Attachment 1
High Level Disinfection Procedure:
Equipment and Ortho-phthalaldehyde 0.55% (OPA) Solution
Handling and Usage

Purpose: All high-level disinfectants are utilized in a safe and effective manner
to promote employee safety and provide safe instruments for patient
care.

Note: Contact with OPA Solution may stain skin or clothing. If the solution
contacts skin, wash with soap and water for a few minutes. The stain should
disappear within 1 — 2 days. Solution may also stain equipment, and
environmental surfaces such as walls, floors and countertops.
Whitening toothpaste may be used to remove environmental staining.

Equipment
OPA solution Fluid resistant gown
OPA test strips Mask with eye shield
Test Strip Log Timer
Whitening toothpaste Soaking tray
Enzymatic detergent

PROCEDURE STEPS KEY POINTS
Each staff member who uses OPA wiill See attached OPA Competency Skills
complete the OPA Solution Competency Skill Checklist
Checklist and training prior to OPA usage
1. Puton personal protective equipment PPE must be worn when working with this
(PPE) - fluid resistant gown, face chemical, including when cleaning,
protection, gloves disinfecting instruments.
2. Clean all instruments thoroughly Clean instruments thoroughly with
enzymatic detergent or foam before
disinfection

OPA stains instruments that are not
adequately cleaned

3. Rinse instruments well Residual detergent must be removed
prior to disinfection

4. Remove excess moisture from instruments | Wiping reduces the dilution of OPA

by drying gently solution left by residual rinse water
5. Pour OPA Solution into a clean solution Read manufacturer’s instructions.
tray

If not using entire gallon, date the original
container with date opened and date
expires

6. Record the date the solution was poured Document on OPA Test Strip Log
from the original container and the expire See Log for procedure
date for the newly mixed solution

Newly mixed solution can NOT be used
after 14 days

Opened gallons of OPA solution may be
stored for up to 75 days

Perform test strip

Make sure instrument completely

7. Immerse cleaned, dry instrument . 2
submerged and in the open position.

completely in the OPA solution
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Attachment 1
High Level Disinfection Procedure:
Equipment and Ortho-phthalaldehyde 0.55% (OPA) Solution
Handling and Usage

PROCEDURE STEPS (cont.) KEY POINTS (cont.)

High-level disinfection is accomplished in 12

8. Cover solution tray securely and soak ;
minutes.

instruments for 12 minutes at 20
degrees C (room temperature). Set timer for 12 minutes

9. After appropriate soak time, put on Prevents recontamination of disinfected

clean gloves (also clean fluid-resistant | Instrument.
gown and face shield) to remove
disinfected instrument from solution.
10. Rinse instrument thoroughly using Three (3) minute tap or filtered water rinse
copious amounts of tap water. recommended.

11. Rinse with ethyl or isoprophyl alcohol | Refer to manufacturer’s instructions.

to remove water borne organisms. Perform hand hygiene, put on clean gloves
Dry item thoroughly and store in a before handling unwrapped disinfected

clean manner, preferably covered, 1o | o4ipment that touches mucous membranes
minimize recontamination or non-intact skin.

12. Test OPA Solution daily prior to use Verify that the Minimum Effective Concentration
with OPA Solution Test Strips. (MEC) of OPA (ortho-phthalaldehyde) is present.

Document on Test Strip log.

DISCARDING OPA-refer to Neutralizing Procedure (Attachment 6)

13. Neutralize OPA with glycine

Follow manufacturer’s instructions

14. Discard OPA Solution down sewer Discard solution sooner if test strips indicate

after 14 days, even if the Test Strips | solution is below MEC.
indicate a concentration above the

MEG Flush down sewer with copious amounts of water

after neutralizing.

15. Soaking containers must be cleaned
thoroughly when solution is changed.

After cleaning, wipe down with 1:10
solution of bleach and water. Let air
dry.

ADDITIONAL INFORMATION

16. Whitening toothpaste may be used to | Apply small amount of toothpaste to stain, rub
clean stains caused by OPA. gently till stain disappears, rinse thoroughly.

17. Secure soaking container lid when in
use to prevent chemical vaporization
and to prevent solution contamination.

References:  OPA Solution Manufacturer’s Instruction
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Attachment 2
OPA Competency Skill Checklist

NAME DATE

ACTION Comments/Evaluation
Acceptable/Needs
Improvement
Reviewer
Signature/lInitials

1. Demonstrates knowledge of guidelines for high-level
disinfection

e Utilizes Spaulding classification system for selection of medical
devices for high-level disinfection; critical, semi-critical, and
non-critical devices.

