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" MetriCide OPA Plus
ortho-Phthalaldehyde Solution
high level disinfectant for semi-critical medical devices
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"METRICIDE OPAPLUS (ortho Phialaidenyde Soluion)

high level disinfectant for semi-critical medical devices

INSTRUCTIONS FOR USE

Indications for Use: MatriCide OPA Plus Soluticn is a high level disinfsctant
for reprocassing heat sensitive semi-critical medical devices for which
sterifization is not suitabla, and when used according to the Diradtions for Usa.
MetiCide OPA Pius may bs used of reused al of above s Minimum

Recommended Concentration (MAC) of 03-,‘.4 as dehmmsd by MelriCide
OPA Plus Test Strips, in mantal time of atleast

of rinse water used is depsndent upon the intended use of the device.

Automatic Endoscope Reprocessors that can be set to a minimum of
25°C: High Level Disinfectant al a lnlnlmln of 25°C (77°F}. MetiiCide OPA
Plus Solution is a high level disinfectant when used o feused in a legally
marketed automatic sndoscops reprocessor (that can be set to a minimum of
ZS‘C) according 1o lhe Direclions for Use, al or above s Minimum

ion (MRC) as determined by MetriCide OPA Pius

!ZMMaaammmolzaﬁtsa’ﬂ.luampomdnonoaxuod|4
days. MeliiCide OPA Phus may also be usad of reused in a legally marketed
awmucmmmmm(m:,anbewmmms'm at
or above s Minimum Recommended

Test Strips, with an immersion time of at lsast 5 minutas for a reuse period not
to excaed 14 days,

Nota: MmAERcam«bnsoma mnrmmd

!olwlhn;mn

MelriCide OPA Plus TesiStrips. wﬁhanm«smkmeumbasmmmesal
a minimum of 25°C (77°F), for a reuse period not to excead 14 days.

MeuC&deCPAPhsSokﬂmbnlerdudklmnmml(hMandtmy)
systems made from

Usa for I

Mmmmmumammm(uncws%

Reuse Pmod for Disinfection: MetriCide OPA Plus Solution has

demonstrated disinfection & ucynﬂupmse»xt#&%wgamcswl
burden during ceuse.

Ploeossv

slyuru (AB;), glas&ﬁlhd polypropylene andlor polycarbonate phshes
may also be used in munatul andoscope
coesws m

mpl m 1o the mamlad ’s instructions and
monitored with MetriCide OPA Plus Test Strips. SnDIRECTIONSFOHUSE-
Reusage for Disinfection.

‘The semi-critical medical eprocessed in MetsiCide OPA Plus Solution
nwﬁfstbcdemdmdmtoavzidmddnmgpmwdmsmdud
such es the ASTM F 1518 ‘US Standard Practice for Cleaning and Disinfection
of Flexible Fibsroptic and Video Endoscopes Used in the Examination of the
Hollow Viscera

Mamn! onuzmg High Level Disinfectant at a minimum of 20°C (68°F).
MetriCids OPA Plus Solution is a high level disinfectant when used or ¥

according to the hUse,uaamisM:mmReeommnded
Conceniration (MRC) as datermined by MetriCide OPA Pius Test Strips, with an
immersion time of at least 12 minutes for a reuse period not to exceed 14 days.
Remove the device from the solution and rinse with sterile water ot
‘potable tap water. Repeat the procedurs TWO (2) addiional fimes, for a total of
THREE (3) RINSES, mhmevdumesdlrmwum atleast § flers each, to
remove MetriCide OPA Plus Sohtion residues. wduumnycnmwm
side offects, SEE WARNINGS. THREE (3) SEPARATE, LARGE VOLUME
WATER IMMERSION RINSES ARE REQUIRED. THE VOLUME OF WATER
USED IN EACH RINSE CYCLE SHOULD BE AT LEAST 9 LITERS. The type

