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SPORICIDAL, VIRUGIDAL

o
' - BACTERICIDAL, FUNGICIDAL
TUBERCULOCIDAL

_ PSEUDOMONACIDAL

A STABLE, RAPID ACTING, STERILIZING AND DISINFEGTING SOLUTION
FOR HOSPITALS, DENTAL AND MEDICAL OFFICES AND VETERINARY HOSPITALS

CAN BE USED IN ULTRASONIC GLEANERS

RECOMMENDED FOR:
Rubber and plaslic otjects.
Lenses and

Stanless steel instrurer's

ACTIVE INGREDIENTS.
Glularaldehyde (1.5 Pentanedial)..... ... ... 2%
MERT iINGREDIENTS ... ... ... .. ... .. 98%
Inert ingredents contamn. non-wonic ethoxylates of
ISOMeErC inear alcohals
[CH-CH.).-CH{CH ). .CH ]

{CHCHO) Hwithn + 0 = 8RR as
synergistic agent.
Contains Sodium Nitrite.

Net contents 1US. gallon (128 . 02s 1—3.785 liters
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KEEP OUT OF REACH OF CHILDREN
WARNING: HARMFUL IF
SWALLOWED

E.PA. Registration No. 15136-1
This product must be kept in locked storage.
See other precautions on back label

Dustrrbeted by Lot No

Manufactured by
Wave Enargy Systems. Iac.. Newtowa. PA 18940 USA

£ PA Establishiment No. 15136-Pa(i
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WAVICIDE"-81 OIRECTIONS FOR USE -

PREPARATION

Instioments shoukd be thoroughly cleansed nnsed and drained beloe
aumersing i WAVICIDE-01 Holow obyects and needies should be
l'ushed angd filaq

STERILIZATION

Wmimesse obpects 1o be sterhized n WAVICIDE-D1 12% Acuive Ingredients)
solution manianed at 68°C for 60 minules Remove and rnse

with steciie water This S a comrete sterlzation procedure nCging
the gestruclion of vruses and fuberche bacilh

DISINFECTION

MWIX OME PART BY WEIGHT CR VOLUME OF THIS SOLUTICN TO THREE
PARTS OF POTABLE WATER FOR 14 DILUTION (0 5% Aclive Ingred.ents)

Thotoughly wet 0 nerse eQUUpment wares of nslrgments rithe 14
diuted solution (0 5% Active Ingredwenis far 'O m nules at room lemper-
atwe to destray Staphylococtus Jurdus Saimcaea choleraesing
Eschenchia cok Pseudomaonas spec o5 Klebs-e!3 preymoniae ang
pathogenic fungs {Tricophyion menrlagrogtytes and Candida aipicansy

When treating cbjects such as respratery therapy 2qu prenl .~ (he
muode! 512 WES Dacontaminat-ng machine Lse the 14 guution 0 5%
Aclive Ingreteents) bur simgle Cycle .5e

For mulliple cyches (120 cyclest CONTALOUS uSE Cver 3 28 Oay Derod use
the non-deuied (2% ACt:ve Ingredhents) Soluiion

For use in the 312 WES Deconlaminating mactine 1oligw mstruct-ons
as duectednihe biochutes Model 512 Utrasonic Cleaner Decontam.
wnator “and Manlenance Manual

VIRUGIDAL ACTION

“When used as directed at room temperaiure the non diduted 2% solu-
tion will desteoy Enfluenza A (Hong Kong) virus Herpes Simplex virus
Newcasti Disease vieus and ECHO virus type 25 oninammate
surfaces

TUBERCULOCIDAL DISINFECTION

7 When used 25 ditected at 100m tempecaiure, the non-diuled 2% so'u-
tion will destroy Mycobacténum tubereulosrs in ¥ minules onnan-
imite surigces [nstruments shoukd be remaved and tnced with aater
that fultils hederal drinking wates standards

it s 2 wintation of Ferleral Law 1o use thiy product 51 & Manners
nepnsstent wih its Lapeing