2. ldentifies advantages of CIDEX® OPA use
e  Ortho-phthalaldehyde 0.55% - non-glutaraldehyde
e Near neutral pH of 7.4
e Light blue solution, low scent
¢ Rapid high-level disinfection — 12 minutes
¢ No surfactant
e Easy to use, requires no activation or mixing
e Excellent material compatibility
¢ Non-corrosive to metals, including carbon steel, aluminum,
copper, and brass
e Non-toxic and non-sensitizing composition

3. Demonstrates effective use of OPA

e Understands importance of pre-cleaning devices

e Understands compatibility with enzymatic detergents which are
near neutral (6-8) in pH

o Utilizes appropriate personal protective equipment

e Rinses and rough dries all surfaces and lumens before
immersion

e Immerses devices completely, filling all lumens and eliminating
air pockets

e Rinses devices following immersion according to
manufacturer’s guidelines

4. Identifies the following guidelines for use/reuse
e Reusable for up to 14 days, providing MEC is verified

e Once opened, unused portion may be stored in original
container for no longer than 75 days

e 2 year shelf-life for unopened containers

e Storage should be in the original sealed container at room
temperature in a well-ventilated low traffic area

5. Understands the importance of record keeping and monitoring
e Records the date the container was opened
e Tests solution with OPA Solution Test Strip daily and records

results for MEC. Dates Test Strip bottle with opened and
expired dates.

6. Understands limitations for use
o |dentifies solution cannot be used for sterilization
e Understands staining can occur on skin, clothing, instruments,
equipment, and environmental surfaces on contact

e Knows that vapors may cause irritation to eyes, nose and
throat
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Attachment 3
OPA Solution Fact Sheet

Solution Facts

e Safe to use on most any item that can be
soaked in glutaraldehyde. If in doubt
contact instrument manufacturer.

e High-level disinfection occurs in 12 e No activation or mixing required.
minutes at room temperature. e Soaking container with HLD must be covered to

prevent chemical appearance change (film forms on
OPA solution) or air contamination of solution. If
solution appearance changes, stir solution, use test
strip to check MEC level, and cover.

e 14 day reuse life e Accurate, easy to use (must use OPA Test Strips)
e Unopened containers —2 year shelf life Disposal - down sewer with copious amount water.
e Open containers-75 day shelf life e Neutral pH - range of 7.2t0 7.8

e Glutaraldehyde-free e NOT a carcinogenic

Initial Switch Out to OPA

e Thoroughly wash and rinse trays with enzymatic cleaner. If unable to be autoclaved, wipe down with
a 1:10 bleach water solution, let air dry, before using Cidex OPA.

e For automated scope washers, run system through one complete cycle with plain water before using
Cidex OPA.

Cleaning Instruments Prior to Immersing in OPA

e Must be cleaned with an enzymatic cleaner, then rinsed thoroughly with water.

o If inadequate cleaning has occurred and protein residue remains on surface, staining from the OPA
will occur. The gray color of the stained protein means inadequate cleaning has occurred.

Rinsing Instructions

Following immersion in OPA solution, thoroughly rinse the device three times.

Immerse or flush the device completely in a large volume of water of water.

Repeat this procedure at least twice more.

If OPA is not thoroughly removed through rinsing, the instrument residue can stain the mucosa and
skin during next patient procedure.

e After rinsing with water, wipe outer part of scope with alcohol, rinse all lumens, then flush lumens with
air to dry.

Staining
e OPA solution stains organic matter when device is improperly cleaned.
e OPA solution can also stain skin, clothing, and environmental surfaces.

e Avoid staining and chemical exposure by:
“ Wearing gown, gloves, face protection (face shield) during cleaning disinfection procedures.

‘0

% Wearing only latex or nitrile gloves-change latex gloves every 10-15 minutes. Do not wear
vinyl.
Covering surfaces with potential exposure with waterproof barrier (incontinent pad).
» Rinsing the exposed surface with water immediately.
“ Rubbing (gently) the exposed surface with enzymatic cleaner or toothpaste.

Test Strip Use

e Immerse strip in solution for 1 full second
e Read test strip 90 seconds after immersion
e Test strips expire 90 days after opening container

Spills

e For spill neutralization, sprinkle approximately 25 grams of glycine (free base) powder per gallon of
estimated OPA solution spill. With a mop or other tool, thoroughly blend the glycine into the spill.
Allow 5 minutes for deactivation of OPA. Discard down sewer with copious water to prevent clogging.
Rinse area and tools used with soap and water solution and follow with a water rinse. Wear PPE.

