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510(k) Summary
Safe Medical Devices Act Summary

Cavicide* Surface Disinfectant/Decontaminant Cleaner

I. Preparation Date and Submitter’s Contact Point

This $10(k) summary was prepared on February 10, 1995 and s submitted by:

Mr. Gregory F. Steil, Manager
Regulatory Affairs/Quality Control
Micro-Aseptic Products, Inc.
887 East Wilmette Road
Palatine, IL 60067
ph: 708-358-6303

1L Statement of Intended Use

Cavicide is a general purpose disinfectant intended for use in cleaning,
decontaminating, and disinfecting equipment surfaces and non-critical instruments in
hospitals, laboratories, and other critical care areas where environmental control of
cross contamination is important.

III.  Description and Overview of Cavicide Efficacy and Safety

Cavicide is a proprietary liquid formulation of isopropyl alcohol, quaternary
ammonium salt/biodegradable detergents and sequestering agents used in spray-on and
soak applications for the decontamination of instruments prior to terminal sterilization/
high-level procedures and disinfection of equipment surfaces used in medical, dental,
ophthalmological, and other health care environments It is a single container
disinfectant with a clear, pale-straw color and a slight alcohol odor.

In standard AOAC or EPA laboratory tests, Cavicide has proved biocidal effectiveness
against the following microorganisms:

Mycobacterium bovis BCG Poliovirus 1 & 2
Pseudomonas aeruginosa Coxsackie virus

Salmonella choleraesuis Candida albicans
Staphylococcus aureus Aspergillus niger

Human Immunodeficiency virus Trichophyton mentagrophytes
Herpes simplex 1 & 2 viruses Mold and Mildew organisms
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Cavicide 510(k) Summary Continued

Laboratory tests as outlined in [Product Performance Criteria (Subdivision G
Guidelines and DIS/TSS Efficacy Data Requirements)]} were performed.

TB Studies

A Quantitative Suspension Test for Determining Tuberculocidal Activity of Micro-Aseptic
Products’ Liquid Disinfectant, Cavicide (10 minutes) Southern Research, June 19, 1991

Cavicide Hospital Disinfectant/Cleaner vs. Mycobacterium bovis BCG in a Rate of Kill
Suspension Test (5 Minutes) MicroChem Laboratories, February 22, 1994

AOAC Tuberculocidal Test for Cavicide Against Mycobacterium bovis BCG with 5% soil load
(10 minutes) Shaldra Biotest, September 21, 1985

AOAC Confirmative Tuberculocidal Activity of Cavicide Hospital Disinfectant/Cleaner
(5 minutes) MicroChem laboratories, July 19, 1994

Bacteriocidal Studies

Bactericidal Activity of Cavicide Hospital Disinfectant/Cleaner in a Stainless Steel Cylinder Test
and Suspension - MicroChem Laboratories, January 18, 1994

The Evaluation of the Efficacy of Micro-Aseptic Products, Inc. compound Cavicide against
Pseudomonas aeruginosa. (10 minutes) Viromed Laboratories, November 9, 1993

Cavicide vs. Pseudomonas aeruginosa in the AOAC Germicidal Spray Products Test
(2 minutes) MicroChem Laboratories, January 3, 1995

Cavicide vs. Staphylococcus aureus in the AOAC Germicidal Spray Products Test
(2 minutes) MicroChem Laboratories, January 9, 1995

AOAC Use Dilution for Cavicide Against Salmonella choleraeraesuis, Staphylococcus aureus,
Pseudononas aeruginosa with 5% soil load. (10 minutes) Shaldra Biotest, July 22, 1985

The Evaluation of the Efficacy of Micro-Aseptic Products, Inc. compound Cavicide
Staphylococcus aureus. (10 minutes) Viromed Laboratories, May 24, 1993

Cavicide vs. Salmonella choleraesuis in the AOAC Germicidal Spray Products Test.
(2 minutes) MicroChem Laboratories, January 18, 1995

The evaluation of the Efficacy of Micro-Aseptic Products, Inc. Compound Cavicide against
Salmonella choleraesuis. (10 minutes) Viromed Laboratories, May 27, 1993

Cavicide 510(k) Summary
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Fungicidal

AOAC Fungicidal Test using Trichophyton mentagrophytes with 5% soil (2 minutes) Shaldra
Biotest, June 29, 1985

Cavicide Hospital Disinfectant/Cleaner vs. Aspergillus niger in a Stainless Steel Cylinder Use
Dilution Test and in Suspension MicroChem Laboratories, April 21, 1994

Fungicidal Activity of Cavicide Hospital Disinfectant/Cleaner in a Stainless Steel Cylinder Use
Dilution Test and in Suspension (Candida albicans, Trichophyton mentagrophytes)
(10 minutes) MicroChem Laboratories, January 24, 1994

Virucidal

The effectiveness of Cavicide disinfectant to inactivate Coxsackie BSA virus, Polio virus I and 11
(2 minutes) Integrity Bioservices, Inc., December 19, 1989

Virucidal Efficacy of Micro-Aseptic Products, Inc.’s Cavicide against the Human
Immunodeficiency Virus (2 minutes) Southern Research, July 14, 1992

Virucidal Efficacy of Cavicide Against Herpes Simplex Virus Type |
(undiluted-immersion) (30 seconds) Gibraltar Biological Laboratories, Inc., July 6, 1984

Virucidal Efficacy of Cavicide Against Herpes Simplex Virus Type |
(undiluted spray method) (30 seconds) Gibraltar Biological Laboratories, July 31, 1984

Virucidal Efficacy of Cavicide Against Herpes Simplex Virus Type I1
(undiluted-immersion) (30 seconds) Gibraltar Biological Laboratories, July 31, 1984

Virucidal Efficacy of Cavicide Against Herpes Simplex Virus Type I1
(undiluted spray method) (30 seconds) Gibraltar Biological Laboratories, July 31, 1984

Cavicide has not passed the AOAC Sporicidal test and is therefore not suited for use
as a terminal disinfectant on semi-critical or critical instruments.

Cavicide is essentially non-toxic in acute exposures to humans and amimals: The oral
LDsy is greater than 5.0 g/Kg body weight in rats, and the dermal LDs, is greater than
2.0 g/Kg in rabbits. Cavicide showed no dermal irritation in rabbits, but mild,
reversible eye irritation was observed in unrinsed rabbit eyes 7 days after exposure.

Together, these results indicate that Cavicide is safe for use as a general purpose

disinfectant with only routine safety precautions during use. Exposure to any Cavicide
residues remaining after use are of no concern for adverse effects.

Cavicide 510(k) Summary
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Toxicity and irritation data were obtained from the following studies.

Final Report.  Acute Oral Toxicity of Cavicide Disinfectant Cleaner in Sprague-
Dawley Rats - American Standards Bioservices Corporation, May 23, 1986

Cavicide Disinfectant Cleaner Primary Dermal Irritation in Rabbits.
American Standards Bioservices Corporation, September 18, 1986

Final Report. Acute Dermal Toxicity Study of Cavicide on New Zealand Albino

Rabbits
American Standards Bioservices Corporation, June 6, 1986

Cavicide Disinfectant Cleaner Primary Eye Mucosa Irritation in Rabbits
American Standards Bioservices Corporation, September 25, 1986

Cavicide Substantial Equivalence

Cavicide is a general purpose disinfectant based on its being assigned an EPA
registration number and on its demonstrated efficacy in the required standardized tests.
Cavicide is equivalent to general purpose disinfectants that rely on a combination of
active ingredients for their efficacy.

Conclusions

Results of safety and efficacy testing indicate that Cavicide is non-toxic to humans and
animals in acute exposures and is effective in killing the microorganisms associated
with infection and contamination of inanimate, hard surfaces. Cavicide is not intended
for use as a terminal sterilant/high-level disinfectant for medical devices, although it
may be used to preclean or decontaminate critical or semi-critical medical devices
prior to sterilization.

A / F /
“Gre - Steil, Manager, Regulatory Affairs

% /G s
/f)ate

Mi€rd-Aseptic Products, Inc.
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SYBRON

DENTAL SPECIALTIES, INC.

August 28, 1996
p e
> B
Food and Drug Administration C =
Document Mail Center (HFZ 401) = =
1390 Piccard Drive Py —
Rockville, MD 20850 = bdl
R S
» Re: K951123 3

Cavicide Surface Disinfectant/Decontaminant Cleaner
Micro-Aseptic Products, Inc.

Date of Substantial Equivalence: April 25, 1995

New Contact Person

To Whom It May Concern:

This letter is to notify your office that as a result of the sale of assets of Micro-Aseptic
Products, Inc. (887 E. Wilmette Road, Palatine, IL 60067) to Metrex Research
Corporation (1717 W. Collins Avenue, Orange, CA 92867) that the new contact person
for the above-referenced product, Cavicide Surface Disinfectant/Decontaminant Cleaner,
K951123, will be:

Wendy A. Urtel
Metrex Research Corporation
Sybron Dental Specialties
1717 W. Collins Avenue
Orange, CA 92867

If you have any questions, please contact me at (714) 516-7425.

Sincerely, / W

Wendy A. Urtel

Regulatory Affairs Associate
SYBRENGENTAL SRECHL FIES, INSRH/OWEIPHENSAYLEIRE - 2667 (714) 516-7400 Printed on Recyeled Paper
A SUBSIDIARY OF SYBRON INTERNATIONAL 8 ﬁ%ﬁ'ﬁﬂ?@ﬁaﬁ? s.gov or 301-796-8118 ® e
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Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Ms. Anita Earl, RN

Director of Scientific Affairs

Micro-Aseptic Products, Incorporated JUL 3 I 199
425 Creekside Drive

Palatine, Illinois 60067

Re: K951123
Device Name: Cavicide® Surface
Disinfectant /Decontaminant Cleaner
Dated: July 10, 1996
Received: July 15, 1996

Dear Ms. Earl:

We have reviewed the information dated July 10, 1996,
regarding the 510(k) notification K951123 previously submitted
for the device referenced above. Based solely on the
information that you have provided, it does not appear that
you have significantly changed or modified the design,
components, method of manufacture, or intended use of the
device referenced above (see 21 CFR 807.81(a) (3)). It is,
however, your responsibility to determine if the change or
modification to the device or its labeling could significantly
affect the device’s safety or effectiveness and thus require
submission of a new 510(k). The/information you have supplied
will be added to the file. /

Ti y A. Ulatowski
Division Director
Division of Dental, Infection Control,
and General Hospital Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at C??H-FOISTATUS@fda.hhs.gov or 301-796-8118
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JUL 31 199

Ms. Anita Earl, RN

Director of Scientific Affairs
Micro-Aseptic Products, Incorporated
425 Creekside Drive

Palatine, Illinois 60067

Re: K951123
Device Name: Cavicide® Surface
Disinfectant/Decontaminant Cleaner
Dated: July 10, 1996
Received: July 15, 1996

Dear Ms. Earl:

We have reviewed the information dated July 10, 1996,
regarding the 510 (k) notification K951123 previously submitted
for the device referenced above. Based solely on the
information that you have provided, it does not appear that
you have significantly changed or modified the design,
components, method of manufacture, or intended use of the
device referenced above (see 21 CFR 807.81(a) (3)). It is,
however, your responsibility to determine if the change or
modification to the device or its labeling could significantly
affect the device’s safety or effectiveness and thus require
submission of a new 510(k). The information you have supplied
will be added to the file.