STORAGE AND DISPOSAL

Tigee rinse wnlh watet and 2.5p0Se 0 an .nc.neeator o ianghil
apgroec far pestiice cntaners of bury in a safe place Do not
eeuse emply conlanets This priduct shouid be stored at room tem
petature preferapty i a 2ol place

PRECAUTIONS

Far Professionzl Use Onty

WARKING

Causes eqe 1773 20 In 2ase of contact wih the eye flush well aith
Adler ang sevw &0 ld 23 Aetd poe ongad and sepeated contact
Ath shan 35 0055ty ol Sensitzation exists Avoud CoNtamanaton
of toxl

Use .01 £ ered £oRT: Rers 10 avoud evaparalion and 10 nunmize odar

DISINFECTION EFFICACY DEMONSTRATED WITH
THE MODEL 512 WES DECONTAMINATOR
MACHIKE

After 120 cycles s-nut3ted hosputal use cusing a 28-gday pennd wAVI
CIDED112% active 'ngredients  n LOM inatian with gn «ntensiy
uitrasonic €' jeneraied n the Nave Energy Sysiems inc Model 512
Hospilal Decortz— ~a'ar machine aas found 1o be an eHectve surface
disinfegtant
BACTERICIOAL - v -2 tested for 20 m putes 214D G agamst Saimg-
nella choleraese § SIApMYI0COCCUS Aureus. KIeHS0IR pREUMOMmAE dlnd
Eschenchna col
PSEUDDMORACIDAL - Anentested 20 mnytes a1 40 C aganst
Pseudomonis serugresd
FUNGICIDAL - e esteg tar 20 moutes 3140 C aganst
Trychophyton mentagrophytes. Aspergitus furmigatus and C3ndida
Albicans.
VIRUCIDAL —Ahen tested for 20 manutes at 40 £ aqainst Peliovirus
type | 1vaccing stra m Herpes simpaen lype 1 and Rotavirus «SA-1h
MYCOBACTERICIOAL - Ahen tested M 20 menutes at 40 C aga.nst
Mycohaclerium smegmais

- .
Conlnuous 28 a5 Lee tests aere conducied with the followng joad in
the iclat.ng baskel s 36 carrugated breath.ng tubes trree 5 iers
bieatung bags and three adu.d 1ace masks (5178 5
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Model 512 Ultrasonic Gleaner/Decontaminator
Function and Operation

1. Function

The Mode! 512 Ultrasonic Cleaner/Decontaminator has been developed to take
advantage of the increase in biocidal efficacy* observed when combining
ultrasonic irradiation {also called insonation) with certain types of
chemical sterilants and disinfectants.

The principle and mechanisms on which this machine is based have been
described at length in the following paper:

R.M.G. Boucher, Ulthasonics - A ool Lo {mprove biocidal
efficacy of stenilants on disinfectants in hospital and
dental practice. Can. Jowwn. Phawm. Scien. Vol. 14, No. 1,
1 - 12, Jawary 1979.

The Model 512 was also designed to provide a solution to the difficult
problem of cleaning respiratory therapy equipment such as masks and
inside portions of long corrugated breathing tubes.

Last but not least, the Model 512 was designed to deliver, at the end
of its processing cycle, clean and decontaminated equipment with the
Towast level of chemical residuals (thanks to multiple ultrasonic rinses).

2. Why was the Madel 512 developed?

It is well known that the problem of thorough cleaning of long plastic or
rubber corrugated tubing has never been satisfactorily solved in hospital
practice. This is especially true for tubing greater than four feer lonj.
In 1978, WES conducted a research study to assess the efficacy of high
intensity ultrasonics to remove tough artificial stains.