Safe to use in basin with lid
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3E COMPANY Materlal Safety Data Sh eet November 16, 2006

1905 Aston Avenue, #100

Carisbad, CA 92008 Transmittal Form

Ph : 760-602-8700 Request #: 65314

Fax: 760-602-8888 Attachment 4 Processed By: Joel Hawthorne
Recipient: Requester:

GWEN FELIZARDO GWEN FELIZARDO

Email: FELIZARDO.G@GHC.ORG Email: FELIZARDO.G@GHC.ORG

Phone: 253-383-6374

Thank you for using 3E's MSDS Paperless Compliance™ service. This service may eliminate the requirement
to maintain MSDS on site. Below is a list of the MSDS you requested. Please verify that the MSDS sheet(s)
enclosed/attached match what you have ordered.

3E COMPANY does not develop, prepare, or review the contents of any MSDS; the MSDS is prepared by the
manufacturer. The statements, technical information and recommendations contained herein are transmitted
without warranty or guarantee of any kind, expressed or implied, by 3E COMPANY. Furthermore, 3E
COMPANY assumes no responsibility for any loss, damage, or expense, direct or consequential, arising out of
their use.

If you have any questions regarding the MSDS, or you would like further information on paperless compliance
program, please call 3E Company at (800)-360-3220 or visit us at www.3ecompany.com

PID Manufacturer Product Name UPC Item
ORDERED/Actual ORDERED/Actual
1162411 ADVANCED CIDEX OPA/Cidex OPA Solution

STERILIZATION/Advanced
Sterilization Products
END OF ORDER DETAIL - Request# 65314

3E Company is North American's leader in hazardous materials information management. 3E
Z 4-59503 6= simplifies compliance for over 75,000 business locations worldwide. Services include: MSDS on
‘s 3 COMPANY & Demand, 3E On-line, Govepy Disclosures, Hazmat Transportation Services, Emergency
SR & S S Response and Chemical Spill/Exposure Hotlines. For more information call
(800) 360-3220 or visit us at www.3ecompany.com 1
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o ADNANCED STERILIZATION PRODUCTS®
xwwmmsy
Divlaion of Biiienn, W,

Material Safety Data Sheet

MSDS-09588-0-001

Rev.: E

Product: CIDEX ® OPA Solution
Issue Date: 6-28-05

COMPANY/UNDERTAKING

1. IDENTIFICATION OF THE SUBSTANCE/PREPARATION AND THE

Supplier:

Advanced Sterilization Products
33 Technology Drive

Irvine, CA 92618

Customer service telephone: 1-800-755-5900
Emergency telephone number:
Product name:

Synonyms: None

1-877-208-6653 24 hrs
CIDEX OPA Solution

‘2. COMPOSITION/INFORMATION ON INGREDIENTS

The ingredients at their given percentages in this product are not considered hazardous to your health.

Components CAS Number Weight % J&J - OEL Data | J&J - OEL Data | J&J - OEL Data J&J - PBOEL
(TWA -8 hr) (STEL): (Ceiling Limit
Value):
ortho-Phthalaldehyde 643-79-8 <1 Not Determined | Not Determined | Not Determined Not Determined
(1,2 — benzenedicarboxaldehyde)

‘3. HAZARDS IDENTIFICATION

Emergency overview:

May elicit an allergic reaction.
CIDEX OPA Solution has been reported to cause anaphylactic-like reactions in
bladder cancer patients undergoing repeated cystoscopy.
CIDEX OPA Solution should not be used to reprocess instruments for patients that
have shown previous sensitivity to this solution or any of its ingredients.

Properties affecting health:

Principle routes of exposure:
Oral:
Eye contact:
Skin contact:

May cause eye, skin and respiratory irritation.

May cause sensitization by repeated skin contact.

Exposure to skin may cause temporary staining.

Ingestion:

Not anticipated to be a significant route of occupational exposure.
May cause eye irritation and redness.
May cause skin irritation. Repeated exposure may cause skin dryness or cracking.

Ingestion may cause gastrointestinal irritation, nausea, vomiting and diarrhea.

Exposure can irritate and discolor the tissues of the mouth, esophagus and other
tissues of the digestive tract.

