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	Alpha-1 Association

275 West Street

Suite 210

Annapolis, MD  21401


	Alpha-1 Foundation

2937 SW 27th Avenue

Suite 302

Miami, FL  33133



August 12, 2004

James. W. Whitlow

Office of Chief Counsel

U. S. Department of Transportation

Dockets Management System

Room Plaza 401

400 Seventh Street, SW

Washington, DC  20590-0001

Re: Docket #FAA-2004-18596

Use of Certain Portable Oxygen Concentrator Devices Onboard Aircraft; Proposed Rule

Dear Mr. Whitlow:

Alpha-1 Antitrypsin Deficiency (Alpha-1) is an inherited genetic disorder that can result in devastating and fatal lung and liver disease that is often misdiagnosed as asthma or Chronic Obstructive Pulmonary Disease (COPD).  A National Survey conducted in 2003, reports that approximately 44% of Alpha-1 patients require supplemental oxygen, twice the amount reported in the general COPD population.  End stage treatment for Alpha-1 is lung transplantation in adults and Alpha -1 is the second leading cause of pediatric liver transplants.
On behalf of the Alpha-1 Association, Alpha-1 Foundation and the individuals we represent who require supplemental oxygen for airline travel, we commend the Federal Aviation Administration (FAA) for taking the important first step of listing the notice of proposed rule making (NPRM) for the use of portable oxygen concentrator (POC) devices in the July 14, 2004 (Volume 69, Number 134) Federal Register.  Improving access to air travel for oxygen dependent individuals by recognizing and qualifying new technology such as POC’s will significantly enhance the lives of those who currently face discrimination when attempting air travel.  Often we hear horror stories about high fees, boarding problems, layovers and in the worst cases the inability to obtain emergency flights to attend funerals or be with family members who are critically ill.

Because supplement oxygen for air travel is vitally important to the patient community we serve, both organizations strongly oppose the request made by the Air Transportation Association to extend comments by an additional 60 days, delaying progress on this important rule.  We recommend that the comment period end on August 13, 2004 to expedite final rule making.

The establishment of the Special Federal Aviation Regulation (SFAR) to address the traveling needs of persons on oxygen therapy and the acknowledgement that FAA is aware of the critical need to improve service to these passengers is a progressive step for the oxygen dependent community.  And while the current NPRM is product and manufacturer specific addressing only the AirSep POC; our understanding of the oxygen SFAR is that it will open the doorway for other oxygen devices to be expeditiously reviewed and approved as medically necessary carry-on items by passengers.  Establishing a clear process and pathway for other oxygen devices to receive carry-on approval is important to making the NPRM and SFAR truly meaningful for oxygen dependent air travelers.  We recommend that the final rule clarify that the SFAR will apply to other oxygen devices once they are approved by FAA.  We recommend that FAA conclude its evaluation of the Inogen One POC by the issuance of the final rule.  We recommend that FAA accelerate evaluation of other oxygen devices such as the Helios and M6 with Conserver which offer greater portability and are currently reimbursed by insurers.

Our greatest concern is that the NPRM states that each aircraft operator is responsible for determining whether the device would interfere with the electrical, navigation or communications equipment aboard each aircraft on which the device is used.  Further, the NPRM states that the proposal does not require operators to allow POC use.  This is troublesome to the patient community especially if carriers determine not to qualify the AirSep POC as a carry-on item.  Voluntary compliance may well condemn individuals to the same inconsistent oxygen policy they currently experience with commercial air carriers.  We understand that FAA did not do an economic analysis of the SFAR which is the reason the requirements are voluntary.  We recommend that the FAA establish guidelines for testing POC systems for all carriers as clear guidance will assist in qualifying new systems and may stimulate the device manufacturing market to meet the needs of oxygen dependent air travelers.  We recommend that within FAA’s authority the final rule consider standardized testing guidelines for review and approval of the POC and mandate that the review be conducted by the commercial carriers.  We recommend that FAA work with the carriers to implement qualification at the aircraft manufacturer level to approve POC and other oxygen devices.

We believe that many of the issues raised in the NPRM concerning the operation of the AirSep POC are easily managed by having users sign a form that certifies that they have read the equipment users manual and understand the equipment they are carrying on-board.  Concerns expressed in the NPRM regarding operation of the AirSep POC, such as understanding the alarm system are best addressed by physicians who qualify individuals to use these systems and not by airline personnel.  We recommend that the FAA develop an easy to use consent form to supplement the signed form by a licensed physician, allowing users to state that they have reviewed the owners manual and understand the operation of their carry-on oxygen device.

The NPRM states that sufficient batteries be provided to power the device for the duration of the flight and poses questions regarding on-board power outlets.  We recommend that the user have 1 plus ½ the number of batteries required for the duration of their itinerary and that priority seating be made available whenever possible to allow access to available electrical outlets.  We recommend that carriers inform users about the availability of on-board power outlets when they are making reservations and at check points, such as the gate.  

The NPRM suggests stowage of the AirSep POC under the seat of the user or in another appropriate location.  We agree with this suggestion as long the comfort of the individual user is not compromised.  We recommend that patients be allowed to make necessary movement about the cabin when the captain has turned off the fasten seat belt sign, such as using the restroom with the POC. 

Finally, on behalf of the patients who have helped us alert the DOT and FAA to this serious inequity in air travel with supplemental oxygen we strongly encourage the Department of Transportation to move swiftly and issue a final rule.  It is of critical importance that portable oxygen concentrators and other oxygen systems be made available for commercial air travel to end the discrimination that oxygen dependent travels have tolerated for too long.

Respectfully submitted,

Alpha- 1 Association Board of Directors

Alpha-1 Foundation Board of Directors

CC:

The Honorable Norman Y. Mineta

Secretary

U.S. Department of Transportation

400 Seventh Street, SW

Washington, DC 20590

Marion C. Blakey

Administrator

Federal Aviation Administration

U.S. Department of Transportation

400 7th Street, S.W.

Washington, D.C. 20590
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