
CLEAR FLUSH® LAPAROSCOPIC INSTRUMENTS 

VALIDATED INSTRUCTIONS FOR USE  

CLEANING, & STERILIZATION 

THE INSTRUCTIONS FOR USE (IFUS) FOR ELMED’S PATENTED CLEAR FLUSH® REUSABLE LAPAROSCOPIC INSTRUMENTS 
HAVE BEEN VALIDATED BY INDEPENDENT LABORATORY TESTING TO PROVIDE CLEAN, STERILE, MOISTURE-FREE 
INSTRUMENTS ON EVERY REPROCESSING CYCLE. THE VALIDATION TESTING WAS DONE BY NELSON LABORATORIES 
USING AAMI AND FDA ‘WORST CASE’ IFU VALIDATION TESTING PROTOCOLS. COPIES OF THE NELSON 
LABORATORIES CLEANING AND STERILIZATION VALIDATION REPORTS ARE AVAILABLE AT HTTP://WWW.ELMED.COM/  

 

WHEN REPROCESSING CLEAR FLUSH® REUSABLE LAPAROSCOPIC INSTRUMENTS, WE RECOMMEND THAT YOU USE 
THE FOLLOWING VALIDATED PRACTICES AND PROCEDURES IN CONJUNCTION WITH YOUR INSTITUTION’S PUBLISHED 
GUIDELINES AND POLICIES. DURING CLEANING, WEAR APPROPRIATE EYE AND FACE PROTECTION, AS WELL AS 
GLOVES AND OTHER PROTECTIVE CLOTHING, TO PROTECT AGAINST EXPOSURE TO BLOODBORNE PATHOGENS, AS 
RECOMMENDED BY OSHA IN ITS BLOOD BORNE PATHOGENS STANDARD. 

 

CLEANING RECOMMENDATIONS 

 

FOR BEST RESULTS, AND TO PROLONG THE LIFE OF THE INSTRUMENT, REPROCESS IMMEDIATELY AFTER USE. THE 
ASSOCIATION OF SURGICAL TECHNOLOGISTS (AST) PUBLICATION “STANDARDS OF PRACTICE FOR THE DECONTAMINATION 
OF SURGICAL INSTRUMENTS” STATES THAT “THE CLEANING OF INSTRUMENTS SHOULD BEGIN DURING THE SURGICAL 
PROCEDURE TO PREVENT DRYING OF BLOOD, SOIL AND DEBRIS ON THE SURFACE AND WITHIN LUMENS.” THE JOINT 
COMMISSION (TJC) STATES THAT “PRE-CLEANING AT THE POINT-OF-USE REQUIRES THAT VISIBLE BIOBURDEN IS 
REMOVED FROM THE INSTRUMENTS PRIOR TO TRANSPORT TO A DECONTAMINATION AREA WHERE PRE-CLEANING 
OR PREPARATION FOR TRANSPORT TO A REPROCESSING AREA OCCURS.” PRE-CLEANING OF THE INSTRUMENTS AT 
POINT-OF USE IS ALSO COVERED IN SECTIONS 6.3 THRU 6.4 IN AAMI ST79 (2017). 

 

1. IMMEDIATELY AFTER USE. PLACE SHE SOILED INSTRUMENT IN AN INSTRUMENT TRAY/CONTAINER THAT 
CONTAINS STERILE DISTILLED WATER OR A HOSPITAL APPROVED ENZYMATIC CLEANING SOLUTION. OPEN THE 
JAWS OF THE INSTRUMENT TO MOISTEN THE SOIL AND PREVENT BLOOD, MUCUS, AND OTHER DEBRIS FROM 
DRYING ON THE INSTRUMENT. OPEN THE BLACK RUBBER SEAL THAT COVERS THE FLUSH PORT LUER ON THE 
INSTRUMENT SHAFT. FILL A 50CC (OR LARGER) LUER LOCK SYRINGE WITH STERILE DISTILLED WATER OR THE 
ENZYMATIC CLEANING SOLUTION AND ATTACH IT TO THE LUER ON THE INSTRUMENT SHAFT. IRRIGATE THE 
INSTRUMENT’S SHAFT WITH THE JAWS OPEN TO REMOVE GROSS SOIL AND DEBRIS FROM INSIDE THE SHAFT. 
PLACE THE INSTRUMENT BACK INTO THE SOLUTION WITH THE BLACK RUBBER LUER SEAL AND JAWS IN THE 
OPEN POSITION. COVER THE TRAY/CONTAINER WITH A TOWEL MOISTENED WITH STERILE DISTILLED WATER OR 
THE ENZYMATIC CLEANING SOLUTION. 

