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INTRODUCTION:


The New England Fuel Institute (NEFI) is the largest heat oil trade association in the country.  NEFI represents nearly 1,000 small business heating oil dealers across the New England region and beyond. NEFI members supply and transport heating oil, kerosene, diesel fuel, propane and other petroleum products in cargo tank transport trucks to both wholesale and retail customers. NEFI members employ thousands of CDL HAZMAT drivers who deliver product locally and other safety sensitive employees, both regulated under the FMCSA’s Federal Motor Carrier Safety Regulations (FMCSR).
NEFI appreciates the opportunity to present the following comments on the FMCSA’s Advanced Notice of Proposed Rulemaking requesting information on data and information concerning the prevalence of moderate-to-severe obstructive sleep apnea (OSA) among individuals occupying safety sensitive positions in highway, and on its potential consequences for the safety of highway transportation.
1. What is the prevalence of moderate-to-severe OSA among the general adult U.S. population? How does this prevalence vary by age?

It is difficult to pinpoint the exact prevalence and level of moderate-to-severe obstructive sleep apnea (OSA) among the general adult population. The answer varies depending on which research is cited. According to the American Academy of Sleep Medicine states, approximately 26 percent of adults between the ages of 30 and 70 years suffer from sleep apnea. On the other hand, a study by the American Thoracic Society found the prevalence of OSA associated with accompanying daytime sleepiness is approximately 3 to 7% for adult men and 2 to 5% for adult women in the general population. Moreover, both studies differ on the pervasiveness of sleep apnea concluding that older males are more likely to have OSA than other segments of the population. 
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2. What is prevalence of moderate-to-severe OSA among individuals occupying safety sensitive transportation positions? If it differs from that among the general population, why does it appear to do so? If no existing estimates exist, what methods and information sources can the agencies use to reliably estimate this prevalence? 

According to a University of Pennsylvania study funded by the FMCSA, the prevalence rate of OSA among commercial truck drivers was similar to the general population. The study found that 17.6 percent of commercial driver license (CDL) holders had mild sleep apnea, while 5.8 percent and 4.7 percent had moderate and severe OSA respectively. 

3. Is there information (studies, data, etc.) available for estimating the future consequences resulting from individuals with OSA occupying safety sensitive transportation positions in the absence of new restrictions? For example, does any organization track the number of historical motor carrier or train accidents caused by OSA? With respect to rail, how would any OSA regulations and the current PTC requirements interrelate? 

There is insufficient scientific data to estimate the future consequences resulting from individuals with OSA occupying safety sensitive transportation positions. NEFI recommends that FMCSA commission its own study before any determination is made on an OSA screening requirement in the FMCSR.

4. Which categories of transportation workers with safety sensitive duties should be required to undergo screening for OSA? On what basis did you identify those workers? 

NEFI believes that the question of whether or not a CDL driver should undergo OSA screening is a matter best determined by a family physician rather than by regulatory mandate. A family physician is in the best position to evaluate the entirety of the driver’s medical history. Additionally, the Agencies must first reach the threshold of clearly demonstrating evidence to support any screening for OSA and that screening can be completed in an effective manner which does not place an undue burden on the driver. Identification of individuals who need OSA screening should not be solely based on a single determining factors. CDL drivers with a body mass index (BMI) greater than 33 or neck circumference of 17 inches or more are frequently targeted for OSA screening often, with no other indicators for sleep apnea present. Moreover, according to the FMCSA’s own Sleep Apnea Crash Risk Study, 30 percent of those diagnosed with OSA had a BMI less than 30, while 40 percent of those without OSA had a BMI greater than 30. Additionally, a recent study conducted by the University of California published last month finds that 54 million people are incorrectly characterized as overweight or obese based on their BMI profile. The study also found that more than 30 percent (20.7 million) of those with normal BMIs (18.5-24.9), were unhealthy based on other health data. Consequently, NEFI believes that BMI is not an accurate indicator of relative health and should not be used by the FMCSA as the definitive indicator for sleep apnea screening. 

