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A. CRASH INFORMATION
Identification: HWY20FHO006
Location: Arlington Township, Wisconsin
Date: June 12, 2020

For additional information, please refer to the Crash Information and Summary
Report in the docket for this investigation.

B. MEDICAL GROUP IDENTIFICATION

No group was formed for the medical evaluation in this crash.

C. DETAILS OF MEDICAL INVESTIGATION
1. Purpose

This investigation was performed to evaluate the Freightliner driver for medical
conditions, the use of medications/illicit drugs, and the presence of toxins.

2. Methods

Pre-crash records of the Freightliner driver were reviewed, comprising selected
records from his commercial motor vehicle (CMV) driver medical examinations
and from his primary doctor’s practice, as well as results from routine United
States Department of Transportation (USDOT) drug/alcohol tests conducted by
his employer prior to the crash. The Freightliner driver’s autopsy and toxicology
reports were reviewed. Also reviewed were the transcript of a post-crash National
Transportation Safety Board (NTSB) interview with the driver’s wife, investigator
reports, relevant medical literature, and relevant regulation and guidance,
including the Code of Federal Regulations (CFR).



3. Findings
a.Pre-Crash Records
I. CMV Driver Medical Examinations'
1. January 2020 Examination
According to reviewed records, the 55-year-old male Freightliner
driver’s two most recent CMV driver medical examinations both
occurred in 2020. The first of those two examinations took place January
30, 2020. At that time, the Freightliner driver was 69 inches tall and
weighed 319 pounds. He reported no medication use and no active
medical conditions. On his Federal Motor Carrier Safety Administration
(FMCSA) Medical Examination Report Form (Long Form), he answered
“no” to all driver health history questions, including questions about
ever having high blood pressure, diabetes, blood sugar problems,
breathing problems, sleep disorders, pauses in breathing while asleep,
daytime sleepiness, loud snoring, or sleep testing.? He answered “no” to
the question “Has your USDOT/FMCSA medical certificate ever been
denied or issued for less than 2 years?”® The medical examiner (ME)
noted that the Freightliner driver reported previous use of medications
for diabetes and high blood pressure, but denied any ongoing use of
medications.*

The physical examination (including blood pressure and urine test) was
unremarkable, except that the examiner documented a neck
circumference of 18 inches and a body mass index (BMI) of 47 (by
convention, BMI is always expressed in kilograms per square meter, so
the units are commonly omitted when written).>® On a sleep evaluation

! Records were reviewed from three CMV driver medical examinations, dated February 1, 2019; January 30, 2020; and
March 7, 2020.

2 The complete list of Long Form driver health history questions can be viewed on page 2 of the Long Form itself, at

49 CFR 391.43(f).

3 Contrary to this answer, reviewed records from the Freightliner driver’s prior February 1, 2019, CMV driver medical
examination showed that he had been issued a 1-year certificate at that visit with periodic monitoring required for high
blood pressure and diabetes.

4 Here, “ME” is used according to FMCSA convention, to refer to a certified medical examiner (sometimes also called
a CME) who performs CMV driver medical certification examinations. This meaning of ME is unrelated to medical
examiners who are responsible for death investigations and autopsies in medicolegal jurisdictions.

5 Larger neck circumference is associated with increased risk for having obstructive sleep apnea. Guidelines widely
used in the United States define a neck circumference of over 17 inches as abnormal for purposes of evaluating
obstructive sleep apnea risk in men.

[Epstein LJ, Kristo D, Strollo PJ, et al. Clinical guideline for the evaluation, management and long-term care of
obstructive sleep apnea in adults. J Clin Sleep Med. 2009;5(3):263-276.]

¢ BMI is calculated from body weight and height. BMI less than 18.5 is considered underweight. BMI of 18.5 to less
than 25 is considered normal weight. BMI of 25 to less than 30 is considered overweight. BMI of 30 and above is
considered obese. Obesity is sometimes further classified: class 1 = BMI of 30 to less than 35, class 2 = BMI of 35 to
less than 40, class 3 = BMI of 40 or higher.
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https://www.ecfr.gov/cgi-bin/text-idx?node=pt49.5.391&rgn=div5#se49.5.391_143

worksheet, the ME documented the Freightliner driver denied ever
having a motor vehicle accident associated with falling asleep, excessive
sleepiness while driving, episodes of falling asleep when he should be
alert, or non-compliance with continuous positive airway pressure
treatment (as may be prescribed for sleep apnea).

Based in part on the Freightliner driver’s BMI over 40, the ME
determined that the Freightliner driver screened positive for obstructive
sleep apnea risk. Accordingly, the ME issued medical certification for 3
months only due to the need to obtain a sleep study, an outpatient test for
obstructive sleep apnea. There is no indication in reviewed records that
the Freightliner driver ever completed that study.

ii. March 2020 Examination
According to reviewed records, the Freightliner driver’s most recent
CMYV driver medical examination was March 7, 2020, with a different
ME than the one who had performed the January 2020 examination.

At time of the March 2020 examination, the Freightliner driver was

69 inches tall and weighed 325 pounds. He reported no medication use
and no active medical conditions. On his FMCSA Long Form, he
answered “no” to questions about ever having high blood pressure,
diabetes, blood sugar problems, breathing problems, sleep disorders,
pauses in breathing while asleep, daytime sleepiness, or loud snoring. He
also answered “no” to the question “Have you ever had a sleep test (e.g.,
sleep apnea)?” He answered “yes” to the question “Has your
USDOT/FMCSA medical certificate ever been denied or issued for less
than 2 years?” He indicated that he smoked one pack per day.

His physical examination revealed a blood pressure reading of 148/77,
and a repeat blood pressure reading of 134/76.7 Urine testing was
remarkable for sugar and a trace of blood. Sugar detected on a urine test
1s commonly but not exclusively associated with elevated blood sugars
caused by diabetes.® The examination was otherwise unremarkable. No
neck circumference or BMI was documented in reviewed records
(although the documented height and weight correspond to a BMI of
48).° The ME documented an Epworth Sleepiness Scale total score of

[Centers for Disease Control and Prevention. Defining Adult Overweight and Obesity. Centers for Disease Control and
Prevention website. https://www.cdc.gov/obesity/adult/defining.html. Updated September 17, 2020. Accessed February
12,2021.]

