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Via e-mail (fdadockets@oc.fda.gov) and fax 301-594-0060

December 9, 2003

Dockets Management Branch (HFA-305)

Food and Drug Administration

5630 Fishers Lane,

Room 1061

Rockville, MD  20852

Re:
Docket No. 2003N–0456: Agency Information Collection Activities; Proposed Collection; Comment Request; Prevention of Medical Gas Mixups at Health Care Facilities
Dear Sir or Madam:

Gas Regs, Inc. provides the following comments as they relate to the “Agency Information Collection Activities; Proposed Collection; Comment Request; Prevention of Medical Gas Mixups at Health Care Facilities”, Docket 2003N–0456.  The Notice requesting comments appeared in the Federal Register on October 10, 2003 at pages 58691 and 58692.

Gas Regs, Inc., is a Quality Assurance / Regulatory Affairs consulting firm dedicated to assisting companies who manufacture, fill, distribute and/or use medical gases with their quality and FDA regulatory compliance activities.  Gas Regs, Inc.’s, clients include national, regional, and single site home care companies; international, national and regional industrial gas firms (e.g., air liquefaction, bulk gas manufacturing, and container filling operations); as well as regional and single site cylinder filling operations.

The agency has requested comments, to which we reply, on the following topics as they relate to the agency collecting information.

1. Whether the proposed collection of information is necessary for the proper performance of FDA’s functions, including whether the information will have practical utility;

2. The accuracy of FDA’s estimate of the burden of the proposed collection of information, including the validity of the methodology and assumptions used;

3. Ways to enhance the quality, utility, and clarity of the information to be collected; and 

4. Ways to minimized the burden of the collection of information on respondents, including thorough the use of automated collection techniques.

The Federal Register Notice indicates that a survey of healthcare facilities (e.g., hospitals, nursing homes, etc.) to assess the degree these facilities have “complied” with the safety measures (provided in the agency’s 2001 published guidance to prevent medical gas mix-ups) and to ascertain if additional steps are warranted.  The Notice is not explicit as to who is to 

conduct this survey although reference is made to 21 CFR Parts 210 and 211, potentially inferring it may be a requirement on medical gas manufacturers.  Based on brief discussions today (12/9/03) with Marie Urban and Betsy Adams, (HFC-1) and upon this afternoon’s (3:00 p.m.) receipt of the draft survey form (Attachment I), it now appears that the agency itself will collect the information.  Gas Regs, Inc. has modified its initial response to the questions based on this recently obtained information:

1. Regarding, “Whether the proposed collection of information is necessary for the proper performance of FDA’s functions, including whether the information will have practical utility.”

Gas Regs, Inc. fully supports the agency’s proposal to collect information related to how healthcare facilities have implemented the recommendations that the agency put forth in its 2001 guidance document, and believes the information will have practical utility.  Although the 2001 guidance was directed at healthcare facility receipt and use of medical gas contained in large cryogenic containers, based on the questions in the draft survey, it appears the survey scope may extend to compressed gases as well (i.e., questions related to storage and use do not appear to be specific to cryogenic liquids.)  If the intent is to focus only on cryogenic liquids, the survey should be modified to specifically state that.  If the scope is intended to expand beyond cryogenic liquids, the additional information gathered, in Gas Regs, Inc.’s opinion, will have a practical utility by further assisting in the agency’s understanding of the uniqueness of medical gas handling and use at healthcare facilities, when compared to traditional pharmaceuticals.

2. Regarding, “The accuracy of FDA’s estimate of the burden of the proposed collection of information, including the validity of the methodology and assumptions used.”

Gas Regs, Inc. believes the agency’s estimate of fifteen minutes per respondent is low.  The “Information from Management” section of the survey may be completed in this time frame once the appropriate management individual is identified.  The time required to accurately assess “compliance” with the guidance through visual confirmation by an investigator, could be considerably longer, especially if the scope expands beyond cryogenic liquids.

The Federal Register notice does not indicate if an initial telephone call will be made to the a healthcare facility to determine the appropriateness for an on-site assessment (i.e., to determine if the facility utilize large cryogenic containers).  Gas Regs, Inc. proposes that such an initial contact be made to ascertain the appropriateness for an agency on-site visit.

The Federal Register notice does not indicate how the agency arrived at the total number of respondents (285).  Gas Regs, Inc. is concerned with the statistically significance of this sample, given the total number of healthcare facilities nationwide and the sub-set of that number that utilize large cryogenic containers.  Based on discussion with agency personnel, the number may be based on the limited resources the agency anticipates that it will have to conduct on-site visits.  Gas Regs, Inc. is concerned that if the sample is not statistically significant, erroneous conclusions may be drawn.  Gas Regs, Inc., recommends that if the agency comes to a conclusion that “additional steps are warranted to ensure the safety of patients”, that those steps be discussed with both medical gas manufacturers and users prior to issuing further guidance or taking other actions.

3. Regarding, “Ways to enhance the quality, utility, and clarity of the information to be collected.”

In general, Gas Regs, Inc., would recommend emphasizing questions related to assessing training of healthcare facility employees engaged in the receipt, review of labeling, and hookup activities and de-emphasizing the assessment of medical and “industrial” gas segregation.  Although Gas Regs, Inc. firmly agrees with the need for Standard Operating Procedures and documentation of the referenced activities at healthcare facilities, the 2001 Guidance discussed the activity, not the need for SOPs and records.  Gas Regs, Inc. is concerned that a “No” response for “no SOP” or “no documentation” could be mistakenly inferred to mean “no training, no label examination, no inspection, etc.”

a. Gas Regs, Inc. also proposes the following changes/additions

b. Drop the word “quarantine” from the third bullet of the third question on page one, as the guidance discusses “separate areas” not “separate quarantine areas”

c. Change the word “industrial” to “non-medical” in the fourth question on page one, and explain that for the most part, any gas not labeled USP or NF is “non-medical”.  (NOTE: High pressure drug and device gas mixtures and a few pure (medical device) gases are not listed in the USP/NF but bear appropriate medical gas wording on the label and would be considered “medical” grade.)