5. What alternative forms and degrees of restriction could FMCSA and FRA place on the performance of safety-sensitive duties by transportation workers with moderate-to-severe OSA, and how effective would these restrictions be in improving transportation safety? Should any regulations differentiate requirements for patients with moderate, as opposed to severe, OSA?
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The FMCSA should not attempt to adopt a one size fits all OSA screening program. NEFI believes that there are many causes of fatigue and OSA is just one factor. Other factors should include whether the driver returns home each night to sleep as opposed to many days away from home with rest periods spent in a sleeper birth. The FMCSA should clearly delineate the difference between fatigue levels in short haul and long haul drivers when screening for OSA. Current medical fitness regulations are sufficient to determine qualification to drive based on based on overall health for short haul drivers.
6. What are the potential costs of alternative FMCSA/FRA regulatory actions that would restrict the safety sensitive activities of transportation workers diagnosed with moderate-to-severe OSA? Who would incur those costs? What are the benefits of such actions and who would realize them? 

The potential costs for restricting short haul drivers with moderate to severe OSA are significant. Many independent drivers would be put out of business even though they are otherwise medically qualified to operate a CMV, have an accident free driving record and no outward signs of fatigue. Drivers who referred by a CME for OSA testing often incur out of pocket medical costs of approximately $1,000 according to the American Transportation Research Institute, more than a full weeks pay for many drivers. Some drivers in the study reported out of pocket costs as high as $7,000. Repeated appointments with OSA testers and the CME would add additional costs to both drivers and their employers. Many employers will be forced to hire additional drivers, common carriers or pay overtime to cover the lost time drivers experience when undergoing screening and testing for OSA. Employers will pay higher employment costs as the pool of qualified drivers with valid medical certificates continues to shrink and competition for those left in the existing pool drives up compensation.
7. What are the potential improved health outcomes for individuals occupying safety sensitive transportation positions and would receive OSA treatment due to regulations? 

NEFI believes that drivers would in fact become more fatigued if forced to use CPAP devises to treat OSA. CPAP devices are uncomfortable and significantly decrease the amount of restful sleep for users. In order to benefit from effective OSA treatment, the user must actually have OSA along with an AHI high enough to benefit from treatment. The potential benefits vary depending on the individual. The FMCSA Bulletin to Medical Examiners and Training Organizations Regarding Obstructive Sleep Apnea states, “The primary safety goal regarding OSA is to identify drivers with moderate-to-severe OSA to ensure these drivers are managing their condition to reduce to the greatest extent practical the risk of drowsy driving. Moderate-to-severe OSA is defined by an apnea-hypopnea index (AHI) of greater than or equal to 15.” Drivers with mild sleep apnea are frequently prescribed a CPAP machine even though research has documented that treatment in such cases can create negative effects. ATRI released a study which found that 91 percent of truck drivers diagnosed with mild sleep apnea were prescribed CPAP treatment even when no regulations require the treatment of mild OSA for commercial drivers. The study also demonstrated that 46 percent of drivers who were diagnosed with mild OSA found CPAP treatment to be ineffective. Moreover, 43 percent reported less restful sleep, while 26 percent indicated no improvements in restfulness.

Page 4. NEFI Comments: Docket Number: FMCSA-2015-0419

8. What models or empirical evidence is available to use to estimate potential costs and benefits of alternative restrictions?

According to various medical websites, a PSG, which is the method of testing recommended by the Medical Review Board (MRB), can cost anywhere from $600 to over $7,000. The MRB has previously recommended that a CPAP device be the only acceptable method for treatment with minimal compliance consisting of at least 4 hours per day of use on 70 percent of days. There are a variety of different CPAP machines which can cost anywhere from $400 to $5,000. It is important to understand that CPAP machines require continual maintenance, and have filters, hoses, and masks that must be replaced which will increase overall costs of the devices.