7 Blood pressure is denoted as systolic pressure over diastolic pressure, in units of millimeters mercury (mmHg). The
FMCSA Medical Advisory Criteria contained at 49 CFR, Part 391, Appendix A classify a blood pressure as high if it is
above 140 mmHg systolic or 90 mmHg diastolic.

8 The FMCSA Long Form states: “Protein, blood, or sugar in the urine may be an indication for further testing to rule
out any underlying medical problem.” Trace blood in the urine has nonspecific significance.
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one.’ The ME determined that the Freightliner driver met standards for
medical certification (wearing corrective lenses), but with periodic
monitoring required. Specifically, the ME issued certification for 1 year
(instead of the full allowable 2 years) due to diabetes, high blood
pressure, and blood in the urine.

The ME sent a form letter to the Freightliner driver’s primary care
provider, requesting a note/waiver regarding the Freightliner driver’s
ability to drive a public transportation vehicle, due to abnormal blood
pressure (defined in the letter as above 140/90) and blood in the urine.
The form letter contained options for requesting additional information
related to sleep apnea and diabetes; these were left blank (not requested
from the primary care provider).

The ME’s records contained two letters of response from the
Freightliner driver’s primary care provider. The first letter, dated March
9, 2020, stated that the Freightliner driver was being seen by the primary
care provider on a regular basis to monitor type 2 diabetes. The letter
stated this issue was under control, and that the Freightliner driver could
safely operate a motor vehicle. The primary care provider supplied the
results of an HbA 1¢ test performed March 7, 2020, showing the
Freightliner driver’s HbAlc to be 8.1%.'° The second letter, dated April
13, 2020, stated that the Freightliner driver was seen in the primary care
provider’s office for high blood pressure, and it was well controlled. The
letter also stated that repeated urine tests done at the office had been
normal, indicating that the blood in the Freightliner driver’s urine had
resolved.

II. Primary Care Records
Primary care records from the 3 years prior to the crash were reviewed. The
Freightliner driver’s most recent primary care office visit was March 7,
2020, for routine follow up of type 2 diabetes. Although that visit was the

° The Epworth Sleepiness Scale is a questionnaire in which patients subjectively rate their likelihood to doze off or fall
asleep on a scale of 0 (would never doze) to 3 (high chance of dozing) in each of eight situations (sitting and reading,
watching television, sitting inactive in a public place, as a passenger in a car for an hour without a break, lying down to
rest in the afternoon, sitting and talking to someone, sitting quietly after a lunch without alcohol, in a car stopped for a
few minutes in traffic). The total score (0-24) is intended to reflect daytime sleepiness.

[Johns MW. A new method for measuring daytime sleepiness: the Epworth sleepiness scale. Sleep. 1991;14(6):540-
545. doi:10.1093/sleep/14.6.540.]

10 HbA ¢ is an indirect measure of a person’s average blood sugar over the lifespan of that person’s red blood cells,
which is usually about 3 months. In general, HbAlc of 6.5% or higher diagnoses diabetes, and good control of diabetes
is considered an HbAlc of less than 7%.

[American Diabetes Association. Standards of medical care in diabetes — 2020. Diabetes Care. 2020;43(Suppl. 1):S1-
S212. http://care.diabetesjournals.org/content/43/Supplement_1. Accessed December 2, 2020.]
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same date as his most recent CMV driver medical exam, it was with a
different practice.!!

At the Freightliner driver’s March 2020 primary care office visit, he
reported no concerns. His physical exam was unremarkable apart from
class 3 severe obesity. As of the visit date, he had prescriptions for three
oral medications to treat his diabetes: metformin, glipizide, and
pioglitazone. !> He also had prescriptions for irbesartan (to treat diagnosed
high blood pressure) and atorvastatin (a medication that can help control
cholesterol and lower cardiovascular risk). He was newly started on
omeprazole (a stomach acid suppression medication available over the
counter) to treat acid reflux. He was documented as taking naproxen (a
pain/inflammation/fever medication available over the counter) and
gabapentin (a prescription medication for nerve-related pain) for chronic
right foot pain with right foot drop (diminished strength when flexing the
right foot upward at the ankle joint) that had been present since a 2017
hospitalization for a severe motorcycle accident. '

Of the documented medications from the Freightliner driver’s most recent
primary care office visit, only gabapentin is generally considered to be
potentially impairing. Gabapentin had been restarted in January 2018,
having previously been discontinued in July 2017 because the Freightliner
driver had been unsure if it was working. The last adjustment to the
prescribed gabapentin dosage had been an increase in December 2019. The
most recent documented change to the Freightliner driver’s prescribed
diabetes medication regimen had been the addition of pioglitazone in
September 2019.

T According to reviewed records, the Freightliner driver went to his primary care practice for his February 2019 CMV
driver medical exam, but went elsewhere for his January 2020 and March 2020 CMV driver medical exams.

12 There was no indication in reviewed records that the Freightliner driver’s home medications ever included insulin.

13 Reviewed primary care records indicated that the Freightliner driver had been hospitalized May 27, 2017 for a severe
motorcycle accident (which according to his description was not caused by a medical event), followed by an inpatient
physical rehabilitation stay, with discharge home July 14, 2017. Associated with his hospitalization, he developed right
foot pain with a right foot drop, thought to be caused either by diabetes-related nerve damage or critical-illness-related
muscle damage. He received specialty workup for this, and right foot pain/weakness persisted as of his February 2019
CMV driver medical examination with his primary care provider. At that visit, he was found to meet FMCSA medical
qualification standards (per 49 CFR 391.41(b)(2)(ii), a driver generally should have no impairment of a foot or leg
which interferes with the ability to perform normal tasks associated with operating a commercial motor vehicle). Right
foot pain and foot drop were present as of the Freightliner driver’s most recent (March 2020) primary care office visit,
and were documented as being nerve-related. At that visit, the provider noted that the pain and foot drop were stable
and were not preventing the Freightliner driver from working. On examination, the provider noted normal right foot
strength, tone, sensation, and coordination, without tenderness.
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II1. Pre-Crash USDOT Drug and Alcohol Testing
According to reviewed records, the Freightliner driver had a pre-
employment urine drug test on October 21, 2019. This was negative for
tested-for drugs. '#

The Freightliner driver also had a random urine drug test and alcohol
breath test on March 10, 2020; these were negative for tested-for drugs and
alcohol, respectively.'*

b.Interview of Freightliner Driver’s Wife
The Freightliner driver’s wife was interviewed by an NTSB investigator on
March 21, 2021. According to the transcript of the interview, the Freightliner
driver’s wife reported that the Freightliner driver had been on pills for diabetes
and high blood pressure, as well as baby aspirin (an over-the-counter
medication that is commonly used to lower cardiovascular risk and which is
generally not considered impairing). She stated she thought he had been good
about taking his medicine. She stated that he had been going to his doctor for
reevaluation every 3 months or so.