Stonizazxm is

and MetriCide OPA Plus
&ummybem»edeloammmu!Mdm prwmd\rmeqwed
conditions of exist based

upon montoring dceaubedmmebmmlorUuDONOTre)/soHym
days in.use. Concentration of this pwduc\mmgis reuse e mst be verfied
by the MatriCide OPA Plus Test Strip pricr o each use to determina that the
concentration of ortho-phihalakdehyds is abws the MRC of 0.3%, The product
must be discardad after 14 days, even if the MetriCide OPA Plus Test Strip
indicates a concentration above the MHC

General Intormation on Selection and Use of Germicides for Medical
Device Reprocessing: Choose a germicide with the levet of antimicrobial
aclivily that is appropriate for the rausable davice, Follow the reusable device
hmmwmm“dummmmthmdmm
instructions, use the following procass:

Fisst, for patient contacting devices, determine whether the reusable device to
ba raprocassad is a critical o semi-critical device.

Critical device: Presents a high risk of mbchon i not smde. Ro\llnebf
penetrates the skin of mucous
notmally sterile tissue of the body.

Semi-critical device: Makes contact wih muccus membranes but does not
ordinarily penetrate normally sterfle areas of the body.

Second, determine ¥ sterikzation or high leva! disinfection is required,
Critical device ”:’g;d cardiac catheters, scalpels, surgical instruments}:

BASE LABEL




—SImH:"llc_ll reusabfe “device (' g., ondonofm)" Sieﬂizahon i§

mmumm aceeplabu process.

‘Third, select a germicide that is labeled for the appropriate germicidal level
and is compatibls with the reusable davice. Follow directions for the
germicide.

Activity: Th * activiy
as demonstrated by testing of Melmlxde OFA Plus Solution using
prescribad test methods,

ENVELOPE

Hlnﬁmmm virus Type A [Hong Kong]

Herpes simplex Type 1

Duck Hepatitis B

Avian Influenza A
To quakfy MetriCide OPA Plus Solution as a high level disinfectant, the
reusad solution passad the AOAC Sporicidal Activity Test in 32 hours at
m'cmmehomrzs*&

htion has b dand

§Chiome plaledbrass ™ T T " Tungsten camvide” T
PLASTICS Polysukfone
late {Acrykic) P
Nylon* Polyetiylene
{Polysster)

Polystyrene Acetal
inylchiorida (PVC) PTFE

Acrylonitrile/butadiene/styrene (ABS)

Polyamide

ELASTOMERS

Polychloraprene (Neoprene)

Kraton G'

Polyurethane

Stlicons rubber

Natural rubber latex

ADHESIVES
PO Epny
5""““‘"“"""‘5“‘_&‘”&‘&", caton and

*Showaa degradation and dscolcratn,

Olympus and Pantax endoscopes ara compatitle with MetriCide OPA

Plus Solution. Use MetriCide OPA Plus Solution only in AER's that have

been validated for use with OPA-based disinfectants.

lquesnms arise regandng the compatibiily of a device with MetriCide
lus Sokstion, contact the device manulacturer.

Clumng Agent Complnblluty MetriCide OPA Plus Solution is

compatible with enzymatic detergents that are mild in pH, low foaming, and

easily rinsed from equipment {e.g., such es Empower* Dual Entymuc

Detergent). Detergents that are either highly acdic or alkaline are not

reccmmended as claaning agents.

contosion,

Material MetriCida OPA Pk
mwuwmmmmamkmm Materials were
Wmatmnum;)dmmww*mmmom
Plus Solution with no effect unless stherwise nated.