2. ENZYMATIC DETERGENT SOAK AND MANUAL CLEANING. SOAK THE INSTRUMENT IN A HOSPITAL APPROVED 
ENZYMATIC DETERGENT SOLUTION BEFORE CLEANING. MAKE SURE THAT THE SOLUTION IS AT THE CORRECT 
TEMPERATURE AND PROPER CONCENTRATION AS PER THE ENZYMATIC MANUFACTURER’S RECOMMENDATIONS 
AND INSTRUCTIONS FOR USE. COMPLETELY IMMERSE THE INSTRUMENT, WITH THE JAWS OPEN, INTO THE 
SOLUTION FOR THE AMOUNT OF TIME RECOMMENDED ON THE DETERGENT’S LABEL. OPEN THE BLACK RUBBER 
SEAL THAT COVERS THE FLUSH FORT LUER ON THE INSTRUMENT SHAFT. FILL A 50CC (OR LARGER) LUER LOCK 
SYRINGE WITH THE DETERGENT SOLUTION AND ATTACH IT TO THE LUER ON THE INSTRUMENT SHAFT. FLUSH 
THE INSTRUMENT’S SHAFT WITH THE LUER LOCK SYRINGE WITH THE JAWS OPEN TO REMOVE GROSS SOIL AND 
DEBRIS FROM INSIDE THE SHAFT. FLUSH THE INSTRUMENT THREE (3) TIMES OR UNTIL THE ENZYMATIC 
DETERGENT IS FREE OF GROSS SOIL AND DEBRIS WHEN IT EXITS THE DISTAL TIP OF THE INSTRUMENT. CLEAN 
EACH OF THE INSTRUMENT’S COMPONENTS (JAWS, HINGES, HANDLES AND SHAFT) WITH A CLEAN, 
APPROPRIATELY SIZED SOFT-BRISTLE BRUSH TO REMOVE ALL ORGANIC DEBRIS. PAY PARTICULAR ATTENTION TO 
THE HINGES, CREVICES AND OTHER HARD TO CLEAN AREAS. DO NOT REMOVE ANY SCREWS AND DO NOT 
ATTEMPT TO DISASSEMBLE THE INSTRUMENT. 

3. RINSE. RINSE ALL OF THE INSTRUMENT’S COMPONENTS THOROUGHLY WITH LUKEWARM TAP WATER TO 
REMOVE DISLODGED DEBRIS AND THE DETERGENT SOLUTION. FILL A 50CC (OR LARGER) LUER LOCK SYRINGE 
WITH LUKEWARM TAP WATER AND ATTACH IT TO THE LUER ON THE INSTRUMENT SHAFT (DO NOT USE THE 
SAME LUER LOCK SYRINGE THAT WAS USED TO FLUSH THE INSTRUMENTS WITH THE ENZYMATIC DETERGENT). 
IRRIGATE THE INSTRUMENT’S SHAFT WITH THE LUER LOCK SYRINGE WITH THE JAWS OPEN TO REMOVE 
DISLODGED GROSS SOIL AND DEBRIS FROM INSIDE THE SHAFT. WIPE THE INSTRUMENT WITH A CLEAN, SOFT 
CLOTH. 

http://www.elmed.com/


4. ULTRASONIC CLEANING. THE CAVITATION ACTION OF ULTRASONIC CLEANERS CAN REMOVE PARTICLES OF DEBRIS 
FROM AREAS OF THE INSTRUMENT INACCESSIBLE TO A BRUSH AND IS RECOMMENDED AS PART OF THE 
REPROCESSING PROCEDURE. WITH THE BLACK RUBBER LUER SEAL AND JAWS IN THE OPEN POSITION, PLACE THE 
INSTRUMENT IN A MESH BOTTOM INSTRUMENT BASKET. PLACE THE BASKET IN THE ULTRASONIC CLEANER TO WHICH 
YOU HAVE ADDED A DETERGENT SOLUTION FORMULATED FOR USE BY THE MANUFACTURER OF THE ULTRASONIC 
CLEANER. FOLLOW RECOMMENDATIONS OF THE ULTRASONIC CLEANER MANUFACTURER AS TO CYCLE TIMES, 
CLEANING SOLUTIONS, SUSPENSION OF THE BASKET (E.G. THE BASKET SHOULD NOT SIT ON THE BOTTOM OF THE 
ULTRASONIC CLEANER), CONDITIONING OF THE WATER, ETC. 

5. RINSE. RINSE ALL OF THE INSTRUMENT’S COMPONENTS THOROUGHLY WITH WARM TAP WATER TO REMOVE ANY 
REMAINING DEBRIS OR ULTRASONIC DETERGENT RESIDUE THAT COULD INTERFERE WITH THE STERILIZATION 
PROCESS. FILL A 50CC (OR LARGER) LUER LOCK SYRINGE WITH WARM TAP WATER AND ATTACH IT TO THE LUER ON 
THE INSTRUMENT SHAFT (DO NOT USE THE SAME LUER LOCK SYRINGE THAT WAS USED TO FLUSH THE 
INSTRUMENTS PRIOR TO ULTRASONIC CLEANING). IRRIGATE THE INSTRUMENT’S SHAFT WITH THE LUER LOCK 
SYRINGE WITH THE JAWS OPEN TO REMOVE ANY REMAINING DEBRIS OR ULTRASONIC DETERGENT RESIDUE FROM 
INSIDE THE SHAFT. 

