
( P""tl:# lff., '2: '5/-' If (' 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

AUG 2 1995 

ProChem company 
A Wholly Owned Subsidiary of Cottrell, Ltd. 
7399 South Tucson Way 
Englewood, CO 80112 

Attention: John R. scoville, Jr. 

subject: Omnicide 14 N.S. 
EPA Registration No. 46851-4 
Letters Dated July 10, 1995 and July 13, 1995 

The container labeling and package insert labeling referred 
to above, submitted in connection with registration under the 
Federal Insecticide, Fungicide, and Rodenticide Acts, as amended, 
are acceptable, provided that you make the labeling changes 
listed below before you release the product for shipment bearing 
the amended label. 

1. On the container Labeling: 

a. The "Virucidal" claim must be keyed by a symbol to 
the paragraph listing the specific tested viruses. 

b. Specify the major areas in which the product is 
recommended for use (e.g. homes, school, hospitals). 

c. Delete the term "ProCide 14 N.S" wherever it may 
appear on the label. This is not your product name. 

d. Change the product name to "Omnicide 14 N.S. 

2. On the package insert labeling, change the product name 
"ProCide 14 N.S." to "Omnicide 14 N.S." 

3. You are reminded that the container labeling must meet 
EPA's current labeling requirements. 
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A stamped copy of the labeling is enclosed for your records. 
Submit one (1) copy of the final printed label prior to release 
of the product for shipment. 

If you have any questions concerning this letter, please 
contact Martha Terry at 703-305-6982. 

Marion J. Johnson, Jr. 
Product Manager (31) 
Antimicrobial Program Branch 
Registration Division (7505C) 
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INTENDED USE 

Sterilization: ihis solution should be used for 
the slerillzalion of heal sensitive medical 
equipment lor which allernative melhods 01 
slcJi!il;Uion are not suitable. Medical equip­
menl which should always be sterilized is lhat 
which is cattoori/ed as crilical (e.Q .• used in 
procr.dUlcs in which conlact will be made with 
IIssue thai is norrnally considered $olen Ie.) 

11I9h level DlsinfetUon: Thi$ solution should 
be u~ccllor Ihe hi(lh level dIsinfection of heat 
sen-,thvt IIIc{!u;al equipment for which . 
Slfll!rr.l1Ion IS 1101 priiclic.ll MedIcal eqUIpment 
wlm:h should alw.1ys be suhjcclcd 10 hiah level 
drsiUlcch(m 01 slmdl/allOn is thai which will be 
IIsed in jJiiJcr.!lmcs calcgOlllCd as scmi-criJrcal 
Ie c. used In procedures in Which contact will 
be m;ute Wllh mucous membranes or other 
hody surlaces which are nol normally 
considered sterile). 

Intlfm.dl~l. l.VlI Dlslnf.clfon: ThIS solulmn 
shoulll be used for disinleclion 01 medical 
clltJ!pn1cllllor which a riSk 01 cross 
r.onlarn:nahon eXists. Medical equipment 
winch should ~Iways be disinfected IS Ihal 
wlldl IS 10 he IIscd in procedures categoriled 
as !lon Cflhc~l (e O. IIsed 10 ploccdllles III 
..... h~ch conlac.! wITI only be made With 
mlael s~ln) 

Illllllil!1 I i 1!li~:lllill!I!lllilll~lil,1 

PRECAUTiONARY STATEMENTS 

IIAZAllDS TO HUMANS AND 
DOMESTiC ANIMALS 

DANGER: Keep OUI of Reach of Children 

Direcl contact may cause eye damage and skin 
iuilationl damage. 00 not Qet inlo eyes. on 
skin or on clothing. Wear QOQgles or face 
shield and rubber gloves when handling or 
pourinO. Avoid contamination of lood. Use 
in well ver.lilaled area in closed containers. 
STATEMENT Of PRACTiCAL TREATMENT: 
In CO\se 01 contacl. immediately flush eyes or 
skI!! With copious amounls 01 waler for alleast 
1~ minules. for eyes.gcl medical allenlion. 
lIarmlut il swallowed. Olink I;uge quantilies of 
valer <lnd call a physlc:ian immediatel)'_ 

NOTE TO PHYSICIAN: Probable mucosal 
damage from or~1 exposure may 
contraindicate Ihe use of gastric lavage. 

STORAGE AND DISPOSAL 

Store.1t controlled room temperature 
IS·C ·30·C (S9··S6·f). 
"elucld. Olsponl: Oiscard residual solutIOn 
in drain. flush Uloroughly wi:h waler. 
Conlaln!!r OllpOI~I: 00 nol reuse emptl 
container. Wrap conlainer and put In !rash. 

NfPA HAZARDOUS 
CHEMICAL CHART 
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OmniCid( 
Reusable Activated Dialdeh 
Sterilizing and Disinfecting 

SporiCidal, Virucidal, Funglcid, 
Bactericidal, Tuberculocidal 

Acllve Ingredient 
Glutaraldehyde 
Inert Ingredient 
TOTAL 

E.P.A. Registration No. 4685 H 

2.4% 
97.6% 

100.0% 

E.P.A. Eslabtishment No. 37265·CA·OI 
E.P.A. Eslablishmenl No. 39754·WI·I 
(See bottom 01 conlainer (or E.fA. Est. No.) 
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solution blloll this produclls .lfttli-tl. 
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DIRECIIDNS FOR USE 
11 IS VIOLAIION OF fEOERAllAW TO USE III1S PRODUCT 
IN A Mf.NNEft INCONSISTENT WITIIIIS LABElING. 
Actlyatlon: Acltvalr. Ihe !"QCidr N.S. solulian try adding the 
cnllte conlcntS 01 the Activator Ro11le (which is allachcd 1o 
the "wfill" N S. solution COIII.lhICI) to IIlc conlainer. Place 
l:a11 on conlainCI amI shake welL On ac.hy~tjon lhe 50lullon 
illlllledlatel)' cltanl1cs colO! 10 green, thereby inthCdlino 
solullOn is rcady 10 usc. RecOId jlle dAte 01 aclival10n on 
Ihe Uldic,1lcd space lJclow, in a log book or II label afhxcd 10 
any secondary conlflinct used lor actIvated solution. See 
II,lCk.lgC m5.P.f1 tor additional mstmclions anel mformatlon 
tcg.mimr; .1ctmUcd sofutto/). 
CleanlnglDecon!ilminallon: Blood and olher body lIuids 
111\1:>1 he thorouQhly cleaned hom Ihe slI/filecs, lumens. 3nd 
Oh)CCIS helOlc .lpplu:.lhOn of the disintectant 01 sleiliant. 
B100tl allil olhel hody fluids ShOuld be autoclavcd and 
(!l5IJOSCt! nl ~ccl)rding II) all applicable Federal. Siale 3nt,l 
IOr.it! leuulalions fOI IOlcClioliS ..... asle disposal. 
FOI cOlllplelc th~tnlechon or sleuhlalion olllledical 
instruments and cQlliprnenl. lho.oughly cll!an .• inse and 
IUIIOIl dry objf.cIS belOit ImmerSing in "rnfidr N.5· 
'.011111011 etc"nsc anll'Ulse Ihe IUlllens 01 hol!ow 
Instrumenls helolc fillmy ..... illI j'loCidr N.S. solullon. Helel 
to (he reusable device manufacturers labeling lor 
IIIstruchons on disassembly. cleaning and leak. tesling 01 

