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October 7, 2008
Submitted Electronically
FMCSA-2007-0032
US Department of Transportation

Federal Motor Carrier Safety Administration
400 Seventh Street, SW

Washington, D.C. 20590
Re:
Medical Review Board Recommendations for the Treatment of Obstructive Sleep Apnea
Allergan Inc. would like to congratulate the Federal Motor Carrier Safety Administration in keeping our highways safe by addressing the risk associated drivers who suffer from sleep apnea.  We respectfully submit our comments on the recent Medical Review Board recommendations for the treatment of obstructive sleep apnea.  Allergan is a research-based, global pharmaceutical company and medical device company dedicated to the discovery and development of innovative medicines and treatments that improve the quality of life of people around the world.  Allergan manufactures and markets a laparoscopic gastric band which is effective in reducing Body Mass Index (BMI) to normal levels in super and morbidly obese patients (BMI ≥ 40 kg/m² or BMI≥ 35 kg/m² with one or more existing co morbidities). 
As a general matter, we believe that the adoption of stringent guidelines for the management of obstructive sleep apnea is a necessary step in ensuring the safety of all motorists and enhancing the health and wellbeing of America’s commercial drivers.  Accordingly, as set forth in greater detail below, we strongly urge the Federal Motor Carrier Safety Administration to focus its resources and authority on facilitating the development of an efficient and safe method for mitigating the dangers associated with obstructive sleep apnea and drivers who possess or are considering a commercial drivers license (CDL).
For specific patient populations with BMI ≥40kg/m² or BMI ≥35kg/m² with existing co morbidities such as OSA bariatric surgery has shown great success in improving overall patient health, including the elimination of OSA and other areas of sleep disordered breathing  

Accordingly, in addition to the recommendations on OSA treatment developed by the MRB, we recommend the following recommendations be included:

· Bariatric surgery should be included as an effective treatment for OSA in drivers currently possessing a CDL with BMI ≥ 35 kg/m² or in persons with BMI ≥ 35 kg/m² who wish to attain a CDL

· Employers that employ drivers who require a CDL must provide coverage for bariatric surgery to medically qualified employees that would benefit from this surgery as a treatment for OSA.
· Medical reviewers and other personnel directly involved with the granting of CDLs should be directed to educate high BMI, CDL candidates on bariatic surgery as a potential treatment modality.
Comments on Specific Recommendations
Drivers should be disqualified immediately or denied certification if their BMI is > 33 kg/m².  
Acknowledging the strong link between OSA and the likelihood of motor vehicle crashes, Allergan is in agreement with the MRB recommendation to deny or disqualify driver certification if their BMI is > 33 kg/m².  As such, Allergan recommends that the FMCSA adopt measures which encourage the addition of bariatric surgery, where indicated, as a potential treatment option for OSA due to the established link between obesity treatment and the resolution of obesity-related co morbidities, such as OSA.
Conditional Certification

While we applaud the recommendation to allow conditional certifications for drivers undergoing treatment for OSA we strongly support conditional certification for drivers that have recently undergone or are committed to undergoing bariatric surgery for their OSA.   Realizing that, in order to be most effective, weight loss should occur over time, Allergan recommends a six month, conditional certification to drivers either seeking or possessing CDLs who have recently undergone bariatric surgery.  Similarly, if drivers have displayed a commitment to bariatric surgery (i.e. they have been enrolled into a bariatric surgery practice protocol) they should be granted a six month conditional certification prior to surgery in order to prepare for a successful surgical outcome.
Identification of Individuals with Undiagnosed OSA
Recognizing the high correlation between BMI and motor vehicle crash risks, Allergan supports greater identification of OSA through aggressive screening measures.  Greater efforts should be placed on the appropriate training of medical examiners to be able to adequately identify OSA in drivers seeking or possessing CDLs.  Additionally, Medical Examiners should be versed in potential treatment options, like bariatric surgery and be prepared to explain all treatment options to examinees. 
Treatment of OSA – Alternatives to CPAP

Allergan acknowledges that physician need more than one option to manage OSA.  Accordingly, Allergan endorses the recommendation of bariatric surgery as an alternative to CPAP therapy as a potential treatment modality for OSA.  Bariatric surgery has been shown to be highly effective in reducing BMIs associated with super and morbid obesity to normal levels which are highly effective in eliminating OSA.
Treatment of OSA – Bariatric Surgery

While we support the inclusion the MRB post-surgical recommendations for bariatric surgery, we strongly recommend that the FMCSA encourage bariatic surgery as a treatment option for OSA and not part and parcel to any post-surgical rubric.  Bariatric surgery can be a highly effective choice for drivers who have tried and failed traditional weight loss programs possibly as a result to challenges with access to supervised dietary, fitness and behavioral management programs.
Patient Education

As a global manufacturer of medical devices and pharmaceutical products, Allergan understands the link between good patient education and favorable treatment outcomes.  We concur with the MRB and recommend that the FMCSA adopt the recommendation that drivers (or potential drivers) receive adequate patient education on the consequences of OSA

* * * *

Again, we thank you for this opportunity to submit our recommendations on how to ensure the successful treatment for obstructive sleep apnea.  We look forward to providing additional commentary in support of the FMCSA and other stakeholders’ efforts in the coming months to identify potential safe and effective treatment options.
Respectfully submitted,

/s/
W. Bradford Gary
Vice President
Allergan, Inc.