METALS Auminum
Chrome plated steel’ per
Anodized aluminum Nickel siiver alloy
Brass. Steindess steel
Carbon stest Ttanium

IMMMPMWMMMbQMMpms&AW
used to treat patisnts with a history of bladder

cancer,

In rare instances, solutions containing ortho-Phthalakdehyde have beer
associated with amph/hx\s-ﬁke reactions in bladder cancer patients
undergoing repeated cystoscopies:

2. MetriCide OPA ?ius sdulm s?-oold mt ha wlvzed to  process
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Phus Solution or any of its components.
3.MetriCide OPA Plus Solution should not be used to sterlize heat
sansitive medical devices. When s.anilzmon by a bi iy

biclogical
monRorable process is not fsasible, high disinfection of rigid
endoscopss is recommended by the Centers for Dissass Controt and
Prevention (COC) and the Assooalm for Professionals in Infection
Control and Epidemiology {APIC)

ADVERSE REACTIONS

Advarse events associated with exposure to and use of MetriCide OPA

Plus include, but may not be fimited to: skin writation, eye irtation, aflergic

reastion/anaphylaxis, skin sensivily, headacha, respiratory tract irritation

inchuding stinging sensation in the nosa and throat, discharge, coughing,
chest discomiort and tighitness, anddifmlvbmaﬁm

'WARNINGS

1.May efick an allergic reaction. Possible aflergic raactions have been

teported in rare instances, I is important thal heakh care workers use
the produd in a wellventiated room and weer proper personal
protective squipment. {Ses PRECAUTIONS).

2. Avoid contact with eyss, skin, of clothing. (See PRECAUTIONS - for
imporiant MMlmonhoniopmed eyes, skin and clothing.) Direct  othe!
contact with eyes may cause irritation. Direct contact with skin may
cause lemporary staining: Repeated contact with skin may cause skin
sensitizalion. In case of eye we!ad,nme-ia&atyﬁusheyeswmhrgc
quantities of water for ﬂhas( 15 minutes. Seek medical attention, In
case of skin contact, immediately wash wih water. Refer to the MSDS
for additional information. Do not ferm sprays, mists of aerosols of this
product,

3. Avoid contamination of lood. Ingasticn may cause iitation or chemical
burns of the mouth, throal, esophagus and stomach. if swallowed, 0O
NOT INDUCE VOMITING. Drink farge quantites of water and cal a
physician or poison conlrol center immediately. Probable mucosal
damags from oral exposure may contraindicate the use of gastric
lavage.

4. Avoid exp lak , as they may be irrtating
to the raspmoq tract and eyes. May uuso stinging sensation in the
nose and thioat, discharge, coughing, chest discomlort and lightness,
dHficulty breathing. wheezing, hﬂ\tumgdlhm wtmm(hvu) rash,
foss of smel, tingling of mouth of fips, dry mouth or headacha. May

_aggravate .a_preexisting asthma ot bronchitis mm In_casa_of

“adverse readiions from malabondvepc« ‘move to fresh k. i bre brea:hmg
is difficult. axygen may be given by qualified perscnnel. if symptoms
persist, seek medical attantion.

5. MWMMMMMW%%WMMSM
be part of a validated as provided by the device
manuacturer. Ses DlRECTWOI\S FOR USE Rinsing Instructions ~ for
important information on rinsing.

6. ALWAVS follow the Directions For Usa Rinsing Instructions {Part B) and
{AL INSTRUCTIONS for transesophageal schocardiography
(TEE) pfob‘s in Pait C EXACTLY or residuss of MelriCide OPA Plus
Solution may remain on the device. Failure to follow rinsing instructions
exactly has resulted in reports of chemical burns, irritation, and staining
of the mouth, throat, esophagus and stomach.
PRECAUTIONS
Follow OSHA Bloodborne Pathogens Universal Precautions when
handfing and cleaning soiled davices.
When disinfacting devices, use glaves of apgropriate typs and langth, eye
mmammmm mWhenwrglamnM-rgﬁwostm
g, after

andfor chy
12mwmuof0xpows mm»mmae somimtalx::’:;

gloves,
mbbevdwes,orbayimbbetglwesnuybemed
Note: Contact with MetriCide OPA Plus Solution may stain exposed
skin or clothing.
Use MetriCide OPA Plus Solution in a welk-vertialed area. Bebween uses,
keep in closed containers with tightfiting Bds.
1. Kndeqm\amﬂamnsmlprwﬁadbyhex&manmm‘itmm
system, use in Jocal exhaust hoods, o7 in ductless fume
ventilation devices that contain filler media that absorb ortho-
de from the akr,

2. Contaminated reusable dmces MUST BE THOROUGHLY CLEANED
priot ta disinfection, since residual contamination with soif of lubricants.
will decrease the effectiveness of the germicide.

