SUNY DOWNSTATE MEDICAL CENTER

UNIVERSITY HOSPITAL OF BROOKLYN

POLICY AND PROCEDURE

No: Section15E


Subject: CIDEX® ortho-Phthalaldehyde


 (OPA)





Page: 1 of 4
Prepared by: George Allen, Ph.D., CIC, CNOR

Original issue date: 1981 

Reviewed/ Approved by:




Reason for change: August 2006
 

Michael Augenbraun, MD, FACP









Approval Date: August 2007








Distribution:  
 Administrative Manual











 Infection Control Manual










  Patient Care Manual










  AOD Manual


           Issued by: Infection Control

_________________________________________________________________________________
I.
Purpose:  To provide written guidelines for the use of OPA to achieve high level disinfection 
including quality control procedures on the test strip. 
II.
Definition(s): None
III.
Policy: ortho-Phthalaldehyde (OPA) will be used to achieve high level disinfection in 
endoscopes and other heat sensitive equipment. A log initiated by the user documenting that 
quality controls have been done on the test strips and that the solution has been tested before 
use will be maintained. The log must be sent to Central Sterile at the beginning of each month 
for their records.

IV.

Role Responsibility: Department head/designee will ensure compliance. To be implemented 

in all areas approved to use OPA . 

V.

Procedure/Guidelines

The staff will carry out the specific assigned task according to the procedures recommended 


by the manufacturer. After use, all reusable instruments/supplies are to be returned to Central 

Sterile for processing, decontamination or sterilization. If there is a need to reuse an item 


before it can be centrally processed, it may be subjected to high level disinfection with OPA in 

designated areas as follow:

DESIGNATED AREAS:

Central Sterile; Operating Room (fibreoptic endoscopes); Bronchoscopy Suite (fibreoptic bronchoscopes); Endoscopy Suite (fibreoptic endoscopes); Suite G (vaginal sizers); ENT Suite (fibreoptic endoscopes, tenometers); Urology Suite (biopsy probe); Ultrasound/OB/Gyn (vaginal probes); EEG Lab (scalp electrodes); Cardiac Cath Lab (TEE scopes); Radiation Oncology (probes). 

OPA and the test strips can be obtained from Central Sterile. Log Sheet (attached) for documenting test strip quality monitoring and potency of the solution must be completed by the users. 

Directions for Use of ortho-Phtaldehyde (OPA)
The solution must not be used beyond a 75 days period.  Once the bottle is opened it must be discarded after 75 days or on the expiration date listed on the bottle whichever occurs first. If all the solution is not being used place a 75 days expiration date on the bottle, beginning from the date the bottle was opened. If all the solution is used discard the bottle.  To ensure that the potency of the OPA solution is adequate, test strips must be used prior to immersing equipment/supplies.  Prior to opening a new bottle of test strips, document the date the bottle was opened and the expiration date (90 days after the bottle was opened or the manufacturer’s expiration date whichever occurs first) on the container. Each area must complete the Log Sheet documenting that quality controls were completed on the test strips when the bottle was first opened (see procedure below), and the use and results of the test strips. The solution must be tested for each cycle when an automatic endoscope reprocessor is used and for each container.  Copies of the Log Sheet are to be sent to Central Sterile at the beginning of each month for the month passed.

Affix a label to the secondary container into which the OPA has been poured with a 14 days expiration date. The solution in the secondary container must be re-used for a period not to exceed 14 days, provided the OPA concentration is above the minimum effective concentration determined by the test strip.

The item to be disinfected must be thoroughly washed rinsed and dried prior to immersion in the OPA solution. Follow Universal/Standard Precautions utilizing the appropriate personal protective equipment. Change gloves after 12 minutes of contact with OPA. Cleanse and rinse the lumen of hollow instruments before filling with the OPA solution. AVOID SKIN CONTACT with the OPA. High level disinfection (the destruction of vegetative pathogens) is accomplished by completely immersing the item for a minimum of 20 minutes. Endoscopes may be randomly sampled at least on a quarterly basis to validate the efficacy of the process See sampling procedure below). Sterilization is the destruction of vegetative pathogens plus spores. If sterilization is sought, OPA is not the process of choice.  Consult Central Sterile Services for the best process.