Company: ADVANCED STERLIZATION PRODUCTS
Product name: CIDEX® OPA Solution
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Inhalation:

Hazard information:
Target organ effects:

Reproductive effects:

Mutagenic effects:
Sensitization:

Carcinogenicity rating:

May cause irritation, including but not limited to discharge, coughing, wheezing
tightness of chest and throat, difficulty breathing and stinging sensation in nose and
throat, tingling of mouth and lips, headache, lose of smell and dry mouth. Symptoms

are temporary and reversible.

None
Not a reproductive effector.

Not mutagenic in the Ames assay.

May cause sensitization.

Components CAS Number J & J: NTP: IARC: California
Proposition 65 List:
ortho-Phthalaldehyde 643-79-8 Not Determined Not Determined Not Determined Not Determined
(1,2 — benzenedicarboxaldehyde)
Signs and symptoms: None.

Medical conditions
aggravated by exposure:

Inhalation of vapor may cause asthma-like symptoms (chest discomfort and
tightness, difficulty with breathing) as well as aggravate pre-existing asthma.

‘4. FIRST AID MEASURES

Eye contact:

Ingestion:

Inhalation:

Skin contact:

Protection of first-aiders:

Notes to physician:

In the case of contact with eyes, rinse immediately with plenty of water for 15
minutes and seek medical attention.

Do not induce vomiting. Rinse mouth followed by drinking a large quantity of water

Move to fresh air immediately. If experiencing difficulty breathing, seek medical

attention.

Wash contaminated areas thoroughly with soap and water.
Remove contaminated clothing and wash before re-use.
Seek medical attention if irritation develops or persists.

None.

Probable damage to the mucosa from oral exposure may contraindicate the use of

gastric lavage.

Company: ADVANCED STERLIZATION PRODUCTS
Product name: CIDEX® OPA Solution
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‘5. FIRE-FIGHTING MEASURES

Flash point (°F):

Flash point (°C):

Autoignition temperature:

Flammable limits in air - lower (%):
NFPA rating:

HMIS/ NFPA rating and classification:

Fire fighting information:
Suitable extinguishing media:
Extinguishing media which must not be used for
safety reasons:
Specific methods:

Special protective equipment for firefighters:

Not applicable
Not applicable
Not applicable
Not applicable

Health: 1 flammability: O reactivity: 0

Use any extinguishing agent which is suitable for the

surrounding fire

None

None

Wear self-contained breathing apparatus for fire fighting if

necessary.
Hazardous combustion products: None
Explosivity: None
Explosion limits:
lower: None
upper: None
‘6. ACCIDENTAL RELEASE MEASURES
Personal precautions: Wear eye and skin protection while handling material for clean-up.
Avoid breathing vapors and/or mists.
Environmental precautions: Do not wash down sewers or waterways.
Methods for cleaning up: If required, neutralize by sprinkling approximately 25 grams of glycine (CAS# 56-40-

6) powder per gallon of CIDEX OPA Solution spill. Thoroughly blend the glycine into
the spill using mop or other tools. Allow 5 minutes contact for neutralization.

Pick up and transfer to properly labeled containers. Allow neutralization to continue
for 1 hour and then dispose of in accordance with all applicable federal, state, and

local regulations.

Clean contaminated surface thoroughly.

Company: ADVANCED STERLIZATION PRODUCTS
Product name: CIDEX® OPA Solution
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‘7. HANDLING AND STORAGE

Handling:

Technical measures/precautions: Use in well ventilated area and use with appropriate exhaust
ventilation, for example a minimum of 10 air exchanges per
hour or as defined by state and local regulations.

Safe handling advice: Wear appropriate personal protection. Avoid contact with
skin, eyes and clothing. Remove contaminated clothing and
launder before reuse.

Storage:

Technical measures/storage conditions: This product should be stored between 59°F (15°C) and
86°F (30°C)
Keep containers tightly closed.

Incompatible products: Avoid contact with strong acids and bases. Keep from
contact with oxidizing materials.

‘8. EXPOSURE CONTROLS / PERSONAL PROTECTION

Engineering controls: Ensure adequate ventilation.

Eye protection: Eye protection recommended.

Hand protection: Chemical resistant gloves recommended.
Skin and body protection Wear suitable protective clothing.
Respiratory protection: None required.

Other/general protection: None required.