thell equipment. See pack;,ae inscrt 10f additioniil 
cl£iinmi)ldcr;ontammation instluctions. 

Slerlllullon; Immerse mediQI equipmenVdevices 
r.ompleteli' in rroCidr N.S. solulion IQr a minimuln 01 
ten hourI at 68'f (20'C) 10 elimina~ an microorganisms 
IIItiuding Closfridi/lnl spo,(}()ene.s and BadlfIJS subliHs spores. 

Remove equIpment from the solution using sterile lechnique 
and tinse IholOlIOhly with slelile walcr. See p.1ckaaC instll 10f 
complete insttllclionslinlonnJ1ion on Slc/ililalion 

HIQh llvel Olslnflltllan: Immerse medical tquillmcnU 
devil;es cOllipletely in \',oCidr N.S. sotulion 101 3 
minimum of 45 minutes ii' 68"f (ZO'C) !odeSlrQY all 
p31hQfJenic Illicioorgallisllls. excepllof lalO~ mllubels 01 
bictclia\ endospolcs. bul including MYCO!l.lclCllflfJI 

bovis (Quantitative TB Method). 
Remove devices and eQuiplllent Irom Ihe solullon and flnse 
1II0louOlily wilh sleille Walel or potable waler. llic qU.lhl¥ 01 
linse waler uscd is depem.lCflt upon Ihe intended use of Ihe 
instrumenllcQuipmcnl. See p.1ckJae inselllof complelc 
instfuctionslinJolm,lllOn on hig/l/evcl disillied/on. 

Inlermedlite level D151nletllon: Immerse lncdic;al 
instruments/equipment completely in rroCiti(' N.S. lor a 
minimum 0110 mlnules at 5S'F (20"C) to destroy 311 
vegetative bacteria, specified viruses and lunOI. A. nine 
minuilimmlln\on ilI5S-F (lO'C) will destroy 99,97~. of 
MYCGb,JClcliftll. slrams (Ou;mlilativc TB) as rep1estnled by 
M. bovis. A twllve mInute Immen:ion it 68-F (lO-C) will 
destroy 99 98-1. 01 MrcollJClf!1lltnl slrain';. (OIl.tnlrlaIlVe TB) 
')s rClllcscnleil lIy M. bows See 11.1C1.1I./C !t/5L'tll/lf (ortJl'frIC 
insltuCIIQnslinformatiof/ on mtcrnlecJI,llc It!rel dlsmlccflQII 

Rcler to pacbgc insct110r more delalled usagclproouct data. 
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or intennediate level disinfectant when used according to the Instructions for Use. 

1. Germicide Level of Activity: Procide® 14 N.S. can be used at the following 

germicide levels of activity: 

Sterilant: Procide® 14 N.S. is a sterilant when used or reused, according to the 

Directions For Use, at or above its Minimum Effective Concentration (MEC) as 

detennined by the ProChek G Glutaraldehyde Concentration Indicator Test Strip at 

68°F (20°C) with an immersion time of ten hours for a use period not to exceed 

14 days. 

High Level Disinfectant: Procide® 14 N.S. is a high level disinfectant when used or 

reused, according to the Directions for Use, at or above its Minimum Effective 

Concentration (I\1EC) as detennined by the ProChek G Glutaraldehyde Concentration 

Indicator Test Strip at 68°F (20°C) with an immersion time of forty-five minutes for 

a use period not to exceed 14 days. 

Intermediate Level Disinfectant: Procide® 14 N.S. is an intennediate level disinfec­

tant when used or reused, at or above its Minimum Effective Concentration (I\1EC) 

as detennined by the ProChek G Glutaraldehyde Concentration Indicator Test Strip 

at 68° F (20° C) with an immersion time of ten minutes according to the Directions fer 

Use in Section E for a use period not to exceed 14 days. 

A ten minute immersion at 68° F (20° C) will destroy all vegetative bacteria iilclt:ding 

S. aureus, P. aeruginosa, E. coli, representative viruses. A nine minute iIllll.l-rsi0n at 

68° F(20° C) will destroy 99.97% of Mycobacterium strains ~Q'J~l'!itative :rB) as 

represented by M. bovis. A twelve m~l.It~ . .immersion at 68° F(20e C) w~11 -:l~51roy 
...... ·f".c~ 

99.98% of Mycobaterium strains (Quantitafive·Tt3yas represe,r~ by M. ~vi:;. 

Cottrell 51O(k) K932922 Response 
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2. Reuse Period: Procide® 14 N.S. has demonstrated efficacy in the presence of 5 

percent organic soil contamination and a simulated amount of microbiological burden 

during reuse. PROCIDE® 14 N.S. SOLUTION MAYBE REUSED ONLY 

WHILE THE MINIMUM EFFECTIVE CONCENTRATION (MEC) AS 

DETERMINED BY THE PROCHEK G GLUTARALDEHYDE 

CONCENTRATION INDICATOR TEST STRIP, PH AND TEMPERATURE 

MEET THE REQTJIREl'vIENTS BASED UPON MONITORING AS DESCRIBED 

IN INDICATOR DIRECTIONS FOR USE. Efficacy of Procide® 14 N.S. solution 

during its use-life must be verified by the ProCheK G Glutaraldehyde Concentration 

Indicator Test Strip to determine that at least the MEC as determined by the 

ProChek G Glutaraldehyde Concentration Indicator Test Strip is present. 'This Proouct 

must be discarded after 14 days, even if the ProChek G Glutaraldehyde Concentration 

Indicator Test Strip indicates pass. 