A University of Minnesota study, Non-Adherence with Employer-Mandated Sleep Apnea Treatment and Increase Risk of Serious Truck Crashes, indicates that there are approximately 290,000 to 1.1 million truck drivers expected to have OSA in the U.S. 36 Thus, the potential cost of treatment for the trucking industry would be between $116 million to $1.5 billion and $440 million to $5.5 billion (290,000 x $400 = $116,000,000; 290,000 x $5,000 = $1,450,000,000; 1.1 million x $400 = $440,000,000; 1.1 million x $5,000 = $5,500,000,000), The total potential cost to the industry is approximately $740 million to $2.07 billion or $7.7 billion to $12.8 billion.
9. What costs would be imposed on transportation workers with safety sensitive duties by requiring screening, evaluation, and treatment of OSA?

A driver who undergoes OSA screening requires two visits to a CME in order to obtain medical certification – the initial examination and CME follow-up after OSA testing is complete. This means drivers are required to pay the full price of a DOT CDL physical even though the second visit is a short follow-up and nothing more. NEFI estimates this cost to be between $800 and $1200. Screening costs run between $100 and as much as $3500 for those without insurance or insurance coverage who are required to undergo in-lab screening. New CPAP units cost approximately $1200 with additional costs for disposable parts that must replaced frequently, plus incidental costs for device maintenance. 

 10. Are there any private or governmental sources of financial assistance? Would health insurance cover costs for screening and/or treatment of OSA? 

NEFI knows of no governmental sources of financial assistance to cover the cost of screening and treatment of OSA. Private insurance policies differ on the amount covered while the many health plans provide no coverage at all. In addition, a significant number of drivers still have no insurance coverage whether private or under the Affordable Care Act.

11. What medical guidelines other than the AASM FAA currently uses are suitable for screening transportation workers with safety sensitive duties that are regulated by FMCSA/FRA for OSA? What level of effectiveness are you seeing with these guidelines? 

The FMCSA/FAA guidelines lack clarity and are therefore largely ineffective as a tool for OSA screening. NEFI has received reports from drivers and their employers that OSA testing was ordered after a simple neck circumference measurement. Some drivers reported undergoing comprehensive OSA 
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screening techniques while others had no screening at all. CME’s are not consistently applying the FMCSA/FAA OSA screening guidelines because they are too vague to begin with. As a result, many drivers are testing negative for OSA who should have been screened out by the CME at the initial examination.
12. What were the safety performance histories of transportation workers with safety sensitive duties who were diagnosed with moderate-to-severe OSA, who are now successfully compliant with treatment before and after their diagnosis?

NEFI has no information to offer on this topic.

13. When and how frequently should transportation workers with safety sensitive duties be screened for OSA? What methods (laboratory, at-home, split, etc.) of diagnosing OSA are appropriate and why? 

There is no comprehensive scientific data demonstrating that OSA screening is an effective tool for reducing crashes. NEFI believes this data must be collected and analyzed on both short haul and long haul drivers before OSA is integrated into the CDL medical qualification requirements. 

14. What, if any, restrictions or prohibitions should there be on a transportation workers' safety sensitive duties while they are being evaluated for moderate-to severe OSA? 

None. Restricting drivers from safety sensitive duties for a potential medical condition that is yet to be diagnosed would be very costly for drivers, their employees and all those who rely on the delivery of products by truck. This is particularly true where vague OSA guidelines used by CMEs has the potential of sending a disproportional number of drivers for OSA testing who either do not have OSA or do not exhibit fatigue as a result of a sleep apnea diagnosis.

15. What methods are currently employed for providing training or other informational materials about OSA to transportation workers with safety sensitive duties? How effective are these methods at identifying workers with OSA?

NEFI believes it is the duty of the CME and/or the driver’s family physical to inform and provide informational materials concerning OSA to safety sensitive drivers. 