6. VISUAL INSPECTION. VISUALLY INSPECT THE INSTRUMENT FOR CLEANLINESS AND   CLEAN OFF ANY REMAINING 
DEBRIS. VISUALLY INSPECT THE INSTRUMENT FOR DAMAGE AND OPEN AND CLOSE THE JAWS TO ENSURE PROPER 

OPERATION OF THE INSTRUMENT. THE ASSOCIATION OF PERIOPERATIVE REGISTERED NURSES (AORN) STATES 
THAT “TECHNOLOGY SHOULD BE USED TO CONDUCT STRAY CURRENT LEAKAGE TESTS AT THE END OF EACH 

DECONTAMINATION CYCLE.” AS THE MANUFACTURER, WE SUPPORT AORN’S RECOMMENDATION TO INCREASE 

PATIENT SAFETY. 

7. DRY. INSTRUMENTS MUST BE THOROUGHLY DRIED WITH A CLEAN, SOFT CLOTH. THE USE OF PRESSURIZED AIR IS 

RECOMMENDED TO AID IN DRYING, ESPECIALLY IN THE FLUSH PORT OF THE INSTRUMENT WITH THE JAWS IN THE 
OPEN POSITION. RESIDUAL MOISTURE MAY CONTAIN WATERBORNE PATHOGENS AND MUST BE REMOVED PRIOR TO 
STERILIZATION. RESIDUAL MOISTURE, ESPECIALLY IN THE HINGE AREAS, MAY RESULT IN CORROSION THAT CAN 
POTENTIALLY WEAKEN THE INSTRUMENT AND SHORTEN THE LIFE OF THE INSTRUMENT. 

8. LUBRICATION. USE A HOSPITAL APPROVED INSTRUMENT LUBRICANT (INSTRUMENT MILK) ON ALL OF THE 

INSTRUMENT’S MOVING PARTS TO ENSURE THAT THEY MOVE FREELY AND WILL NOT “FREEZE UP” DURING USE. 

USING A 10CC (OR LARGER) LUER LOCK SYRINGE, FLUSH THE INSTRUMENT’S INTERNAL FLUSH CHANNEL WITH 

INSTRUMENT LUBRICANT. PLEASE ENSURE THAT THE JAWS OF THE INSTRUMENT ARE IN THE OPEN POSITION WHILE 

INFUSING THE LUBRICANT INTO THE FLUSH CHANNEL. ULTRASONIC CLEANERS REMOVE ALL OF THE LUBRICATION 

FROM THE INSTRUMENT; THEREFORE, PROPER LUBRICATION DURING EVERY REPROCESSING CYCLE BEFORE 

STERILIZATION WILL EXTEND THE USEFUL LIFE OF THE INSTRUMENT. IF THE INSTRUMENT IS TO BE STORED OR IF IT 

IS TO BE STERILIZED BY ETHYLENE OXIDE (ETO), BE SURE IT IS THOROUGHLY DRY. 

 

STERILIZATION RECOMMENDATION 

AFTER FOLLOWING THE ABOVE CLEANING RECOMMENDATIONS, ELMED’S CLEAR FLUSH® REUSABLE LAPAROSCOPIC 

INSTRUMENTS ARE READY FOR STERILIZATION. INDEPENDENT LABORATORY TESTING*, CONDUCTED UNDER FDA 

REGULATIONS (21 CFR PART 58), HAS VALIDATED STEAM STERILIZATION AS AN EFFECTIVE STERILIZATION PROCESS 

FOR ELMED’S CLEAR FLUSH® REUSABLE LAPAROSCOPIC INSTRUMENTS. THE CLEAN INSTRUMENTS WERE INDIVIDUALLY 

WRAPPED WITH THE JAWS AND BLACK RUBBER LUER CAP IN THE OPEN POSITION IN TWO LAYERS OF 2-PLY, 

APPROXIMATELY 140 COUNT COTTON MUSLIN USING SEQUENTIAL WRAPPING TECHNIQUES. THE INSTRUMENTS WERE 

THEN STERILIZED USING ONE PRE-VACUUM STEAM STERILIZATION METHOD AND ONE GRAVITY STEAM STERILIZATION 

METHOD.  

 

THE INSTRUMENTS WERE VALIDATED AS STERILE AFTER COMPLETING A 4 MINUTE, 132 DEGREE CELSIUS PRE-VACUUM 

STERILIZATION CYCLE. THE INSTRUMENTS WERE ALSO VALIDATED AS STERILE AFTER COMPLETING A 10 MINUTE, 132 

DEGREE CELSIUS GRAVITY STERILIZATION CYCLE. AS RECOMMENDED BY THE ASSOCIATION FOR THE ADVANCEMENT 

OF MEDICAL INSTRUMENTATION (A.A.M.I.) STANDARDS AND RECOMMENDED PRACTICES, THE STERILIZER 

MANUFACTURER’S WRITTEN INSTRUCTIONS FOR STERILIZATION CYCLE PARAMETERS SHOULD BE FOLLOWED AT ALL 