3. General Information: Choose a germicide with the level of microbial activity that 

is appropriate for the reusable medical device or equipment surface. Follow the 

reusable device labeling and standard institutional practices. In the absence of 

complete instructions, use the following guidance: 

First, for patient contacting devices, determine whether the reusable device to be 

processed is a critical, semi-critical, or non-critical device. 

• A critical device routinely penetrates the skin or mucous membranes during use 

or are otherwise used in normally sterile tissues of the body. 

• A semi-critical device makes contact with mucous membranes but does net 

ordinarily penetrate sterile areas of the body. 

• A non-critical device contacts only intact skin during routine use. 

Second, deterntine if sterilization, highoJc'lcl or intemlediate level disirifec!icn is .- ...... 
required. 

Critical device: Sterilization is require1i 

Cottrell 51O(k) K932922 Response 
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Semi-critical Device: Although sterilization is recommended whenever practical, 

High Level Disinfection is acceptable (e.g. GI endoscopes, anesthesia equipment to 

be used in the airway, diaphragm-fitting rings, etc.). 

Non-critical device: Medical Equipment Surfaces: Intermediate level disinfectioll 
is recommended. 

Third, ('etermine the time required to achieve the level of disinfection or 
sterilization required for the specified medical device. 

4. The gemlicidal activity of Procide® 14 N.S. was demonstrated using stressed 
solutions* in performance, clinical and simulated use testing using the following 
organlsms: 

Orl!anisms Procide® 14 N.S. Disinfection Times 

Spores 10 hours 

• I3acillus subtilis " ....... . 
'''-r- .• , ~ t' • • • ..... , 

• Clostridium sporogenes 

Vegetative Organisms 45 minutes' 

• Staphylococcus aureus 
• Salmonella choleraesuis 
• Pseudomonas aeruginosa 
• Escherichia coli 
• Mycobacterium bovis 

Fungi 10 minutes 

• Trichophyton mentagrophytes 
• Trichophyton interdigitale 

Non-lipid Small Virus 10 minutes 

• Polio 2 

Lipid Medium Virus 10 minutes 

• Herpes simplex 

• HIV 10 minutes 

Cottrell 510(k) K932922 Response 6/29/95 Page 3 
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* Testing was performed using Procide® 14 N.S. solution which had been diluted to 1.5 
percent including 5 percent bovine calf serum. 

5. Material Compatibility: Procide® 14 N.S. solution is recommended for usage with 

medical devices made from the materials shown below. 

polyprupylene 

ABS 

polyethylene* 

polycarbonate 

vinyl and Tygon tubing** •• __ .. 
• ...- .. r ••• 

nickel plating* "'.~~ ...... 
- , 

black oxide steel* 

Mylar* 

acrylic bar* 

polyethylene tubing* 

PVC* 

*represents four weeks of exposure 

**represents 13 days of exposure 

f . , 
• I -

.,' ... 
: :!.Aj } 

'-

should be rinsed according to the Instruction f, 

according to manufacturers instructions. 

, Rinsing (Section E.4), and dried 

6. Pre-cleaning Agent Compatibility: Procide® 14 N.S. is compatible with enzymatic 

detergents which are neutral in pH, low foaming and easily rinsed from equipmer.t. 

Detergents that are either highly acidic or alkaline are contraindicated as prccleaning 

agents since improper rinsing could effect the efficacy of the Procide® 14 N .S. 

solution by altering its pH. 

n. CONTRAINDICATIONS 

1. Sterilant Usage: Routine biological monitoring is not possible with Procide® 14 N.S. 

solution and therefore Procide® 14 N.S. solution should NOT be used to- sterilize . 
reusable medical devices that are compatible with other sterilization processes that can , ' 

be biologically monitored. 

Procide® 14 N.S. solution should not be used for sterilization ;)f ::ritical devices 

intended for single use (e.g. catheters). 

Cottrell 510(k) K932922 Response 6/29/95 Page 4 
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2. High Level DisiJllectant Usage: Procidc® J4 N.S solution should not be used to high 

leve! disinfect a St~mi-critical device when stelilization is practical. 

3. Endoscope Osage: Procide® 14 N.S. solution is not the method of choice for 

5terili7.ation of rigid endoscopes which the device manufacturer indicates are 

compatible with steam sterilization. 

C. WARNlNGS 

PROCIDE® 14 N.S. ACTIVATED DIALDEHYDE SOLUTION IS HAZARDOUS TO 

HUMANS AND DOMESTIC ANIMALS. 

DANGER: Keep Out of Reach of Children 

Contains Glutaraldehyde 

• ACCEPj'iYD 
1. Direct contact is corrosive to exposed tissue,. causing eye damage am..~it>kUmJl~ 
.. D . k' I h' , L, EPA u,tt<:>r nate!.f: tlOn/aamage. 0 not get mto eyes, on s 11\ or on c ot mg. '. '. 

AUG 2 1995 
2. A void contamination of food. 

3. Use in well ventilated area in closed containers. 

In case of contact, immediately flush eyes or skin with copious amounts of water for at 

least 15 minutes. For eyes, get medical attention. 

Harmful if swallowed. Drink large quantities of water and call a physician immediately. 

Probable mucosal damage from oral exposure may contraindicate the use of gastric 

lavage. 

Emergency, safety,. or technical information about Procide® 14 N.S. solution cal< be 

obtained from Cottrell, Ltd. Hotline at 1-800-843-3343, or by contaet:r.g C~emtrac 2.t 800-

535·5053 or by contacting your local Cottrell, Ltd. representative. 

D. PRECAUTIONS 

Cottrell 510C}() K932922 Response 6/29/95 Page 5 
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I. Appropriate hand, eye and face protection as well as liquid proof gowns should be 

worn when cleaning and sterilizing/disinfecting soiled devices and equipment. 

More detailed information regarding the handling of the products " )ng with 

compatible materials is included in the MSDS sheet attached to the products container. 