3. The user MUST adhere to the Directions for Use, as non-adherence
may affect the safety and effectiveness of the germicida.

4.0 not use MatriCide OPA Plus Solution on crifical medical devices that
are intended for use in a sterile area of the body {e.g., cataract surgical
__inslruments).




5. The reusable device manufacturer should pr pwnde the veer with 2
vahdatad reprocessing procedure for that device using MetriCide OPA.

smmuwmmmmm»mmmm
reprocessors must be part of a validated reprocessing procedure. The
contact conditions must be 25°C for 5 minutes, (Ses note following the
Indications for Use section).

7.Use MetriCide OPA Plus Test Strips to detect ortho-phthalaldshyde
concentration betose sach cycle to detect the MHC Foaw the Directions
For Use provided with the Met

triCide OPA Plus Te:
DIRECTIONS FOR USE

1. Manual Procuslng Immerse device & eemplemf llng 2 imans and
eliminating aif pockets, in MetriCide OPA Plus Solution for a minimum of
12 minutes at 20°C {E8'F) ‘or higher to deskrw all pathogenic
microcsganisms. Remove devios from the solution and rinsa thoroughly
following the rinsing instructions below.

2. Automatic Endoscope Rlpvocmm (AER) that can be set to a
minimum of 25°C {See note following the Indications for Use section):
High Level Disinfectant at 2 minimurm of 25°C (77°F). For use in a legally
marksted AER {that can be set to & minimum of 25°C) with a minimum
immarsion time of 5 minutes. As with all high level disinfactants, 1 is
critical that lemperature is mondored when using MetriCide OPA Plus
Sohaion in an AER at 25°C. Ses section “Monitoring of Germicide”

Cbmmglboconmnmnm Blood, other body fkuids,
be thoroughly cleaned from the sudaees and lumens of semi-critical
medical devices before reprocessing in the disinfectant. Blood and other
body fluids should be disposed of according to all applicatie regulations for
infectious wasle disposal.
Refer to the reusable device manufacturer’s labeling for instructions on
disqssamw, dacontaminaticn, cleaning and leak testing of their
equipment.
BelonmvsmmMenmoPAPmSoum theroughly clean
davices, including all kumens, using a de pmoeolormndard such
aslhsASTMFﬁls'Slandathﬂdm(oeramng and Disinfaction of
Flexible Fiberoptic and Vidso Endoscopes Used in the Examination of the
Hollow Viscera”

Thoroughly rinse and rough dry all surlaces and luimens of dleaned
devices.

Usage: NO ACTIVATION 1S REQUIRED.
Record the date the containar was-opened on tha container labal, mmi

book. Afer opening. the solution remaining in the containes may
stondlocup(eﬁdays(pfwmmﬁdwlsmmmmmw
expiration date on the container) untd used.
Record the date the sclutk d out of the original intoa
secondary container in a log book (sewa‘e from the one mentioned
abowe), of on a labef affixed to the secondaty container, The solution in the

smmqmm'anbomdhrapomdupwudayxmmm
must be discarded after 14 days even if the MetriCide OPA Plus Tes! Stip
indicates a concentration above the MRC.

— AHigh Level Disinfection..

B. Rinsing

1. RINSING PROCEDURE

a) Manual Processing:

+ Following removal from MeliCide OPA Plus Sokution, thoroughly rinse
the sem-critical medical device by immersing #t completely in a large
volum (.g., 9 flers) of water, Use starile water unless potable water
is acceplable. See item 2 or 3 below.

. Keeaﬁueéwmmhymmersedbamwnmd!mm-;

duration, unless a longer time is speciied by the reusable device
manufacturer.