Timothy A. Ulatowski

Acting [Division Director

Division of Dental, Infection Control,
and General Hospital Devices

Office of Device Evaluation

Center for Devices and
Radiological Health
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Questions? Contact FDA/CDRH/OCE/DID at CDiH-FOISTATUS@fda.hhs.gov or 301-796-8118
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bcc: HFZ-401 DMC
HFZ-480 DDIGD

D.O.
f/t:HFZ-480:ESM:RMD:7/23/96

Questions? Contact FDA/CDRH/OCE/DID a}CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



ARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
ecords processed under FOIA Request # 2015-9627; Released by CRE10A R§- Mdelmstratlon

Memorandum
N
From: Document Mail Center (HFZ-401)
-— l
Subject: Premarket Notification Number(s) Kesi1a /ﬁ
To: Division Director, Ho / Aia
The attached information has been received by the 510(k) Document Mail Center (DMC), on the
above referenced 510(k) submission. Since a final decision has been rendered, this record is
officially closed.
Please review the attached document and retumn it to the DMC, with one of the statements
checked below. Feel free to note any additional comments below.
Thank you for your cooperation.
\/ __V__Information does not change status of the 510(k); no other action required by the DMC;
please please add to the i image file. [THE DIVISION SHOULD PREPARE A CONFIRMATION
LETTER - AN EXAMPLE IS AVAILABLE ON THE LAN (K25). THIS DOES NOT APPLY
"\ TRANSFER OF OWNERSHIP, PLEASE BRING ANY TRANSFER OF OWNERSHIP TO
POS].
Additional information requires a new 510(k), however the information submitted is
incomplete. Notify the company to submit a new 510(k). [THE DIVISION SHOULD PREPARE
THE K30 LETTER ON THE LAN ]
Additional information requires a new 510(k); please process. [THIS INFORMATION
WILL BE MADE INTO A NEW 510(K)].
No response necessary (e.g., hard copy of fax for the truthful and accuracy statement or
510(k) statement).
COMMENTS: . L L
This information should be returned to the DMC within 10 working days from the date of
this memorandum.
, Reviewed by: dodlml/ (5.4 M/zm w |

Datc: 4’//%/7é ﬂ/ﬂ’( /cl( .
v
Questions? Contact FDA/CDRH/OCE/DIEIat CDRH- F‘@'S]/'A‘\‘fUS@fda h% 0W6 8118
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MEMORANDUM
DATE: July 18, 1996
FROM: Elaine Schalk Mayhall, Chemist, Infection Control Devices Branch, DDIGD,
HFZ-480

SUBJECT:  K951123/A1
MICRO-ASEPTIC PRODUCTS, INC. (by XTTRIUM LABS., INC. and REDU
PRODUCTS, INC.)
CAVICIDE® SURFACE DISINFECTANT/DECONTAMINANT CLEANER

TO: The Record

The firm has submitted a revised EPA-stamped label for Cavicide® that expands the claims to
include vancomycin resistant Enterococcus faecalis and methicillin resistant Staphylococcus
aureus.

In addition, the firm noted a change of address.

These changes do not change the status of the 510(k). No action is necessary, but a letter will
be sent to the firm confirming the receipt of the information and the decision.

Questions? Contact FDA/CDRH/OCE/DI%at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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WM ICUPRODUCTS. INC.

o/
July 10, 1996

Food and Drug Administration

Document Processing Desk

Office of Device Evaluation

Center for Devices and Radiological Health
9200 Corporate Bivd.

Rockville, MD 20850

RE: K951123 (AMENDED LABEL EPA APPROVED)

Trade Name: Cavicide® Surface Disinfectant/Decontaminant Cleaner
Regulatory Class: Unclassified
Product Code: LRJ

OHGIQGOII&%GS!VQA

Dear Sir/Madam:

Please find enclosed a copy of the EPA approved Cavici

your records in order to be in compliance with PR Notice
additional claims for Vancomycin

Resistant Staphyiocococcus aureus (MRSA).

o/

In addition, please note the change of address on record:

From: Micro-Aseptic Products, Inc.
887 East Wilmette Road
Palatine, IL 60067

TO: Micro-Aseptic Products, Inc.
425 Creekside Drive
Palatine, IL 60067

If you have any questions concerning this letter, please call me at 847-358-6303.

Sincerely,
MICRO-ASEPTIC PRODUCTS, INC.

Y G

Anita Earl, RN
Director of Scientific Affairs

AE/cpd

enclosure
fdaamend.doc

Questions? Contact FDA/CDRH/OCE/D{P at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
425 CREEKSIDE DRIVE ¢ PALATINE, ILLINOIS 60067 USA « PH. (847) 358-6303 » FAX (847) 358-0634
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de label dated November 6, 1995 for

94-4. This amended label provides
Resistant Enterococcus faecalis (VRE) and Methicillin
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&,
g UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460
“@ uo““‘d

Micro-Aseptic Products, Inc.
887 East Wilmette Road
Palatine, IL 60067

Attn.: Gregory F. Steil

Subject: Cavicide
EPA Registration No. 38526-1
Submission Dated August 1, 1995

The amendment referred to above, submitted in connection with
registration under the Federal Insecticide, Fungicide, and
Rodenticide Act as amended to change your bactericidal contact time
to two minutes is acceptable provided that you make the following

labeling revisions:

a. The phrases "Active Ingredients" and "Inert Ingredients" must
be of the same type size and type style.

b. Include the heading "Storage and Disposal" immediately above
your storage and disposal instruction. Also revise your Container
Disposal instructions to read as follows:

For Metal Containers:

Triple rinse (or equivalent). Then offer for recycling or
reconditioning, or puncture and dispose of in a sanitary
landfill, (non-aerosol) or by other procedures approved by

state and local authorities.

For Plastic Containers:
Triple rinse (or equivalent). Then offer for recycling or

reconditioning, or puncture and dispose of in a sanitary
landfill, or incineration, or, if allowed by state and local
authorities, by burning. If burned, stay out of smoke.

c. Center the front panel signal word and child hazard warning
statement.

Questions? Contact FDA/CDRH/O&/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
Racycled/Recyciable «Printad with Vegetabie Ol Based Inks on 100% Recycied Paper (40% Postconsumer)
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-2«
N’
A stamped copy of the label is enclosed for your records.
If you have any questions concerning this letter please
contact Marshall Swindell at 703-305-6908.
Sincerely yours,
Marion Johnso
Product Managet 31
Antimicrobial Programs Branch
Registration Division (7505C)
o’
A

Questions? Contact FDA/CDRH/OCE/%'{) at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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' Recor,
(FRONT PANEL]
“SAVICIDE
v, ® ACCEETZD

N i | with COAMERTS
HOSPITAL DISINFECTANT/ DECONTAMINANT CLEANER ta EPA Leiter Patid: .
SALON/BARBER DISINFECTANT/DECONTAMINANT CLEANER 6 s
VETERINARY DISINFECTANT/DECONTAMINANT CLEANER NOV (EXS
CLIPPER BLADE DISINFECTANT/DECONTAMINANT CLEANER bt e 1 n il
DISINFECTANT/DECONTAMINANT CLEANER B ars] ety Ay
DENTAL DECONTAMINANT/CLEANER | a> amended, for the- pesticide
ONE-STEP DISINFECTANT/DECONTAMINANT CLEANER under EPA Reg. No.
INSTITUTIONAL DISINFECTANT/DECONTAMINANT CLEANER 3}?&& f?

MEDICAL DECONTAMINANT/CLEANER

SURGICAL DECONTAMINANT/CLEANER

SURFACE/INSTRUMENT DISINFECTANT/DECONTAMINANT CLEANER
SURFACE DISINFECTANT/DECONTAMINANT. CLEANER
LABORATORY SURFACES DECONTAMINANT CLEANER

SPRAY-ON SURFACE DECONTAMINANT DISINFECTANT

FOR PROFESSIONAL USE

IMMERSION SOLUTION » SURFACE CLEANER/DISINFECTANT ¢ ULTRASONIC SOLUTION
SONIC SOLUTION * SOAKING SOLUTION * PRESOAK SOLUTION ¢ INSTRUMENT SOLUTION
SURFACE SOLUTION ¢ NON-POROUS SURFACE SOLUTION * CLEANER e DISINFECT, ANT

BACTERICIDAL * VIRUCIDAL * » FUNGICIDAL o * TUBERCULOCIDAL** « PSEUDOMONICIDAL
STAPHYLOCIDAL «

\ADY TO USE
CONTAINS BIODEGRADABLE DETERGENT

~ ACTIVE INGREDIENTS:

Diisobutyiphenoxyethoxyethy! dimethyl benzyl ammonium chloride 0.25%
ISOPrOPANOI .........c.coruceccrssmanrarnnnasenanens . 16.30%
INERT INGREDIENTS . 84.45%
TOTAL . - 100.00%

KEEP OUT OF REACH OF CHILDREN .
CAUTION

PRECAUTIONARY STATEMENTS: Harmful to Humans and Domestic Animals.
AVOID CONTAMINATION OF FOOD. MAY CAUSE EYE IRRITATION. AVOID DIRECT CONTACT WITH EYES. IN

CASE OF DIRECT EYE CONTACT, IMMEDIATELY FLUSH EYES WITH PLENTY OF WATER FOR AT LEAST 15

MINUTES. IF IRRITATION PERSISTS, SEEK MEDICAL ATTENTION. N
LA B
NET CONTENTS: 1 U.S. GALLON /3.785 Liters (NET WEIGHT 8.22 Ibs / 3.73 kg) revens  Ceses?
MICRO-ASEPTIC PRODUCTS, INC. ——
887 E. WILMETTE ROAD * PALATINE, IL 60067 USA NEIRE .
EPA REG.NO. 38526-1 EPA EST. NO. 39234-WV-001 REORDER NO: CO4-128 SRS
~

Questions? Contact FDA/CDRH/OCE/%D at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(LEFT PANEL)

CAVICIDE

NON STAINING N
NON CORROSIVE ) -
NON IRRITATING s
NO DILUTION TR
READY TO USE R
NO TOXIC FUMES o 60

O SN -
I g ',‘..'“‘.Q st

rE QD‘ Y i’!h;-";i- and S G
AG ST: ;.r‘;_ng.c-.'-l":' .'\1-\.}01' {\:!‘3 \"qu':“:ln

o Staphylococcus aureus : g 2ent lpa Heg. No
. ol URSET
e Pseudomonas aeruginosa | s % % a’{é.’.Z——""‘
e Salmonella choleraesuis ‘,,1-

o Mycobacterium tuberculosis var: bovis (BCG)**
e Trichophyton mentagrophytes
o Aspergillus niger
e Herpes simplex virus type 1 and 2 *
e Poliovirus type 1 and 2 *
o Coxsackievirus *
o Methicillin Resistant Staphylococcus aureus (MRSA)
¢ Vancomycin Resistant Enterococcus faecalis (VRE)
o Human Immunodeficiency Virus (HIV-1) (AIDS virus) *
¢ Mold and Mildew
(* on inanimate surfaces)
(** in ten minutes at room temperature (20°C) )

DIRECTIONS FOR USE: It is a violation of U.S. Federal law to use this product in a
manner inconsistent with its labeling.

DESCRIPTION: : . .
Cavicide is a multi-purpose, broad spectrum, ready to use, highly effective cleaner and

disinfectant for use on the surfaces of inanimate objects. It is especially useful in hospi-
tal operating rooms, emergency departments, isolation areas, neonatal units, dental
operatories, surgical suites, animal care facilities, beauty salons, salon settings, !ngnl-
cure salons, skin care salons, barber shops, bathrooms, tanning salons, out-patient
surgical centers, daycare centers, schools, ambulances, police and firelvé¥iltles, pu:. ‘
sioner detention facilities,jails,prisons, morgues, cadaver processing area;s..t.unarhlo .
homes, cadaver cavities, patient care areas, laboratories, food preparation-areas,’stot-
age areas, health club facilities, and other critical care areas where envitbHimerital con-

trol of cross contamination is important.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

/0
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Safe for cleaning/decontamination of delicate medical/dental/surgical/salon/bar-
ber/veterinary/environmental/equipment/implements and instrumentation. Cavicide
will effectively clean and disinfect, when used as directed, such items as: infant incuba-
tors and bassinets, infant care cribs and warmers, infant/child care equipment surfaces,
oxygen hoods, anesthesia machines and respiratory therapy equipment surfaces, oper-
ating room tables and lights, laboratory equipment and surfaces, physical therapy (PT)
equipment surfaces, neck brace appliances and cervical collars, whirlpool tanks, hydro-
therapy equipment and tanks/hot tubs, stretchers, spine/back boards, ambulance eqi-
upment surfaces, jacuzzis, mayo stands, countertops, toilets, sinks, refrigerator units,
floors, walls, handrails, door knobs, bed railings, bathing units, bath tubs, shower stalis,
cabinets, shampoo bowls, manicure tables, chairs, workstations, nailhair care imple-
_ ments, tanning beds, hair dryers, telephones, diaper changing stations, baby cribs, hair
clippers, shears, razors, hair cutting implements, clipper blades, salon surfaces, scis-
sors, combs, brushes, manicure implements, washable nail files, hair rollers, animal
cages, veterinary care surfaces, dental operatory surfaces, dental countertops, dental ™.,
chairs, unit stools, light lense covers, curing lights, and other inanimate surfaces,
including those made of plastics (such as: polycarbonate, polyvinylchloride, polypropy-
lene and polystyrene), weight lifting sufaces, non-porous vinyl and upholstery, stainl
steel, painted surfaces, plexiglas, glass, and other hard non-porous surfaces ) 0%

. APPLICATIONS: o8 o 4
| AP
SURFACES: (Where appropriate, follow Universal Precautions.) K

For disinfecting non-critical devices/medical equipment and other surface
* Spray/apply Cavicide directly to surface, thoroughly wetting area to be disinfected:
(**** Visibly soiled surfaces should be pre-cleaned.) Allow surface to remain wet for 2
minutes. ( FOR TUBERCULOCIDAL ACTIVITY: Allow surface to remain wet for 10
minutes at room temperature (20°C).) Follow by wiping surface with a fresh, clean,
paper or cloth towel; or rinse and either allow surface to air dry or wipe rinsed surface
dry using a fresh, clean, paper or cloth towel. Discard towel.