*Process and products covered by US Patent No's: 3,697,222; 3,968,248
and others.
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The Corrugated tubes were stained* inside and outside with organic contaminants
(10% serum, 5% mucin, and 1% Ti02), and they were dried overnight at room nﬂT
temperature before testing. The corrugated tubing (rubber and PVC) was placed
in high~-intensity ultrasonic cleaners (frequency 27kHz) with a density of

> acoustic energy as high as 30 watts/liter. To accelerate the removal of the

| artificial stains both a surface agent (Alkyl Aryl Sodium) and proteolytic

N . enzymes™* were added to the aqueous solution of 2% potentiated acid glutaral-
dehyde, The final temperature of the bath after 30 minutes of high power
inscnation averaged 45°C. Most of the organic stains or rubber corrugated
tubing could not be removed, regardless of the ultrasonic intensity, the

’ temperature or the contact time (up to several hours). This was especially

| | true for the stains inside the corrugated tubing.
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It 1s common knowledge that mechanical cleaning systems which are based

upon the kinetic enerqy of jets, sprays, and agitation, are in general not

as efficient as heavy-duty ultrasonics in removing organic stains on materials
with convoluted sur?aces or small orifices. To double check this statement,
in the case of corrugated breathing tubes, we submitted the same contaminated
tubing to the standard cleaning cycle of an RCA automatic clothes washer

(contact time: 40 minutes at 30°C). Here again most stains could not be )
’ s - removed.

—y -

One of the reasons why the inside stains could not be removed by ultrasonics

- } was the fact that cavitating bubbles could implode inside the tubing but the
partially lifted stain matter could not be carried away and was often
redeposited at short distance due to the lack of macroturbulence (fluid flow)
inside the tubing. In a mechanical washer, (RCA, CIDEMATIC, etc..), the

- W ' 1iquid circulated inside the tubing but there was not encugh localized impact

) ' energy to blast away stains in dead zones.

Only a combination of Localized cavitational energy witn a B
= dynamic §luid §low (o Lift and carny away broken particles
on matien} could provide the satisfactory cleaning of exter-
nal and (ntenal surfaces {n corrugaed tubing.

**Those enzymes were chosen for their activity at temperature as

>

/

* ~ - |
i . *About lcc of stain mixture per piece.

] high as 60°C.

|
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The Wave Enerqy Systems Model 512 was designed to provide such a solution to
this cleaning problem.

As we shall later explain, the 512 system enables a perfect pre-cleaning which
is a "must" before any disinfecting or sterilizing operation, and it also
insures the virtual elimination of all disinfectant residuals during final
ultrasonic rinses. Since the equipment to be decontaminated is submitted

to a specific disinfectant (WAVICIDE-01®- EPA Reg. No. 15136-1) between
pre-cleaning and final ultrasonic rinses, the system provides optimal condi-
tions for both cidal action and removal of residuals.

Another important advantage of the 512 system lies in the fact that its strong
ultrasonic scrubbing action allows one to clean and decontaminate equipment
whithout disassembling it. This is indeed an enormous “time-saving" feature
when handling complex industrial or medical equipment such as breathing masks,
medical nebulizers, etc.

Moreover, it was discovered by Sierra and Boucher in the early seventies that
{see G. Sieara and R.M.G. Boucher, Applied Microb., Vol. 22, No. 2, 150-164,
August 1971}, under certain conditions, the combined action of ultrasenics with
aldehyde radicals improves the cidal mechanisms during exposure phase to the
glutaraldehyde disinfectant. )

3. How does the Model 512 work?

The main idea behind the design of the Model 512 was the use of a slowly
rotating drum which provides constant 1iquid flow inside convoluted tubing,
or restricted zones. It was, for instance, discovered that a drum rotating
at a speed of between one and thirty revolutions per minute will allow enough
turbulent flow inside Tong corrugated tubing* to aveid redeposition of sticky
matter or microparticles removed by localized ultrasonic cavitation blasts.
The most desirable speed seems to be around three revolutions per minuwe.
Such a speed still allows a fair penetration of the ultrasonic energy inside
recessed areas. When the rotational speed increases, the ultrasonic leve:
must also increase to allow a satisfactory cavitation level. Above thiruvy
revolutions per minute, one would have to use unreasonable amounts of
acoustic energy to create cavitation inside the recessed areas of hollow
tubing. This is of course due to the high absorption and screening effects
observed in turbulent liquids.

*The corrugated tubings are coiled around the periphery of the drum,

¥
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The enclosed schematic shows the main components and explains the principle
behind the Model 512.