She stated that he had been scheduled to see his doctor the day after the crash;
she had wanted him to be seen because he had been feeling really rundown, and
not looking right to her. She had been concerned and he had agreed that she and
he would go to the doctor together. She described that he had been tired, with no
energy, and that his appetite hadn’t been like it usually was. She stated that he
had been saying “I just don’t feel good.”

In response to questions from the NTSB investigator, the Freightliner driver’s
wife reported that the Freightliner driver had always been a loud snorer since
she first knew him. She stated that he would fall asleep within seconds of lying
down. She stated he would sleep well apart from having to get up to go to the
bathroom more frequently as he got older, which would break up his sleep
somewhat. She stated he might occasionally fall asleep if he was just sitting
watching television but hadn’t been a person who would just fall asleep all the
time. She stated that she did not know of him ever having undergone a sleep
study. She was aware that he had had an issue in the year before the crash where
he had gotten less than full-duration medical certification and had had to do
something to resolve this; she stated she believed this had been related to his
blood pressure.

c.Autopsy
The Office of the Dane County Medical Examiner performed the Freightliner

driver’s autopsy. According to the autopsy report, the cause of death was

14 Tested-for drugs were marijuana, cocaine, amphetamines, opiates, 6-monoacetylmorphine, hydrocodone/
hydromorphone, oxycodone/oxymorphone, PCP, and MDMA/MDA, as required by 49 CFR 40.85 and 40.87.
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thermal injuries and inhalation of byproducts of combustion, and blunt force
injuries of the head and torso. The manner of death was accident.

The autopsy report identified heart disease, describing the heart as enlarged, and
the right side of the heart as dilated (including the right atrium, right ventricle,
and tricuspid valve). The heart weighed 560 grams (g), and the right and left
ventricular walls and interventricular septum had normal thicknesses. '
Coronary artery disease was present, with plaques causing narrowing of up to
70-80% 1in the posterior descending coronary artery, up to 60-70% in the right
coronary artery, up to 50-60% in the left circumflex coronary artery, and up to
40-50% in the left anterior descending coronary artery.'® The remainder of the
heart examination, including microscopic examination, was unremarkable.
The autopsy did not identify any other significant natural disease. Soot was
present in the airways.

d.Toxicology
At the request of the Dane County Medical Examiner’s Office, NMS Labs

tested subclavian blood from the Freightliner driver for a variety of
substances.!” The testing identified gabapentin at 2.6 micrograms per milliliter,
as well as caffeine, nicotine, and cotinine.'® The testing also identified elevated
carboxyhemoglobin of 22%. "’

At the request of the NTSB, the Federal Aviation Administration (FAA)
Forensic Sciences Laboratory also tested subclavian blood from the Freightliner
driver.?® The testing identified glipizide, pioglitazone, irbesartan, and
atorvastatin. The testing measured HbAlc to be 10.7%.!°

15 The Freightliner driver’s heart weight of 560 g was within normal (upper limit about 635 g) for a male of his body
weight 325 lbs; however, as indicated by his BMI, his body weight was high for his height of 69 in, meaning that his
heart weight was high for his height.

[Skurdal AC, Nordrum IS. A retrospective study of postmortem heart weight in an adult Norwegian population.
Cardiovasc Pathol. 2016;25(6):461-467. doi:10.1016/j.carpath.2016.07.003.]

16 Coronary artery disease of this degree is a chronic, often asymptomatic condition associated with an increased risk
for an acute cardiac event like abnormal heartbeat or heart attack.

17 Tested-for substances are listed on the NMS Labs website at https://www.nmslabs.com/tests/8042B (accessed
November 16, 2020). Additionally, carboxyhemoglobin was measured.

18 Caffeine, nicotine, and cotinine results were based upon a single analysis without confirmation.

19 Nonsmokers normally have carboxyhemoglobin levels of less than 1-3%, while heavy smokers may normally have
levels as high as 10-15%.

20 See Medical Attachment — Freightliner Driver’s FAA Toxicology Report. The FAA Forensic Sciences Laboratory
tests specimens for over 1300 substances including toxins, prescription and over-the-counter medications, and illicit
drugs; information about these substances can be found at the Civil Aerospace Medical Institute WebDrugs website

(https://jag.cami.jccbi.gov/toxicology).
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The deceased Freightliner driver did not undergo USDOT post-accident drug
and alcohol testing, requirements for which apply to surviving drivers only.?!

e.Supplemental Medical and Regulatory Information
I. Descriptions of Detected Substances

Gabapentin (sometimes marketed as Neurontin) is a prescription
medication that can be used to control chronic pain due to nerve damage
(such as might occur with diabetes or shingles), or to control seizures.
Gabapentin is also sometimes used to treat various other conditions.
Gabapentin may cause sleepiness and dizziness and can impair driving. The
drug typically carries a warning that users may not be able to accurately
assess how sleepy it makes them, and that they should not drive until they
have gained enough experience to determine whether the drug impairs their
ability to do so.?%%

Carboxyhemoglobin is formed when carbon monoxide binds to
hemoglobin in blood, impairing the blood’s ability to deliver oxygen to
body tissues. Carbon monoxide is an odorless, tasteless, colorless,
nonirritating gas that can be produced during hydrocarbon combustion.
Carbon monoxide exposure usually occurs by inhalation of smoke or
exhaust fumes. Symptoms of low-level carbon monoxide exposure are
often vague but increasing levels of exposure may become impairing or
incapacitating, progressing to fatality as blood carboxyhemoglobin
surpasses about 40-50% (or lower if other serious medical conditions co-
exist). Nonsmokers normally have carboxyhemoglobin levels of less than

1-3%. Heavy smokers may normally have levels as high as 10-
159, 24:25.26,27

21 49 CFR 382.303(a) and (b) [Office of the Federal Register. 49 CFR Part 382. Electronic Code of Federal
Regulations. https://www.ecfr.gov/cgi-bin/text-idx?node=pt49.5.382. Updated September 2, 2020. Accessed September
7,2021.]