* Cavicide completely inactivates the HIV-1 (AIDS virus) on hard, non-porous surfaces
in the presence of a moderate amount of organic soil (5% blood serum) with a contact

time of 2 minutes at room temperature (20-25°C). )

**** For pre-cleaning visibly soiled medical equipment and other surfaces ‘

l

prior to disinfection: ‘
¢ Apply Cavicide directly to surface. Allow to remain wet for about 30 sécOnds Wl‘pe

surface clean using a clean paper or cloth towel or rinse surface and etthec wipe dry ‘Of

..... o

allow to air dry. Discard dirty towel. ..

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

{/
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INSTRUMENT/IMPLEMENT CLEANING INSTRUCTIONS: (Where appropriate, follow

Universal.Precautions.)

For use as immersion pre-cleaning instrument decontaminant solution:

« Fill appropriate size container with a sufficient amount of undiluted Cavicide so as to
allow for complete submersion of instruments/objects. Place objects into Cavicide solu-
tion, cover and allow to soak for 10 minutes. Remove and rinse. Follow with appropriate
cleaning and disinfection process. Change solution as needed when the solution

becomes diluted or visibly soiled. ( Critical and semi-critical devices must be fol-
lowed by appropriate terminal sterilization/high level disinfection process. )

For use as instrument pre-transport/pre-clean decontamination spray:

e Place instruments onto or into a suitable container. Thoroughly spray Cavicide solu-
tion onto instruments so as to thoroughly drench all surfaces. Cover instruments and
transport to appropriate cleaning area. Rinse instruments, follow with appropriate clean-

ing and disinfection process. ( Critical and semi-critical devices must be followed
by appropriate terminal sterilization/high level disinfection process. )

For use as instrument/object ultrasonic cleaning solution:

e Thoroughly pre-rinse instruments/objects under running water to remove visible
gross debris. Using 1 ounce Cavicide per liter of water in ultrasonic unit, immerse
instruments/objects into mixed solution and activate ultrasonic unit for 5 minutes or
longer if necessary. Remove instruments/objects and rinse thoroughly. Change solu-
tion as needed. Follow with appropriate disinfection process. ( Critical and semi-criti-

cal devices must be followed by appropriate terminal sterilization/high level dis-
infection process. )

For use as manual instrument/object cleaner:

* Thoroughly pre-rinse dirty instruments/objects under running tap water to remove
visible gross debris. Place pre-rinsed instruments/objects into a solution of 1ounce
Cavicide per liter of ordinary tap water. Scrub objects using a stiff bristle brush until visi-
bly clean. (Objects should be submerged as scrubbed.) Rinse instruments/objects thor-
oughly. Change solution as needed. Follow with appropriate disinfection process.

( Critical and semi-critical devices must be followed by appropriate terminal ster-

ilization/high level disinfection process. )

For use on hair clippers, electric shears:
* While clipper is running, hold it in the downward position and spray undljuted

Cavicide directly onto the blades two or three times so as to thoroughly:wet the blgc»‘o.:,
(Avoid getting the spray on the clipper case or allowing it to run into the‘llmde of tHe "
clipper housing.) Allow to remain wet for 2 minutes before w1p|ng dry with ,a clgan; soft:
cloth. Lubricate as per clipper manufacturer's instru tlogs"' gF ’ ?a
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For cleaning salon implements, shears and barber implements:

» First, spray object so as to thoroughly wet with undiluted Cavicide solution.
Scrub/wipe away visible debris using a soft bristle brush or soft cloth. Immerse pre-
cleaned implements into an undiluted solution of Cavicide for 2 minutes. For tubercu-
locidal activity, allow to soak for 10 minutes at room temperature (69°F). Remove and
wipe dry. No rinsing is necessary. Change solution weekly or more often if solution

becomes visibly soiled.

ENT /IMPLEMENT / SMALL E DEVICE DISINFE N
INSTRUCTIONS: (Where appropriate, follow Universal Precautions)

*** For disinfection of non-critical, pre-cleaned instruments/devices:

» Instruments/device must be thoroughly pre-cleaned to remove excess organic
debris, rinsed and then rough dried. (Clean and rinse the lumens of hollow instru-
ments/devices before filling with solution or before immersion.) Using either a soaking
tray or ultrasonic unit, immerse instruments/devices into undiluted Cavicide solution and
allow to remain submerged for 2 minutes. For tuberculocidal activity, allow 10 minutes

- at room temperature (20°C). Remove and rinse or wipe dry prior to use. Change solu-

tion daily or more often as needed if the solution becomes diluted or visibly soiled.
-critical devic st be followed by appropriate

( cal a
ilization/high level disinfection process. )

*** This product is not to be used as a terminal sterilant / high level disinfectant on any
surface or instrument that (1.) is introduced directly into the human body, either into or
in contact with the bloodstream or normally sterile areas of the body, or (2.) contact
intact mucous membranes but which does not ordinarily penetrate the blood barrier or
otherwise enter normally sterile areas of the body. This product may be used to pre-
clean or decontaminate critical or semi-critical medical devices prior to sterilization /

high level disinfection.

MOLD AND MILDEW: To control mold and mildew on clean, hard surfaces, apply so
as to wet entire surface thoroughly with Cavicide. Allow to air dry after application.
Repeat application in seven days or as necessary to maintain control.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
7
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CAVICIDE EFFECTIVELY KILLS HIV ON PRECLEANED ENVIRONMENTAL SUR-
FACES/OBJECTS PREVIOUSLY SOILED WITH BLOOD/BODY FLUIDS IN HEALTH-
CARE SETTINGS OR OTHER SETTINGS IN WHICH THERE IS AN EXPECTED
LIKELIHOOD OF SOILING OF INANIMATE SURFACES/OBJECTS WITH
BLOOD/BODY FLUIDS, AND IN WHICH THE SURFACES/OBJECTS CAN BE ASSO-
CIATED WITH THE POTENTIAL FOR TRANSMISSION OF HUMAN IMMUNODEFI-
CIENCY VIRUS TYPE 1 (HIV-1) (ASSOCIATED WITH AIDS).

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST
HIV-1 (HUMAN IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF SURFACES/
OBJECTS SOILED WITH BLOOD/BODY FLUID:

Personal Protection: Wear appropriate barrier protectlon such as latex gloves,
gowns, masks or eye coverings.

Cleaning Procedure: Blood and other bodily fluids must be thoroughly cleaned from
surfaces and objects before disinfection with Cavicide.

Contact Time: While the HIV-1 virus is inactivated in 2 minutes, use the recommended
contact time for the disinfection of other organisms listed on this label.

Infectious Materials Disposal: Cleaning materials used that may contain blood or

other bodily fluids should be autoclaved and/or disposed of in accordance with local
regulations for infectious materials disposal.

For product information, please contact our technical service department at
1-800-536-4129 (TOLL FREE).

STORAGE: Store in a cool place.
PESTICIDE DISPOSAL: Dilute with water. Dispose of in ordinary sanitary sewer.

CONTAINER DISPOSAL: Do not redse empty container. Wrap empty container and
place into ordinary trash receptacle.

Cavicide spray bottles are refillable.

Manufactured For:
Micro-Aseptic Products, Inc. » 887 E. Wilmette Rd. ¢ Palatine, IL 60067 USA
’ T -":—. ' . TR
ACCEPTED S .
vith COMMENTS o JUE
o EPA Letter Pated: R .

Revised 9/15/94 NOV "6 Iog5
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Food and Drug Administration

ARR 25 1995 9200 Corporate Boulevard

Rockville MD 20850

Mr. Gregory F. Steil

Manager, Regulatory Affairs/Quality Control
Micro-Aseptic Products, Incorporated

887 East Wilmette Road

Palatine, Illinois 60067

Re: K951123
Trade Name: Cavicide® Surface Disinfectant/Decontaminant
Cleaner
Regulatory Class: Unclassified
Product Code: LRJ
Dated: February 10, 1995
Received: February 24, 1995

Dear Mr. Steil:

We have reviewed your Section 510(k) notification of intent to
market the device referenced above and we have determined the
device is substantially equivalent to devices marketed in
interstate commerce prior to May 28, 1976, the enactment date
of the Medical Device Amendments or to devices that have been
reclassified in accordance with the provisions of the Federal
Food, Drug, and Cosmetic Act (Act). You may, therefore,
market the device, subject to the general controls provisions
of the Act. The general controls provisions of the Act
include requirements for annual registration, listing of
deviges, good manufacturing practice, labeling, and
prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II
(Special Controls) or class III (Premarket Approval) it may be
subject to such additional controls. Existing major
regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 895. A
substantially equivalent determination assumes compliance with
the Good Manuafacturing Practice for Medical Devices: Generail
(GMP) regulation (21 CFR Part 820) and that, through periodic
GMP inspections, FDA will verify such assumptions. Failure to
comply with the GMP regulation may result in regulatory
action. In addition, the Food and Drug Administration (FDA)
may publish further announcements concerning your device in
the Federal Register. Please note: this response to your
premarket notification submission does not affect any
obligation you might have under sections 531 through 542 of
the Act for devices under the Electronic Product Radiation
Control provisions, or other Federal Laws or Regulations.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 - Mr. Steil

This letter immediately will allow you to begin marketing your
device as described in your 510(k) premarket notification. An
FDA finding of substantial equivalence of your device to a
legally marketed predicate device results in a classification
for your device and permits your device to proceed to the
market, but it does not mean that FDA approves your device.
Therefore, you may not promote or in any way represent your
device or its labeling as being approved by FDA. If you
desire specific advice for your device on our labeling
regulation (21 CFR Part 801 and additionally 809.10 for in
vitro diagnostic devices), promotion, or advertising please
contact the Office of Compliance, Promotion and Advertising
Policy Staff (HFZ-300) at (301) 594-4639. Other general
information on your responsibilities under the Act may be
obtained from the Division of Small/ Manufacturers Assistance
at their toll free number (800) 638§-2041 or at (301) 443-6597.