2. Contaminated, reusable devices MUST BE THOROUGHLY CLEANED prior to 

disinfection or sterilization, since residual contamination will decrease effectiveness 

of the germicide. 

3. TIle user MUST adhere to the Directions for Use since any modification will affect 

the safety and effectiveness of the germicide. 

4. The reusable device manufacturer should provide the user with a validated 

reprocessing procedure for that device using Procide® 14 N.S. solution. 

5. The use of Procide® 14 N.S. solution in autom~ted endoscope washers must be pan 

of a validated reprocessing procedure provided by the washer manufacturer. Contact 

the manufacturer of the endoscope washer for instructions on the maximum number 

of reprocessing cycles which may be use before replacing with fresh Procide® 14 N.S. 

solution. Use ProCheK G Glutaraldehyde Concentration Indicator Test Strips to 

monitor glutaraldehyde concentration before each cycle to detect unexpected dilution. 

E. DIRECTIONS FOR USE 

1. Activation 

Activate the Procide® 14 N.S. solution by adding the entire contents of the Activator 

Bottle (which is attached to the Procide® 14 N.S. solution container) to the container. 

Place cap on container and shake well. On activation the solution imlli.edi<.tely 

changes color to green,' thereby indicating s<"iutioll is ready to use. TIlE: !;.olution 

should then be immediately tested with the Prochek G Glutarald~l~)'ce IndicatC'r Test 

Strip upon activation and prior to each..llse to assure glutaraldeh:roc<;concen:ra::cn is 
~"'" .. ", - ~ .' ...... 

above the MEC. Procide® 14 N.S. solution is intended for use in l)l\u1ual (\:'l'("!<tt and 
_ ACCEPIFlD -. 
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tray) systems IPade from polypropylene, ABS, polyethylene, glass-filled polypropylene 

or specially molded polycarbonate plastics. 

Record the date of activation (mixing date) and the expiration date on the 

Procide® 14 N.S. solution container label in the space provided, as well as in a log 

book or a label affixed to any secondary container used for the activated solution. 

Procide® 14 N.S. must be discarded after 14 days, even if the Pr0Chek G 

Glutaraldehyde Indicator Test Strip indicates pass. 

2. Cleaning/Decontamination 

Blood and other body fluids must be thoroughly cleaned from the surfaces, lumens, 

and objects before application of the disinfectant or sterilant. Blood and other body 

fluids should be autoclaved and disposed of according to all applicable federal, state 

and local regulations for infectious wast, disposal. 

For complete disinfection or sterilization of medical instruments and equipment, 

thoroughly clean, rinse and rough dry objects before immersing in Procide® 14 N.S. 

solution. Cleanse and rinse the lumens of hollow instruments before filling with 

Procide® 14 N.S. solution. Refer to the reusable device manufacturers labeling for 

instructions on disassembly, decontamination, cleaning an'd' leak testing of th~[r' 

equ ipment. 

3. Disinfection 
. ; 
j , 

l..CCEVl'ED 
mt,., CO~!~~E:-''Tg 

~n t:l.'A Lct~<r D"tcd; 

AUG 2 1995 

It is a violation of the Federal Law to use this product in a l'VPmer. iI1COllsistellb-,,!e. 
with its labeling. FU~5'·i"', ;.,.; ;:"", ,,: ,',,' \0: 

~ m:::::·,i~·J. j.l.'r t',1.' }" .\:. :''': 
t ~Nftl~~~ :'::!~.k·r t:~'/. l~·:.~. :~o. 

a. Sterilization CBucketITray Manual System) :·1" lj':.t5l- i -~-
Prior to immersing medicai equipment/devices, test the solution with a Pi-e>Clik G 
Glutaraldehyde Indicator Test Strip to assure that the glutaraldehyde concen~:ion 

is above its MEC. 

Immerse medical equipment/devices completely in Procide® 14 N.S. Sc!oJ';cr for 

a minimum of ten hours at 68°F (20°C) to eliminate J:I microorg:misms 

Cottrell 510(k) K932922 Response 6/29/95 Page 7 
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including Clostridium sporogenes and Bacillus subtilis spores. Remove equipment 

from the solution using sterile technique and rinse thoroughly with sterile water 

following the rinsing instructions below. 

b. High Level Disinfection (BucketITray Manual System) 

Prior to immersing medical equipment/devices, test the solution with a ProChek G 

Glutaraidehyde Indicator Test Strip to assure that the glutaraldehyde concentration 

is above its MEC. 

Immerse medical equipment/devices completely in Procide® 14 N.S. solution f0f 

a minimum of 45 minutes at 68°F (20°C) to destroy all pathogenic 

microorganisms, except for large numbers of bacterial endospores, but including 

Mycobacterium tuberculosis (Quantitative TB Method). 

Remove devices and equipment from the solution and rinse thoroughly following 

the rinsing instructions below. 

c. Intermediate Level Disinfectant 

Prior to immersing medical equipment/devices, test the solution with a ProChek G 

Glutaraldehyde Indicator Test Strip to assure that the glutaraldeh:,'de concentration 

is above its MEC. 

Procide® 14 N.S. is an intermediate level disinfectant when used or reused, at or 

above its Minimum Effective Concentration (MEC) as determined by the ProChek 

G Glutaraldehyde Concentration Indicator Test Strip at 68°F (20°C) with an 

immersion time of ten minutes for a use period not to exceed 14 days. 

A ten minute immersion at 68°F (20°C) will destroy all vegetative bacteria 

including S. aureus, P. aeruginosa, E. coli, representative viruses. A ni~~ rrinute 

immersion at 68°F(20°C) will destroy 99.97% of Mycobacterium strains 

(Quantitativ~ TB) as represented by~~, .. bovis. A twelve minute i~ersidn at 

68°F(20°C) will destroy 99.98% of Mycbbme:rlUIn sirain~ {Qi;a}J!tative tB) as 

represented by M. bovis. ACCEPi.'F}O.'! . 
with C()~I~1ENTS 

.lit EPA Lcntr Daf~ • I , 
4. Rinsing Instructions • 

Cottrell SIO(k) K932922 Response Page 8 
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Following immersion in Procide® 14 N.S. solution thorough:y rinse the equipment or 

medical device by immersing in two gallons of water. Repeat this procedure a second 

time with a fresh two gallon volume of water. 