On the right side of the diagram one can see the stainless steel processing
chamber, which has a nominal capacity of approximately 15 gallons. At the
bottom (slanted side plates) of the chamber are fastened twenty-two ULTRABLAZ
transducers, which transform high frequency electrical currents into ultrasonic
vibrations (27 kHz). These piezo-electric transducers, of proprietary design,
are of the Langevin sandwich type. They do not use epoxy bonding, but are 100%
metallurgically bonded to the processing chamber walls. The transducers are
activated by a solid-state generator, which transforms standard alternating
current (AC 60 hertz, 115 volts) into high frequency (HF) electrical current.
The energy output from the HF generator into the loaded transducers is
approximately 1000 watts. The transducers, in turn, release around 800 watts

of acoustic energy into the liquid of the processing chamber.

Inside the processing chamber a cylindrical stainless steel drum (16" diameter
with lateral apertures) rotates at the speed of three revolutions per minute.
The material to be processed (masks, tubing, etc.,) is loaded and fastened
inside the rotating drum.

On the left side of the diagram one can see the stainless steel reservoir
(24"L x 16"W x 24"D), which contains the disinfectant. A combined

system of two pumps with four solenoid valves is used to inject liquids (water
and disinfectant) or remove them from the processing chamber. The opening

and closing of the fast response valves is controlled by signals sent from

an electro-mechanical timer.

The following defined conditions are those which correspond to what can be
called a “full operational cycle." This standardized cycle was repeated
one hundred twenty (120) times over a 28 day period when testing the
biocidal efficacy of the 512 machine with the same disinfectant, accordirg
to an EPA protocol:

(a) 10 minutes ultrasonic pre-rinse with a detergent (through
valve 4).

(b) 3 minutes ultrasonic rinse (with automatic drainage of
dirty liquid through pump 2 and vaive 3).

*ULTRABLAZé:)is a registered trademark of WAVE ENERGY SYSTEMS INC.
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(c) 20 minutes exposure to ultrasonics with a full load of
WAVICIDE-01 (injected through pump 1 and valve 1). At
the end of 20 minutes the disinfectant is pumped back
(through pump 2 and valve 2), and filtered before it is
returned to the reservoir.

(d) 10 minutes ultrasonic rinse with water through valve 4.

(e} 3 minutes of final ultrasonic rinse with water that fulfills
federal drinking water standards. The rinsed water is then
draineu through pump 2 and valve 3.

4. {oADING ReESPIRATORY THERAPY EQUIPMENT INTO MopeL 512

Operating the machine is extremely simple. First, 1ift the 1id of the
left side of the Model 512 to introduce 15 gallons* of WAVICIDE-O1 into
the reservoir.
® If using the machine for a single cycle disinfection {i.e., with
the disinfecting solution drained at the end of the cycle), the
WAVICIDE-Q1 (2% glutaraldehyde) diluted four times (0.5%¢ glutar-
aldehyde) should be used.

® If using the machine for multiple series' of one hundred twenty
(120) cycles over a 28-day period, the non-diluted WAVICIDE-O1
(2% glutaraldehyde) solution should be used.

After filling the reservoir, the 1id on the right side of the machine

is 1ifted and the perforated metal drum into which the equipment is
Toaded is taken out. Cylindrical perforated metal rods of pegs are
fastened to the bottom of the drum; their relative positions can be
adjusted according to the type of equipment to be placed in the drum.
Breathing tubes can be placed on top of each other. They are laid
between the metal pegs and the outer perimeter of the drum in a circular
manner.

For example, during a 28-day, 120 cycle simulated use test, the rotating
drum of the Model 512 contained three respiratory therapy sets positicrec
as follows (see photo)}:

*To avoid losses by spillage or evaporation, we recommend adding one
gallon to the nominal 15 gallon load of WAVICIDE-01 when using the mashine
for an extended period of time {120 cycles)}. For single cycle use, tha
extra galion of disinfectant is not needed.
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| ® Six breathing tubes (each 36" long) were laid on top of
L one another and placed between metal pegs and the outer
; perimeter of the drum in a circular manner. The metal
; pegs were sufficient to keep the hoses in position.
}
»
)

® Three face masks (size 5) were placed on the inner metal
pegs (peg through the mask opening).