Sincer iy YOMUrs,
Timot Au/gla dwski

Acting |Director

Pilot Division

Office of Device Evaluation

Center for Devices and
Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

7
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510 (K) ROUTE SLIP

510(k) NUMBER K951123 PANEL HO DIVISION DGRD BRANCH

TRADE NAME CAVICIDE SURFACE DISINFECTANT/DECONTAMINANT CLEANER

COMMON NAME

PRODUCT CODE

APPLICANT MICRO-ASEPTIC PRODUCTS, INC.
SHORT NAME MICRASEPPROD
CONTACT GREGORY F STEIL
DIVISION
ADDRESS 887 EAST WILMETTE ROAD
PALATINE, IL 60067

PHONE NO. (708) 358-6303 FAX NO. (708) 358-0634
MANUFACTURER XTTRIUM LABORATORIES, INC,. REGISTRATION NO. 1410853

REDU PRODUCTS

DATE ON SUBMISSION 10-FEB-95 DATE DUE TO 510(K) STAFF 10-MAY-95
DATE RECEIVED IN ODE 24-FEB-95 DATE DECISION DUE 25-MAY-95
DECISION ___ DECISION DATE

22

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 %
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Memorandum
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rom REVIEWER(S) - NAME(S) &M \S)()\C&k lx/la(,(l,\w

Subject 510(k) NOTIFICATION KQS// 2%

)

To THE RECORD

It {s my recommendation that the subject 5S10(k) Notification:

v/// (A) 1Is substantially equivalent to marketed devices.

(B) Requires premarket approval.

NOT substantially

equivalent to marketed devices.

(C) Requires more data.

(D) Other (e.g., exempt by regulation, not a device,

duplicate, etc.)

Addicional Comments:

Is this device subject to Postmarket Surveillance? Yes [] No [Er/

This 510(k) contains: (check appropriate box(es))

[;T/A 510(k) summary of safety and effectiveness, or

[:] A 510(k) statement that safety and effectiveness fnformation

will be made available

[:] The required certification and

The submitter requests under
21 CFR 807.95:%

No Confidentiality
Contidenriniiry Ffor $C davs

Conriouad Confidentialfty
exceeding 90 days

summary for class IXI devices

Predicate Product Code w/panel
and class:

LRY ¥ W clgssit el

Ad@itianal Produst Codefzd
w/Panel {cptilonal):

wm: (A S [ /

" (BRANCH CHIEF)

FINAL REVIEW:

(DIVISION DIRECT?\()

QrpstienNFoONeLUTOA R/ IR STIRE-FOISTATUS@fda.hhs.gov or 301-796-8118 6 /94
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510(k) "SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS (DETAILED)

LEaa IO

- New Deviac bt Caepasccd to
1 AMartctod evioc®

O |

No Do the DUleronocs Altar thc latcadod Yes
Docs New Devioc tlave Saunc Tuaspodic/Nagnedtiddc. ——mr
tadicallon Stalcracna? Ef(oct (m Doddiag, May “Not Substandally
Coadder Impact oa Safdly and Equivaiat”
Dd cominatioa

LY,/CS/ Efloctivanesx)?**
! No
- New Doviex (las New
{atmdad Uic

New Devioc Has Samce [atondod
Ucc and May bc *Subdtantally
Equlvalent”

Descriptve lnformaatioa
about New o Markctod
Device Roquested

r o | Q

Do e New Charnatarisdex YC‘(L

Doc New Dovioc Have Same No Ceuld theNew  yeo
Teduvological Charwdteriatio, Charactorictics Ralsc Now Typa of Safdy ac —
c.g-, Dedgm, Mng,%k_ de? Afloct Safety Ef(ectveness Quatoas?®®

A oc Effcctivences? No

o & SO

Do Accepred Sdantific Mcthods

L No Arc the Dosertpve
-~ ——  Charscteristios Prodse Encagh £t toc Asscsslag Ef{ects of
ta Ensurc Eq o the New Charecterisdes? No
& -
No Arc Pafermance Data Avallabic Arc Perlocmunce Date Avellable Ng
to Asscss Equivalencc? =" to Asscxs Effccts of New
- Chamncterstdes?* = B
Yes i‘
Yes
Perfocmance Per{acmance
Data = - Deta
Roqulced Requlred T
L Pecfacmance Data Danenstontq ~ (/ O Pafocmaace Duta Demoasteate -—\
Zquivalcnec? cs Yes Equdvdaec?
l No ‘ No <

“Substantlally Equivelont®
To @ Octermlnatoa To @

* 510(k) submissions comparc uew devices 10 marketed devices. FUA roquests addiiional infocrmatice d iy cclatioasiip
between marketed and “peedicaie” {pre-Asendmznis o¢ ceclazsified post-Aracadiments} devics s undeas.

" #% This decisicn is nocmally based oa descriptive information atose, but fimited testing, infoanatiofi s tometimes requued.

*** Data cay be ia the S10{K). other S10{k)s; the Ceater's dassification iles, oc the li(crat;cc.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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"SUBSTANTIAL EQUIVALENCE" (SE) DECISION-MAKING DOCUMENTATION
510(k) Number: K951123
Reviewer: ELAINE SCHALK MAYHALL Division/Branch: Pilot/INCB

Manufacturer Name: XTTRIUM LABORATORIES, INC. AND REDU PRODUCTS FOR MICRO-
ASEPTIC PRODUCTS, INC.

Trade Name: CAVICIDE SURFACE DISINFECTANT/DECONTAMINANT CLEANER
Common Name: GENERAL PURPOSE DISINFECTANT

Products To Which Compared: Preamendments (PRE 1976) liquid chemical

germicides.
YES NO

1. IS PRODUCT A DEVICE? X IF NO STOP
2. DEVICE SUBJECT TO 510(K)? X IF NO STOP
3. SAME INDICATION STATEMENT? X IF YES GO TO 5
4. DO DIFFERENCES ALTER THE EFFECT

OR RAISE NEW ISSUES OF SAFETY

OR EFFECTIVENESS? * IF YES STOP > NE
5. SAME TECHNOLOGICAL CHARACTERISTICS? X IF YES GO TO 7
6. COULD THE NEW CHARACTERISTICS

AFFECT SAFETY OR EFFECTIVENESS? * IF YES GO TO 8
7. DESCRIPTIVE CHARACTERISTICS PRECISE IF YES STOP SE

ENOUGH? X IF NO GO TO 10
8. NEW TYPES OF SAFETY OR EFFECTIVENESS

QUESTIONS? * IF YES STOP > NSE
9. ACCEPTED SCIENTIFIC METHODS

EXIST? IF NO STOP > NSE
10. PERFORMANCE DATA AVAILABLE? IF NO REQUEST DATA
11. DATA DEMONSTRATE EQUIVALENCE? * >

* "yeg" responses to 4, 6, 8, and 11, and every "no" response requires an
explanation (see last page).

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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NARRATIVE DEVICE DESCRIPTION

1. INTENDED USE: Cavicide Surface Disinfectant/Decontaminant Cleaner is a
liquid germicidal detergent for use in cleaning, decontaminating, and
disinfecting noncritical instruments and inanimate, non-porous surfaces in
health care facilities.

2. DEVICE DESCRIPTION: Cavicide is a liquid germicidal detergent containing
quaternary ammonium compounds, isopropyl alcohol, and inert ingredients.
This device has fulfilled EPA registration requirements and meets the
criteria of the MOU dated June 4, 1993 between FDA and EPA for liquid
chemical germicides as an intermediate level disinfectant.

Elaine Schalk Mayhall > < )
) 44 /7[/ ?/
LD~

L7

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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MEMORANDUM
DATE:: April 11, 1995

FROM: Elaine Schalk Mayhall, Chemist, Infection Control Devices Branch,
Pilot Division, HFZ-413

SUBJECT: K951123
MICRO-ASEPTIC PRODUCTS, INC. (by XTTRIUM LABS., INC. and REDU
PRODUCTS, INC.)
CAVICIDE SURFACE DISINFECTANT/DECONTAMINANT CLEANER

TO: To the Record

This document was reviewed based on the October 1993 Document, Guidance on the
Content and Format of Premarket Notification [510(K)] Submissions for General
Purpose Disinfectants. The firm supplied data and information that were
acceptable using the checklist (see attached) contained in the guidance
document in accordance with the June 4, 1993 Memorandum of Understanding (MOU)
between FDA and EPA for regulation of Liquid Chemical Germicides Intended for
Use on Medical Devices.

RECOMMENDATION: Based on the checklist review criteria, I recommend a
SUBSTANTIAL EQUIVALENCE determination for this device.

|
Elaine Schalk Mayhall /gj‘ifV\

712195

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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H. Checklist
RECOMMENDED INFORMATION YES NO Il
COVER LETTER [
A. TRADE/PROPRIETARY NAME (¢ v.c,dQ v
B. COMMON/USUAL NAME: GENERAL NA NA
PURPOSE DISINFECTANT
C. CLASSIFICATION NAME: NA NA
UNCLASSIFIED
1, .,D. . ESTABLISHMENT REGISTRATION
540717 NUMBER LISTED (not essential at v
39234 WVLCCl time of 510(k) submission)
E. PRODUCT CODE: IRJ NA NA
F. PANEL: 80 NA " NA
G. Manufacturing Sites ol Ll+Wy v
LABELING
COPIES OF LABELS, LABELING, AND
PROMOTIONAL LITERATURE WITH EPA STAMP
AND LANGUAGE MEETING MOU ~5,,.1} 195S e
REQUIREMENTS. '
EPA REGISTRATION
A. NOTICE OF EPA REGISTRATION v
B. EPA REGISTRATION NUMBER 3§526-1 v
C. DATE OF EPA REGISTRATION &0 /7y
SMDA STATEMENT
A. SUMMARY OF SAFETY & %
EFFECTIVENESS, OR
B. STATEMENT OF SAFETY &
EFFECTIVENESS v

)\) O ’Vt VC\\/ \Si v ( y /’XCL, el (:*

\_Q))\ uv\".\ paus c}-\/(,l/\,t? ,_-Q - 6\\ Y; %
\V\Aéb’\,r»\'\ ‘ 4/! . ~ ‘ A

S A - |
é// 2@‘“/\— ‘ A I Cp{% ’“ P « U\L\/{ﬂ )
. y

e

Y / 1395
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FO|STATUS@fda./hhS.gov or 301-796-8118
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LILOT Evaluacion Scaff Checlklisc
(o Premackec Nociflicacions [510(l)s]

| I
(Aare Yptimi? ! \/C’)/M L
T e—e——— = : "’ o R
Device Trade Name.ta/(;%{% | K A
Submitte I Name: ,//}/f«f/:'*,z,/
\KTT . B
Date, Received: - S
90 Day Due Date: - RGN
Review 9ier {(circle one): 1 2 3
Question Yes No
(;: Is the product a device? ' pd
- [
B- Is the device exempt from 510 (x)> X
cC. Expedited Review Status: Requested by : .
sponsor,
bx.
or identified by PILOT 8tarff
Granted by Ppilot Staff?
D. Has this device been the subject of a 'é}f‘
previous NSE decision?
If ves, does this new 510 (k) address
the NSE Issues(s), €.g., performance
- data?
E. Has the sponsor been the subject of an ;x;
integrity investigation? .
b
If yes, has the ODE Integrlty
Officer given permission to proceed
with the review?
H j
Admlnlqtraflve Reviever fignature: _(?;:ffi‘“h";{ﬁffffg;__nnn___~
-7 v o
Dd' . - 7 B

Fe)

Supervisory Siqnature:___

Date:
-_

-796-8118
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-79
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e Name :

Ty P

m.. TP R B
¥ (. L gt A z“'/!(j;l‘;r v v )
- R A v
[ S ol
Items to Include in the 510 (k) necded aceded,
&
Yes | No | wyssing

Cenocal tnlormation:

4} trede name, b) comson Neme, 7/
[ establicshment Cegletcation ¢ d)} addcezsz of -anv(-cturlng -
cltec, o) davice clacc, () panel, ¢) new device or wod{fication, u 3
h) predicate device(s) tdentilied, () submittects nave and
5%
addrexs .é“ﬂé.ﬁ
e
SHDA requircments: 310Ck) curmary oc ttetoment (any Clazc 7 7> .ﬁgr
devicer sy -
Clacs IIX Cectiflcatlon & Suraary (L€ Clese II]) .
3. Proposzed Labeling:

intere, ¢) tCatement of
pPromotional matecials

%) device and Package labels, b} package vl

ftended ure, d) adverticteamsnte or

Description of device (or @odification) {ncludy

*ngineecing dcavingr, oc

ng dliagrame, Ve
photographs, «nd cervice munualx

Legally macketed equivale
attributes Cocomnended) ¢

calety and effectivenassc

Compacizon Informat{oq (ztaflar

Use,~c) :p-clclc-cloux, d) @ateriale,
anfimal, clinical) data (ac nseded),

Lties and differencer) to Camed Ve
at device(c) (comparlcoa table of

bhould tnclude: o) Labeling, b) fatended
*) pecformance (beach,

£) eanalycic of coaparable

6. BLococnpAt.LbLU.Ly date for all direct ot indirect patieat or
user-coatacting materfalse Per Tripartite oc ISO, oR,
certification of {dentfcal naterfalffocmlation and method of