For endoscopic instruments with lumens, a minimum of 500 ml of water should be 

flushed through lumens during each separate rinse unless otherwise noted by the 

device or equipment manufacturer. Use fresh volumes of water for each rinse. 

Discard the water following each rinse. Do not reuse the water for rinsing or any 

other purpose as it will become contaminated with glutaraldehyde. 

Refer to the reusable device/equipment manufacturers labeling for rinsing instructions. 

Sterile Water Rinse: 

Critical devices which are sterilized with Procide® 14 N.S. must be rinsed with sterile 

water. 

"Potable Water Rinse: 

A sterile water rinse is recommended when practical, for all devices. Altematively, 

a high quality potable water (one that meets Federal Clean Water Standards at point 

of use) may be used. 

TIle use of potable water for rinsing, increases the risk of contaminating the device or 

medical equipment with Pseudomonades and atypical (fast growing) Mycobacteria that 

are often present in potable water supplies. The devices (e.g. colonoscope) need to be 

completely dried, because any moisture remaining provides an ideal situation for rapid 

coloItization of bacteria. Additionally, mycobacteria are highly resistant to drying, 

therefore, rapid drying will avoid possible coloItization but may not result in a device free 

from atypical mycobacteria. A final rinse using a 70 percent isopropyl alcohol solution 

should be used to speed the drying process. and r!!duce..th.enu!ll1:>E!"~. of any lnganism 
present as a result of rinsing with potable ~ater:;"'" -" .. -.. _. .1, ~ • . 

ACCEPTflD ':1 : 
with Cm1nlE~'TS 

REUSE In EPA utter Dated: . " 
• 

~. i·" "I ," . :i:j.-:41, 
:'. ;1; J : ••.. ; .• 1.1·· ;\ct 
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Procide® 14 N.S. solution has demonstrated efficacy in the presence of 5 percent organic 

soil contamination and a simulated amount of microbiological burden during reuse. 

The glutaraldehyde concentration of this product during its use-life must be verified by 

the ProCheK G Glutaraldehyde Concentration Indicator Test Strip to determine the 

solution is above the Minimum Effective Concentration requirement (MEC) as determined 

by the ProChek G Glutaraldehyde Concentration Indicator Test Strip is present. This 

solution may be used and reused within the limitations indicated above for up to 14 days 

after activation. Procide® 14 N.S. must be discarded after 14 days, even if the ProChek 

G Glutaraldehyde Indicator Test Strip indicates pass. 

G. MONITORING OF GERMICIDE TO ENSURE SPECIFICATIONS ARE MET 

It is recommended that the Procidev 14 N.S. solution be tested with the ProCheK G 

glutaraldehyde test strip prior to each usage. This is to insure that the appropriate 

concentration of glutaraldehyde is present and to guard against a dilution which may 

lower the concentration of the glutaraldehyde below its MEC. During the use of Procide:'.> 

14 N.S. as a high level disinfectant and/or sterilant, it is also highly recommended that 

a thermometer and timer be used to ensure that optimum conditions are met. TIle pH of 

the activated solution may be periodically checked to verify that the pH of the solution 

is between 8.0 and 9.0. 

H. POST-PROCESSING HANDLL'iG AND STORAGE OF REUSABLE DEVICES 

Sterilized or disinfected reusable devices are either to be immediately used or stored in 

a manner to minimize contamination. Refer to reusable device equipment manufacturers 

labeling for additional storage and/or handling instructions. 

1. STORAGE CONDITIONS AND EXPIRATION DATE 

1. Prior to activation, Procide® 14 N.S. solution should be stored in its original sealed 

container at controlled room temperature 590 -860 F (15 0 -30 0 C). 

2. The expiration date of the unactivated ~de®J4.N.S_solution a,n9 ~ctivator \Vi:l be 
... --.. ~-- .... ...... - - .' ..... 

found on the side of the immediate container. • 
I AOOEM"fM) 
~ with COMMENTS 

. i . fDEP~ ktter Dace.!: 
I 

AUG 2 1995 
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3. TIle use period for activated Procide® 14 N.S. is for no longer than as indicated by 

ProCheK G Glutaraldehyde Concentration Indicator Test Strip or 14 days following 

activation. Once activated, the solution requires no further dilution prior to its usage. 

J. SAFETY INFORMATION 

Emergency, safety, or technical information about Procide® 14 N.S. solution can be 

obtained from Cottrell, Ltd. at 1-800-843-3343, Infotrac at 800-535-5053, or by contacting 

your Cottrell, Ltd. representative. 

K. USER TRAINING 

TIle user should be adequately trained in the decontamination and disinfection or 

sterilization of medical devices and the handlin~ of liquid chemical germicides. Additional 

information about Procide® 14 N.S. solution can be obtained from Cottrell, Ltd. at 1-800-

84':l-3343, or by contacting your local Cottrell, Ltd. representative. ...._-._-. -~ ... ~....,:~:~:~ -.... ~ ..• - ~: ... -'~' ---." 

L. 

M. 

I 

, 
DISPOSAL INFORMATION ACGEPTl;}D 

with CO~1A1E!o.'T3 
i . .In !:PA J,cncr Da~ 

0.946 L (1 quart), 3785 L (l gallon), and 9462 L (2.5 gallon) size container must be triple 

rinsed and disposed of according to local or state regulations. AUG 2 - i995 
t~i1';"'.'r (i't· F • 
r.o' . • . -'- ".1. J -'. 'f'~I~idb 
.('(:'l::id-r(', ~l):1 i: "I. " ~'I~ \.. v. 
"'-c • . .... •• .. (.I··C Act REORDER INFORMATION <-'- n.'lo'f(,rd. for (I,. .••• ,. 

. r."g;:·Jfi'(',4 lllHicr £l~; i ...... ,,"~.',d~ 
~ I. ,{'.~. 1\0. 

