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Processing/Reprocessing Medical Devices in Health Care Settings: Validation Methods and Labeling" 
Olympus America, Inc. Comments 
July 29, 2011 

General Comment 
Endoscopes, which include flexible endoscopes and rigid endoscopes, have been marketed in the 
U.S. for many years. This guidance document addresses prospective device labeling but is silent 
on the regulatory implications for updating existing reusable device labeling with newer 
reprocessing chemicals and methods. For example, changes to flexible endoscope labeling to 
reference a new FDA cleared high-level disinfection (HLD) reprocessing method would not 
require a new pre-market application, according to Olympus' understanding of other FDA 
guidance.' FDA may wish to consider adding some clarifying language in this draft guidance 
document on the topic of regulatory considerations for updating/revising cleared reusable device 
labeling with FDA cleared reprocessing methods. 

* * * 

Specific Comments 
Section: V. Overview of Labeling for Reusable Devices 

Current text (page 6) 
All cleaning, disinfection and sterilization procedures should be validated and validations should 
be completed prior to the submission of your pre-market application to ensure that they meet the 
parameters you have indicated in your labeling. 

Comment 
Chemical HLD and sterilization methods require dedicated hardware and dedicated chemicals 
that may not be readily or easily available to reusable device manufacturers outside of the U.S. 
To address this challenge, FDA should consider permitting reusable device labeling to refer to 
the HLD/sterilization manufacturer for HLD/sterilization validation and the reusable device 
manufacturer for material compatibility and functionality based upon both manufacturers jointly 
performing validation studies on the reusable device in the chemical HLD/sterilizer device. 
Collaboration between endoscope manufacturers and automated endoscope reprocessor (AER) 
manufacturers for device compatibility is encouraged in the November 2009 Safety 
Communication from the FDA, CDC and VA entitled "Preventing Cross Contamination in 
Endoscope Processing". 

Olympus is proposing a collaborative validation approach in which the chemical 
HLD/sterilization manufacturer and reusable device manufacturer jointly validate reprocessing 
efficacy and device safety. For example, the endoscope manufacturer would identify the worst 
case conditions for endoscope HLD/sterilization based upon the endoscope design. The 
chemical HLD/sterilization manufacturer would perform HLD/sterilization efficacy for the 
subject endoscope on behalf of the endoscope manufacturer. The endoscope manufacturer 
would perform the material durability and compatibility analysis for the subject endoscope 
following repeat exposure to the chemical HLD/sterilization process. 

Food and Drug Administration (FDA), 510(k) Device Modifications: Deciding When to Submit a 510(k) for a 
Change to an Existing Device, (July 201 1).
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Following this example, the labeling for the subject endoscope could refer to the joint validation 
effort. For example, "Olympus has verified material durability and compatibility for XX 
endoscope model and HLD/sterilization efficacy has been validated by YY (AER/sterilizer 
manufacturer)." 

Proposed text 
Reusable device manufacturers and disinfection/sterilization method manufacturers may  
collaborate to jointly validate processing and reprocessing of the subject reusable device in the 
disinfection/sterilization method. 

*** 

Section: Criterion 2. All reprocessing instructions for reusable devices should advise users 
to thoroughly clean the device. 

Current text (page 9) 
Devices with features which may result in soil retention, or have features that make them 
difficult to clean, will need to be disassembled in order to be completely cleaned. 

Comment 
Reusable device manufacturers are subject to design validation requirements in 21 CFR Part 
820.30, Design Controls, Quality System Regulations. As stated in 21 CFR Part 820.30(g), 
manufacturers are required to validate device design, including the conformance to user needs, 
and test devices under actual or simulated use conditions. The same regulations require 
manufacturers to perform a risk analysis relative to device design. Therefore, controls are in 
place for manufacturers to evaluate the risks associated with reusable device design, i.e., devices 
that cannot be dissembled, and take the appropriate actions with the device design to safely 
address these risks, and then validate the device design to conform to the user's needs. 

Requiring devices to be designed for disassernbly when these devices may result in soil 
retention, or have difficult to clean features, is limiting to industry's ability to innovate and 
design reusable devices to meet the needs of the clinician. Reusable endoscopes and endoscopic 
equipment serve an important role in surgical practice and may not be able to be safely designed 
to be disassembled. Alternatively, the disassembly/re-assembly process for a reusable surgical 
device may pose a greater risk to device safety and efficacy through the requirement that these 
devices be disassembled. FDA should not be imposing guidance which limits and restricts 
device design, development and innovation, and future clinical applications. 