L sterfilizetion to predicate

7. Ster{lfiration aad sxpiratioa dating informatica: a)

sterflication method, b) Stecility Ascurance Level, ¢) tLype of
‘ packaging, d) pyrogea test «ethaod, «) Et0 cesfduex, ) radlatioa

’ dose, 2} velidation method

01T OF [ ’ y

Software validation & var
analysix, o) Lavoi af con
CectiCicaticon

—_

————

! 9. Alditicnal Jete ang {nfoceat

Staflf cutdance
———

Kie {nfocmatyon

L1fication par fUA guldance: ¢} liazacd l
¢em, ¢} daveloprant dacvosatetion, o} :

{an per devics roaci(le CCRD!PZLOT_ : | l

]
——

! .
. — e — — - _._.r.._hd._—“!._____-ﬁ .-

Specific lisced criteri{a {
Any checks in che lasc (Ne

tefuse

shaded "Hor and checked "Yeo™

are ncccssaqr rfor ALL SUBUIISSJ_O(’

-~
aer o

a1 cach icem chac are @lssing may be highlighced.

eded & HISSING) column fequlres a resubmtisston.

o accept

1-796-8118
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 30
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.
Rockville, Maryland 20850

March 14, 1995

MICRO-ASEPTIC PRODUCTS, INC. 510(k) Number: K951123

887 EAST WILMETTE ROAD Received: 24-FEB-95

PALATINE, IL 60067 Product: CAVICIDE SURFACE

ATTN: GREGORY F. STEIL DISINFECTANT/DEC
ONTAMINANT
CLEANER

The Center for Devices and Radiological Health (CDRH), Office of
Device Evaluation (ODE), has received the Premarket Notification

you submitted in accordance with Section 510(k) of the Federal Food,
Drug, and Cosmetic Act (Act) for the above referenced product.

We have assigned your submission a unique 510(k) number that is cited
above. Please refer prominently to this 510(k) number in any future
correspondence that relates to this submission. We will notify you
when the processing of your premarket notification has been completed
or if any additional information is required.

The Safe Medical Devices Act of 1990 (SMDA), signed on November 28,
states that you may not place this device into commercial distribution
until you receive a letter from FDA allowing you to do so. Although
the traditional timeframes for reviewing 510(k)s has been 90 days,

it is now taking longer. These increasing response times have been
caused by many factors, including a sharp increase in ODE’s workload
and increasingly complex device submissions. During 1992, we received
about 1,500 more total submissions than we did the preceding year.

We are troubled by these increases in response times and are making
every effort to regain predictability in the timing of 510(k) reviews.
Due to the increase in response times, CDRH has established a 510(Kk)
Status Reporting System through which submitters may receive a status
report on their 510(k) submissions(s) as follows:

0 Beginning 90 days after ODE receives your 510(k) submission,
you may begin requesting status information. Submit requests
via fax (301-443-8818) or via mail to:
510(k) Status Coordinator
Division of Small Manufacturers Assistance (DSMA) (HFZ-220)
Center for Devices and Radiological Health, FDA
5600 Fishers Lane
Rockville, Maryland 20857 USA
Because of staff limitations, we cannot answer telephone status
requests.

o 510(k) status requests should include:
(1) submitter’s name and mailing address;
(2) requester’s name, affiliation with the 510(k) submitter,
mailing address, fax number (if applicable), telephone
number, and signature; and

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 &
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(3) 510(k) information, including product name, 510(k) number,
date logged in by ODE (as identified in acknowledgment
letter from ODE), and name of contact person identified
on firm’s 510(k) submission.

Enclosed is a suggested format that you may use to ensure that

you include all of the required information.

o Within three working days after DSMA receives a submitter'’s
status request, DSMA will send the submitter a fax or letter
that includes:

(1) the branch to which the 510(k) has been assigned;

(2) the last action, and date of that action, that CDRH has
taken regarding the 510(k), e.g., logging in an amendment,
preparing a decision letter; and

(3) the position of the 510(k) in the reviewer’s queue.

We request that 510(k) submitters make status inquiries no more
than every four weeks. We do not have the resources to respond
more frequently.

The SMDA also requires all persons submitting a premarket
notification submission to include either (1) a summary of

the safety and effectiveness information in the premarket
notification submission upon which an equivalence determination
could be based (510(k) summary), OR (2) a statement that safety
and effectiveness information will be made available to interested
persons upon request (510(k) statement). Safety and effectiveness
information refers to information in the premarket notification
submission, including adverse safety and effectiveness information,
that is relevant to an assessment of substantial equivalence.

The information could be descriptive information about the new

and predicate device(s), or performance or clinical testing
information. We cannot issue a final decision on your 510 (k)
unless you comply with this requirement.

Although FDA acknowledges that the law provides the 510 (k)
submitter an alternative, FDA encourages 510(k) submitters to
provide a 510(k) statement to FDA and to make their safety and
effectiveness information available to the public, excluding
confidential manufacturing process information, in lieu of submitting
a 510(k) summary to the agency until FDA promulgates a regulation
on the content and format of 510(k) summaries. Since the law
requires that FDA must make the 510(k) summary, or the source of
information referred to in the 510(k) statement, publicly available
within 30 days of making a substantial equivalence determination,
we advise you that we may no longer honor any request for extended
confidentiality under 21 CFR 807.95.

Additionally, the new legislation also requires any person who
asserts that their device is substantially equivalent to a

class III device to (1) certify that he or she has conducted a
reasonable search of all information known, or otherwise available,
about the generic type of device, AND (2) provide a summary
description of the types of safety and effectiveness problems
associated with the type of device and a citation to the
literature, or other sources of information, upon which they have
based the description (class III summary and certification). The

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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description should be sufficiently comprehensive to demonstrate
that an applicant is fully aware of the types of problems to which
the device is susceptible. If you have not provided this class III
summary and certification in your premarket notification, please
provide it as soon as possible. We cannot complete the review of
your submission until you do so.

As of March 9, 1993, FDA has implemented the Good Manufacturing
Practice(GMP) Pre-Clearance Inspection Program for all class III
devices that are being reviewed under the premarket notification
program. A letter of substantial equivalence cannot be sent until
‘the finished device manufacturing site(s) and sterilization sites(s)
as appropriate, have been identified and FDA has determined that
the manufacturer(s) is in compliance with the GMP regulation

(21 CFR Part 820).

Furthermore, the new legislation, section 522(a) (1), of the Act,
states that if your device is a permanent implant the failure of
which may cause death, you may be subject to required postmarket
surveillance. If the premarket notification for your device was
originally received on or after November 8, 1991, is subsequently
found to be substantially equivalent to an Aneurysm Clip,
Annuloplasty Ring, Artificial Embolization Device, Automatic
Implanted Cardioverter Defibrillator System, Cardiovascular
Intravascular Filter, Cardiovascular Permanent Pacemaker Electrode
(Lead), Central Nervous System Fluid Shunt, Coronary Vascular Stent,
Implantable Pacemaker Pulse Generator, Implanted Diaphragmatic/
Phrenic Nerve Stimulator, Intracardiac Patch or Pledget,
Intravascular Occluding Catheter, Replacement Heart Valve, Total
Artificial Heart, Tracheal Prosthesis, Vascular Graft Prosthesis
(less than 6 mm diameter), Vascular Graft Prosthesis

(6 mm or greater diameter), Vena Cava Clip, or Ventricular Assist
Device - Implant, you will be subject to the required postmarket
surveillance and so notified of this determination in your
substantially equivalent letter. (Some of the above listed types
of devices may require a premarket approval application).

This list is subject to change without notification. If you have
any questions as to whether or not your device may be subject to
postmarket surveillance or about this program, please contact the
Postmarket Surveillance Studies Branch at (301) 594-0639.

Please note that the SMDA may have additional requirements
affecting your device. You will be informed of these requirements
as they become effective.

Please remember that all correspondence concerning your submission
MUST be sent to the Document Mail Center (HFZ-401) at the above
letterhead address. Correspondence sent to any address other than
the Document Mail Center will not be considered as part of your
official premarket notification submission. Because of equipment
and personnel limitations we cannot accept telefaxed material as
part of your official premarket notification submission, unless
specifically requested of you by an FDA official.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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If you have procedural or policy questions, please contact the
Division of Small Manufacturers Assistance at (301) 443-6597 or
their toll-free number (800) 638-2041, or contact me

at (301) 594-1190.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and

Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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PREMARKET NOTIFICATION (510(k)) STATUS REQUEST

TO: 510(k) Status Coordinator
Division of Small Manufacturers Assistance (HFZ-220)
Center for Devices and Radiological Health, FDA
5600 Fishers Lane
Rockville, MD 20857
USA
Fax Number: (301) 443-8818

Please provide the status of the 510(k) identified below. Please send the
information to the requester identified in section B by (check one):

fax
mail

A. Sponsor Information:
1. Name of 510(k) sponsor:
2. Sponsor’s mailing address:
B. Requester information:
1. Request name:

equester affiliation with sponsor:
3. Requester mailing address:
4. Request fax number (if applicable):
5. Requester telephone number:
C. 510(k) information:
1. Product name:
2. 510(k) number:
3. Date logged in by Office of Device Evaluation

(ODE) (as identified in acknowledgment letter

from ODE) :
Name of contact person identified on
firm's 510(k) submission:
I certify tﬁéé.iﬁé.éﬁéée 1ﬁformat10n 1é.éééﬁfé£é and truthful to the
g of my knowledge.

A

(Rev:2) Requester signature

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Notification for Cavicide® Surface Disinfectant/Decontaminant Cleaner <

Dear Reviewer:

Micro-Aseptic Products, Inc., in compliance with 21 CFR § 807.81,
Premarket Notification [510(k)] for o

is pleased to submit the
ur general purpose disinfect
Disinfectant/Decontamination Cleaner current

ant Cavicide®
ly manufactured and sol
Protection Agency Registr

d under Environmental
ation Number 38526-1. The Product is “Unclassified” with Product
Code LRJ and Review Panel 80. Throughout this 510(k), Cavicide will be used, rather than
Cavicide® , as it appears on the product label.

Surface

The two manufacturing sites for Cavicide are:
(b) (4)

Our 510(k) submission includes this cover letter and three attachments:

e Attachment 1 contains our most current stamped master label baring the changes as directed
by PR Notice 94-4 and FDA/EPA Memorandum of Understanding, a copy of the Cavicide
bottle label and promotional literature.

e Attachment 11 contains the dated EPA Certification of Registration for Cavicide.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

887 EAST WILMETTE ROAD « PALATINE, ILLINOIS 60067 USA « PH. (708) 358-6303 « FAX (708) 358-0634
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Cavicide® 510(k) Submission
Micro-Aseptic Products, Inc.
February 10, 1995

Page 2 of 2

. Attachment III contains the Safe Medical Devices Act Statement.
Questions or requests for additional information may be directed to the following:
Mr. Gregory F. Steil, Manager
Regulatory Affairs/Quality Control
Micro-Aseptic Products, Inc.
887 East Wilmette Road
Palatine, IL 60067
Telephone: 800-536-4129

Thank you for your attention to our Premarket Notification [510(k)] submission.

Sincerely,
Micro-Aseptic Products, Inc.
, ’

@7/

F. Steil, Manager
Régulatory Affairs/Quality Control

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ATTACHMENT I

Cavicide Label and Promotional Literature

Cavicide 510(k)

Micro-Aseptic Products, Inc.
887 East Wilmette Road
Palatine, IL. 60067

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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< T
2 ¢ Y1 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
éM‘ g WASHINGTON, D.C. 20460
“o\

4751( M

JAN LT 1995
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

Micro-Aseptic Products, Inc.
887 E. Wilmette Road, Suite J
Palatine, IL 60067

Attention: Jack Wagner
President

Subject: cavacide®
EPA Registration No. 38526-1
MOU Compliance Amendment dated October 7, 1994

The amendment referred to above, submitted in connection
with registration under the Federal Insecticide, Fungicide, and
Rodenticide Act, as amended, is acceptable.