‘9. PHYSICAL AND CHEMICAL PROPERTIES

Appearance: Clear liquid
Physical state: Liquid
Color: Light blue
pH: 7.2-7.8
Odor: Slight Odor
Boiling temperature (°F): 212
Boiling temperature (°C): 100
Freezing point/range (°C): 0

Freezing point/range (°F): 32
Specific gravity: 1.0003g/cc
Evaporation rate: similar to water
Water solubility: soluble

‘10. STABILITY AND REACTIVITY

Chemical stability: Stable under recommended storage conditions.
Hazardous polymerization: Hazardous polymerization does not occur.
Hazardous decomposition products: Unknown on product.
Company: ADVANCED STERLIZATION PRODUCTS Product code: ASPOPA
Product name: CIDEX® OPA Solution C0-12305-2
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Materials to avoid: Strong acids and strong bases.
Stay away from strong oxidizing agents.

Conditions to avoid: Extremes of temperature and direct sunlight.

‘11. TOXICOLOGICAL INFORMATION

Acute toxicity
LD50/oral/rat (mg/kg) = >5000 mg/kg

LD50 Dermal Rabbit (mg/kg): >2000 mg/kg

Local effects

Oral: Non-toxic

Eye irritation May cause eye irritation.
Skin irritation: May cause skin irritation.
Inhalation: Unknown on product.

Chronic toxicity

Oral: Unknown on product.
Inhalation: Unknown on product.
Dermal: Unknown on product.

Subchronic toxicity

Oral: Oral administration of o-phthalaldehyde to rats for 90 days resulted in a NOEL of
5mg/kg/day.
Dermal: Unknown on product.

Specific effects

Corrosive effects: Not corrosive.

Sensitization: May elicit an allergic reaction.

Target organ effects: None

Mutagenic effects: Not mutagenic in Ames test.

Reproductive effects: Unknown on product.

Developmental effects: Oral administration of o-phthalaldehyde to pregnant rats indicated that at maternally

non-toxic doses (less than 10 mg/kg/day) there was no developmental effect.

Carcinogenic effects: Unknown on product.

‘12. ECOLOGICAL INFORMATION

Ecotoxicity:
Ecotoxicity effects: Unknown on this product.
Aquatic toxicity effects: This product is harmful to aquatic organisms.
Mobility: Unknown on product.
Persistence / degradability: Unknown on product.
Bioaccumulation: Unknown on product.
Degradation: Unknown on product.

‘13. DISPOSAL CONSIDERATIONS

Company: ADVANCED STERLIZATION PRODUCTS Product code: ASPOPA
Product name: CIDEX® OPA Solution C0-12305-2
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Waste from residues / unused products:

Contaminated packaging:

Methods for cleaning up:

Waste disposal must be in accordance with appropriate US,
Federal, State and International regulations. This product, if
unaltered by use, may be disposed of by treatment at a
permitted facility or as advised by your local hazardous
waste regulatory authority.

This product is not a hazardous waste as defined by EPA
definitions.

Do not re-use empty containers

If required, neutralize by sprinkling approximately 25 grams
of glycine (CAS # 56-40-6) powder per gallon of CIDEX OPA
Solution spill. Thoroughly blend the glycine into the spill
using mop or other tools. Allow 5 minutes contact for
neutralization. Pick up and transfer to properly labeled
containers. Allow neutralization to continue for 1 hour and
then dispose of in accordance with all applicable federal,
state, and local regulations.

Clean contaminated surface thoroughly.

‘14. TRANSPORT INFORMATION

DOT:
DOT UN-No:
DOT shipping name:
Hazard class:
Subsidiary risk (hazard class):
Packing group:
DOT reportable quantity (Ibs):

IMO/IMDG:
Hazard class:
IMDG page:
IMDG-labels:
Packing group:
MFAG table No.:
Proper shipping name:
UN/Id No.:

ADR/RID:
Hazard class/packing group:
Item:
ADR/RID-labels:
UN/Id No.:
Proper shipping name:
TREM-card:

IATA/ICAO:
Hazard class:
Packing group:
Proper shipping name:
ID/UN No.:
IATA - label:
ERG #

TDG (Canada):
Status:
Packing group:

Company: ADVANCED STERLIZATION PRODUCTS

Product name: CIDEX® OPA Solution

Not applicable
Not regulated

Not applicable
Not applicable
Not applicable
Not applicable

Not applicable
Not applicable
Not applicable
Not applicable
Not applicable
Not regulated

Not applicable

Not applicable
Not applicable
Not applicable
Not applicable
Not regulated

Not applicable

Not applicable
Not applicable
Not regulated

Not applicable
Not applicable
Not applicable

Not applicable
Not applicable

Product code: ASPOPA
C0-12305-2
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‘15. REGULATORY INFORMATION

SARA (311, 312) hazard class:

Immediate health: None
Delayed health: None
Fire: None
Sudden Release of None
Pressure Hazard:
Reactivity: None
TSCA inventory list: Listed under TSCA: Yes
WHMIS:
WHMIS trade secret: None
WHMIS hazard class: None
Canada DSL inventory list: Listed on DSL: Yes
Notes:
1. SARA = Superfund Amendments and the Reauthorization Act.
2. CERCLA = Comprehensive Environmental Response, Compensations and Liability Act.
3. FIFRA = Federal Insecticide, Fungicide and Rodenticide Act
4. TSCA = Toxic Substance Control Act
5. WHMIS = Canadian Workplace Hazardous Materials Information System
6. This product has been classified in accordance with the hazard criteria of the Controlled Products Regulations (CPR) and

the MSDS contains all of the information required by the CPR.

‘16. OTHER INFORMATION

This data sheet contains changes from the previous version in section(s):

None

Additional advice None

Literary Reference: None

MSDS format: North American Format - U.S. and Canada
This Material Safety Data Sheet was prepared in accordance with OSHA 29 CFR
1910.1200.

Disclaimer:

The information and recommendations contained herein are based upon tests believed to be reliable. However, Johnson
and Johnson does not guarantee their accuracy or completeness NOR SHALL ANY OF THIS INFORMATION
CONSTITUTE A WARRANTY, WHETHER EXPRESSED OR IMPLIED, AS TO THE SAFETY OF THE GOODS, THE
MERCHANTABILITY OF THE GOODS, OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE.
Adjustment to conform to actual conditions of usage maybe required. Johnson and Johnson assumes no responsibility
for results obtained or for incidental or consequential damages, including lost profits arising from the use of these data.
No warranty against infringement of any patent, copyright or trademark is made or implied.

End of Safety Data Sheet

Company: ADVANCED STERLIZATION PRODUCTS Product code: ASPOPA
Product name: CIDEX® OPA Solution C0O-12305-2
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	Procedure Steps
	Key Points
	Eyewash/Drench Hose Activation Record 

	Cleaning
	Signage, Ordering, Problem Reporting

	Front Half.pdf
	I. PURPOSE
	II. SUPPORTIVE DATA
	III. OCCUPATIONAL HEALTH RISKS TO THE EMPLOYEE OR PROVIDER
	A. Because injuries with sharps are a potential risk, DOSH/OSHA requires use of sharps with safety features. These safety sharps include scalpels, blades, and needles/syringes.
	B. People who require foot care are in a high-risk group for carriage of multi drug-resistant organisms such as Methicillin Resistant Staphylococcus aureus, (MRSA) or Vancomycin Resistant Enterococcus (VRE).
	C. Aerosolizing procedures can transmit pathogens and cause environmental contamination.
	D. Use of sanders/burrs to trim nails results in large quantities of nail dust aerosols that contain keratin, keratin breakdown products, viable fungal components, yeasts, molds and bacteria.

	IV. ROOM APPROPRIATENESS FOR FOOT CARE
	A. Routine Foot Care:  Any room is appropriate for routine foot care (trimming of nails, corns, calluses). 
	B. Sanding/Burring:  A room dedicated to sanding and burring is recommended.  Sanding/burring procedures generate dust aerosolization, contaminating the environment, equipment, and supplies in the room, increasing risk of pathogen transmission.
	C. Settings NOT Recommended for Sanding: 
	1. Minor operating room (MOR) or surgical procedure room, injection room, endoscopy areas.
	2. Exam rooms in medical offices that will be used for different types of patient exams between foot care sanding procedures.


	V. ROOM SET-UP 
	A. Routine Foot Care:  Assure room is visually clean and organized. 
	B. Sanding or Burring Procedures:  Assure room is visually clean and organized.  Nail dust aerosolization is an environmental contaminant that can transmit organisms either through direct contact or indirect contact with the environment. 
	1. Cover exposed items on walls and counters with cloth or paper sheets or clear plastic bags when sanding/burring or aerosolizing procedures are anticipated.
	2. Remove or minimize room equipment.
	3. Turn on portable Hepa Air Filter Cleaner (if available).
	4. Use sanding/burring vacuum (if available).


	VI. INSTRUMENT PREPARATION
	A. Perform hand hygiene prior to accessing sterile instruments.
	B. Use sterile instruments for procedures involving viable tissue.
	C. May use either sterile or high level disinfected instruments for nail and foot care.  This includes bandage scissors.
	D. Remember single use sterile instruments are disposable and discarded after patient use. 
	E. Do NOT store sterile instruments in uniform pockets or on dirty surfaces.