22 National Institutes of Health National Library of Medicine. Neurontin. DailyMed.
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=ee9ad9ed-6d9f-4ee1-9d7{-cfad438df388. Updated April
14,2020. Accessed November 16, 2020.

23 Peterson BL. Prevalence of Gabapentin in Impaired Driving Cases in Washington State in 2003-2007. J Anal
Toxicol. 2009;33(8):545-549. doi:10.1093/jat/33.8.545.

24 Maloney GE. Carbon monoxide. In: Tintinalli JE, Ma OJ, Yealy DM, et al., eds. Tintinalli’s Emergency Medicine: A
Comprehensive Study Guide. 9th ed. New York, NY: McGraw-Hill Education; 2020:1414-1417.

25 Spitz WU. Asphyxia. In: Spitz WU, Spitz DJ, eds. Spitz and Fisher’s Medicolegal Investigation of Death: Guidelines
for the Application of Pathology to Crime Investigation. 4th ed. Springfield, IL: Charles C Thomas; 2006:783-845.

26 Dolinak D, Matshes EW, Lew EO. Environmental injury. In: Dolinak D, Matshes EW, Lew EO, eds. Forensic
Pathology: Principles and Practice. Burlington, MA: Elsevier Academic Press; 2005:239-258.

27 Earnst A, Zibrak JD. Carbon monoxide poisoning. N Engl J Med. 1998;339(22):1603-1608.
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Caffeine is a central nervous system stimulant that is commonly ingested,
including in coffee, tea, soft drinks, and chocolate; it is also an ingredient
in certain anti-drowsiness medications and headache medications.?%2%3
Nicotine is a chemical that is found in tobacco products, electronic
cigarette liquid, and certain smoking cessation aids.*!~*? Cotinine is a
metabolite of nicotine.>* Glipizide and pioglitazone are prescription oral
medications used to treat diabetes.>*> Irbesartan is a prescription
medication commonly used to treat high blood pressure.?® Atorvastatin is a
prescription medication that can help control cholesterol and lower
cardiovascular risk.>” Caffeine, nicotine, cotinine, glipizide, pioglitazone,
irbesartan, and atorvastatin are generally not considered impairing.

II. Diabetes
In diabetes mellitus, the body’s cells do not effectively break down blood
sugar to make energy, because the body’s own insulin hormone does not
properly regulate that process. People with diabetes are at risk for

28 Federal Aviation Administration Civil Aerospace Medical Institute. Caffeine. Forensic Toxicology's WebDrugs.
https://jag.cami.jccbi.gov/toxicology/DrugDetail.asp?did=24. Updated January 16, 2019. Accessed November 16,
2020.

29 National Institutes of Health National Library of Medicine. Vivarin. DailyMed.
https://dailymed.nlm.nih.gov/dailymed/druginfo.cfm?setid=587358ab-e28c-11e3-8b68-0800200c9a66. Updated April
14,2020. Accessed November 16, 2020.

30 National Institutes of Health National Library of Medicine. Fioricet. DailyMed.
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=c018be7d-f7b8-45e2-97b8-8e7a71740657. Updated June
15,2020. Accessed November 16, 2020.

31 Federal Aviation Administration Civil Aerospace Medical Institute. Nicotine. Forensic Toxicology's WebDrugs.
https://jag.cami.jecbi.gov/toxicology/DrugDetail.asp?did=184. Updated January 16, 2019. Accessed November 16,
2020.

32 National Institutes of Health National Library of Medicine. Nicorette. DailyMed.
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=991704ed-781a-489b-8b56-0b558e8fc385. Updated

November 19, 2018. Accessed November 16, 2020.

33 Federal Aviation Administration Civil Aerospace Medical Institute. Cotinine. Forensic Toxicology's WebDrugs.
https://jag.cami.jecbi.gov/toxicology/DrugDetail.asp?did=132. Updated January 16, 2019. Accessed November 16,
2020.

34 National Institutes of Health National Library of Medicine. Glucotrol. DailyMed.
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=b4{55916-91a2-4171-a361-919¢7cb329b0. Updated
December 22, 2020. Accessed April 14, 2021.

35 National Institutes of Health National Library of Medicine. Actos. DailyMed.
https://dailymed.nlm.nih.gov/dailymed/druginfo.cfm?setid=d2ddc491-88a9-4063-9150-443b4fa4330c. Updated
January 13, 2021. Accessed April 14, 2021.

36 National Institutes of Health National Library of Medicine. Avapro. DailyMed.
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=7885b2a8-bede-48ab-8113-4e6ab791eb98. Updated
January 12, 2021. Accessed April 14, 2021.

37 National Institutes of Health National Library of Medicine. Lipitor. DailyMed.
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=c6e131fe-c¢7df-4876-83f7-9156fc4e8228. Updated

December 11, 2020. Accessed April 14, 2021.
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abnormally high blood sugar. If they use diabetes medication (including
insulin), they are also at risk for abnormally low blood sugar. High blood
sugar may cause thirst, excessive urination, blurry vision, and, in extreme
cases, diminished consciousness and death. Low blood sugar may cause
difficulty concentrating, impaired task performance, diminished
consciousness, seizure, and death. Fatigue is a common symptom of
diabetes; the relationship between diabetes and fatigue is complex. 38394041

By federal regulation, a person with diabetes is disqualified from driving a
CMV in interstate commerce if that person is currently treated with insulin,
unless other specific standards are met.***} A diabetes diagnosis is not
itself disqualifying, and a CMV driver with diabetes not treated with
insulin may be medically certified for 2 years if otherwise qualified.
However, a previous (no longer current) FMCSA Medical Examiner
Handbook stated the following: “Because of the progressive nature of
diabetes mellitus, the Federal Motor Carrier Safety Administration
(FMCSA) believes that 1 year maximum certification time is reasonable
when the driver has a diagnosis of diabetes mellitus.”** A frequently asked
questions section of the FMCSA website still contains that general
recommendation for annual examinations of CMV drivers with diabetes.*

38 Goyal N, Schlichting A. Type 1 diabetes mellitus. In: Tintinalli JE, Ma OJ, Yealy DM, et al., eds. Tintinalli’s
Emergency Medicine: A Comprehensive Study Guide. 9th ed. New York, NY: McGraw-Hill Education; 2020:1419-
1424.