The labeling submitted in compliance with PR Notice 94-4 is
acceptable. A stamped copy is enclosed for your records.

If you have any gquestions concerning this letter, please
contact Wanda Mitchell at (703) 305-6141.

Sincerely yours,

éé4§%é%él <7.521444¢;Q/

Walter C. Francis

Acting Product Manager (31)
Antimicrobial Program Branch
Registration Division (7505C)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.goyvYor HetyéRiRadyciable 97‘ ,

% Printed with Soy/Canola Ink on paper that
contains at least 50% recycled fiber
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(FRONT PANEL)
CAVICIDE :
® ] '

OSPITAL DISINFECTANT/ DECONTAMINANT CLEANER ACCEPYED }

SALON/BARBER DISINFECTANT/DECONTAMINANT CLEANER u

VETERINARY DISINFECTANT/DECONTAMINANT CLEANER

CLIPPER BLADE DISINFECTANT/DECONTAMINANT CLEANER JAN 171995

DISINFECTANT/DECONTAMINANT CLEANER et Foderd N

DENTAL DECONTAMINANT/CLEANER Rodeniicide. Act, 35 amonded, for g

ONE-STEP DISINFECTANT/DECONTAMINANT CLEANER E;ff‘,;‘:;sgmdgw \

INSTITUTIONAL DISINFECTANT/DECONTAMINANT CLEANER - : s

MEDICAL DECONTAMINANT/CLEANER ﬁg , j

SURGICAL DECONTAMINANT/CLEANER

SURFACE/INSTRUMENT DISINFECTANT/DECONTAMINANT CLEANER
SURFACE DISINFECTANT/DECONTAMINANT CLEANER
LABORATORY SURFACES DECONTAMINANT CLEANER

SPRAY-ON SURFACE DECONTAMINANT DISINFECTANT

FOR PROFESSIONAL USE

IMMERSION SOLUTION » SURFACE CLEANER/DISINFECTANT « ULTRASONIC SOLUTION
SONIC SOLUTION « SOAKING SOLUTION « PRESOAK SOLUTION « INSTRUMENT SOLUTION
SURFACE SOLUTION ¢ NON-POROUS SURFACE SOLUTION » CLEANER » DISINFECTANT

QACTERICIDAL * VIRUCIDAL * » FUNGICIDAL ¢ TUBERCULOCIDAL"" « PSEUDOMONICIDAL
APHYLOCIDAL

READY TO USE
CONTAINS BIODEGRADABLE DETERGENT

ACTIVE INGREDIENTS:

Diisobutylphenoxyethoxyethy! dimethyl benzy! ammonium chioride ... 0.25%
EY] oY (o oT- Vo) IO OO PO PP PP TIPSR 15.30%
INERT INGREDIENTS L.ootiitiriieieiier e e eseeeeracsssstssssanisesarssss s asss e s tosasses sensanessssstssensassnissnnssessnasans 84.45%
LR O Y- Y E OO OSSO OP PP RRITIPOS 100.00%

KEEP OUT OF REACH OF CHILDREN

CAUTION

PRECAUTIONARY STATEMENTS: Harmful to Humans and Domestic Animals.

AVOID CONTAMINATION OF FOOD. MAY CAUSE EYE IRRITATION. AVOID DIRECT CONTACT WITH EYES. IN
CASE OF DIRECT EYE CONTACT, IMMEDIATELY FLUSH EYES WITH PLENTY OF WATER FOR AT LEAST 15
MINUTES. IF IRRITATION PERSISTS, SEEK MEDICAL ATTENTION. N

NET CONTENTS: 1 U.S. GALLON /3.785 Liters (NET WEIGHT 8.22 Ibs / 3.73 kg) “ees
MICRO-ASEPTIC PRODUCTS, INC. AT
887 E. WILMETTE ROAD « PALATINE, IL 60067 USA : sertel
EPA REG. NO. 38526-1  EPA EST. NO. 39234-WV-001 REORDER NO: CO4-128 Pt L

.
PN

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81'18: ' Q@
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(LEFT PANEL)

CAVICIDE

NON STAINING
NON CORROSIVE
NON IRRITATING
NO DILUTION
READY TO USE
NO TOXIC FUMES

EFFECTIVE AGAINST:
» Staphylococcus aureus
« Pseudomonas aeruginosa
» Salmonella choleraesuis
 Mycobacterium tuberculosis var: bovis (BCG)**
« Trichophyton mentagrophytes
* Aspergillus niger
» Herpes simplex virus type 1 and 2 *
e Poliovirus type 1 and 2 *
» Coxsackievirus *
» Human Immunodeficiency Virus (HIV-1) (AIDS virus) *
* Mold and Mildew

( * on inanimate surfaces)
(** in ten minutes at room temperature (20°C) )

DIRECTIONS FOR USE: It is a violation of U.S. Federal law to use this product in a
manner inconsistent with its labeling.

DESCRIPTION:

Cavicide is a multi-purpose, broad spectrum, ready to use, highly effective cleaner and
disinfectant for use on the surfaces of inanimate objects. It is especially useful in hospi-

tal operating rooms, emergency departments, isolation areas, neonatal units, dental
operatories, surgical suites, animal care facilities, beauty salons, salon settings, mani-

cure salons, skin care salons, barber shops, bathrooms, tanning salons, out-patiént

surgical centers, daycare centers, schools, ambulances, police and fire vehicles; 'pm-

sioner detention facilities,jails,prisons, morgues, cadaver processing areas, funeral seeses
homes, cadaver cavities, patient care areas, laboratories, food preparation areas, stor- S
age areas, health club facilities, and other critical care areas where env:ronmental con-*

trol of cross contamination is important. ¢ ceias

'R

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118" %
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Safe for cleaning/decontamination of delicate medical/dental/surgical/salon/bar-
ber/veterinary/environmental/equipment/implements and instrumentation. Cavicide
will effectively clean and disinfect, when used as directed, such items as: infant incuba-
tors and bassinets, infant care cribs and warmers, infant/child care equipment surfaces,
oxygen hoods, anesthesia machines and respiratory therapy equipment surfaces, oper-
ating room tables and lights, laboratory equipment and surfaces, physical therapy (PT)
equipment surfaces, neck brace appliances and cervical collars, whirlpoot tanks, hydro-
therapy equipment and tanks/hot tubs, stretchers, spine/back boards, ambulance egi-
upment surfaces, jacuzzis, mayo stands, countertops, toilets, sinks, refrigerator units,
floors, walls, handrails, door knobs, bed railings, bathing units, bath tubs, shower stalls,
cabinets, shampoo bowls, manicure tables, chairs, workstations, nail/hair care imple-
ments, tanning beds, hair dryers, telephones, diaper changing stations, baby cribs, hair
clippers, shears, razors, hair cutting implements, clipper blades, salon surfaces, scis-
sors, combs, brushes, manicure implements, washable nail files, hair rollers, animal
cages, veterinary care surfaces, dental operatory surfaces, dental countertops, dental
chairs, unit stools, light lense covers, curing lights, and other inanimate surfaces,
including those made of plastics (such as: polycarbonate, polyvinylchloride, polypropy-
lene and polystyrene), weight lifting sufaces, non-porous vinyl and upholstery, stainless
steel, painted surfaces, plexiglas, glass, and other hard non-porous surfaces.

APPLICATIONS:
SURFACES: (Where appropriate, follow Universal Precautions.)

For disinfecting non-critical devices/medical equipment and other surfaces:

» Spray/apply Cavicide directly to surface, thoroughly wetting area to be disinfected.
(**** Visibly soiled surfaces should be pre-cleaned.) Allow surface to remain wet for 2
minutes. ( FOR TUBERCULOCIDAL ACTIVITY: Allow surface to remain wet for 10
minutes at room temperature (20°C).) Follow by wiping surface with a fresh, clean,
paper or cloth towel; or rinse and either allow surface to air dry or wipe rinsed surface
dry using a fresh, clean, paper or cloth towel. Discard towel.

» Cavicide completely inactivates the HIV-1 (AIDS virus) on hard, non-porous surfaces
in the presence of a moderate amount of organic soil (5% blood serum) with a contact
time of 2 minutes at room temperature (20-25°C).

**** For pre-cleaning visibly soiled medical equipment and other surfaces....

prior to disinfection: Teeen .
* Apply Cavicide directly to surface. Allow to remain wet for about 30 seconds. Wipe v
surface clean using a clean paper or cloth towel or rinse surface and either wipgdry or ...«

. +

allow to air dry. Discard dirty towel. PR

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 ﬁ
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INSTRUMENT/IMPLEMENT CLEANING INSTRUCTIONS: (Where appropriate, follow
Universal Precautions.)

For use as immersion pre-cleaning instrument decontaminant solution:

« Fill appropriate size container with a sufficient amount of undiluted Cavicide so as to
allow for complete submersion of instruments/objects. Place objects into Cavicide solu-
tion, cover and allow to soak for 10 minutes. Remove and rinse. Follow with appropriate
cleaning and disinfection process. Change solution as needed when the solution
becomes diluted or visibly soiled. ( Critical and semi-critical devices must be fol-

Jowed by appropriate terminal sterilization/high level disinfection process. )

For use as instrument pre-transport/pre-clean decontamination spray:

« Place instruments onto or into a suitable container. Thoroughly spray Cavicide solu-
tion onto instruments so as to thoroughly drench all surfaces. Cover instruments and
transport to appropriate cleaning area. Rinse instruments, follow with appropriate clean-
ing and disinfection process. ( Critical and semi-critical devices must be followed

by appropriate terminal sterilization/high level disinfection process. )

For use as instrument/object ultrasonic cleaning solution:

» Thoroughly pre-rinse instruments/objects under running water to remove visible
gross debris. Using 1 ounce Cavicide per liter of water in ultrasonic unit, immerse
instruments/objects into mixed solution and activate ultrasonic unit for 5 minutes or
longer if necessary. Remove instruments/objects and rinse thoroughly. Change solu-
tion as needed. Follow with appropriate disinfection process. ( Critical and semi-criti-

cal devices must be followed by appropriate terminal sterilization/high level dis-
infection process. )

For use as manual instrument/object cleaner:

s Thoroughly pre-rinse dirty instruments/objects under running tap water to remove
visible gross debris. Place pre-rinsed instruments/objects into a solution of 1ounce
Cavicide per liter of ordinary tap water. Scrub objects using a stiff bristle brush until visi-
bly clean. (Objects should be submerged as scrubbed.) Rinse instruments/objects thor-
oughly. Change solution as needed. Follow with appropriate disinfection process.

( Critical and semi-critical devices must be followed by appropriate terminal ster-
ilization/high level disinfection process. )

For use on hair clippers, electric shears: R

e While clipper is running, hold it in the downward position and spray undiluted ..
Cavicide directly onto the blades two or three times so as to thoroughly wet thé-blades.
(Avoid getting the spray on the clipper case or allowing it to run into the inside of the
clipper housing.) Allow to remain wet for 2 minutes before wiping dry with a cleatr,'soft .

cloth. Lubricate as per clipper manufacturer's instructions. oo

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 18
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For cleaning salon implements, shears and barber implements:

» First, spray object so as to thoroughly wet with undiluted Cavicide solution.
Scrub/wipe away visible debris using a soft bristle brush or soft cloth. Immerse pre-
cleaned implements into an undiluted solution of Cavicide for 2 minutes. For tubercu-
locidal activity, allow to soak for 10 minutes at room temperature (69°F). Remove and
wipe dry. No rinsing is necessary. Change solution weekly or more often if solution
becomes visibly soiled.