. ® Three breathing bags were also placed on the metal pegs.
L (The two rubber "eyelets" near the opening of each bag
were placed onto 2 peg. The elasticity of the rubber
kept the bags firmly in place while the balloon end of
i the bag was free to move within the drum.) The bags

, also served to keep the masks on their respective pegs.

After loading the equipment into the drum, its 1id is closed and the
drum is slided into position in the right-end processing tank. The gear
: on the drum 1id should face the WAVICIDE reservoir. After checking to

¢ be sure that the AC electrical power line is connected to a wall ocutlet,
t the MAIN POWER button in depressed, released, and depressed again until
} the button engages. The “cycle start" button is then pressed.

ﬂ Two ounces of detergents are then poured into the right-side processing
\ . - tank and its hinged 1id is closed. Cationic or anionic surfactants are
! the preferred type of detergent to be used, but there is no objection to
! the use of non-~ionic types, since the high intensity ultrasonic rinse

? . removes all traces of surface-active agents that could have remained at
i | the end of the pre-cleaning cycle.

After choosing a particular sequence of events for cleaning, disinfecting,
or both, the system runs automatically at the push of a button on the
| ‘ ' ' control panel. At the end of a full operational cycle, the 1id of the
processing chamber is lifted and the equipment-loaded drum, which slides
upward, is easily removed. The 1id on the left-side reservoir chamber
-; can be lifted at any time to check the quality and volume of the recycled
' WAVICIDE-01 disinfectant solution.

Listed below are the main specifications of the Model 512 (for more details

see Instruction Manual): - oree
Overall Dimensions: 48"L x 24"W x 35"H
Rear Panel Height: 10"
,-',3;1 !
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Chamber Sizes: Reservoir - 24"L x 16" x 24"D
Utrasonic - 12%"L x 17"W x 19"D
Rotating Drum: 16" Diameter, 12" Width

Ultrasonic Generator: 1000 watts output
AC Power Requirements: 120/240V, 30 Amps

For some ipplications which involve only cleaning, or do not involve

the decontamination of complicated structures (such as corrugated tubing,
large masks, breathing bags, etc...) the drum can be eliminated and
replaced by a non-rotating perforated basket of appropriate shape.
Special baskets are availavle for the cleaning and decontamination of
laboratory glassware.

The length of a full decontaminating cycle varies, of course, according
to the type of process chosen, i.e., disinfection, pasteurization,* or
simple cleaning. It should be noted that the disinfectant reservoir can
be independently hedted by external etlectrical resistances if it is to

be used for ultrasonic pasteurizing** applications. Specific instructions
for this type of use may be obtained by contacting Wave Energy Systems.

The filtered water used in pre-cleaning and rinsing can be either room
temperature drinking water or standard warm water available in most
hospitals (average temperature 38°C). For heavy loads of laige-sire,
full-face respirators, s,stems can be custom designed whose cidal

efficacy will be assessed each time they are used according to design
characteristics.

All details regarding proper maintenance of the Model 512 machine are
provided in the Instruction Manual, which is available upon written request.

-
.

*Pasteurizing effectiveness has been demonstrated satisfactorily to the
COC at a temperature of 70°C for 30 minutes.

**See U.S. Patent no. 4,211,724 - Process for Ultrasonic Pasteurization,
(July 8, 1980).
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View of the Toaded rotary drum in a vertical position after c¢losure
of the top with the 1id. Llatch to close 1id can be seen on the left
side. In cperation the plastic gear seen on the center of the 1id
is facing the WAVICIDE-01 reservoir side when the drum slides into
position in chamber. The vertical and jateral openings seen on the

stainless drum walls improve ultrasonic energy penetration into the
loaded drum.

1
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Top view (1id removed) of the rotary drum loaded with three
respiratory sets.

Six 36" breathing tubes coiled and stacked on the periphery of
the drum between pegs and cyiinder wall,

Three 5 liters breathing bags

Three adult face masks fasten through metal pegs.