3 Jalili M, Niroomand M. Type 2 diabetes mellitus. In: Tintinalli JE, Ma OJ, Yealy DM, et al., eds. Tintinalli’s
Emergency Medicine: A Comprehensive Study Guide. 9th ed. New York, NY: McGraw-Hill Education; 2020:1424-
1433.

40 Nyce A, Byne R, Lubkin CL, Chansky ME. Diabetic ketoacidosis. In: Tintinalli JE, Ma OJ, Yealy DM, et al., eds.
Tintinalli’s Emergency Medicine: A Comprehensive Study Guide. 9th ed. New York, NY: McGraw-Hill Education;
2020:1433-1441.

41 BaJ, Chen Y, Liu D. Fatigue in adults with type 2 diabetes: a systematic review and meta-analysis. West J Nurs Res.
2021;43(2):172-181. doi:10.1177/0193945920938636.

4249 CFR 391.41(b)(3) [Office of the Federal Register. 49 CFR Part 391. Electronic Code of Federal Regulations.
https://www.ecfr.gov/cgi-bin/text-idx ?node=pt49.5.391. Updated November 27, 2020. Accessed December 1, 2020.]

4349 CFR 391.46 [Office of the Federal Register. 49 CFR Part 391. Electronic Code of Federal Regulations.
https://www.ecfr.gov/cgi-bin/text-idx ?node=pt49.5.391. Updated November 27, 2020. Accessed December 1, 2020.]

4 The 2014 FMCSA Medical Examiner Handbook “provides information and guidance to the medical examiner who
performs the commercial driver medical examination.” The handbook was no longer in use as of 2015, according to the
cover page of an old version of the handbook posted on the FMCSA website. Last updated July 2014, a page that once
linked to the handbook states: “This document is in the process of being updated. A revised version will be published
shortly.” Working drafts of a revised handbook are posted from July 1., 2019, April 24, 2020, and May 10, 2021.

4 Federal Motor Carrier Safety Administration. May a driver who has non-insulin treated diabetes mellitus (treated
with oral medication) be certified for 2 years?. Federal Motor Carrier Safety Administration website.
https:/www.fmcsa.dot.gov/fag/may-driver-who-has-non-insulin-treated-diabetes-mellitus-treated-oral-medication-be-
certifi. Updated April 1, 2014. Accessed December 1, 2020.
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II1. Obstructive Sleep Apnea
In obstructive sleep apnea (OSA), a person’s upper airway soft tissues
collapse during sleep, causing the person to have repeated episodes during
which breathing temporarily stops (apnea) and/or becomes ineffective
(hypopnea). The episodes of poor breathing cause oxygen levels to drop
and carbon dioxide levels to rise in the blood, eventually triggering
breathing to resume, sometimes with gasping. Generally, the severity of
OSA is classified by the number of such episodes that occur per hour of
sleep. Mild OSA corresponds to 5-14 episodes per hour, moderate OSA
corresponds to 15-29 episodes per hour, and severe OSA corresponds to
more than 30 episodes per hour.*¢

Because apnea and hypopnea episodes lead to nonrestorative sleep
(sleeping without feeling rested) and sleep fragmentation (frequent
awakenings, which may be brief and unnoticed), people with OSA often
experience excessive daytime sleepiness and fatigue. Sleepiness and fatigue
in OSA contribute to decreased alertness and cognitive and motor
impairment.*’*® During vigilance tasks like driving, people with sleepiness
and fatigue from OSA may experience episodes during which changes in
brain activity cause attention lapses lasting several seconds at a time. Such
lapses often go unnoticed by affected individuals.*’

Multiple studies have shown that inadequately treated OSA significantly
increases the risk and severity of motor vehicle crashes.’®>!->2 Fortunately,
effective treatment for OSA is available. First-line treatment typically
includes using a device during sleep that assists breathing by providing

46 Epstein LJ, Kristo D, Strollo PJ, et al. Clinical guideline for the evaluation, management and long-term care of
obstructive sleep apnea in adults. J Clin Sleep Med. 2009;5(3):263-276.

47 Kline LR. Clinical presentation and diagnosis of obstructive sleep apnea in adults. In: Post TW, ed. UpToDate.
Waltham, MA: UpToDate Inc. https://www.uptodate.com/contents/clinical-presentation-and-diagnosis-of-obstructive-
sleep-apnea-in-adults. Updated January 25, 2021. Accessed February 24, 2021.

4 Décary A, Rouleau I, Montplaisir J. Cognitive deficits associated with sleep apnea syndrome: a proposed
neuropsychological test battery. Sleep. 2000;23(3):369-381.

4 Risser MR, Ware JC, Freeman FG. Driving simulation with EEG monitoring in normal and obstructive sleep apnea
patients. Sleep. 2000;23(3):393-398.

30 Tregear S, Reston J, Schoelles K, Phillips B. Obstructive sleep apnea and risk of motor vehicle crash: systematic
review and meta-analysis. J Clin Sleep Med. 2009;5(6):573-581.

S Mulgrew AT, Nasvadi G, Butt A, et al. Risk and severity of motor vehicle crashes in patients with obstructive sleep
apnoea/hypopnoea. Thorax. 2008;63(6):536-541. doi:10.1136/thx.2007.085464.