INSTRUMENT / IMPLEMENT / SMALL OBJECT / DEVICE DISINFECTION
INSTRUCTIONS: (Where appropriate, follow Universal Precautions)

*** For disinfection of non-critical, pre-cleaned instruments/devices:

¢ Instruments/device must be thoroughly pre-cleaned to remove excess organic
debris, rinsed and then rough dried. (Clean and rinse the lumens of hollow instru-
ments/devices before filling with solution or before immersion.) Using either a soaking
tray or ultrasonic unit, immerse instruments/devices into undiluted Cavicide solution and
allow to remain submerged for 2 minutes. For tuberculocidal activity, allow 10 minutes
at room temperature (20°C). Remove and rinse or wipe dry prior to use. Change solu-
tion daily or more often as needed if the solution becomes diluted or visibly soiled.

( Critical and semi-critical devices must be followed by appropriate terminal ster-
ilization/high level disinfection process. )

*** This product is not to be used as a terminal sterilant / high level disinfectant on any
surface or instrument that (1.) is introduced directly into the human body, either into or
in contact with the bloodstream or normally sterile areas of the body, or (2.) contact
intact mucous membranes but which does not ordinarily penetrate the blood barrier or
otherwise enter normally sterile areas of the body. This product may be used to pre-
clean or decontaminate critical or semi-critical medical devices prior to sterilization /
high level disinfection.

MOLD AND MILDEW: To control mold and mildew on clean, hard surfaces, apply so
as to wet entire surface thoroughly with Cavicide. Allow to air dry after application.
Repeat application in seven days or as necessary to maintain control.

mmmmm

\\\\\

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8 18 a
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CAVICIDE EFFECTIVELY KILLS HIV ON PRECLEANED ENVIRONMENTAL SUR-
FACES/OBJECTS PREVIOUSLY SOILED WITH BLOOD/BODY FLUIDS IN HEALTH-
CARE SETTINGS OR OTHER SETTINGS IN WHICH THERE IS AN EXPECTED
LIKELIHOOD OF SOILING OF INANIMATE SURFACES/OBJECTS WITH
BLOOD/BODY FLUIDS, AND IN WHICH THE SURFACES/OBJECTS CAN BE ASSO-
CIATED WITH THE POTENTIAL FOR TRANSMISSION OF HUMAN IMMUNODEFI-
CIENCY VIRUS TYPE 1 (HIV-1) (ASSOCIATED WITH AIDS).

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST
HIV-1 (HUMAN IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF SURFACES/
OBJECTS SOILED WITH BLOOD/BODY FLUID:

Personal Protection: Wear appropriate barrier protection such as latex gloves,
gowns, masks or eye coverings.

Cleaning Procedure: Blood and other bodily fluids must be thoroughly cleaned from
surfaces and objects before disinfection with Cavicide.

Contact Time: While the HIV-1 virus is inactivated in 2 minutes, use the recommended
contact time for the disinfection of other organisms listed on this label.

Infectious Materials Disposal: Cleaning materials used that may contain blood or
other bodily fluids should be autoclaved and/or disposed of in accordance with local

regulations for infectious materials disposal.

For product information, please contact our technical service department at
1-800-536-4129 (TOLL FREE).

STORAGE: Store in a cool place.

PESTICIDE DISPOSAL.: Dilute with water. Dispose of in ordinary sanitary sewer.
CONTAINER DISPOSAL: Do not reuse empty container. Wrap empty container and
place into ordinary trash receptacle.

Cavicide spray bottles are refillable.

Manufactured For:
Micro-Aseptic Products, Inc. » 887 E. Wilmette Rd.  Palatine, IL 60067 USA -

......

nnnnnn

‘‘‘‘‘‘

Revised 9/15/94

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 Ea
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Cav Gal. PSS (Redi) 9.94 9/15/94 9:51 PM Page 1

* Non Staining * Non Corrosive * Non |ritating

® [ J
CaVlClde ® * No Dilution * Ready to Use » No Toxic Fumes

EPA REG NO: 38526-1 EPA EST NO: 39234-WV-001 REORDER NO: CO4-128

EFFECTIVE AGAINST: « Staphylococcus auraus » Pseudomonas seruginosa * Saimonella cholsraesuis
Mycobacterium tubsrculosis var: bovis (BCG)** » Trichophyton mentagrophytes « Aspergilius niger » Herpes simplex
virus type 1 and 2° + Poliovirus type 1 and 2* » Coxsackievirus® + Human immunodeliciency Virus (HIV-1) (AIDS virus)" »
Moid and Mikdew
(" on inanimate surfaces ) (** in ten minutes a! room temperature (20°C))
DIRECTIONS FOR USE:

1t is a violation of U.S. Federal law to use this product in a manner inconsistent with its labeiing.

DESCRIPTION: Cavicide is a multi-purpose, broad specirum, ready o use, highly eifective cleaner and disinfsctant for use on
the surfaces of inanimate objects. It is especially uselul in hospital operating rooms, smergency departments, isolation arsas,
neonatal units, dental operatories, surgical suites, animal care faclities, oul-patient surgical centers, ambutances, paten care
areas, isboratories, and other critical care areas where environmental control of cross contamination is important.

Sale for cleaning/decortaminetion of equipment and instrumentation. Cavicide will clean and disinfect such Rems as: infant care
squipment surfaces, anesthesia machines and respiratory therapy equipment surfaces, operating room tables and lights, labora-
fory surfaces, dental operatory surfaces. light lense covers. and other inanimate surfaces, including those mads of plastics (such
as: polycarbonate, polyvinyichioride, polypropylene and polystyrene), non-porous viny! and uphoistery, stainless Steel, painted
surtaces, plexiglas, glass, and other hard non-porous surtaces.

APPLICATIONS:
SUBREACES: (Where appropriate, follow Universal Precautions.)

For disinfecting non-critical devices/medical equipment and other surfaces:
*  Apply Cavicide directly 10 surface. thoroughly wetting area 1o be disinfected. (*™* Visibly solled surfaces should be pre-

cleaned) Alow surface o remain wet for 2 minutes. (For Tuberculocidal Activity: Allow surface 1o remain wet for 10 minutes at
foom temperature {20°C).) FoBow by wiping surface with a iresh, clean, paper or cloth towel. Discard towsl. * Cavicide
completely inactivates the HIV-1 {AIDS virus) on hard, non-porous surfaces in the presence of a moderate amount of
?rqanic csoil (5% blood serum) with a contact time of 2 minutes at room tempaerature

20-25°C).

e Forpr.-cloanmg visibly solled medical equipment and other surfaces prior to disinfection:
*  Apply Cavicide directly 10 surface. Allow 10 remain wet for about 30 seconds. Wipe surface clean using a clean paper or
cloth towel. Discard dirty towel.

INSTRUMENTS: (Wnere appropriate, foliow Universal Precautions)

For use as immersion pre-ciaaning instrument decontaminant solution:
. Flapprop:iausizomahorwihasuﬂciunmdmeaviddesoasmaloﬂorchmbnd
W.MMHoWM.mWMbMMIOM&Rmmm.FMM
appropriate disinfection process. solution as needed when it becomes dikuted or visbly

’.-.'.—

For use s.lns(rumom pre-tnmpoﬂlpn—dm decontamination spray:

¢ Place nstruments into 2 Suitable contaner. Thoroughly spray Cavicide solution onto instruments so as to thoroughly
drench gll sudaces‘. Cover instruments and transport 1o appropriate cleaning area. Rinse instruments, follow with
appropriate cleaning and disinfection process. { Critical and s : Dy by, 20 b

ca\

SURFACE DISINFEC

BACTERICIDAL » VIRU(
READY TO USE - CON

ACTIVE INGREDIENT:
Diisobutylphenoxyetho;
benzyl ammonium chio
Isopropanoi..................
INERT INGREDIENTS

KEEP OUT ¢

PRECAUTIONARY STATEN
AVOID CONTAMINATION OF F
CONTACT WITH EYES. IN CAS

EYES WITH PLENTY OF WA
PERSIST:

MRQ@ Proocs

Net Contents
1 U.S. Gallon / 3.785 Liter:
{Net Weight 8.22 Ibs. / 3.73 kg.)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs. % 301-796-8118
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.
'icide.

ANT / DECONTAMINANT CLEANER

IDAL* ¢ FUNGICIDAL « TUBERCULOCIDAL™
TAINS BIODEGRADABLE DETERGENT

sethyl dimethyl

BB oo eeereeeseesssmessessmsens s N 0.25%

........................................................... 15.30%

........................................................... 84.45%
100.00%

.........................................................

)F REACH OF CHILDREN
CAUTION

ENTS: Harmfu! to Humans and Domestic Animais.
)OD. MAY CAUSE EYE IRRITATION. AVOID DIRECT
: OF DIRECT EYE CONTACT, IMMEDIATELY FLUSH
I'ER FOR AT LEAST 15 MINUTES. IF IRRITATION

. SEEK MEDICAL ATTENTION.
TS, INC
A BARCODE

w

For use as instrumentiobject ultrasonic cleaning solution:
. Mmmmmmm:mhgmorbmvmmm.um1mmw
Her of waler, immerse instrumants/objects into mixed soiution and aclivale unit for S minutes or konger i necessary.
Remove i jocts and ri mm.mmummmmoﬂmm.

il 1M da. g DO J et IO

1. WA A

Al it

.

-

For use ss manual instrumentiobject cleaner:
¢ MmmmWMWmmmarmvsbhmm. Piace pre-rinsed nstrv-
ments/objects nto 8 solution of 1 ounce Cavicide per liler of ordinary tap water. Scrub objects using a stifl bristle brush
until visdly clean. (Objects should ba submerged as scrubbed.) Rinse instruments/objects thoroughly. Change solution as
neaded. Follow with appropriate disinjection process.{ Critical and semicrl levices it be folk norooriat

[ owed D

ummtmmmmmmmm“mmwmmmmnmmwuzwma
Fornbmubddnlauwiy.dbwwnhmsuroomlmmm(zo‘cy Remove and rinse of wipe dry priof to use. Change
sohﬁondaiyormoimnsmmdlmsoumbocamsmodor isbly soiled. { Critical and semi-critical deyices must

.., Il N ’

£2.%

. Bt

"'mbptududbnouobeMslwwmlwhwwmwmwwmormmmb
lmmmmommm,mmummwmmmmamymﬂdm

’ .
enter normally sterlie areas of the body. This product may be used o pre-ciesn or decontaminate critical or sembcritical
medical devices prior to sterllization / high level disinfection.

NOLD AND MILDEW: To control moki and mildew on clean, hard suriaces, apply $0 as 10 wet entire surface

thoroughly with Cavicide. Allow to air dry after application. Repeat application in seven days or as necessary {0
CAVICIDE EFFECTIVELY KILLS HIV ON PRE-CLEANED ENVIRONMENTAL SURFACES/OBJECTS PREVIOUSLY SOILED
WITH BLOOOVBODY FLUIDS IN HEALTHCARE SETTINGS OR OTHER SETTINGS IN WHICH THERE IS AN EXPECTED
LIKELIHOOD OF SOILING OF INANIMATE SURFACES/OBJECTS WITH BLOOOYBODY FLUIDS, AND IN WHICH THE SUR-
EACES/OBJECTS CAN BE ASSOCIATED WITH THE POTENTIAL FOR TRANSMISSION OF HUMAN IMMUNQDEFICIENCY
VIRUS TYPE-1 (HIV-1) { ASSOCIATED WITH AIDS;.

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HIV-1 (HUMAN IMMUNODEFICIENCY
VIRUS OR AIDS VIRUS) OF SURFACES/OBJECTS SOILED WITH BLOOD/BODY FLUID: » Personal Protection: Wear
appmprhteburbrprdodbnswhashtexgbves.goms.nnslsormmﬁ\gs. « Cleaning Procedure: Blood and other
bodyﬂubsmslbehomﬂdemedﬁansudxaswobiodsbdmdsdmmm. « Contact Time: Whie
the HIV-1 virus is inactivated in 2 minutes, use the recommended contact time for the disinfection of other organisms sted on
this iabel. » infectious Materials Disposal: Cleaning materials used that may contain biood or other bodily fluids should be
autociaved and/or disposed of in accordance with local reguiations for infectious matecials disposal.

For product information, please contact our technical service department at 1-800-536-4129 (TOLL FREE).