Proposed text 
Devices with features which may result in soil retention, or have features that make them 
difficult to clean, will may  need to be disassembled in order to be completely cleaned. 

*** 
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Section: Criterion 3. The instructions should indicate the appropriate microbicidal 
process for the device. 

Current text (page 11) 
Note that whichever endoscope reprocessing method(s) is/are recommended, the compatibility of 
the endoscope with the method(s) and the ability of the method(s) to successfully reprocess the 
endoscope's lumen length and diameter should be validated and then stated in the Instructions 
for Use. 

Comment 
Chemical HLD/sterilization methods require dedicated hardware and dedicated chemicals that 
may not be readily or easily available to reusable device manufacturers outside of the U.S. To 
address this challenge, FDA should consider permitting the labeling of the reusable device to 
refer to the HLD/sterilization manufacturer for HLD/sterilization validation and the reusable 
device manufacturer for material compatibility and functionality based upon both manufacturers 
jointly performing validation studies on the reusable device in the chemical HLD/sterilizer 
device. Collaboration between endoscope manufacturers and automated endoscope reprocessor 
(AER) manufacturers for device compatibility is encouraged in the November 2009 Safety 
Communication from the FDA, CDC and VA entitled "Preventing Cross Contamination in 
Endoscope Processing". 

Olympus is proposing a collaborative validation approach in which the chemical 
HLD/sterilization manufacturer and reusable device manufacturer jointly validate reprocessing 
efficacy and device safety. For example, the endoscope manufacturer would identify the worst 
case conditions for HLD/sterilization based upon the endoscope's design. The chemical 
HLD/sterilization manufacturer would perform HLD/sterilization efficacy for the endoscope on 
behalf of the manufacturer. The endoscope manufacturer would perform the material durability 
and compatibility analysis for the subject endoscope following repeat exposure to the chemical 
HLD/sterilization process. 

Following this example, the labeling for the subject endoscope could refer to the joint validation 
effort. For example, "Olympus has verified material durability and compatibility for XX 
endoscope model and HLD/sterilization efficacy has been validated by YY (AER/sterilizer 
manufacturer)." 

Proposed text 
None.

* ** 

Section: Criterion 4. Reprocessing recommendations should be technically feasible. 

Current text (page 13) 
FDA also recommends that, where possible, your validation data be generated in FDA-cleared 
sterilizers and with FDA-cleared accessories.
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Comment 
FDA should consider modifying this statement as non-FDA-cleared sterilizers available outside 
the U.S. may achieve the same parameters provided in Appendix B. As long as the sterilization 
parameters stated in Appendix B are targeted and achieved in the validation, the requirement to 
use FDA-cleared sterilizers with FDA- cleared accessories adds an unnecessary burden on 
reusable device manufacturers, especially those that are located outside the U.S. 
Moreover, compliance with relevant, recognized consensus standards should be viewed as the 
benchmark for performance. FDA should permit medical device manufacturers to use a sterilizer 
which complies with ISO standards and can reproduce the conventional parameters listed in 
Appendix B of this guidance. ISO 17665-1 "Sterilization of health care products -- Moist heat -- 
Part 1: Requirements for the development, validation and routine control of a sterilization 
process for medical devices" and ISO 11135-1 "Sterilization of health care products-Ethylene 
oxide-Part 1: Requirements for development, validation and routine control of a sterilization 
process for medical devices", are two such relevant FDA recognized standards. 

Proposed text 
FDA also recommends that, where possible, your validation data be generated in FDA-cleared 
sterilizers and with FDA-cleared accessories. If FDA-cleared sterilizers and FDA-cleared  
accessories are not available, then validation data utilizing the conventional parameters provided 
in Appendix B is acceptable. 

*** 

Section: Criterion 6. The instructions should be comprehensive. 

Current text (page 15) 
The instructions should recommend equipment settings such as time, temperature, and maximum 
device load size. 

Comment 
FDA should underscore the user's responsibility for understanding the specifications of any 
automated cleaning devices in use at their facility, including the individual load characteristics 
for the automated cleaning device. 

Proposed text 
The instructions should recommend equipment settings such as time, temperature, and maximum 
device load size and the user's responsibility to follow the instructions for the automated  

cleaning device. 

*** 

Current text (page 16) 
The instructions should recommend only cleaning agents or classes of agents (e.g., anionic 
detergents, surface-active detergent/disinfectants such as quaternary ammonium compounds, and 
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enzymatic detergents) that were used during the cleaning validation studies and that have been 
demonstrated to be compatible with the device and are effective cleaning agents. 