'ri/- L!' 
, 

.==---

Reorder I Descri pti on I Case Contains ~ 
PCI032 0.946 L (I quart) 4 , 0.946 L (4 q"'=l =1 
PCII28 3.785 L (I gallon) 4 x 3785 L (4 gals/c'ase) 

PC 25fN.S. 9.462 L (2.5 gallons) 2 x 9.462 L (2 x 2.5 gals(c=) 

PCG660 ProOleK G Concentra tion Indica tor 60 stri ps/bo ttle (6 btls/Cd;il;) 

Strips -
PCG6I5 ProOleK G Concentration 15 st';r~!!1kg 

Cottrell 510(k) K932922 Response 6/29/95 Page II / 
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PROCIDE® 14 N.S. SOLUTION 

PACKAGE INSERT 

ENDOSCOPE REPROCESSING 

DRAFr LABELING 

A. INTENDED USE/INSTRUCTIONS FOR TJSE 

( 

Procide® 14 N.S. solution is a liquid chemical sterilant and high level disinfectant for 

flexible endoscopes when used according to the Instructions for Use. (See Section E). 

1. Gennicide Level of Activity: Procide® 1-1 N.S. can be used at the following 

germicide levels of activity: 

Flexible Endoscopes, when eApected to penetrate the skin or mucous membranes or 

are used in otherwise normally sterile tissues of the body during use are critical 

devices 3I '1 therefore, are required to be sterile. 

Sterilant: Procide® 14 N.S. is a sterilant for flexible endoscopes when used or 

reused, according to tl1e Directions For Use, at or above its Minimum Effective 

Concentration (MEC) as determined by the ProChek G Glutaraldehyde Concentration 

Indicator Test Strip at 680 F (200 C) with an immersion time of ten hours for a use 

period not to exceed 14 days. 

Flexible Endoscopes when expected to corne in contact without penetration of mucous 

membranes are semi-critical devices and therefore may be high level disinfected. 

High Level Disinfectar:t: Procide® 14 N.S. is a high level disinfectant for flexible 

endoscopes when used or reused, according to the Directions for Use, at or above its 

Minimum Effective Concentration (MEC) as determined by the ProChek G 

Glutaraldehyde Concentration Indicator Test Strip at 680 F (200 C) with an i;nmet.:iion 

time of 45 minutes according to the ihStI!i~tj~:fQ~..iIt~~!ion-~ for a U~(; period 

not to exceed 14 days. ! ACCEPllm :', 
willi COMMENTS 

./ .fD EP.6 ~r DII~ ~ 

N..X3 2 1995 

Cottrell 510(k) K 9:;2922 Response Page 12 

i~ 



( ( 

General Procedure for High Level Disinfection of Flexible Endoscopes 

(This procedure is recommended in the absence of specific 

directions from the device manufacturer) 

Trained Personnel 

• Personnel involved in the reprocessing of endoscopes should have the ability to read, 

understand, and implement instnIctions from manufactures and regulatory agencies as they 

relate to endoscopic disinfection. 

• The person(s) to whom the job of reprocessing endoscopes is given should have the 

opportunity to become completely familiar with the mechanical aspects of the endoscopic 

equipment. 

• Training should include familiarization with OSHA regulations and in-house policies on 

how to appropriately and safely handle liquid chemical germicides. 

• Training should also include information on the safe handli~g ;fPtl~t1'tl~~!~.tiia~:ar.e -~." 
contaminated with body fluids aftcr use. This should incl\!de fami~D with 

\;;111 Co:IfMEJI.'TS 
uni versal precautions. in EP~ V-lt-..or Dat~ I. 

AUG 2 1995 
Cleaning of flexible endoscopes 

~~:~~?~ :.::.,\' ;;~':i i;~:~;n:,~·;~~~~.:r:~~ 
• Cleaning at the Examination Room /1.' ''''1.,,,,1<-<1, for (1)0 ~""tir'.h 

r"f'l~'<:"d u"d~r ePA Heg. i\o. 

_ J/~'S.sl-(~ 
Reflux of bcx:Iy fluids from the patient may occur in any of the standard channels. Clean g of 

endoscopes and accessories should be performed promptly after removing the endoscope from 

the patient to prevent drying of secretions. 

1. Personnel should donne all personnel protective equipment. 

2. Prepare an enzyme detcrg('nt (e.g., Pro EZ or Pro EZ Plus) or ene iecorr,mended ty the 

scope manufacturer. 

3. Gently wipe all debris from the insertion tube with a moistened gauze or the ~ike. 

Cottrcll 510(k) K932922 Response 6/29/95 Page l~ 
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4. Place the distal end of the flexible endoscope into the water and enzyme detergent 

solution and aspirate through the biopsy/suction channel for 5-10 seconds or until the 

solution is visibly clean. Alternate aspiration of the detergent solution and air several 

times. Finish by suctioning air. 

n._ .••••. . ' ..... -'~ ...... -~ ... 
5. Flush or blowout air and water channels in accordance with the endoscclpe·l'iianufactUter~· ~ 

instructions. 

6. Transport the endoscope to the reprocessing area. 

ACCE~D 
with COM.'lYElI.'1'!l 

,b EPA ~tter Dated: 

AUG 2 - \995 

Cleaning at the Reprocessing Area 
·lJni.h·~ . ~I... !". 'e:-.• ! l:::i(.'d!.:i.ic. 
Fu1Jj:.nc. •. ·. ~:!.J f,::dcu;t"Hk' :\l~t 

1. 

2. 

• Q,.<; :l:'::on j-:-u. [{.T tl:'~ IW.:-:itl'!.J 
.1'q;'i~ti·aU under El'A ~. No. 

Attach any necessary water-tight caps to the electrical portions of th~ umbilicus .. ~(, K~~~ 

Before proceeding with any further cleaning steps, the flexible endoscope should be leak 

tested. (Refer to manufacturers leakage test instructions). Follow the manufacturers 

instructions if the instrument appears damaged. 

3. Fill a sink or basin with a freshly made enzyme (e.g., Pro EZ or Pro EZ Plus) detergent 

solution. 

4. Immerse the endoscope. All channels should be irrigated with copious amOlmts of 

detergent and tap water to soften, moisten, and dilute the organic debris. All detachable 

parts (e.g., hoods and suction valves) should be removed and soaked in the detergent 

solution. The insertion tube should be washed with detergent solution and rinsed. 

5. Use a small soft brush to scrub all detachable parts. 

6. Use a brush to clean under the suction valve, air/water valve and biopsy port openings. 

7. Brush the entire sl\ction/biopsy system including the body, the insertion tube, and the 

umbilicus of the endoscope in accordance with the manufacturer's instructions. 