32 ECRI Institute, for the Federal Motor Carrier Safety Administration. Evidence Report: Obstructive Sleep Apnea and
Commercial Motor Vehicle Driver Safety (Comprehensive Review): Volume 1.
https://rosap.ntl.bts.gov/view/dot/16488. Published November 21, 2007. Accessed February 26, 2021.
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continuous positive airway pressure (CPAP).>> CPAP treatment of OSA in
drivers lowers crash risk, and can improve simulated driving performance
within days.>*> A 2016 study of CMV drivers diagnosed with OSA
through a large-scale employer-based program found that adherence with
positive airway pressure treatment reduced crash risk to a similar level as
that of controls (CMV drivers who screened unlikely to have OSA).
Conversely, nonadherent CMV drivers with OSA were five times as likely
to have a preventable crash as were controls, adjusted for miles driven and
driving experience. Facing discharge unless remediated, many nonadherent
drivers with OSA quit their jobs, while adherent drivers with OSA
remained employed at similar levels as controls.>®

Obesity is a strong OSA risk factor. Research indicates that relatively small
changes in body weight may be associated with relatively large changes in
OSA risk.>” According to one review, literature estimates of the percentage
of people with BMI over 40 who have OSA are between 40-90%.% The
FMCSA Medical Review Board (MRB) and Motor Carrier Safety Advisory
Committee (MCSAC) have used the estimate that nearly 80% of
individuals with a BMI over 35 have OSA.>%% Neck circumference is even
more strongly associated with OSA risk than is BMIL.>#’

Other well-established OSA risk factors in adults include male sex (men
are 2-3 times more likely to have OSA than are non-postmenopausal
women) and increased age (until around the sixth or seventh decade of

33 Kryger MH, Malhotra A. Management of obstructive sleep apnea in adults. In: Post TW, ed. UpToDate. Waltham,

MA: UpToDate Inc. https://www.uptodate.com/contents/management-of-obstructive-sleep-apnea-in-adults. Updated
February 23, 2021. Accessed February 24, 2021.

34 Marimi M, Hedner J, Hibel H, Nerman O, Grote L. Sleep apnea-related risk of motor vehicle accidents is reduced by
continuous positive airway pressure: Swedish Traffic Accident Registry data. Sleep. 2015;38(3):341-349.
doi:10.5665/sleep.4486.

35 Tregear S, Reston J, Schoelles K, Phillips B. Continuous positive airway pressure reduces risk of motor vehicle crash
among drivers with obstructive sleep apnea: systematic review and meta-analysis. Sleep. 2010;33(10):1373-1380.
doi:10.1093/sleep/33.10.1373.

6 Burks SV, Anderson JE, Bombyk M, et al. Nonadherence with employer-mandated sleep apnea treatment and
increased risk of serious truck crashes. Sleep. 2016;39(5):967-975. doi:10.5665/sleep.5734.

37 Peppard PE, Young T, Palta M, Dempsey J, Skatrud J. Longitudinal study of moderate weight change and sleep-
disordered breathing. JAMA. 2000;284(23):3015-3021. doi:10.1001/jama.284.23.3015.

38 Schwartz AR, Patil SP, Laffan AM, Polotsky V, Schneider H, Smith PL. Obesity and obstructive sleep apnea:
pathogenic mechanisms and therapeutic approaches. Proc Am Thorac Soc. 2008;5(2):185-192.
doi:10.1513/pats.200708-137MG.

3 Federal Motor Carrier Safety Administration and Federal Railroad Administration. Evaluation of safety sensitive
personnel for moderate-to-severe obstructive sleep apnea. Fed Regist. 2016;81(47):12642-12647.

0 Federal Motor Carrier Safety Administration. Summary of the January 4-5, 2012, joint MRB/MCSAC public
meeting. Federal Motor Carrier Safety Administration website. https://www.fmcsa.dot.gov/summary-january-4-5-2012-
joint-mrbmcsac-public-meeting. Updated August 13, 2015. Accessed February 26, 2021.
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life). There is evidence that people who continue to smoke are at increased
risk of OSA compared to those who do not.®! OSA is also more prevalent
among people with certain cardiovascular and metabolic conditions,
including high blood pressure and diabetes.*”-62:%3 OSA risk factors are
common among CMYV drivers in the United States, and it is likely that at
least about a quarter of United States CMV drivers have OSA.64:65.66.67.68

To receive an OSA diagnosis, a patient must have characteristic findings on
a sleep study, which is a specialized test protocol, administered by a sleep
medicine expert, that measures and records multiple physiologic
parameters during sleep. OSA cannot be diagnosed from history and
physical examination findings alone.*’-*” To determine which patients
should be referred to have a sleep study, a healthcare provider must use
clinical judgment based on identified risk factors and reported symptoms.
Relying on reported symptoms alone may be insufficient, because patients’
subjective perceptions of their own sleepiness, sleep quality, and OSA-
related impairment may be inaccurate, and their responses to OSA

1 Wetter DW, Young TB, Bidwell TR, Badr MS, Palta M. Smoking as a risk factor for sleep-disordered breathing.
Arch Intern Med. 1994;154(19):2219-2224.

92 Ahmad M, Makati D, Akbar S. Review of and updates on hypertension in obstructive sleep apnea. Int J Hypertens.
2017;2017:1848375. doi:10.1155/2017/1848375.

3 Pamidi S, Tasali E. Obstructive sleep apnea and type 2 diabetes: is there a link? Front Neurol. 2012;3:126.
doi:10.3389/fneur.2012.00126.

4 Robbins RB, Thiese MS, Ott U, et al. Metabolic syndrome in commercial truck drivers: prevalence, associated
factors, and comparison with the general population. J Occup Environ Med. 2020;62(7):453-459.
doi:10.1097/JOM.0000000000001863.

%5 Glenn TL, Mabry JE, Soccolich SA, Hickman JS. Undiagnosed Obstructive Sleep Apnea in Commercial Motor
Vehicle Drivers: Application of STOP-Bang. National Surface Transportation Safety Center for Excellence, Virginia
Tech Transportation Institute. https://vtechworks.lib.vt.edu/handle/10919/97533. Published April 6, 2020. Accessed
February 26, 2021.

% Kay GG, McLaughlin D. Relationship between obesity and driving. Curr Obes Rep. 2014;3(3):336-340.
doi:10.1007/513679-014-0109-8.

