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Dear FDA,

In the FDA's "Guidance for Manufacturers Seeking Marketing Clearance of Ear, Nose, and Throat Endoscope Sheaths Used as Protective Barriers (Guidance for Industry), issued on: March 12, 2000 (see: http://www.fda.gov/cdrh/ode/guidance/954.html), under the section heading "H. Sterility Information," the document reads:

"Endoscopes, as used in ENT practice, are considered to be semi-critical devices as they come in contact with mucous membranes, which may or may not be intact. The Center for Disease Control (CDC) and Association of Practitioners in Infection Control (APIC) recommend high-level disinfection as the minimum acceptable level of reprocessing for semi-critical medical devices such as endoscopes ...” And:
"Reprocessing of the endoscope after removal of the used sheath and before application of a new sheath must be recommended and described in the user's information manual. If the applicant sufficiently demonstrates protective barrier properties of the finished device, a cleaning procedure followed by an intermediate disinfection step will be required." And:
"The applicant should direct the user to follow the cleaning procedure recommended by the endoscope manufacturer. This should include instructions to clean the entire endoscope, including the eyepiece and any hand attachments. This process serves two purposes: to clean the endoscope in case of a break in aseptic technique by the user and to mechanically remove any material that may have contacted the insertion tube of the endoscope during application or removal of the sheath. In addition to cleaning, an intermediate disinfection step such as wiping with a 70% isopropyl alcohol soaked gauze pad should be recommended. This step is added to reduce the likelihood that any viable organisms remain on the endoscope prior to application of a new sheath. If the applicant wishes to propose a different cleaning regimen a full description and justification will be expected."

COMMENT: This recommendation and position are confusing, if inconsistent. It seems to me that, if the ENT endoscope is a semi-critical device, as acknowledged by the FDA (above), and, as stated by the FDA, if the ENT endoscope's insertion tube may break or become contaminated with "material" "during application or removal of the sheath," and, if there does exist "the likelihood that any viable organisms (may) remain on the endoscope prior to application of a new sheath," then the endoscope would clearly require high-level disinfection upon removal of the sheath - not intermediate-level disinfection as recommended in this FDA guidance document and as achieved, for instance, by "wiping with a 70% isopropyl alcohol soaked gauze pad."

In agreement with my position, “Recommendation #10: Disinfection Strategies for Other Semicritical Devices” of the HICPAC Draft Guideline for Disinfection and Sterilization in Healthcare Facilities states:

 “These devices (e.g., rectal probes, vaginal probes, cryosurgical probes) should be cleaned then high-level disinfected with a product that is not toxic to staff, patients, probes, and retrieved germ cells (if applicable). The high-level disinfectant should be used for the FDA-cleared exposure time until such time as the effectiveness of alternative procedures against microbes at the anatomic site is scientifically demonstrated. Category IB 5, 71, 72.

“b. When available, a probe cover or condom should be used to reduce the level of microbial contamination. Category II 133-137.

“c. The use of probe covers and condoms does not change the category of disinfection or the disinfectant recommendations, since sheaths and condoms may fail. Category IB 133-137.”
Also, according to dental infection control guidelines, "Clean and heat-sterilize, or high-level disinfect, between patients, barrier-protected semicritical items. If the item cannot tolerate these procedures then, at a minimum, protect with an FDA-cleared barrier and clean and disinfect with an EPA-registered hospital disinfectant with intermediate-level (i.e., tuberculocidal claim) activity, between patients. Consult with the manufacturer for methods of disinfection and sterilization of digital radiology sensors and for protection of associated computer hardware (IB) (243)." 

It is my opinion that either the sheath works and no reprocessing (e.g., cleaning, disinfection) is necessary, or the sheath may malfunction or break and, therefore, cleaning and high-level disinfection (or steam sterilization, if the instrument is not damaged by heat, such as a rigid laryngoscope's handle and a dental handpiece) is required. The rationale for intermediate-level disinfection provided in this FDA guidance document seems weak and is in disagreement with the aforementioned HICPAC document.

Please, FDA, clarify this for me and provide the rationale for recommending intermediate-level disinfection instead of high-level disinfection of a semicritical device covered by a sheath.

I await your reply.

Respectfully,

Lawrence F. Muscarella, Ph.D.

Director, Research and Development

Chief, Infection Control

