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Appendix \ — List of Affected Devices

| Model/Catalog Number Serial Number(s) UDI PI
BF-YTHY)Y -« All FAaoY V. ¥FYFiaa
BF-YTH\Y. . All N/A
BF-YTH)A. All FAOY V. FYFVVA
BF-Y\THYa.-U All FAOY V. FYFVVA
BF-\TQ\V. All FAaoY V. Y¥FYary
BF-\TQYA- All N/A
BF-FY#% - All N/A
BF-H\)Y .. All FAOYI\V-.FYFYYQ
BF-H\Y. - All N/A
BF-HYA. All FAOYVV.YYOV\VYF
BF-HY4.-U All FAOYI\V.YYOV\VYF
BF-HYA. All N/A
BF-P\Aa. All FAOYIV.YFY VY.
BF-PY4-.-U All FAOYIV.YFY VY.
BF-PEY All FAaoY\IV.yyaavy
BF-Q\V. All FAOYIV.YYYary
BF-Q\4- All FAOYIV.YYOVAA
BF-Q\4--U All FAOYIV.YYOVAA
BF-QYA- All N/A
BF-TEY All FAOYIV.YY4a4a4aA
BF-XT\A. All FaoY\V.¥.YFV.
BF-XTY4.-U All FAaOY\V.¥.YFV.
BF-PYA. All N/A
BF-\TYo-* All FAOY IV Y. AVAD
BF-YTYA.* All FAOYIV.YYayyo
BF-\TY?.* All N/A
BF-\T#.* All FAaoY\V.yyaysy
BF-\TQA-* All FAOYIV.YYayraq
BF-Y&.* All N/A
BF-#CY#. * All N/A
BF-MP# . * All N/A
BF-PYo . * All FAOYI\V.Y.AVA
BF-PYA. * All FAOYIV.YYAYAA
BF-PY® . F* All N/A
BF-P# . * All Faoyiv.yvayas
BF-Q\A - * All FAaoy\v.yyay.\
BF-Q\A.-AC* All FAOYIV.YY¥. . AP
BF-XT\#.* All FAOY V. Y¥.\FV
BF-XTY.* All N/A

S ol o g



Appendix Y —Summary Table of IFU updates

jAb‘)LmZLu.uﬁ.;:

Category & Old IFU/Addendum Revision

Section

¥,Y. Using Endo Do not perform high- - Consult the instructions as described in the instruction manuals
Therapy frequency cauterization provided by the

accessories

¥,Y Using Endo
Therapy
accessories (all
scopes in the
above chart with
an asterisk)

High-frequency
cauterization
treatment:
Warning

while supplying oxygen.
This may

result in combustion during
cauterization.

high frequency cauterization equipment manufacturer when performing
high-frequency cauterization treatment.

-Use caution when performing high-frequency cauterization while

supplying oxygen
as this may potentially result in combustion.

-Avoid applying excessive energy to one spot as this may potentially
resultin
combustion and/or charring of the tissue.

- Use suction when there is smoke to secure visibility on bronchoscope
and remove potential combustible materials from the treatment area.

- Based on recommendations of clinicians and published literature, the
oxygen concentration typically needs to be lower than Y-/ before
performing high-frequency cauterization treatment. If oxygen
concentration is too high, combustion may potentially occur which could
cause patient burns.

- Based on recommendation of clinicians and published literature, the
energy output

level typically needs to be lower than Y. Watts when performing high-
frequency

cauterization treatment. If the output level is too high, the endoscope’s
and/or

accessory’s insulation may be damaged and could potentially cause
operator

and/or patient burns. Also, combustion may potentially occur which
could cause

patient burns.

- Ensure that there is separation of >¥cm between the endoscope and
the tracheal

tube when performing the procedure. Otherwise, there is a risk of
accidentally

damaging the tracheal tube during the procedure, or of the fire
generated by the

airway ignition spreading to it, which could potentially cause harm to
the patient or

damage to the equipment.