« Manually flush alt kimens with large volumes {not less than 100 mi) of
rinse water uniess otherwise noted by the device manulacturer,

+ Remove the device and discard the rinse watsr. Abways use hesh
volumes of water for each rinss. Da not reuse the water for rinsing of
any other purpose.

. RopealLMwoud\xoYWO(Z)mms for a total of THREE
(3) RINSES, with large volumes of fresh water, a! least 9 Bers each
mso to remove MaetriCide OPA Plus Solution residues, Residues may

serious side effects. SEE WARNINGS. THREE (3) SEPARATE
J\RGE VOLUME WATER IMMERSION RINSES ARE RE(
THE VOLUME OF WATER USED IN EACH RINSE CYCLE SHOULD
BE AT LEAST 9 LITERS.
+ Refer to the reusable semicriical medicel device manuacturer’s
labeling for additional insing inshuctions.
b} Automated Rwrmng




. Se!edamscheoﬂmammmendosmaempmmmm
been validated for use with OPA-based disin

+ Ensure that the automated rinse cycle selected wil «bcm_n/ finsa the

H s'muualmecialdevoemhdngalbmmwﬁhhrgevdumesd

periodic
Toumatn o isims

syslm l..r wsvudms pfmﬂeme Lt mmancs
of the fiter to avoid cok

the filer.
AMlMsmwnﬁemedsanMsnuajmknm

reusable device manuiacturer spackies a Jonger time. Ensure that a
fresh volume of waler is used for each rinse. Do not reuse the water for
rinsing of any othes purpose.

* Refer to the reusable device manufacturer's labeling for additional

finsing instructions.

+ 2. STERILE WATER RINSE: The fcllowing devicas should be rinszd with

sterile water, using sterils technique when rinsing and handiing:
» Davices inferded for use in normally sterile areas of the body.

* Devices infendzd for use in known immunocompromised patients, of
potentially immunocompromised patierts based on institutional
procedures (3.g., high risk popudation served).

+ When practical, due to a risk of from
potable water supply. Athough nx:oofgcn\sms in this type of water

system are not normally pathogenic in patients with healthy i immune
systems, AIOS patients ¢

sterfle of potabl to the reusable device s of badteria. As these walerborne bacteria are hig
recommandations. resistant to drying, rapid drying will avoid possible colonization but may
* Verily that each rinse is a minimum of 1 minute in duration unless the mﬂ;mﬂ:mmb:w"hmd»mﬁskﬂmm 9‘7:;

xmxmmdwummmmmmmm
mhle

c.5 for (TEE)

probe reptocessing: As with aR devices, carefully foflow al probe

mmﬁdum recommendations such as use of a sterdo protective
OPXQ ming TEE. Soaking for a minimum of 12 minutes in

Metn(hde Plus Solution is required for high levet disinfection (HLD).

i probes {e.g., longer than an hour) during HLD
nnd{ormrmngmreeumeswihamwamaydwdeuachmus
described in Part B, may result in residual MatriCide OPA Plus Solution
remaining on the device, é,emclwhchmuusemnmg iritation
or chemical burns of the mouth, throat, esophagus and stomach.

D.Reusage for Disinfection: MetriCide OPA Plus Svlmnon has
demonstrated -lfmqmllwmmcsotol soit contamination and
micr | burden during reuse. Tha ortho-phthalaldehyde

Me\nCodeOPAP'mSokmndmngihwvﬁbmbe

; other
' be placed at high risk of infection by these opportunistic
\ microorganisms.
" 3, POTABLE WATER RINSE: For al other davices, a sterile watef finse is
[ when practical. Ctherwise, potable tap water rinse is
Y acceplable.
When m?pdabk\ﬂhv!otmsmg the user should be aware of the
increased risk of recontaminafing the device of medical equipment with
i microorganisms, which may be prasent in potable water supplies.
Water trealment systems, such as softeners or defonizers. may add
I microorganisms to the treated water to the extent that microbial content
" of the water at the point of use could exceed that of tha pretraatad
i drinking water. To ensute proper water quality, adherence fc
maintenance of the water treatment system(s) is recommended.
{  The use of abacterial retentive (0 2 micron} fiker system may eliminate
or greatly reducs the amount of waterborne bacteria from the
_potable water sowrce. Co Cm‘mmommhawro‘lhaﬁhvuw