Cottrell 510(k) K932922 Response 6/29/,-)5 Page:: 1·\ 
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8. Accessible channel(s) should be brushed to remove particulate matter, and the detergem 

solution must be suctioned or pumped through all channels to remove dislodged material. 

Channel irrigators may be useful for this step. 

Fill all channels with detergent solution and soak 2-5 minutes ii'(a~¢Rtd,'W.~e: t? ~~~e.tr.~-, ......... . 
EZ instructions. AC t ... 

CEP'ffiD 
with cml~lEN'rS 

Rinse after cleaning: 
I:! EPA Lett~I' Dated: 

9. 

10. 

11. 

AUG 2- 1995 
Rinse the endoscope and all detachable parts in clean water. 

Purge water from all channels and wipe dry the exterior of the endoscope with a soft 

clean cloth to prevent dilution of the Procide® N.S. disinfectant used in subsequent steps. 

Manual Disinfection 

12. Activate the Procide:1l 14 N.S. solution by adding the entire content of the Activator bottle 

which is attached to the Procide0 14 N.S. solution container. Recap the container and 

shake well. On activation, the solution immediately changes color to green, thereby 

indicating the solution is ready. Use ProChek G Glutaraldehyde Concentration Indicator 

Test Strips after activation to determine that the solution is above the Minimum Effective 

Concentration (MEC) before use. 

Test the activated Procide® 14 N.S. solution using the ProChek G Glutaraldehyde 

Concentration Indicator at 68"F (20"C), before each use. 

13. Attach channel irrigators/adapters and cover the biopsy port m accordance with the 

manufacturer's instructions. 

14. Pour the activated Procide® 14 N.S. into an appropriate sized basin. 

15. Completely immerse the endoscope in the basin of Procide® 14 N.S .. Note: La ;)~d.:r to 

prevent damage to the endoscope, DO NOT soak any other accessory eljuipmel'l whh the 

endoscope. 

Cottrell 510(k) K932922 Response 6/29/95 Page 15 
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i6. Inject the Procide® 14 N.S. solution into all channels of the endoscope until it can be seen 

exiting the opposite end of each channel. Assure that all chaImels are filled with 

disinfectant and that no air pockets remain within the channels. 

17. Cover the disinfectant soaking basin with a tight fitting lid to minimize chemical vapor 

exposure. 

18. Soak the endoscope for 45 minutes. Use a timer to ensure adequate soaking time. 

19. Before completely removing the endoscope from the disinfectant, flush all chaIillels with 

air to remove disinfectant. 

Rinse After Manual Disinfection 

20. Rinse I: Fill a basin with two gallons of water (preferably sterile water). Place the 

endoscope into the basin and thoroughiy rinse the exterior of the scope. Attach channel 

irrigators/adapters to the endoscope and flush with 500 ml of water through the chaIillel 

irrigator. Empty basin. 

21. Rinse 2: Fill a basin with two gallons of water (preferably sterile water). Place the 

endoscope into the basin and thoroughly rinse the exterior of the scope and flush with 500 

ml of water through the channel irrigator. 

22. Purge all channels with all. 

23. Flush all channels with 70% alcohol until ~~ a!c.Q!:lcl.can be.seel'rexiting the opposite end 
r ... ·,..- L"-~"'-··~ ~'" + of each channel. ,.- •.... ' . 

24. Purge all channels with air. 

25. Remove all adapter;:; and devices. 

Cottrell SIO(k) K932922 Response 
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Stora!!c 

26. Dry thc exterior of the endoscope with a soft clean cloth. Do not attach detachable pans 

to the endoscope prior to storage. Storage of endoscopes with the removable pans 

detached lowers the risk of trapping liquid inside the instrument and facilitates continued 

drying of the channels and channel openings. To prevent the growth of waterborne 

organisms, the endoscope and an detached parts should be thoroughly dried prior to 

storage. 

27. Hang the endoscope vertically with the distal tip hanging freely in a well ventilated, dU!>1-

free cabinet. 

References: 

1. ASTM:F 1518-94, Standard for Cleaning and Disinfection of Flexible Fiberoptic and 

Video Endoscopes Used in the Examination of the Hollow Visera, Current edition 

approved May 15, 1994, Published July 1994. 

2. Martin, M.A., MD, Reichelderfer, M., APIC guideline for infection prevention and control 

in flexible endoscopy, Association for Professionals in Infection Control and 

Epidemiology, Inc., AJIC Am J L.fect Control 1994: 22: 19-38. 

3. Vesley, D. et. aI., Significant factors in the disinfection and sterilization of flexible 

endoscopes, AJIC, December 1992, pg. 292. 

4. Axon, A.T.R., Bond, B., Bottrill, P.M., Cowen, A.E., Fleisher, D.E. and Tandon, R.K., 

Endoscopic disinfection, Working Party Reports, Blackwell Scientific Publications, 1990, 
46-50. , .•.. _. . .. ~"'"? 
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ACCEPTR-l> 
with COmlEl'.'T3 

J.'I EPA Letter Dated: 

AUG 2 1995 

~Ui;!U" ;'-':';.: :n.!·ctkide, 
Fon~i .. "t', .:r..·i H ... ·'!·.·i.n.:i\!t: Act 
r!- •. t':"';,,::d. f 'r (h~' r!!~l;cide 

. t'~Q'r:;~'~',,:d vng~r E.tJA. Hc-g. No. , We~' ~ I - l( _ 
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PROClDE® 14 N.S. 

PACKAGE INSERT 

ULTRASOUND TRANSDUCER REPROCESSING 

(Endocavity, Endovaginal, Endorectal, Transesophageal, etc.) 

DRAFT LABELING 

(Refer to the device manufacturer's instruction for specific procedures) 

A. INTENDED USE/INSTRUCTIONS FOR USE 

Procide® 14 N.S. activated dialdehyde solution is a liquid chemical sterilant, high level 

disinfectant and intennediate level disinfectant for ultrasound transducers when used 

according to the Instructions For Use. 

1. Germicide Level of Activity: Procide® 14 N.S. can be used at the following 

levels of activity: 

Sterilant: Procide€> 14 N.S. is a stedlant for ultrasound transducers when used 

or reused according to the Directions For Use, at or above its Minimum Effective 

Concentration (MEC) as determined by the ProChck G Glutaraldehyde 

Concentration Indicator Test Strip at 68°F(20°C) with an immersion time of ten 

hours for a use period not to exceed 14 days. 