Lateral and vercical openings for the penetration of the ultrasonicated
Tiquid can easily be seen ¢n the photo

-
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Model 512 Ultrasonic Cleaner/Decontaminator
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PROCEDURE FOR
LOADING AND UNLOADING
RESPIRATORY THERAPY EQUIPMENT
IN d0SPITALS

First, lift the two-handled cover on the upper left side of the machine
to check that the disinfectant reservoir has been filled with the proper
WAVICIDE-0l soluytion.

The 512 machine c¢an be used either for a single cycle of disinfection or
for a series of consecutive disinfection cycles (up to 120).

® For a single disinfection cycle, the WAVICIDE-01 (2% glutaraldehyde)
solution diluted four times - down to a glutaraldehyde level of 0.5% -
should be used. Fifteen gallons of this diluted solutiomn should be
poured into the left-side reservoir of the 512 machine.

WAVICIDE-01 salution containing 2% glutaraldehyde should be used. In
this case, sixteen gallons of the solution should be used to f£ill the
left-side reservoir.

For continuous use during a 28-day period (i.e., up to 120 cycles), the

After pouring the proper amount of the correct solution into the reservoir,

replace the cover on top of the reservoir.

Next, lift the counter-balanced, hinged cover on the right side of the
Model 512 Automatic Ultrasonic Cleaner/Decontaminator. Once the hinged
cover is open, you will notice a rotating drum inside, This drum is
removed by grasping it with both hands and raising it vertically until
it has cleared the wash tank. Once the drum is removed, it should he
placed on top of the Madel 512 or om a nearby workbench, as illustrated
on page 7 of this manual. It should be placed In such a position that
the gear on the rotating drum is facing up and the cover is easily
removed by inserting a finger into the finger latch and pulling straight
up. The cover will come off very easily by unlatching the unit and
disengaging the guide pin. In the rotating drum there is a series of
pegs for placement of respiratory equipment. The drum is now ready for
placement of the contaminated respiratory equipment with its respective
hoses, breathing bags, and masks, for ultrasonic cleaning.

The placement of the contaminated respiratory equipment is begun by
positioning the breathing hoses between the pegs and the inside wall of
the respirator drum. The breathing tubes are placed around the periphery
because while the Model 512 is operating, the drum rotates 360°, sc tha«
liquids flow through the breathing hoses. The drum rotates at 3 r.p.m.
in the respirator cleaner, producing a continuous flow that washes away
ultrasonically loosened contamination and also removes it from the inside
diameter of the tube. The inside of the tube is thereby cleaned equilly
as well as the outside.

7-1
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With the hoses placed in the drum, the half face-piece respirators
should be placed with the nose area between the pegs for secure cleaning.

The breathing bags whould be placed within the inside diameter of the
pegs within the rotating drum, as illustrated on page 8 of this wanual.

If full face-plece respirators are to be decontaminated, they should be
Placed at a 90  angle from their normal operating position, and placed
between the pegs and the outer periphery of the drum - cne on top of
another - in the four quadrants of the rotating drum. Two additiomal
full face-piece respirators can be placed between the pegs and the
inside diameter of the drum, along with the respective breathing bags.
You now have completed the loading procedure.

The lid is then placed back on the rotating drum by inserting the pin
into the drum through the hole in the edge of the finger latch cover.
Next, raise the finger latch and press down on the cover until secure,
then release the finger latch to lock the cover onto the rotating drum.

To return the drum to the wash tank, grasp the unit with both hands
through one of the slots on the periphery, and ease it down by matching
its sides with the plastic slides in the wash tank, located on the
right-hand side of the Model 512. Lower the rotating drum straight down
between these slides until it rests on the motor drive gear. This
procedure should be done with the rotating drum cover's gear placed

on the left-hand side.

After checking to be sure that the AC electrical power line is connected
to a wall outlet, depress the MAIN POWER button, release it, then

depress it again, until the button engages. The CYCLE START button can
then be pushed.

Two ounces of detergents are then poured into the right-side processing
tank and the hinged 1id is closed., Cationic or anionic surfactants are
the preferred type of detergent to be used, but there 1s no objection to
the used of non—ionic types, since the high-intensity ultrasoanic rinse
removes all traces of surface-active agents that may have remained at the
end of the pre-cleaning cycle.