verified by the MetriCide OPA Plus Test Strips prior to each use, to

delumhanheMRCdo.a%splesemMamdeOFAPhsSomm

maybemdandnmmmhmmwedabmbrupw

2 maximum of 14 OPA Phus Solution must be discarded

alter 14 days, even ! !ht MetriCide OPA Plus Test Strip indicates a
above the MRC.

ooncentration

MOMITORING OF GERMICIDE: During reuse, # is recommendzd that the
MetriCide P\nSohmoanmedmthcdaoPA%TwSlrps
pvmlom:nxm Thsu!oamsIM Minimum Recommended
(MRC) ot is present,
D\lmﬂwmagchelnCideOPAPl\uSonmas:thvﬂ
disinfectant, it is recommended thal a thermemeter and timer be utiized
loemeﬂ\a{hommmmﬁmmml

in Automatic
:mbose“olmﬁunumo'zs’c Aswmalht;hleveldﬁweusm
temparature mondtoring is critical for use of MetriCide OPA Plus Solution
at a minimum of 25°C for § minutes in an AER.




Vsualynspedthudmondqmgm reuse fe for the pfesune!dpr!clpﬁlles,
mdlnﬁyrasdlirunlheusedmrdwahr Discard sohdtion #

ACTVE INGREDIENT
atho

POS]’-PROCESSING HANDLING AND STORAGE OF REUSABLE DEVICES:
Disinfected rausable devicas ase either to ba immediately used, of stored in a
manner to minirnize recontamination. Refer lo the reusabls devics manufacturer’s
labefing for additional storage andior handling instructions.
STORAGE CONDITIONS AND EXPIRATION DATE
Sm:hwwbauuadmkmnahdmmnval
wmoled room femperature 15 - 30°C (59 - 86°F) in a walk-ventilated, low-
traffic area.
2. Once opened, the unused portion of the solution may be stored in the original
container for up to 75 days unti used.
3, The expiration date of the MetriCide OPA Plus Solution is found on the
immediate container.
AND PRODUCT
For further hazard information please icler to the Material Safety Data Sheet.
Emergency, safely, or technical informaticn atout MelriCide OPA Plus Sciution can
be oblained from Metrex Research at 1-800-841-1428, by oormngyeuv locat
m:alesupraseuam.a'vmwwebsuatmmmxm chemical
emergencies ONLY, caf CHEMTREC at 1-800-424-9300.

USER TRAINING
mwsrmﬁu.dmxmmmammmmwma
semi-critical medical devices the handiing of Bquid chermical germicides,

Addtional information about MomCido OPA Plus
contacting your kocal Metrex sales representative.
SOLUTION AND CONTAINER DISPOSAL INFORMATION

Snlw::’mﬂsd Discard residual and used sokution in accordance with fedsral,
2

Container Disposal: Du not reuse empty container. Dispose per hospital poficy.

Solution can be oblained by

tnertIngred

Potassim dibydrogen phosphate
Benzoiriazole

Ciric acid

D&C Green Dye #5

N-ydrosyetryl-ethylenediaminatriacetic acd (HEDTA)

Total

100.00 %

Does not require activation before use.

HOW SUPPLIED
MetriCide OPA Plus Solution
CASE CONTAINERS
10-6000 One Gatkon (38 1) 4x 1 Galons {4 x 3.81)/case.
MetriCide OPA Plus SolutionTest Strips
BEORDER DESCRIPTION CASE CONTAINERS
10-602 C Indicat: 100 Test Strips/bottle;
2botfes/case
Marketed By:
METREX* RESEARCH
717 Viast Collins Avence
Crarge, CA 92367
13008411428

Metrex