If the intent of the fifth question is to ascertain if non-medical gases are used for medical applications, then the question needs to be reworded.  There are legitimate applications for non-medical gases in healthcare facilities, including gases used for carbonating beverages, gases used in medical laboratory settings such as gases used in chromatography or other analytical techniques, and gases used by facility maintenance.  Depending on the healthcare facility management representative interviewed, that individual may or may not know how the non-medical gases are used.

d. Eliminate the first question on the second page as the answer to the previous question (if properly reworded) provides the answer the agency is looking for.  If the agency does not agree with this proposed change, replace the words “contact with the human body” with “medical applications”.  “Contact with the human body” could be misinterpreted For example; carbon dioxide in a beverage – not a medical gas – has contact with the human body.  In addition, certain device gases, that do not have contact with the human body but are used in conjunction with medical devices for calibration purposes are classified as medical gases.  Also delete the words “since industrial gases may contain toxic contaminants”.  Regardless of whether industrial gases “contain” or “do not contain” “toxic contaminants”, non-medical gases should not be used for medical applications.  It is also Gas Regs, Inc.’s opinion that inferring (even with the word “may”) that industrial gases contain “toxic contaminants” is inappropriate for a survey.

e. Although the guidance document does discuss separate storage of medical and industrial gases, healthcare facilities should also develop and implement controls to assure that there are not mix-ups even within medical gases.  Gas Regs, Inc. agrees that it is totally inappropriate for non-medical gases to be used for medical applications, however, the attachment of a cryogenic container of Nitrogen, NF to an Oxygen, USP piping system within a healthcare facility could have the same disastrous results as the connection of a non-medical nitrogen or argon container.

It may be valuable to have individuals from the industry (both manufacturers and users) assist in developing a more comprehensive survey that the agency could use in its fact finding/verification endeavor.

4. Regarding, “Ways to minimize the burden of the collection of information on respondents, including through the use of automated collection techniques.”

It may be of value to develop a questionnaire (at least to determine the initial population to be sampled) that could be submitted either on-line or through e-mail.  Gas Regs, Inc. believes the only way for the agency to verify actual conditions is by the way the agency is proposing, (i.e. having investigators visit a sample of healthcare facility locations, provided the sample is statistically significant)

Gas Regs, Inc., appreciates the opportunity to comment on this proposed survey.  Please do not hesitate to contact John K. Willenbrock, President, Gas Regs, Inc. via e-mail at john.willenbrock@gasregs.com, or via phone at 336-887-0510 if you have any questions regarding our comments.  Thank you for your consideration.

Sincerely,

John K. Willenbrock

President

Gas Regs, Inc.

cc:
Elizabeth Adams, Consumer Safety Officer, ORA via e-mail

Duane Sylvia, Consumer Safety Officer, CDER, Office of Compliance via e-mail

Marie Urban, Consumer Safety Officer, ORA via e-mail

Attachment (1) 
ATTACHMENT I

DRAFT SURVEY FORM
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Date: %
To: Duane S. Sylvia, HFD-320 %

Subject: Medical Gas Erors Assessment Report

Name and address of the facility visited:
Contact Person and their telephone number;

Name and address of their supplier:

INFORMATION FROM MANAGEMENT

Is the facility aware of FDA's Guidance to Hospitals issued April 6, 20017
Yes No,

How did the facility become aware of it?
*nternet
*Direct Mailing
*JCAHO Sentinei Event Alert
“Their supplier,
*Other sources

Does the facility have Standard Operating Procedures (SOP) addressing:

“Training in medical gas delivery and hookup?
Yes, Ne

*Labe! examination of the medical gas?
Yes, No

“Separate quarantine areas for medical & industrial grade product?
Yes No

Does the facility have and use industrial gases?
Yes No.

If yes, what are they used for

“Running tools______

“Human procedures such as laproscopy. %
*Others B ‘ ’
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Is the facility aware that only medical gases should be used for contact with
the human body, since industrial gascs may contain toxic contaminants?
Yes No,

Does the facility SOP include a confirmatory inspection to assure the proper
connection of delwered gases?
Yes__

*Respiratory therapist staff,
*Nursing staff

*Pharmacy staff
*Maintenance staff

*Other

Who is responsible for this task? (Please check one) Q%

Does the facility document the post-confirmatory inspection?
Yes, No

Is the facility aware of reporting adverse events to FDA whether or not a
death or injury is involved?
Yes No,

VISUAL CONFIRMATION

Are the fittings on the farge portable cryogenic containers the facility is
currently using permanently attached?
Yes No

What method is used to permanently attach the fitting to the container?
Silver brazen
Permanent device_____

‘

Do the containers bear a 360-degree wrap around label with the name of the
medical gas repeated around the entire label?
Yes No

- Has the facility poe!ed FDA's Warn:ng Po er”
Yes____ No EOR

if yes, where is the poster located?

% . Does the facility have separate storage areas for medical & industrial gases?

T
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