Set the electrosurgical unit
to the minimum necessary
output level. If the output

Removed and further clarified above




level is too high, the
endoscope’s and/or
accessory’s insulation may
be damaged

and cause operator and/or
patient burns.

jAb‘)LmZLu.u}y:

¥,Y. Using Endo
Therapy
accessories

¥,Y Using Endo
Therapy
accessories (all
scopes in the
above chart with
an asterisk)

Argon plasma
coagulation
(APC): Warning

*This does not
apply to BF-FY# -

-The argon gas itself is
neither combustible nor a
promoter of combustible
substances, but the argon
plasma is very hot and
could ignite combustible
substances. Flammable
substances burn easily
when argon is irradiated in
the

presence of combustible
gas such as high-
concentration or pure
oxygen. Be sure

to observe the following
cautions.

-Before and during APC, do
not feed oxygen or other
combustible gases and
liquids into the
tracheobronchial system.

-Consult the instructions as described in the instruction manuals
provided by the Argon Plasma Coagulation (APC) equipment
manufacturer when performing APC

treatment.

-Use caution when performing APC treatment while supplying oxygen as
this may potentially result in combustion.

-Avoid applying excessive energy to one spot as this may potentially
resultin
combustion and/or charring of the tissue.

-Use suction when there is smoke to secure visibility on bronchoscope
and remove
potential combustible materials from the treatment area.

-Based on recommendation of clinicians and published literature, the
oxygen

concentration typically needs to be lower than Y- 7 before performing
APC

treatment. If the oxygen concentration is too high, combustion may
potentially

occur which could cause patient burns.

-Based on recommendation of clinicians and published literature, the
energy output

level typically needs to be lower than Y- Watts when performing APC
treatment. If

the output level is too high, the endoscope’s and/or accessory’s
insulation may be

damaged and could potentially cause operator and/or patient burns.
Also,

combustion may potentially occur which could cause patient burns.

-Ensure that there is separation of >fcm between the endoscope and
the tracheal

tube when performing the procedure. Otherwise, there is a risk of
accidentally

damaging the tracheal tube during the procedure, or of the fire
generated by the

airway ignition spreading to it, which could potentially cause harm to
the patient or damage to the equipment.




¥,Y. Using Endo
Therapy
accessories

¥,Y Using Endo
Therapy
accessories (all
scopes in the
above chart with
an asterisk)

Laser
cauterization:
Warning

-Do not perform laser
cauterization while
supplying oxygen. This may
result in

combustion during
cauterization.

-To avoid patient injury,
burns, bleeding,
perforation and/or damage
to the

endoscope, never emit
laser radiation before
confirming that an
appropriate

distance between the
target and the endoscope’s
distal end is maintained
and the

tip of the laser probe is
surely in the correct
position in the endoscopic
image.

jAb‘)LmZLu.u}y:

-Olympus has only determined the compatibility of this endoscope with
a Nd:YAG

laser system. Therefore, it is only recommended to use this endoscope
with a

Nd:YAG laser system.

-Consult the instructions as described in the instruction manuals
provided by the
laser equipment manufacturer when performing laser cauterization.

-Use caution when performing laser cauterization while supplying
oxygen as this
may potentially result in combustion.

-Avoid applying excessive energy to one spot as this may potentially
resultin
combustion and/or charring of the tissue.

-Use suction when there is smoke to secure visibility on bronchoscope
and remove
potential combustible materials from the treatment area.

-Based on recommendation of clinicians and published literature, the
oxygen

concentration typically needs to be lower than ¥ % before performing
laser

cauterization. If the oxygen concentration is too high, combustion may
potentially

occur which could cause patient burns.

-Based on recommendation of clinicians and published literature, the
energy output level typically needs to be lower than Y- Watts when
performing laser cauterization.

If the output level is too high, combustion may potentially occur which
could cause

patient burns.

-Ensure that there is separation of >fcm between the endoscope and
the tracheal

tube when performing the procedure. Otherwise, there is a risk of
accidentally

damaging the tracheal tube during the procedure, or of the fire
generated by the

airway ignition spreading to it, which could potentially cause harm to
the patient or

damage to the equipment.

-To avoid patient injury, burns, bleeding, perforation and/or damage to
the
endoscope, never emit laser radiation before confirming that the




jAb‘)L«ZLu}y:

endoscope’s distal

end is away from the target and the tip of the laser probe is surely in the
correct

position in the endoscopic image.

Y,Y Specifications

Y,Y Specifications
(BF-FY# -, BF-PEY
& BF-TEY)

Y- YY Addendum: Only
Nd:YAG laser or AY-nm
diode lasers may be used
with Olympus laser

compatible bronchoscopes.