Respirator equipment 1s then automatically cleaned and disinfected,
without the constant presence of an operator. The whole cleaning/decon-
taminating cycle lasts around 45 minutes. The sequence of operations can
be followed at any time by glancing at the panel lights, which indicate
at vhat processing stage the machine is operating. At the end of the
processing cycle the machine will stop automatically.

For Single Cycle Use Only

After completion of a single complete cycle of the Model 512 respirator/
decontaminator using WAVICIDE-01 0.50% solution, the WAVICIDE must te purged.
This is begun by placing the purge/auto button on the back panel of the
Model 512 in the "purge" position.

Next, place the main power button in the "on" position. Insert the key
provided into the system purge lock, Turn the key to the right for
approximately five seconds, then release, This will activate the drain-
opening valve in the pump motor unit, and automatically purge the WAVICIDE-0I

0.50% solution into the sewer system.
7=2
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When the WAVICIDE reservoir is completely empty, the pump motor unit
will automatically shut off, After this has happened, rinse the

reservolr thoroughly with clean tap water and squeegee all remalning
liquid into the sump.

To remove this liquid from the sump, turn the key in the system purge
lock teo the right and hold it until the sump is completely empty.
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Wave Enerqgy Systems, Inc.
655 Madison Avenue, 16th Floor
New York, NY 10021

Attention: Raymond M. G. Boucher
GentTemen:
Subject: Wavicide - 01
EPA Registration No. 15136-1
Your Submission Dated October 8, 1982

The amendmnent referred to above, submitted in connection with registration
under FIFRA sec. 3(c)(7)(A), is acceptable, provided that you:

1. Submit and/or cite all data required for registration/reregistration
of your product under FIFRA sec. 3(c)(5) when the Agency requires all
registrants of simjlar products to submit such data.

2. Make the labeling changes listed below before you release the
product for shipment bearing the amended labeling:

a. Product Label

(1) The use directions must indicate that the used 1:4 diluted
solution is to discarded after a single use or cycle.

(2) The label must indicate that the 1:4 diluted solution {s
not to be used for disinfecting when tuberculocidal and/or
virucidal activity is required or desired for the items to
be treated.

(3) The label must include directions for disinfecting with the
undiluted solutfon in 10 minutes at room temperature by manual
operational procedures. The proposed virucidal and tubercu-
locidal claims are not considered to be acceptable substitutes
for these use directions.

(4) For clarity, the directions for use should also be separated
from the efficacy claims indicated for manual use operations.
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(5} The ultrasonic machine should be identif{ed by the same name
throughout the labe! text.

{6) Since only one active fngredient is declared, delate the -ﬁ]_
letter "s" from the statement: Active Inaredients.

(7) Revise the statement (back panel) Precautions to read,
“PRECAUTIONARY STATEMENTS
Hazard to Humans and Domestic Animals."

(8) Revise the referral statement (front panel) - See other
precautions on back label to read, See back panc! for
additional precautionary statements."

Collateral Labaling (Description of the Hospital Ultrasonic Cleaner/
“Decontaminator Model 512 WES Revised September 1982)

(1) On page § of the brochure, the instructions should read: “When
using the machine for multiple cycles up to one hundred twenty
(120) over a 28-day period of disinfection, the non-diluted
Wavicide-01 (2% glutaraldehyde) solution must be used."

Collateral lLabeling (Section 7, Appendix A & B, revised September 1982)

(1) Instructions to purge the used non-diluted Wavicide-01 (2% glu-
taraldehyde) solution after the 120-cycle/28-day period of use
should also be specified.

Submit five (5) copies of your final printed labeling before you
the product for shipment.

If these conditions are not complied with, the reqistration will be
subject to cancellation in accordance with FIFRA sec. 6(e). Your release
for shipment of the product bearing the amended labeling constitutes acceptance
of these conditions.

A stamped copy of the label s enclosed for your records.

Sincerely yours,

John H. Lee ‘&Zz%ﬁif
Product Manyoer {31)

Disinfectants Branch
Registration Division (TS-767C)