Comment 
This guidance is limiting for both reusable device manufacturers and users and creates rather 
than solves problems. Olympus is also uncertain as to what demonstrable problem this 
recommendation is intended to address. 

• This guidance forces reusable device manufacturer to evaluate a wide range of 
commercially available detergents. Olympus is not aware of any problems with 
endoscope cleaning efficacy due to detergents that have been evaluated for material 
compatibility only. For many years, Olympus conducted an extensive detergent testing 
program with our endoscopes that we eventually abandoned based upon our experience 
that many medical instrument detergents were compatible with Olympus endoscopy 
equipment. The general characteristics of detergents found to be compatible with 
Olympus endoscopy equipment are low-foaming, neutral pH and formulated for use with 
medical instruments. Additionally, detergents suitable for use with our endoscopes 
include enzymatic or non-enzymatic detergents, including bacteriostatic or bactericidal 
compounds. 

• Limiting the detergent recommendations to only those that have been validated by the 
reusable device manufacturer creates greater compliance challenges for users as they now 
may have multiple and different detergents to prepare. For example, it is not uncommon 
for healthcare facilities to utilize various endoscopes from different endoscope 
manufacturers. If each endoscope manufacturer recommends a different detergent based 
upon the guidance stated above, then health care facilities will be required to switch 
detergents throughout the day as they clean different endoscopes. This creates a 
compliance burden for the reprocessing staff with no appreciable benefit. 

• Finally, based upon the introduction of new detergents, reusable device manufacturers 
will need to continuously revalidate device cleaning and, as necessary, revise and reissue 
device labeling. Reissuing device labeling to endoscope customers to simply reflect the 
addition of new detergent creates a great burden on device manufacturers in the absence 
of any demonstrable problem identified with recommending detergents based upon 
compatibility only. 

Proposed text 
The instructions should recommend only  cleaning agents or classes of agents (e.g., anionic 
detergents, surface-active detergent/disinfectants such as quaternary ammonium compounds, and 
enzymatic detergents) that were used during the cleaning validation studies or anti that have 
been demonstrated to be compatible with the device and are effective cleaning agents. 

*** 
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Current text (page 16) 
Labeling should identify the recommended detergents, whether conventional and/or enzymatic, 
and include mixing instructions for the detergents if needed. 

Comment 
"Conventional detergents" is not understood and needs to be defined. 

Proposed text 
None

*** 

Current text (page 18) 
For reusable devices intended to be disinfected or sterilized, labeling should specify at least one 
validated method for disinfection or sterilization. 

Comment 
Chemical HLD/disinfection and sterilization methods require dedicated hardware and dedicated 
chemicals that may not be readily or easily available to reusable device manufacturers outside of 
the U.S. To address this challenge, FDA should consider permitting reusable device labeling to 
refer to the HLD/sterilization manufacturer for HLD/sterilization validation and the reusable 
device manufacturer for material compatibility and functionality based upon both manufacturers 
jointly performing validation studies on the reusable device in the chemical HLD/sterilizer 
device. Collaboration between endoscope manufacturers and automated endoscope reprocessor 
(AER) manufacturers for device compatibility is encouraged in the November 2009 Safety 
Communication from the FDA, CDC and VA entitled "Preventing Cross Contamination in 
Endoscope Processing". 

Olympus is proposing a collaborative validation approach in which the chemical 
HLD/sterilization manufacturer and reusable device manufacturer jointly validate reprocessing 
efficacy and device safety. For example, thelendoscope manufacturer would identify the worst 
case conditions for HLD/sterilization based upon the endoscope's design. The chemical 
HLD/sterilization manufacturer would perform HLD/sterilization efficacy for the endoscope on 
behalf of the manufacturer. The endoscope manufacturer would perform the material durability 
and compatibility analysis for the subject endoscope following repeat exposure to the chemical 
HLD/sterilization process. 

Following this example, the labeling for the §ubject endoscope could refer to the joint validation 
effort. For example, "Olympus has verified material durability and compatibility for XX 
endoscope model and HLD/sterilization efficacy has been validated by YY (AER/sterilizer 
manufacturer)." 

Proposed text 
None.
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*** 

Current text (page 20) 
The labeling should inform the user how many times, based on testing, the device can be reused; 
or provide the user with a mechanism or method to ascertain whether the device exceeded its 
use-life. 