Olympus has not evaluated
any other lasers for
compatibility with the
indicated bronchoscope
models.

Compatible; Nd:YAG laser system only




W High-frequency cauterization treatment

Ened

maodel: all

Is sxcept BF-XP190

Neves use P high-trequency EndoThesapy accessooes for the BF . XP 180
becauss the detal end of the BF. X0 140 15 not wedmed . Patent igury may resul

« Conmm the s o " the try e
high fe qup L when performing
high-fraduency cadunzaton Yeatmen!

Use cauton when performeng high. frequency caterzadnn whee supphyng oryge

an i ey poteotally esd in comdustion

o Avoid Spphang CxCeRave ety 50 00 5001 a3 TS My polontially resul in

Clemitrasbon andior charmng of i tisus

Ut Suchion when the 5 anoke 1o seowre vesbility con eondhoscope and nemoy

al frean e e

+ Baged on of and e he oxyaen
mmmmuummmmwm

1 the coypen concentamon is 100 high,
MmmWmecmmm

+ Based on of and publsded the energy outpi

leyed typically needs 1o be lower fan 40 Watts when performing high fequency

Gt eation tromtmant If e outpal kel is 00 Pagh the endoscops's andion

s mary be d and coold p by cause
and'or patert bams. Alsa, combuston may pofentialy occur which could couse
podert burm
+ Ersure that there is of »&cm e and the racheal

tiste wher: performang the procedire. Oterwise, there m o sk of scodentaly
damagng the tacheal ube dunng the procedure, of of the fre generaled by the
Arway WrEton spreadng 1o i, which coukd potendly causs T Lo the patent ¢
damage 1o e equipeent

* Adwiryy coofm that the Sxsim n i appropnate detence ey Som e dals e
of he endoscope ¥ high-freguency caderizason is pariormed when Do detl en
of he endoscope CONICS Te tusue, padent injury, bams. bleedng, pedoason,
and equpment damage Yy DCour

B Argon plasma coagulation (APC)

Endoscope model: all models except BF-XP190

+ Consuit the a n the manuals promded by the
Asgon Plasma Ci (APC) 2 wheo g APC
treatment

+ Use caution when APC whle sup oxygen as thes may
potontially resull = combuston.

+ Avord 3pplyng extessive energy 10 008 spOt a8 this may potentially resut in
‘combustion and'or chaming of the tssue

+ Use suction when Biere 15 SINGe 10 secute visily 0n DIonchoscope and remove
potertal comBustibhe matenals om the tredsvent acea

+ Based on of chescians and Meratre, the oxygen
‘concentrabon typrcaly needs 10 be lower than 40% before periorming APC
Voatment If the GXyen CONCErtation 1 100 hugh. COMBUSTON May potentialy
e which coukd cause patent burms

+ Basedon of and Mesature, the energy cutput
leved typically needs 10 be lower than 40 Watts when periorming APC treatment If
he output level 15 100 high, the 's andior £ may be
damaged and could potentially Cause Operator andior patest buens. Ao,
combustion may potentialy ocour which could cause pabient tarns.
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* Ensure that theee i Sepaaton of >40m betwoen e endoscope and e Uacheal
Sube when perlormung the procedure Otherwise, theve 15 a sk of acodortaly
Aamagng the Fached! Lbe QNG De | Or of the fire & by e
ey Qrebion spreadng 10 1, whith coukt potentially Cause harm 10 the pasent of
#amage o Pe equpownt

¥ A8 regueed 10 activine APC for 3 few seconds, change between APC and
cwygen feedng

* Koop the dutal end of e APC probe in the endoscopss mmage bedore and danng
actvation Neww actvate APC n a posion you cannct observa

Do not perform APC without gloves. Opesafion njury Can resalt

o Aways confiem 1ot De t5sue 1 2N 3PRI0PNate Gatance awiy om P Setal end
o the andoscope I APC m peronmad with the deatal end of the endosctpe n
CONOCT with he tissuse, DAETE yury mary OCCUt

Make sure Mot the destal end of Tee APC pecbe alwiays Ses moce than 10 men from
P endoscope’s datal end (soe Figure 4. 9) The peotrusscn by 10 sam o moee can
Do sostdod when e S tlack f0g 60 the APC prode's dntil ond o veitie in the
mm Otherwise, ummmuwmm