	VII. INSTRUMENT REPROCESSING
	A. Clean Instruments First
	1. Wear gloves, gown, and face protection (face shield) when cleaning instruments in a sink.
	2. Assure that all sharp ends of instruments are pointing in the same direction to avoid sharps injury. 
	3. Place all instruments in the open position.
	4. Clean all instruments before leaving at night.
	5. Do NOT leave instruments soaking as rust occurs and could shorten the life of the instrument.
	6. Clean and dry all containers used for soaking.
	7. Clean soiled instruments as follows:
	i) Place instruments in the open position and submerge them in enzymatic detergent until ready to clean (prevents frying of debris).
	ii) Follow manufacturer’s dilution instructions for the enzymatic detergent.
	iii) Place instruments into ultrasonic bath to clean, if bath is available.
	iv) Change detergent water between batches of instruments (sink or ultrasonic unit).
	v) Clean, rinse, and dry instruments prior to packaging and sterilization process.

	8. Assure eye wash station is located in area where chemicals are used. (See Appendices 16 & 17 for more information.)

	B. Sterilize or High level Disinfect Next
	1. Instruments that penetrate tissue must be autoclaved (debridement, suture sets, incision & drainage instruments)
	2.  Instruments must be cleaned thoroughly prior to sterilization.
	3. Instruments must be sterilized in an autoclave or in a high-level disinfectant solution 0.55% orthophthalaldehyde (OPA).  The entire instrument must be immersed or autoclaved.  Hot bead sterilizers do NOT provide complete sterilization of the instrument and should not be used.
	4. Never disinfect instruments with an environmental cleaner.
	5. Always use hand sanitizer prior to handling clean/sterilized supplies to prevent microorganism contamination from your hands.
	6. Using a Sterilizer (autoclave)
	i) Follow Manufacturer’s instructions for use, maintenance, calibration, and cleaning of the sterilizer.
	ii) Biologics must be done weekly and documented.
	iii) An integrator must be placed in each instrument pack.
	iv) An integrator must be placed in a tray of unpackaged instruments.

	7. Using High Level Disinfection 0.55% orthophthalaldehyde (OPA)
	i) Follow manufacturer’s instructions for high level disinfectant solution.
	ii) Always wear gloves, gown and face protection when using OPA.
	iii) Use in a well-ventilated room or use a portable ventilation Glutaraldehyde Utilization System (GUS).
	iv) Use daily test strip testing and documentation prior to use.
	v) Change solution every 14 days (or sooner if determined by test strip)
	vi) Clean container used for soaking before refilling with new solution.
	vii) Neutralized prior to disposal as per EPA, State and local authorities
	viii) Assure proper instrument soaking time for high level disinfectant, rinse thoroughly, dry and store instruments in a clean covered location.  OPA requires a 12 minute soak with a thorough rinse.
	ix) Cover soaking container when not in use.
	x) Keep chemical spill kit readily available in case of an OPA spill.
	xi) Refer to the following attachments for more information:



	VIII. SUPPLY SET-UP
	A. Prevent contamination of supplies.
	B. Perform hand hygiene immediately before accessing supplies.
	C. Use single use items and individually packaged items when possible.
	1. Always separate clean and dirty.
	2. Establish a clean area by placing a towel or blue chux on counter or mayo stand.
	3. Place a container away from the clean field to receive used instruments.

	D. Place an open trash bag nearby for soiled items.
	E. Take out only supplies expected to be used during procedure.
	F. Place creams, ointments or solutions needed in labeled medicine cups and put original containers, jars or tubes away from the sterile set up.
	G. Check unopened mediations and creams monthly and discard per manufacturer’s expiration date.
	H. Label opened multidose vials, topicals, and certain solutions with date opened and expiration date of 28 days.
	I. Solutions (normal saline & sterile water for irrigation) do not contain preservatives and must be discarded within 24 hours or at end of day.
	J. Tear tape or open supplies specific to need prior to start of procedure.
	K. Store extra supplies away from set-up and in a clean, covered area.
	L. Assure all equipment is cleaned and disinfected between patients.
	M. Establish container to receive used instruments away from clean field. 
	N. Fill instrument soaking container with properly diluted enzymatic detergent to keep used instruments moist prior to cleaning and disinfecting.