16. What qualifications or credentials are necessary for a medical practitioner who performs OSA screening? What qualifications or credentials are necessary for a medical practitioner who performs the diagnosis and treatment of OSA?

NEFI has no comments on qualifications or credentials for CMEs with respect to OSA screening other than it should be requisite and be obtained from an accredited professional medical organization. NEFI is concerned however that many CMEs have a strong financial incentive to refer a driver for OSA testing to specific labs and providers from which they receive compensation or other direct financial benefit.

17. With respect to FRA should it use Railroad MEs to perform OSA screening, diagnosis, and treatment?

NEFI has no comments to offer on this topic.
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18. Should MEs or other Agencies' designated medical practitioners impose restrictions on a transportation worker with safety sensitive duties who self-reports experiencing excessive sleepiness while performing safety sensitive duties? 

Excessive on the job fatigue raises significant safety concerns for both drivers and their employers. The potential consequences and ultimate remedy for excessive fatigue should be addressed on a case by case basis by a driver’s personal physician rather than a one size fits all regulatory restriction. Any restrictions on the driver should be determined by his/her employer who is ultimately responsible for safe operation under the FMCSR and any resulting liability for failing to do so. 

19. What should be the acceptable criteria for evaluating the effectiveness of prescribed treatments for moderate-to-severe OSA?

NEFI has no specific comments on this topic other than to say the criteria must be flexible based on individual factors rather than a one size fits all evaluation method. One factor that should be considered is whether the driver returns to his/her base of operations at the end of a shift and sleeps at home that evening. NEFI believes that short haul drivers have fewer problems with fatigue when they sleep in their own bed every night after reporting off duty at the end of their shift than do long haul drivers who sleep in their trucks during multi-day cross country trips.

20. What measures should be used to evaluate whether transportation employees with safety sensitive duties are receiving effective OSA treatment? 

Whether or not a driver is receiving effective treatment for OSA is a determination best left to his or her personal physician. NEFI is concerned that the growth of one stop medical facilities set up specifically for U.S. DOT compliance is creating a conflict of interest where drivers are more likely to be subject to unnecessary tests, including OSA screening solely because it is in the financial interest of the CME to do so. Drivers must have the ability to use their own family physician or other independent CME either on initial evaluation of effectiveness or on appeal from a finding of ineffectiveness in order to avoid being caught in a system that derives financial reward for maintaining treatment beyond what is medically necessary.

CONCLUSION:

NEFI supports FMCSA’s efforts to effectively address the issue of driver fatigue to ensure the safe operation of all commercial motor vehicles. However, NEFI believes there is not sufficient evidence as yet that directly ties OSA to increased fatigue resulting in unsafe CMV operation for short haul drivers. NEFI is requesting that the FMCSA conduct a formal study on OSA and driver fatigue as it relates specifically to short haul drivers that return home each evening at the end of their shift. NEFI believes that short haul drivers are more rested and experience less fatigue than their long haul counterparts. A one size fits all approach to OSA screening and treatment will result in real economic consequences for drivers and their employers. Jobs will be lost, profits diminished and the cost of local delivery increased if short haul drivers are unfairly held to the same standard to address fatigue as long haul drivers. NEFI also believes that the FMCSA should not rely on OSA screening methods such as BMI 
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and neck circumference as they have proven unreliable to tools for diagnosing sleep apnea and associated fatigue. Relying on neck circumference screening methods alone would needlessly force the majority of otherwise medically qualified drivers into OSA treatment programs and prove a financial windfall for vendors certified to diagnose and provide such treatment. Finally, NEFI believes that OSA screening should remain voluntary and be based on clear medical guidelines that are effective at diagnosing and treating sleep apnea proven to cause fatigue in drivers.

NEFI would be happy to answer any additional questions you may have. 

Sincerely,
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Mark S. Morgan, Regulatory Counsel

New England Fuel Institute
mark@nefi.com (202) 364-6767
    
