYMPUS AUSTRALIA PTY LTD
3 Acszin Piace, Nettrg HIL VIC 3188, Australa
Fac {0O1643.1350 Taleptore [00)SREE-G407

RC3663 M Primed in Jupen 20181011 BO136

Image 3: Back Cover of TJF-145 Reprocessing Manual
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Manufactured by

d OLYMPUS MEDICAL SYSTEMS CORP.
2551 s hamd-chwy, Hachigl-oii, Tokyo 1628507, Jagan
Faoe (216M-2420 Telephons: (42)542-21 11

Distributed by

OLYMPUS AMERICA INC.
3500 Corporant Parkway, P O. Bax 810 Conles Valiy PA
18004-0610. LLE.A
Fau. [UDABL-TIZN Teleghony (484 360-5000

OLYMPUS LATIN AMERICA, INC.
$301 Blus Ligoos Dove, Sude 200 Maes, FL 331282007 US A
Fa {305)2651-6421 Tedephone: (3061266-2312

=] OLYMPUS EUROPA SE & CO. KG
(Premzcu\Joods oo Feery) Viendensrasse 1418, 20067 Homburg, Otrmany
(Lt | Pocitach 10 48 (0. 2000 Famturg . Genmany
Fae [DATRITIS 485 Telephone (O40J337 738

KEYMED (MEDICAL & INDUSTRIAL EQUIPMENT)LTD.
Kayhiod House. 5wtk Road, Scuthend-on-5ea. Essex 552 6OM, Unked ¥ ndom
Fac (DITODMSATT Tebephoos: (01TOZ6 1600

OLYMPUS MOSCOW LIMITED LIABILITY COMPANY
113071, Moscow, Mawyps Kalyphmborys 18 tid 1 A2 Pusse
Faoc (0050562277 Tebephone (006158-2245

OLYMPUS (BEIJING) SALES & SERVICE CO. LTD.

AR, Pug A0 intanationd’ Firancial Cantee, 8o 1-3, Xinpuae South Redad,
Canopang Diatrint Beding, “WONRTPRC
Frc [EG103870-1208 Tedeghone (B511G-0018-5000
OLYMPUS KOREA CO, LTD.

Chpmipias Towar IF, 448, Bosguaras-ro, Cargrém-ju Seosl Kores 135500
Fooc (02255 3404 Tataphone OIHI6E-3210
OLYMPUS SINGAPORE PTE LTD
a8 Riwer Vobey Rood 8120104, Valey Poinl Cffce Toser, Slogapose 268573
Faoc GM-24 Telephone GEM.0010

OLYMPUS AUSTRALIA PTY LTD
3 Acacm Pisca. Hoting HIL VIC 31008 Australs
Fiot |(3[5543- 1350 Teeghone OSRIBS-S400

RCI855 0 Provied in Jagen 20%81011 Bo(8d

Image 4: Back Cover of TIF-150 Reprocessing Manual

OLYMPUS SINGAPORE PTE. LTD.
Business Regn No. 198900566
4918 River Valley Road #12-01/04 Valley Point Office Tower Singapore 248373 Tel: 165) 6834 0010 Fax: (65) 6834 2438
wwaw.olympus.com.sg




OLYMPUS

Your Vision, Our Future

Our records indicate that your facility has purchased one or more TJF-145 and/or TJF-150 duodenoscope.
Olympus requires you to take the following immediate action:

1. Olympus has discontinued previously distributed copies of the TJF-145 and TJF-150 Reprocessing
Manuals. Inspect your inventory of Reprocessing Manuals and discard any existing inventory of
TJF-145 and TJF-150 Reprocessing Manuals.

2. Implement use of the enclosed TJF-145 and TJF-150 Reprocessing Manuals, which contain new
brushing and flushing steps for the TJF-145 and TJF150’s elevator mechanism and the forceps
elevator recesses. Meticulous cleaning of the TJF-145 and TJF-150 elevator mechanism and the
forceps elevator recesses are required. In the new Reprocessing Manuals, the inside cover page
lists the revision history and all changes in the new Reprocessing Manuals. The new cleaning brush
should be used for cleaning the devices.

3. Ensure all reprocessing personnel are completely knowledgeable and thoroughly trained on the
new reprocessing instructions in the new Reprocessing Manuals.

4. Please complete “Response Form” to indicate that you have received this safety notice.

5. Please complete “Collection Form” to show that you have obtained new Reprocessing Manuals
and new cleaning brushes (MAJ-1534).

Please ensure that information in this safety notice is made available to all relevant personnel within your
facility.

If you have questions on the new TJF-145 and/or TJF-150 reprocessing procedures, or if you would like
our Service personnel to visit your facility to train on the new TJF-145 and/or TJF-150 reprocessing
procedures, please feel free to contact us for a discussion.

Olympus regrets any inconvenience from this action and fully appreciates your prompt cooperation in
addressing this situation. Please do not hesitate to contact us for any additional information on this
matter.
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Contact for enquires

Regulatory Affairs Department

Email: mes-ra.osp@olympus-ap.com
Tel: 68334214

Fax: 6834 2438

Thank you for your patience and support.

Sincerely,

Loh E Thel

Deputy Division Manager

Medical Systems Business Division
Olympus Singapore Pte. Ltd.
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