Comment 
FDA should reconsider this recommendation. Firstly, the term "use-life" needs to be established 
and clearly defined. Relative to endoscopes, endoscope repair and refurbishment permits these 
devices to be safely used for many years. Assuming repair parts are available, an endoscope use-
life can easily be greater than ten years. For example, this year Olympus announced the 
discontinuation of service of the 140 series of flexible gastrointestinal endoscopes, introduced to 
the U.S. market in 1996. As a result, it is questionable whether providing the re-use life of 15 
years for an endoscope is of value to the health care practitioner. How will user facilities track 
and maintain this information? Olympus believes there are inherent challenges in establishing a 
tracking mechanism or method to enumerate the number of times that a reusable device has been 
reprocessed. 

However, assigning use-life based upon time is not an accurate or reliable measure. A flexible 
endoscope in a high-volume endoscopy clinic may be used multiple times a day, whereas that 
same device model in a low volume endoscopy clinic will see a different rate of use. 

Moreover, assuming that a use-life was stated for a reusable device such as an endoscope, repair 
by organizations other than the original equipment manufacturer ("OEM"), for example, 
independent service organizations ("IS0s) will alter the OEM's projected use-life. If an ISO 
replaces a critical component such as the insertion tube, then the ISO should be stating the use-
life for the modified endoscope. ISOs, however, are not regulated by FDA and as such have no 
obligations to provide labeling for devices modified from the OEM's specifications. 

Relative to endoscopes, the expected use-life cannot be established with certainty due to the 
following factors, all of which can impact the device use-life. 

• Care, handling and storage of the endoscope by the user; 
• Degradation of materials, including glues and polymers based upon exposure to 

reprocessing chemicals and methods not recommended by the reusable device OEM; 
• Replacement of OEM parts, materials, glues, etc. by ISOs; and 
• Use of compatible endotherapy devices. 

Olympus supports user labeling detailing visual inspection criteria of re-usable devices as a 
mechanism for the user maintaining awareness of device functionality and acceptable device 
performance in advance of patient use.
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Proposed text 
Alternatively, labeling should provide the user with a method to establish that the device is still 
within performance specifications and instructions to obtain service and repair of the device or 
dispose of devices that fail.

*** 

Current text (page 20) 
Single use devices that are initially supplied non-sterile to the end user and require the end user 
to sterilize the device before use, and reusable devices that are initially supplied non-sterile to the 
end user and require the end user to sterilize the initial packaged device and to subsequently 
reprocess the device after initial use (i.e., cleaning and sterilization), should be prominently 
labeled "Non-sterile" in large type directly on the manufacturer's original device package in a 
manner which precludes separation of "Non-sterile" from the device. 

Comment 
Olympus believes that the requirement to label re-usable devices with a label on the 
manufacturer's device package stating "Non-sterile" diminishes the significance and value of 
devices labeled as sterile. Olympus is concerned that the proliferation of labeling presented to 
users as a result of this recommendation will reduce the user's attention to the important 
"STERILE" labeling found on single-use devices. 

Moreover, reusable devices require labeling providing the user with instructions on how to safely 
reprocess the device prior to initial use. Olympus has no evidence or complaint trends indicating 
that users are failing to sterilize new or serviced rigid endoscopes requiring sterilization prior to 
initial patient use. 

Proposed text 
Single use devices that are initially supplied rion-sterile to the end user and require the end user 
to sterilize the device before use, and reusable devices that are initially supplied non-sterile to the 
end user and require the end user to sterilize the initial packaged device and to subsequently 
reprocess the device after initial use (i.e., cleaning and sterilization), should clearly  state in the 
device instructions for use that the device requires sterilization prior to use. be-pfeminently 

ic*c.c 

Section VIII. Validation of Cleaning Process A. Introduction 

Current text (page 23) 
Ambiguous or incomplete instructions such as "rinse at room temperature" or "allow device to 
dry under ambient conditions" are generally i.tiadequate. 
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Comment 
Room temperature is not universally described in a consistent or standardized definition by all 
reusable device manufacturers. As a result, it can be challenging for a user to apply in practice 
different room temperature settings based upon different definitions. Olympus believes that this 
labeling requirement will lead to more, not less, confusion from users. FDA should reconsider 
this statement because regardless of the room temperature settings amongst different user 
environments, the user is able to verify that the device is dry through a visual inspection. 

Proposed text 
Ambiguous or incomplete Instructions such as "rinse at room temperature" or "allow device to 
dry under ambient conditions" should be defined when a specific setting or temperature is critical 
to the success of the cleaning process afe-gcnerally inadequate. 

*** 

Current text (page 23) 
Specify predetermined cleaning test endpoints. 

Comment 
Industry requires guidance from the FDA relative to their expectations for establishing 
predetermined endpoints, especially in light of FDA's acknowledgement in the beginning of this 
section (page 22) that no standards or dedicated guidance is available related to medical device 
cleaning. In the absence of any FDA recognized standards or dedicated guidance, industry 
requests FDA to outline their expectations for establishing cleaning endpoints. 

