TO: Motor Carrier Safety Advisory Committee

FROM: Bob Stanton, Truckers for a Cause

RE: Comments Sleep Apnea – for October 24, 2016 joint meeting with Medical Review Board

DATE: October 18, 2016

The Federal Register Notice for this meeting said in part “Members of the public may submit written comments on the topics to be considered during the meeting…” These comments are submitted for consideration by MCSAC as the summary of the meeting includes that MCSAC will discuss how the implementation of these recommendations may impact current and future populations of drivers.

· Screening Criteria: What percentage of drivers will require testing?
The MRB has recommended a new set of screening criteria for medical examiners to use. There is little or no scientific data available on what percentage of drivers will require testing. Nor is there any data on the accuracy and sensitivity of this new set of screening criteria.
The only data we are aware of is a trucking industry press sponsored online survey conducted by Overdrive Magazine (see http://overdriveonline.com/apneas-wakeup-call/) published on line October 18, 2016.

Analysis of more than 3,000 online driver responses showed that 25% of the existing driver population not currently being treated for sleep apnea would require testing if the recommendations were adopted.

A limitation in this data is that 1/3 of the respondents did not know their BMI. If this sample had a BMI requiring testing or other factors the percentage requiring testing could be as high as 38%.

This survey has no data on the accuracy or sensitivity of the MRB suggested screening criteria.

· Screening Criteria: There are screening criteria with much better data to support their accuracy, sensitivity, and rates of required testing.

In 2006 a Joint Task Force on Sleep Apnea in Commercial Motor Vehicle Operators was convened with representation from all of the major medical groups in sleep and occupational medicine. Since then there have been at least 2 major clinical studies (one partially funded by FMCSA) which studied the accuracy and sensitivity of the 2006 JTF screening criteria (citations available in our original ANPRM written comments).

Motor carriers and drivers need screening criteria where the accuracy and sensitivity of the screening is known, rates of false positive and false negative screening are known to be able to make reasonable cost analysis.
· Screening criteria: Criteria developed by medical experts with experience in sleep medicine.

With all due respect to the medical expertise of the members of the Medical Review Board, a review of their curriculum vitae does not show any of them board certified in sleep medicine. 

Contrast that with the members of the 2006 Joint Task Force who in part were:

Dr. Barbara Phillips, Faculty Kentucky School of Medicine Department of Sleep, Former Executive Director National Sleep Foundation,  Member FMCSA Medical Review Board.

Dr. Mark Rosekind, Former board member NTSB now Administrator NHTSA.

Dr. Natalie Hartenbaum, NRCME instructor, Former President American College of Occupational and Environmental Medicine, Editor Commercial Driver Medical Examiner newsletter for ACOEM, Editor of Medical Examiner handbook (literally she wrote the book on DOT medical exams)

Dr. Rochelle Goldberg, American Sleep Apnea Association and long time patient advocate.

Use of screening criteria developed by a medical consensus standard setting committee where all of the members have nationwide reputations and expertise on the topic might be appropriate.

· Screening criteria: Will screening criteria meet “medical necessity” for health insurance coverage?

A huge issue for drivers and motor carriers is: Who pays for testing?

Unless the screening criteria used during a DOT exam also meet the health insurance industry’s definition of medical necessity a claim for sleep apnea testing ends up being denied when submitted to insurance.  The costs then fall to the driver.

The screening criteria recommended by the MRB, specifically the BMI>40 with no other criteria, will continue this problem.
In contrast the 2006 JTF screening criteria combines BMI>35 and the presence of other criteria in making a high risk determination. Our experience is that drivers screening high risk using the 2006 JTF screening criteria, when properly documented do not have issues with insurance claims denials.

· Testing: Ability of ME to require in lab PSG after HST

Part of the MRB recommendations would give a medical examiner the authority of over rule the interpreting sleep specialist when using a home sleep test (HST) and require the more sensitive (and expensive) in lab PSG when the medical examiner feels the results of the HST do not properly reflect the pre test probability of sleep apnea being present.

Points to consider:

· All sleep studies are interpreted by an MD Board Certified in Sleep Medicine. A full medical and sleep history is taken before administering a sleep study per AASM Clinical Practice Parameters. The interpreting sleep specialist has the same information and better expertise than a medical examiner in making a diagnosis or treatment recommendations based on an HST.
· Not all medical examiners are MD. Many are NP or PA with less training than an MD in sleep medicine. Chiropractors whose scope of practice does not include diagnosing or treating sleep disorders in any state are also medical examiners. A Chiropractor medical examiner being able to over rule the medical opinion of an MD rendering an opinion in their specialty is not wise.
We suggest, ONLY if the interpreting sleep specialist feels a PSG is medically necessary should a PSG retest be required.

· Screening: History of fatigue related crash.

This is a screening criteria suggested by the MRB. Medical Examiners will not have access to crash information. Medical examiners will not have the expertise to evaluate if a crash was fatigue related or not.

In 2012 when the MCSAC and MRB jointly drafted sleep apnea recommendations there was a single vehicle crash screening criteria in the original draft. Written comments submitted in 2012 pointed out the problems with this. It was removed from the final recommendations.
We respectfully request the MCSAC again review with the MRB the practical issues with using fatigue related crash as screening criteria.

· Diagnosis: AHI level to require treatment.

The MRB recommendations address that moderate to severe sleep apnea requires treatment. Yet, nowhere is there mention or definition of what constitutes moderate to severe sleep apnea.

We request that a specific Apnea Hypopnea Index (AHI) be specified. AHI>15 has been suggested elsewhere, and adopted in the European Union for all drivers.

· Oral Appliances: Compliance rates lower than CPAP

The MRB recommendations mention that the literature shows compliance with Oral Appliance therapy is less CPAP.

We respectfully suggest that a new review of the literature be made. Peer reviewed literature on Compliance with Oral Appliance Therapy shows it is much better than for CPAP.

· Detail: Need for more specificity

A major issue for drivers and motor carriers with sleep apnea currently is the wide range of latitude medical examiners have. On this topic we again ask that the MCSAC help educate the MRB on the need drivers and motor carriers have for specificity in screening criteria and treatment requirements.
An example from screening criteria.

MRB recommendations: Hypertension

2006 JTF recommendations: Hypertension requiring 2 or more medications for control.
This problem is in treatment, screening and certification recommendations throughout the MRB’s recommendations.

Thank you for your time in considering these issues.

