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IFU& MSDS 

HIGH LEVEL
DISINFECTION
SOLUTIONS



IFU (Instructions for use)
means…  

• A Regulatory Document

• Mandatory to be supplied with each 
   pack / case of product or device

• IFU: Identifies the target population in which 
   a significant portion of sufficient valid 
   scientific evidence has demonstrated that 
   the device, as labeled, will provide clinically 
   significant results and, at the same time, 
   does not present an unreasonable risk of 
   illness or injury associated with the use of 
   the device

• Backed by evidence???



 

Description

Indications

Application

Performance

Contraindications

Warnings and Precautions

Adverse Reactions

Sterility

Storage

Symbols used on labeling

Details covered in the IFU



 CIDEX® OPA is intended as high level 
disinfectant for reprocessing heat-sensitive 
reusable semi-critical medical devices, 
for which sterilization is not feasible, 
when used as per directions for use

Semi-critical device: Makes contact with mucous membranes but 
does not ordinarily penetrate normally sterile areas of the body.

Semi-critical reusable device (e.g. endoscopes): Sterilization is 
required whenever feasible; when not feasible, high level
disinfection is the minimum acceptable process.

Hey there!
Can we use CIDEX® OPA for disinfecting
critical devices?



 

Hi, where can I find the 
spectrum of activity as demonstrated 
by CIDEX® OPA?

The CIDEX® OPA IFU gives detailed 
information on its microbicidal activity 



Yes, the CIDEX® OPA IFU gives a list 
of the devices compatible with 
CIDEX® OPA…

…and it is compatible with the cleaning agents as well.

Are endoscopes manufactured 
by Olympus compatible 
with CIDEX® OPA?



  

Does the CIDEX® OPA IFU 
provide a material 
compatibility list?

CIDEX® OPA solution has been tested 
and found to be compatible with the 
materials shown below



When sterilization by a biologically 
monitorable process is not feasible, high 
level disinfection of rigid endoscopes is 
recommended by the Centers for Disease 
Control and Prevention (CDC) and the 
Association for Professionals in Infection 
Control and Epidemiology (APIC)

Is high level disinfection recommended 
for rigid endoscopes?



  

Is there any critical step to remember 
as a cardinal rule during 
high level disinfection?

• Before immersion in CIDEX® OPA solution, thoroughly clean   
   device, including all lumens, using a cleaning protocol or 
   standard, such as the ASTM F 1518 “Standard Practice for   
   Cleaning and Disinfection of Flexible Fiberoptic and Video    
   Endoscopes Used in the Examination of the Hollow Viscera.” 
   Thoroughly rinse and rough dry all surfaces and lumens of 
   cleaned devices. 

• The use of CIDEX® OPA solution with semi-critical
   devices must be part of a validated rinsing   
   procedure as provided by the device 
   manufacturer. See DIRECTIONS FOR USE 
   Rinsing Instructions for important 
   information on rinsing. 

• ALWAYS follow the Directions For Use 
   Rinsing Instructions (Part B) and the 
   SPECIAL INSTRUCTIONS for Transesophageal
   Echocardiography (TEE) probes in Part C 
   EXACTLY or residues of CIDEX® OPA solution 
  may remain on the device. Failure to follow 
  rinsing instructions exactly has resulted in 
  reports of chemical burns, irritation, and 
  staining of the mouth, throat, esophagus 
  and stomach.

Directions for Use on next page





 

Do we have detailed Instructions IFU 
use for CIDEX® OPA, as we encounter 
a few products with 
incomplete information?

Yes, there is a detailed IFU for CIDEX® OPA
 which includes information on Directions for 
Use, Contraindications, Warnings, Precautions, 
Storage Conditions and Expiration Date, etc.



Please follow the Directions for Use 
mentioned below

Do we have guidelines for reuse 
of Cidex® OPA solution?



  



Yes and to make this easy for you Directions for 
Use have been provided below

Is the rinsing process different for 
manual and automated processing?



  



Do we have directions for use of sterile
 and potable water?



  



Yes, a detailed IFU is available with details such 
as  Intended Use, Test Explanation, Chemical 
Principle of the Test Procedure, and so on

Do you have a detailed IFU for the 
CIDEX® OPA test strips?



  
 



Please follow the Directions for Use 
mentioned below

How should I use and read the 
test strips?



The Material Safety Data Sheet (MSDS) is a detailed information 
bulletin prepared by the manufacturer or importer of a chemical that 
describes the physical and chemical properties, physical and health 
hazards, routes of exposure, precautions for safe handling and use, 
emergency and first-aid procedures, and control measures. 
Information on an MSDS aids in the selection of safe products and 
helps prepare employers and employees to respond effectively to daily 
exposure situations as well as to emergency situations.

MSDS (Material Safety Data Sheet) 
means…

http://www.cbs.state.or.us/osha/pdf/pubs/fact_sheets/fs27.pdf



The ingredients, at their given percentage in this 
product, are not considered hazardous to 
your health

Are active ingredients in CIDEX® OPA 
hazardous to health?



Yes, there are recommended first aid measures for 
accidental exposure to CIDEX® OPA

Are there any recommended first aid 
measures for accidental exposure to 
CIDEX® OPA?



Handling and storage information is easily 
available in the MSDS

Where can I find information on 
proper handling and storage?



This information is also available in the MSDS

Where will I get complete toxicological 
information for CIDEX® OPA?



Yes it is, and you can find more 
information below

Is CIDEX® OPA environmentally friendly?
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