SAMPLING PROCEDURE:

Collect supplies: Culture medium (broth) from Microbiology: Mucous trap: Sterile gloves, bowl and saline. Using aseptic technique, suction culture medium through the scope into the mucous trap.

Detach and cover the mucous trap, label and send the specimen to Microbiology. Document results.

After soaking, remove the item from the solution using sterile technique and RINSE THOROUGHLY using the following process:

Three separate large volume water immersion rinses are required. Following removal from the OPA immerse in 2 gallons of sterile water for 1 minute. Discard the rinse water and repeat this procedure for 2 additional times for a total of 3 rinses. A minimum of 500 ml of water must be flushed through all lumens during each separate rinse for endoscopic instruments.

Quality Control Testing of Test Strips

To prepare positive and negative control solutions for testing, first verify that the labeled expiration date for the solution is appropriate.   The full strength solution may be used as a positive control.  To prepare a negative control, dilute one part of the full strength OPA solution with one part water.  Label each control solution appropriately. 

Testing Procedure:

Following the directions for use, dip three test strips in each of the above freshly prepared solutions.  The three strips dipped in the full strength positive control solution should exhibit a completely purple color on the indicating pad after 90 seconds and before 2 minutes.  The three strips dipped in the diluted negative control should either remain completely blue or exhibit an incomplete color change to purple when read at 90 seconds.  Refer to the visual standard on the test strip bottle for interpretation of results.

Testing Frequency:  

Testing of positive and negative controls must be performed on a newly opened test strip bottle. 

Unsatisfactory Quality Control Test Results:

If the results obtained from using the positive and negative controls indicate the strip is not functioning properly, discard the remaining strips. Do Not Use.  For technical product information, contact Advanced Sterilization Products at 1-888-783-7723.

Storage:

Keep the cap on bottles of OPA Test Strips tightly closed.  Store at a temperature of 15-30 degrees Celsius (58-88 F), and in a dry place.  Do not remove silica gel desiccant from bottle.  Do not store in a refrigerator or freezer.  Precaution:  Do not use remaining OPA Test Strips 90 days after opening the bottle, or after expiration date stamped on the bottle.

Testing Results Interpretation:

Following the one second dip in the OPA solution being tested, remove excess solution from the pad by standing the strip upright on a paper towel. The OPA Test Strip should be compared to the color chart provided on the test strip bottle at 90 seconds.  The entire indicating pad must be completely purple to pass the test indicating if the concentration of OPA is above the minimum effective concentration (MEC) of 0.3% of the OPA solution.  If any blue appears on the indicating pad, apart from the top line, this is failure, verifying the solution is below MEC and should be discarded. 

Warning & Precautions:

Discard used or expired test strips.

Keep desiccant (silica gel) in the bottle. 

Do not ingest the strip and/or expose it to the eye. 

This device is disposable.  DO NOT REUSE. 

THIS PRODUCT IS MOISTURE SENSITIVE AND WILL NOT PERFORM PROPERLY IF STORED INCORRECTLY.  If the container is left open for more than 30 minutes, discard and use a new bottle. 

References: APIC, AORN
VI:
Reason for Revision: Review

VII:
Attachments: None
VIII:
References: CDC, APIC
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Ortho-Phthalaldehyde (OPA) SOAK TEST STRIP LOG (Mail/Fax to Central Sterile at the beginning of each month:Box100/Fax 3318)

Department/Area:-----------------------------------------------------------------------------------------------------------

MONTH: ------------------------------------------------------------------------------------------------------------------------
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IF MULTIPLE CONTAINERS USED, EACH MUST BE IDENTIFIED WITH THE EXPIRATION DATE
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