STORAGE: Store in a cool place. PESTICIDE DISPOSAL: Diiute with water. Dispose of in ordinary sanitary sewer. CONTAIN-
ER DISPOSAL: Do not reuse empty container. Wrap conrtainer and piace into ordnary trash receptacie.

Manulactured For: Micro-Aseptic Products, Inc. « 887 E. Wilmette Rd. « Palatine, IL 50067 USA R9409

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTAT a.hhs.gov or 301-796-8118
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Note: We have submitted a one gallon bottle label, the text for our other container types and
sizes is not different from the required information on this label. Final printed labels of all

sizes will be made available upon request.

4 /.
7 ‘*’f’
Signed: _ // 7 / (.

Gre’gpﬁ F. Steil, R.S.
Manager of Regulatory Affairs

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

\
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cavicide.

** \firucidal * Bactericidal ® Fungicidal * Tuberculocidal

REeapy To UsE!

EPA REG. NO. 38526-1

New Use;

INSTRUMENT
DECONTAMINANT
SOLUTION™*

Helps provide fast, effective
instrument decontamination prior to
terminal sterilization / high level disinfection.

e Reduces bioburden on instruments prior to the handling, packaging, and terminal
sterilization/high level disinfection process.

e Helps prevent protein matter, blood and other organic debris from coagulating on
instrument surfaces and in cracks and crevices.

e Either spray undiluted solution directly onto untouched instrument surfaces or
immerse dirty instruments into undiluted Cavicides solution.

* Free rinsing, Cavicide. leaves no unwanted residue.

e Cavicide. is available as: 8 ounce liquid spray, 24 ounce liquid spray, 1 gallon liquid pour
bottle, and 5 gallon liquid container w/spigot.

** FOLLOW LABEL INSTRUCTIONS.

Distributed By: Manufactured By:

/V‘Rq@ PFICJDUCTS, INC.

SEPTIC / pROVIDING ANTIMICROBIAL PRODUCTS
FOR THE HEALTH CARE INDUSTRY

PALATINE, ILLINOIS 60067 USA

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FORST rferaigfiag. 19ad JQHbFRFE7deB8R 64129 %9/
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ATTACHMENT I

EPA Registration Information

Cavicide 510(k)

Micro-Aseptic Products, Inc.
887 East Wilmette Road
Palatine, IL. 60067

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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\(€0 STq,
R 6‘\9

: M UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
:\W7 ¢ WASHINGTON, D.C. 20460
%, S
4l‘L Pnoﬁ’fo
OFFICE OF
PREVENTION, PESTICIDES AND
TO WHOM IT MAY CONCERN: TOXIC SUBSTANCES

I, Marshall Swindell, Acting Product Manager 31, Antimicrobial
Program Branch, Registration Division, Office of Pesticide
Programs, Office of Pesticides and Toxic Substances, U.S.
Environmental Protection Agency, do hereby certify that the
pesticide product listed below is currently registered with this
Agency under the Federal Insecticide, Fungicide, and Rodenticide
Act, as amended, that the labeling attached are true, correct, and
compared copy of the correspondence of record, and that the
products may be sold and marketed in the United States of America
for the uses indicated on the label.

The product registrations listed below have been issued to:

Name and Adress of Company

Micro-Aseptic Products, Inc.
887 East Wilmette Rd.
Palatine, IL 60067

EPA Registration No. Name of Product

38526-1 CAVICIDE

IN WITNESS WHEREOF

I have hereunto set my hand and
affixed the seal of the U. S.
Env1ronmental Protegtion Agen

this (67 ) of (Jn )AD/7

W sold/ Atineet

Marshall Swindell

Acting Product Manager (31)
Antimicrobial Program Branch
Registration Division (H7505C)

XY Recycled/Recyclable

nola Ink on paper thal

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs. @@3@1‘2&3{&?’(@: e rocycion i
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ATTACHMENT I

Safe Medical Devices Act Summary

Cavicide 510(k) Summary

Micro-Aseptic Products, Inc.
887 East Wilmette Road
Palatine, IL 60067

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 %Z’)
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510(k) Summary
Safe Medical Devices Act Summary

Cavicide® Surface Disinfectant/Decontaminant Cleaner

L Preparation Date and Submitter’s Contact Point
This 510(k) summary was prepared on February 10, 1995 and is submitted by:

Mr. Gregory F. Steil, Manager
Regulatory Affairs/Quality Control
Micro-Aseptic Products, Inc.
887 East Wilmette Road
Palatine, IL 60067
ph: 708-358-6303

11 Statement of Intended Use

Cavicide is a general purpose disinfectant intended for use in cleaning,
decontaminating, and disinfecting equipment surfaces and non-critical instruments in
hospitals, laboratories, and other critical care areas where environmental control of
cross contamination is important.

II.  Description and Overview of Cavicide Efficacy and Safety

Cavicide is a proprietary liquid formulation of isopropyl alcohol, quaternary
ammonium salt/biodegradable detergents and sequestering agents used in spray-on and
soak applications for the decontamination of instruments prior to terminal sterilization/
high-level procedures and disinfection of equipment surfaces used in medical, dental,
ophthalmological, and other health care environments. It is a single container
disinfectant with a clear, pale-straw color and a slight alcohol odor.

In standard AOAC or EPA laboratory tests, Cavicide has proved biocidal effectiveness
against the following microorganisms:

Mycobacterium bovis BCG Poliovirus 1 & 2
Pseudomonas aeruginosa Coxsackie virus

Salmonella choleraesuis Candida albicans
Staphylococcus aureus Aspergillus niger

Human Immunodeficiency virus Trichophyton mentagrophytes
Herpes simplex 1 & 2 viruses Mold and Mildew organisms

Cavicide 510(k) Summary
Page 1 of 4

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Cavicide 510(k) Summary Continued

Laboratory tests as outlined in [Product Performance Criteria (Subdivision G
Guidelines and DIS/TSS Efficacy Data Requirements)] were performed.

TB Studies

A Quantitative Suspension Test for Determining Tuberculocidal Activity of Micro-Aseptic
Products’ Liquid Disinfectant, Cavicide (10 minutes) Southern Research, June 19, 1991

Cavicide Hospital Disinfectant/Cleaner vs. Mycobacterium bovis BCG in a Rate of Kill
Suspension Test (S Minutes) MicroChem Laboratories, February 22, 1994

AOAC Tuberculocidal Test for Cavicide Against Mycobacterium bovis BCG with 5% soil load
(10 minutes) Shaldra Biotest, September 21, 1985

AOAC Confirmative Tuberculocidal Activity of Cavicide Hospital Disinfectant/Cleaner
(5 minutes) MicroChem laboratories, July 19, 1994

Bacteriocidal Studies

Bactericidal Activity of Cavicide Hospital Disinfectant/Cleaner in a Stainless Steel Cylinder Test
and Suspension - MicroChem Laboratories, January 18, 1994

The Evaluation of the Efficacy of Micro-Aseptic Products, Inc. compound Cavicide against
Pseudomonas aeruginosa. (10 minutes) Viromed Laboratories, November 9, 1993

Cavicide vs. Pseudomonas aeruginosa in the AOAC Germicidal Spray Products Test
(2 minutes) MicroChem Laboratories, January 3, 1995

Cavicide vs. Staphylococcus aureus in the AOAC Germicidal Spray Products Test
(2 minutes) MicroChem Laboratories, January 9, 1995

AOAC Use Dilution for Cavicide Against Salmonella choleraeraesuis, Staphylococcus aureus,
Pseudononas aeruginosa with 5% soil load. (10 minutes) Shaldra Biotest, July 22, 1985

The Evaluation of the Efficacy of Micro-Aseptic Products, Inc. compound Cavicide
Staphylococcus aureus. (10 minutes) Viromed Laboratories, May 24, 1993

Cavicide vs. Salmonella choleraesuis in the AOAC Germicidal Spray Products Test.
(2 minutes) MicroChem Laboratories, January 18, 1995

The evaluation of the Efficacy of Micro-Aseptic Products, Inc. Compound Cavicide against
Salmonella choleraesuis. (10 minutes) Viromed Laboratories, May 27, 1993

Cavicide 510(k) Summary
Page 2 of 4

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Fungicidal

AOAC Fungicidal Test using Trichophyton mentagrophytes with 5% soil (2 minutes) Shaldra
Biotest, June 29, 1985

Cavicide Hospital Disinfectant/Cleaner vs. Aspergillus niger in a Stainless Steel Cylinder Use
Dilution Test and in Suspension MicroChem Laboratories, April 21, 1994

Fungicidal Activity of Cavicide Hospital Disinfectant/Cleaner in a Stainless Steel Cylinder Use
Dilution Test and in Suspension (Candida albicans, Trichophyton mentagrophytes)
(10 minutes) MicroChem Laboratories, January 24, 1994

Virucidal

The effectiveness of Cavicide disinfectant to inactivate Coxsackie BSA virus, Polio virus I and II
(2 minutes) Integrity Bioservices, Inc., December 19, 1989

Virucidal Efficacy of Micro-Aseptic Products, Inc.’s Cavicide against the Human
Immunodeficiency Virus (2 minutes) Southern Research, July 14, 1992

Virucidal Efficacy of Cavicide Against Herpes Simplex Virus Type I
(undiluted-immersion) (30 seconds) Gibraltar Biological Laboratories, Inc., July 6, 1984

Virucidal Efficacy of Cavicide Against Herpes Simplex Virus Type I
(undiluted spray method) (30 seconds) Gibraltar Biological Laboratories, July 31, 1984

Virucidal Efficacy of Cavicide Against Herpes Simplex Virus Type II
(undiluted-immersion) (30 seconds) Gibraltar Biological Laboratories, July 31, 1984

Virucidal Efficacy of Cavicide Against Herpes Simplex Virus Type II
(undiluted spray method) (30 seconds) Gibraltar Biological Laboratories, July 31, 1984

Cavicide has not passed the AOAC Sporicidal test and is therefore not suited for use
as a terminal disinfectant on semi-critical or critical instruments.

Cavicide is essentially non-toxic in acute exposures to humans and animals: The oral
LDs, is greater than 5.0 g/Kg body weight in rats, and the dermal LDs, is greater than
2.0 g/Kg in rabbits. Cavicide showed no dermal irritation in rabbits, but mild,
reversible eye irritation was observed in unrinsed rabbit eyes 7 days after exposure.

Together, these results indicate that Cavicide is safe for use as a general purpose
disinfectant with only routine safety precautions during use. Exposure to any Cavicide
residues remaining after use are of no concern for adverse effects.

Cavicide 510(k) Summary
Page 3 of 4

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Toxicity and irritation data were obtained from the following studies.

e Final Report. Acute Oral Toxicity of Cavicide Disinfectant Cleaner in Sprague-
Dawley Rats - American Standards Bioservices Corporation, May 23, 1986

e Cavicide Disinfectant Cleaner Primary Dermal Irritation in Rabbits.
American Standards Bioservices Corporation, September 18, 1986

e Final Report. Acute Dermal Toxicity Study of Cavicide on New Zealand Albino

Rabbits
American Standards Bioservices Corporation, June 6, 1986

e Cavicide Disinfectant Cleaner Primary Eye Mucosa Irritation in Rabbits
American Standards Bioservices Corporation, September 25, 1986

1V.  Cavicide Substantial Equivalence

Cavicide is a general purpose disinfectant based on its being assigned an EPA
registration number and on its demonstrated efficacy in the required standardized tests.
Cavicide is equivalent to general purpose disinfectants that rely on a combination of
active ingredients for their efficacy.

V. Conclusions

Results of safety and efficacy testing indicate that Cavicide is non-toxic to humans and
animals in acute exposures and is effective in killing the microorganisms associated
with infection and contamination of inanimate, hard surfaces. Cavicide is not intended
for use as a terminal sterilant/high-level disinfectant for medical devices, although it
may be used to preclean or decontaminate critical or semi-critical medical devices
prior to sterilization.

Oy/f : VSteil,'Managger, Regulatory Affairs
Mi€rd-Aseptic Products, Inc.

/

%//{ s
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Cavicide 510(k) Summary
Page 4 of 4
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118