	IX. PATIENT SAFETY 
	A. Perform hand hygiene.
	B. Offer patient face protection (face shield) to prevent eye/face contact with flying nail debris. Patient glasses are not protective.
	C. Offer mask in addition to face shield if sanding or burring procedure is performed.
	D. Position self and patient for comfort.
	E. Position self for optimal viewing of the feet.
	F. Place blue pad or towel under feet to establish clean area for feet. 
	G. Assist patient with the removal of any foot covering (wear gloves).
	H. Remove corn pads and other dressings and place in regular trash bag (wear gloves).

	X. PROVIDER AND EMPLOYEE SAFETY
	XI. PERSONAL PROTECTIVE EQUIPMENT (PPE)
	A. White coats and scrubs are NOT considered PPE.
	B. Perform hand hygiene before applying PPE.
	C. Glove for all wound care
	D. Glove for all contact with non-intact skin, soiled dressings, padding, and for shoe removal.
	E. Gowns and face protection; see Table I –next page
	F. Masks (with or without eye protection) are recommended with all wound care to prevent:  
	1. Inadvertent touching of face/hair/glasses/eyes with hands or gloved hands during procedure
	2. Employee shedding of respiratory/nasal droplets/”squames” into wound site during procedure

	G. Remove gloves and PPE after completion of procedure and perform hand hygiene.
	H. Gowns, masks, gloves are changed between patients. 
	I. Reusable face shields, goggles are cleaned between patients.
	J. Hair and shoe covers may also be worn for sanding and burring procedures and do not have to be changed between patients. 

	XII. PROCEDURE SAFETY
	A. Perform hand hygiene
	1. When entering and exiting room.
	2. Between dirty and clean steps of the procedure.
	3. When moving away from the procedure to access additional supplies.
	4. When moving from a dirty task to a clean task, remove gloves and perform hand hygiene.

	B. Prevent placing dirty items with clean items.
	C. Wear appropriate PPE for the procedure performed.
	D. Use only safer sharp devices (needles/syringes/scalpel blades)
	E. Discard activated sharps into a sharps container
	F. Assure floor is free of nail clippings when asking patient to walk barefoot. 
	G. Provide patient with a disposable antiseptic hand wipe–NOT an environmental disinfectant wipe-to clean feet after walking barefoot.

	XIII. ROOM CLEAN-UP BETWEEN PATIENTS
	A. Wear gloves for cleaning. 
	B. Discard all disposable used items into trash, i.e., emery board, orange stick, burrs/sanders, gauze, and padding.
	C. Discard unused disposable items exposed to contamination on the set up or those contaminated with nail dust. 
	D. Soak in enzymatic solution all reusable instruments, including burrs, nippers, scissors, etc. (Refer to instrument reprocessing on page 3).
	E. Clean and disinfect all surfaces and equipment touched by patient or employee.
	1. Use disinfectant wipe to wipe all surfaces thoroughly and let air dry
	2. Clean thoroughly any surface that is visibly soiled; then re-clean with another wipe to disinfect.
	3. Change disinfectant wipe or cloth frequently.
	4. Clean all contaminated surfaces; they may include:
	5. Clean Vinyl Floors
	6. Clean Carpeted floors
	7. Clean room used for sanding/burring procedure


	XIV. END OF DAY ROOM CLEAN-UP
	A. Cleaning all rooms:
	1. Wear gloves and wipe all horizontal surfaces with disinfectant.
	2. Disinfect keyboard, mouse and phone. 
	3. Remove used instruments to reprocessing area. (Refer to instrument processing, page 3).
	4. Always end with hand hygiene. Room is ready to restock.

	B. Cleaning rooms where sanding/burring procedures performed:
	1. Wear gloves, gown, mask.
	2. Remove carefully and discard all coverings from wall and counters, preventing aerosolization of nail dust, and place in regular trash. Rolling or folding coverings helps to contain dust. Do NOT shake coverings.
	3. Clean and disinfect all non-disposable equipment:


	XV. SANDING/BURRING DRILL AND VACUUM CLEANING
	A. Wear gown, gloves, face protection.
	B. Remove sanding and burr heads between patients. Discard disposable burrs, and reprocess non-disposable burrs.
	C. Wipe entire sanding/burring unit and cord with disinfectant.
	D. Open sanding/burring vacuum canister, carefully check vacuum bag.
	E. Change bag when 2/3 full. Do not shake vacuum bag.
	F.  Discard bag in regular trash.
	G. Wipe outside of canister and inside lid with disinfectant wipe, replace vacuum bag.  
	H. Store vacuum and drill in a clean area.
	I. Remove gown, gloves, face protection and perform hand hygiene.
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