67 Kales SN, Straubel MG. Obstructive Sleep apnea in North American commercial drivers. Ind Health. 2014;52(1):13-
24. doi:10.2486/indhealth.2013-0206.

% Pack Al, Dinges D, Maislin G. A Study of Prevalence of Sleep Apnea Among Commercial Truck Drivers. Federal
Motor Carrier Safety Administration. FMCSA-RT-02-030. https://rosap.ntl.bts.gov/view/dot/29191. Published May 1,
2002. Accessed February 26, 2021.

9 Kapur VK, Auckley DH, Chowdhuri S, et al. Clinical practice guideline for diagnostic testing for adult obstructive
sleep apnea: an American Academy of Sleep Medicine clinical practice guideline. J Clin Sleep Med. 2017;13(3):479-
504. doi:10.5664/jcsm.6506.
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screening questions may be inconsistent over time.”%’17273 Also, patients
may intentionally conceal information; for example, CMV drivers
generally under-report OSA symptoms when seeking medical
certification.®>7*75 Patients’ bed partners may notice signs that might be
related to OSA, such as snoring; in context, this information can be useful
to healthcare providers, but only if reported.*” Overall, there is substantial
evidence that many OSA cases go unrecognized by MEs of CMV drivers
and by primary care providers.6%66:68.74.75.76

FMCSA has studied the issue of OSA extensively, recognizing the
significant importance of effective OSA evaluation and treatment to
commercial driving safety. However, FMCSA has not established specific
required criteria for MEs to apply when evaluating a CMV driver for OSA
risk. Generally, FMCSA regulation states that a CMV driver should have
no established medical history or clinical diagnosis of a respiratory
dysfunction likely to interfere with the ability to control and drive a CMV
safely.”” The FMCSA Medical Advisory Criteria list sleep apnea as an
example of a respiratory condition that interferes with oxygen exchange
and may result in incapacitation.”® The FMCSA Long Form includes driver
health history questions about breathing problems, sleep disorders, pauses

70 Hartenbaum N, Collop N, Rosen IM, et al. Sleep apnea and commercial motor vehicle operators: statement from the
Joint Task Force of the American College of Chest Physicians, American College of Occupational and Environmental
Medicine, and the National Sleep Foundation. J Occup Environ Med. 2006;48(9 Suppl):S4-37.
doi:10.1097/01.jom.0000236404.96857.a2.

7I'Nam H, Lim JS, Kim JS, Lee KJ, Koo DL, Lee C. Sleep perception in obstructive sleep apnea: a study using
polysomnography and the multiple sleep latency test. J Clin Neurol. 2016;12(2):230-235.
doi:10.3988/jcn.2016.12.2.230.

72 Taylor E, Zeng I, O'Dochartaigh C. The reliability of the Epworth Sleepiness Score in a sleep clinic population. J
Sleep Res. 2019;28(2):e12687. doi:10.1111/jsr.12687.

73 Walker NA, Sunderram J, Zhang P, Lu S, Scharf MT. Clinical utility of the Epworth sleepiness scale. Sleep Breath.
2020;24(4):1759-1765. doi:10.1007/s11325-020-02015-2.

74 Talmage JB, Hudson TB, Hegmann KT, Thiese, MS. Consensus criteria for screening commercial drivers for
obstructive sleep apnea: evidence of efficacy. J Occup Environ Med. 2008;50(3):324-329.
doi:10.1097/JOM.0b013¢3181617ab8.

75 Parks P, Durand G, Tsismenakis AJ, Vela-Bueno A, Kales S. Screening for obstructive sleep apnea during
commercial driver medical examinations. J Occup Environ Med. 2009;51(3):275-282.
doi:10.1097/jom.0b013e31819¢caaa4.

76 Mold JW, Quattlebaum C, Schinnerer E, Boeckman L, Orr W, Hollabaugh K. Identification by primary care
clinicians of patients with obstructive sleep apnea: a practice-based research network (PBRN) study. J Am Board Fam
Med. 2011;24(2):138-145. doi:10.3122/jabfm.2011.02.100095.

7749 CFR 391.41(b)(5) [Office of the Federal Register. 49 CFR Part 391. Electronic Code of Federal Regulations.
https:/www.ecfr.gov/cgi-bin/text-idx?node=pt49.5.391. Updated February 24, 2021. Accessed February 26, 2021.]

78 49 CFR Part 391 Appendix A [Office of the Federal Register. 49 CFR Part 391. Electronic Code of Federal
Regulations. https://www.ecfr.gov/cgi-bin/text-idx?node=pt49.5.391. Updated February 24, 2021. Accessed February
26,2021.]
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in breathing while asleep, daytime sleepiness, loud snoring, and previous
sleep testing, and MEs are instructed to comment on any responses to those
questions that may affect the safe operation of a CMV.2

In April 2012, FMCSA published a notice in the Federal Register of a
proposal to adopt February 2012 MRB-MCSAC recommendations as
regulatory guidance related to OSA, but withdrew that notice a week later,
calling the initial publication a clerical error.”-*° In October 2013, Public
Law 113-45 took effect. The law states that any new federal requirements
for OSA screening, testing, or treatment of CMV drivers must be adopted
through formal rulemaking only.®! In January 2015, FMCSA published a
Bulletin to Medical Examiners and Training Organizations Regarding
Obstructive Sleep Apnea. The bulletin stated, “FMCSA’s physical
qualifications standards and advisory criteria do not provide OSA
screening, diagnosis or treatment guidelines for medical examiners to use
in determining whether an individual should be issued a medical certificate.
Medical examiners may exercise their medical judgment and expertise in
determining whether a driver exhibits risk factors for having OSA and in
determining whether additional information is needed before making a
decision whether to issue the driver a medical certificate and the duration
of that medical certification.”%?

In March 2016, FMCSA and the Federal Railroad Administration (FRA)
jointly published an advance notice of proposed rulemaking (ANPRM) on
OSA.> In the ANPRM, FMCSA acknowledged that its existing guidance
to MEs (to refer drivers to a specialist for evaluation of any concerning
respiratory dysfunction, including OSA) was not helpful when MEs have
insufficient experience or information to suspect OSA, or if drivers do not
disclose their OSA diagnoses to MEs. The ANPRM solicited public
comments to be considered for potential rulemaking on the topic. In the
ANPRM, FMCSA acknowledged its authority for such rulemaking.