Proposed text 
None

*** 

Current text (page 24) 
If a device consists of several components to be disassembled for adequate cleaning, examine 
what will result if the device is not disassembled or is incompletely disassembled. 

Comment 
If the Instruction for Use clearly states that the device must be disassembled', validation should 
be unnecessary on the assumption of a human error of not performing disassembling. 

Proposed text 
If a device consists of several components to be disassembled for adequate cleaning, where 
appropriate  examine what will result if the device is not disassembled or is incompletely 
disassembled.

*** 
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Current text (page 24) 
You should use a device which has undergone at least some simulated use. 

Comment 
FDA should more clearly define "some simulated use" as this phrase is subjective and open to 
interpretation. 

Proposed text 
None

*** 

Section B. Validation of the Cleaning Process Using Worst Case Testing 

Current text (page 25) 
c. Destructive testing 
You should perform destructive testing where necessary to validate the effectiveness of cleaning 
methods. 

Comment 
FDA should consider providing examples of test methods that are non-destructive which will 
also demonstrate validation of cleaning efficacy. For example, test methods performed in, and 
data generated from, laboratories certified for testing medical devices working in compliance 
with GLPs should also be acceptable. Alternatively, testing performed according to Technical 
Information Reports, such as AAMI TIR 12:2010 and AAMI TIR 30:2003 should also be 
acceptable. These other options are valid and should be offered as examples of testing 
considerations to validate the effectiveness of cleaning methods. 

Proposed text 
c. DeArtfetive Testing 
Testing methods to validate the effectiveness of cleaning methods should consider testing 
conducted under GLP conditions, testing in accordance with recommendations found in AAMI  
TIR 12:2010 and AAMI TIR 30:2003 or where necessary  You should perform destructive 
testing.

*** 

Current text (page 26) 
C. Resources for Establishing Simulated Use Protocols 
Where applicable, clinicians should be consulted to determine the physical extent of "real world" 
worst case device contamination. 

Comment 
The diversity of endoscopic instruments and the clinical settings in which they are used provide 
unusual challenges to the authors. It is Olympus' experience that a variety of factors influence 
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the extent and range of bioburden contamination of endoscopes. These factors include the 
patient's condition and clinical presentation, the types of procedures being performed, the skill of 
the clinicians, and regional differences in endoscopic medical practice. Therefore, not all factors 
can be adequately represented by the input of some clinicians. In comparison, Olympus has 
accumulated a great deal of expertise relative to clinical endoscope use and the challenges 
associated with endoscope cleaning and reprocessing. FDA should consider revision to this 
statement as medical device manufacturers who have accumulated a great deal of knowledge and 
expertise in device reprocessing can determine the worst case conditions for device 
contamination without consulting with clinicians. 

Proposed text 
Where applicable If required, clinicians should be consulted to determine the physical extent of 
"real world" worst case device contamination.

*** 

Current text (page 27) 
IX. Validation of Terminal Reprocessing B. Sterilization 
As stated previously, FDA recommends that, where possible, your validation data be generated 
in FDA-cleared sterilizers and with FDA-cleared accessories. 

Comment 
FDA should consider modifying this statement as non-FDA-cleared sterilizers available outside 
the U.S. may achieve the same parameters provided in Appendix B. As long as the sterilization 
parameters stated in Appendix B are targeted and achieved in the validation, the requirement to 
use FDA-cleared sterilizers with FDA-cleared accessories adds an unnecessary burden on 
reusable device manufacturers, especially those that are located outside the U.S. 

Moreover, compliance with relevant, recognized consensus standards should be viewed as the 
benchmark for performance. FDA should permit medical device manufacturers to use a sterilizer 
which complies with ISO standards and can reproduce the conventional parameters listed in 
Appendix B of this guidance. ISO 17665-1 "Sterilization of health care products -- Moist heat -- 
Part 1: Requirements for the development, validation and routine control of a sterilization 
process for medical devices" and ISO 11135-1 "Sterilization of health care products-Ethylene 
oxide-Part 1: Requirements for development, validation and routine control of a sterilization 
process for medical devices" are two such relevant FDA recognized standards. 

Proposed text 
As stated previously, FDA recommends that, where possible, your validation data be generated 
in FDA-cleared sterilizers and with FDA-cleared accessories. If FDA-cleared sterilizers and  
FDA-cleared accessories are not available, then validation data utilizing the conventional  
parameters provided in Appendix B is acceptable.  

*** 
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