L nary be damaged Using 1aged ondo may G patent
ngry.
First black nng
Foex oie tue
'\ Becwode

Fguwe 45

Make sure that the patent plde & gropesy attached 1o patient's shn. Improper
Connottion Botween the patend plate and polient s sk surtate may cause burns.
For further dutals 0n paters plates, fefler 45 the padent plite's mtnucton manal
Do not trng the destal end of the APC peote close 10 @ metal stest The tisue
arcund the metal stert may e tumed

o Badoce perfotming APC, mupect the surface of the endoscepe ¢ any dants, buiges
o other KTegulanties. The endoscope May be damaged and (ause patent andior

WARNING

+ Nwitys cordirm that the shectide saction of the electiosugical scosssory is o an
appeopnate dstance from the d=tal end of the endoscope. Confirm that the erre
gemmbng(lnmedWUWMlamwwdm

Y Can be on the end pc wrage. If the
mswm-awocmwmmwotmmn
= andior ancilacy equip may be damaged Patent iury, burms,
MWmmwmmm

—Endossapie mage
X A
S Breenmartng
\' Flextie tue
\_Electrece
Figus 4.9
+ Be sore 1o contact the secvon of the high

Mmmmmmmmmwm
prevent ge and op andior patient burms.

o Imgroape coneection between the putent plate and patieed's skn sarfnce may
cavse borns. For further detads on e patient plate, refer to the patient plate's
ESIUCRN M

¢ Do oo tgh-
rewdl.

+ Before performing high-Irequency camerzation. inspect the suiface of the
mmmmw or other imegulanmus Otharnwse, patent injury.

winout gloves. Operator inpry con

G p andior Q= may resul
. MMWquawmnwm
SPRAY coagudation mode The end: may be ged, and & can cause
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W Laser cauterization

Endoacope model: all models except BF-P180 and BF-XP190

WARNING

v Tha BF P10 v e BF XP190 wu e el larar
Perioming ies CAEIMON My (SUse POSENE Tpury ONdr equdment danage
* Oyrrpes s only determraned the compastity of tha endoecope sl 3 Nd YAG

Laser sysdem L s oy o use e wiha
Na YAG Sront wpveny

o Cormud the - =t stk prowsdad by the
bbbar when St

* Llse cantson when haser whide Locygen as e
sy petercialy result i Combuskon

Aol sEphAng ERCATATEE SDATTY 10 N8 S0F we s mary polertialy em B
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potertsyl corrdventdin matwrialy friam the reatmert sres

» Based on of ¢ w Ihe coypen
CODCErmanon ypecally seeds 15 te lowet than 0% betoee petmmayg St
Cadernzanon If e aeppen 00 Tagh, Conbestn may Y
Ocour which could copse patent burme

Hased on ol and Merature, the eneigy output
fevel typacally needs 10 be lower San 40 Wams when pek W laser
¥ e output leved 15 100 high, combuston may potentially ocoue which could couse

Patent bumns.
Ensare that theve s of >dem by the a0d the vatheat
e whon o 9 the Oty there i a nak of acodentally

damagng the rached ube dunng the procadure, of of e fre generatod by the
Serway Gnnoa sproadng 1 11, which could polantally cause haem & the pateed o
Aamage 1 the egapeent

To avosd patient myury, bums, g. pesio andor 1o the
endoscope, never et kiser radiaton belore confirmeng that the endoscope's Satal
oI5 awary friom the target and the 1p of the laser probo s surely m the corect
POWBON N THhe ENGOLCORK IMage

Adwarys wear protiecive eyswedr when peclonming kiser cautenzanon. Omherwse
OPErator Wpsry may ocour




OLYMPUS URGENT FIELD SAFETY NOTICE
FY26-901 BF scopes Global FCA Announcement- Bronchoscopes

Name & Address of Hospital/Medical Facility:

Department:

Inventory information ( Model & Serial Number(s) of Bronchoscopes)

Model Serial Number

Date:

Dear Sir or Madam

| herewith confirm the receipt of your Field Safety Notice.

Further | confirm that have transferred the content of attached FSN to all affected
departments on witch this action has an impact. | understand the necessity to follow the steps.

Name (Signature)
Position:

Please scan/ email your complete paper form
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