High Level Disinfectant: Procide® 14 N.S. IS a high level disinfectant for 

ultrasound transducers when used or reused, according to the Directions for Use, 

at or above its Minimum Effective Concentration (MEC) as detennined by 

Prochek G Glutaraldehyde Concentration Test Strip at 68°F(20°C) with an 

immersion time of 45 minutes according to the instructions for use in Section E 

for a use pedod not to exceed 14 days . 

. I 

Collrcll SIO(k) K932922 Rc~ponse 

. r-- ---- .. ,. ...... 
ACGEPl'E-D 

with Cm1.1IElI.'TII 
in EPA I.<!tter Dated: 

AUG 2 1995 
: tk-f~'~ ; ." I" - •. , • I. :I! ,,···ti:ide. 
Fu.-:'':.:!.: -, a,d ! ..... ;, .. ~. ';11(· ;\ct, 
Il,t. ::.-: ,: L'.L ;. ~ i::" ;1;- !;o"'JJ) 

t~~-I./· .. ":1 u;";,," r.~·:\ 1:(';", ~:o. 
- ff. G; t ,- _ I j' 

_~"..:;;::.:._ L:2.L __ 4,".,,~ 
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Intermediate Level Disinfectant: Procide® 14 N.S. is an intermediate level 

disinfectant when used or reused, according to the Directions for Use, at or above 

its Minimum Effective Concentration (MEC) as determined by the Prochek G 

Glutaraldehyde Concentration Indicator Strip at 68°F(20°C) with an immersion 

time of 10 minutes according to the instructions for use in Section E for a use 

period not to exceed 14 days. 

A ten minute immersion at 68°F(20°C) will destroy all vegetative bacteria 

including S. aureus, P. aeruginosa, E. coli, representative viruses. A nine minute 

immersion at 68°F(20°C) will destroy 99.97% of Mycobacterium strains 

(Quantitative TB) as represented by M. bovis. A twelve minute immersion at 

68° F(20° C) will destroy 99.98% of Mycobaterium strains (Quantitative TB) as 

represented by M. bovis. 

-.. 
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(;eneral Procedure for High Level Disinfection 

of Ultrasound Transducers 

(Endoca-vity, Endovaginal, Endorectal, Transesophageal, etc.) 

(Refer to the device manufacturer's instruction for specific procedures) 

Trained Personnel 

• Personnel involved in the reprocessing of u!:rasound transducers should have the ability 

to read, understand, and implement instructions from manufactures and regulatory 

agencies as they reiate to transducer disinfection. 

• The person(s) to whom the job of reprocessing ultrasound tral'<:ducers is given should 

have the opportunity to become completely familiar with the mechanical aspects of the 

ultrasound equipment. 

• Training should include familiarization with OSHA regulations and in-house policies on 

how to appropriately and safely handle liquid chemical germicides. 

• Training should also include infomlPtion on the safe handling of in~1ruments that are 

contaminated with body fluids after use. This should include familiarization with 

uni versa I precautions. 
' . . -

"~"''''. 

Cleaning of Transducers A(;~~.i'1I:-D 
tr::'h CG::;\jj::o..13 

1:1 "El?_-\ !.-<"':,r D3(0<1: 

Cleaning of transducers and accessories should be performed promptly after patient us~ to prevent 

d · f . /1 /'8 ? "'95 · rymg 0 secretIOns. '., ~ i;:-l 

1. 

2. 

n: " 
. .,. :.ct 

Personnel should donne all personnel protective equipment. :-: .... :...;,;. ".';' ,·!e 
:L.,:' ':"'17 unL!" .: .~ ;; .. ;. ;:0. 

~=r--L~5.~- L/ 
Prepare an enzyme'detergent (e.g., Pro EZ or Pro EZ Plus) or one leconunended by"i'R'e- -
transducer manufacillTer. 

3. Gently wipe all debris from transducer surfaces with a moistened gauze or the li~'! 

Cottrell 510Ck) K932922 Re~ponse 6/29/95 Page 20 



4. Immerse the distal end of the transducer into the water and enzyme detergent solution for 

2-5 minutes or as recommended by the device manufacturer. 

NOTE: Refer to manufacturers instructions for recommended immersion depth. 

5. Rinse all surfaces with water and dry by wiping with a soft clean cloth. 

Manual Disinfection 

Caution: Procide® 14 N.S. may discolor the exterior of some transdncers, 

however, the acoustic or scanning performance is not impaired. Check 

with the device manufacturers for specilic recommendations before 

proceeding. 

6. Activate th>;! Procide® 14 N.S. solution by adding the entire content of the. Activator bottle 

which is attached to the Procide® 14 N.S. solution container. Recap the container and 

shake well. On activation, the solution immediately changes color to green, thereby 

indicating the solution is ready. Use ProChek G Glutaraldehyde Concentration Indicatcr 

Test Strips after activation to detennine that the solution is above the Minimum Effective 

Concentration (MEC) before use. 

Test the activated Procide® 14 N.S. solution usmg the ProChek G Glutaraldehyde 

Concentration Indicator at 68'F (20°C), before each use. 

7. Pour the activated Procidr.® 14 N.S. into an appropriate sized basin. 

8. Immerse the distal end of the transducer into the Procide® 14 N.S. solution. 

Note: Refer to manufacturers instructions for recommended immersion depth. 

9. Cover the disinfectant soaking basin to minimize chemical vapor exposure. 

'.'- .,r.. 

10. Soak the transducer for 45 minutes. Use a timeuo ~nsure.a-de<iui'Jtc :;c<.J:!ng time. 
I 
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Rinsc Aflcr Manual Disinfection 

11. Rinsc 1: Fill a basin with a minimum of 1 gallon of water (preferably sterile water). 

Place thc transducer into the water to the recommended depth and allow to soak for 5 

minutes. Remove the transducer. 

12. Rinse 2: Holding the transducer over the basin, flush with fresh water (preferably sterile 

water) for one minute. 

13. Dry the transducer by wiping with a soft (preferably sterile) cloth. 

St0rage 

Refer to manufacturer's recommendation. 
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