In August 2016, the FMCSA MRB and MCSAC met to consider public
comments on the ANPRM, along with associated scientific evidence, and

7 Federal Motor Carrier Safety Administration. Proposed recommendations on obstructive sleep apnea. Fed Regist.
2012;77(77):23794-23797.

80 Federal Motor Carrier Safety Administration. Proposed recommendations on obstructive sleep apnea. Fed Regist.
2012;77(82):25226-25227.

81 Act to ensure that any new or revised requirement providing for the screening, testing, or treatment of individuals
operating commercial motor vehicles for sleep disorders is adopted pursuant to a rulemaking proceeding, and for other
purposes, Pub. L. No. 11345, § 1, 127 Stat. 557 (2013). https://www.congress.gov/113/plaws/publ45/PLAW-

113publ45.pdf.

82 Federal Motor Carrier Safety Administration. Where can I find the 2015 OSA bulletin? Federal Motor Carrier Safety
Administration website. https://www.fmcsa.dot.gov/regulations/medical/where-can-i-find-2015-osa-bulletin. Updated
January 22, 2015. Accessed February 26, 2021.
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to review prior MRB-MCSAC work/recommendations about OSA in CMV
drivers. As a result of that meeting, the MRB and MCSAC made several
recommendations to the FMCSA Administrator about screening, testing,
and treatment of OSA in the context of CMV driver medical certification
(2016 MRB-MCSAC Recommendations).®® The recommendations
included specific criteria for determining which applicants for CMV driver
medical certification should be referred for sleep studies. According to the
criteria, sleep studies should be performed for all individuals with BMIs of
40 or greater, and for individuals with BMIs of 33 to less than 40 who have
at least three of a list of specific risk factors.®* Notably, MRB and MCSAC
recommendations to FMCSA are advisory only.%

In August 2017, FMCSA and FRA withdrew the ANPRM on OSA.* The
withdrawal notice stated that, although rulemaking would not occur, OSA
remained an ongoing concern because of its potential to cause “unintended
sleep episodes and resulting deficits in attention, concentration, situational
awareness, and memory, thus reducing the capacity to safely respond to
hazards when performing safety sensitive duties.” The withdrawal notice
stated that FMCSA believed existing safety programs were the appropriate
avenues to address this concern. The notice also stated that FMCSA would
consider updating its 2015 Bulletin to Medical Examiners and Training
Organizations Regarding Obstructive Sleep Apnea to include the 2016
MRB-MCSAC Recommendations as education for MEs.

FMCSA has not updated the 2015 Bulletin to Medical Examiners and
Training Organizations Regarding Obstructive Sleep Apnea. The 2016
MRB-MCSAC Recommendations are not posted on the FMCSA web page
for past medical reports and are not included among the FMCSA reports
and resources on the USDOT National Transportation Library website;
other older OSA-related reports are available in those locations.®”%% On the

83 Federal Motor Carrier Safety Administration. Final MRB Task 16-01 letter report from MCSAC and MRB. Federal
Motor Carrier Safety Administration website. https://www.fmcsa.dot.gov/advisory-committees/mrb/final-mrb-task-16-
01-letter-report-mcsac-and-mrb. Updated February 6, 2017. Accessed February 26, 2021.

8 Those risk factors are: high blood pressure; type 2 diabetes; history of stroke, coronary artery disease, or abnormal
heartbeat; small or set-back jaw; loud snoring; witnessed apnea episodes; small airway; neck size over 17 inches in
males or over 15.5 inches in females; untreated low thyroid hormone; age 42 years or more; and male or post-
menopausal female sex.

85 For more information about the MRB and MCSAC and their roles, see the MRB and MCSAC websites.

8 Federal Motor Carrier Safety Administration and Federal Railroad Administration. Evaluation of safety sensitive
personnel for moderate-to-severe obstructive sleep apnea. Fed Regist. 2017;82(151):37038-37039.

87Federal Motor Carrier Safety Administration. Reports - how medical conditions impact driving. Federal Motor
Carrier Safety Administration website. https://www.fmcsa.dot.gov/regulations/medical/reports-how-medical-
conditions-impact-driving. Updated February 20, 2014. Accessed February 26, 2021.

88 United States Department of Transportation Bureau of Transportation Statistics. Federal Motor Carrier Safety
Administration. Repository & Open Science Access Portal. https://rosap.ntl.bts.gov/collection_fincsa. Accessed
February 26, 2021.
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FMCSA website, the 2016 MRB-MCSAC Recommendations are linked
from a page titled “Final MRB Task 16-01 Letter Report from MCSAC and
MRB.”® This page can be accessed from the FMCSA homepage by
hovering over “regulations” without selecting it, selecting “medical”, then
selecting “Medical Review Board”, then selecting “meetings”, then
scrolling to “October 24-25, 2016, and then selecting “MRB Task 16-1:
OSA Final Letter Report”. The 2016 MRB-MCSAC Recommendations are
not easily located by searching the FMCSA website for OSA-related
keywords.

An April 2020 working draft revision of the Medical Examiner Handbook
available from the FMCSA website included the 2016 MRB-MCSAC
Recommendations, along with other OSA-specific educational information
for MEs that was not included in the previous (no longer current) version of
the handbook. However, at a public meeting of the MRB on May 19-20,
2021, a newer draft of the Medical Examiner Handbook was presented that
again neither included nor referenced the 2016 MRB-MCSAC
Recommendations.** The MRB did not agree with this exclusion.®’

IV. The National Registry®°
1. Description of the National Registry

The FMCSA’s National Registry of Certified Medical Examiners
(National Registry), established in 2012, was created to ensure that MEs
can effectively determine if interstate CMV drivers meet FMCSA’s
physical qualification standards. As a result, federal regulations were
amended to provide training and testing requirements that healthcare
professionals must complete to be certified to perform physical
qualification examinations for interstate CMV drivers. Before

8 The author was a public attendee of this meeting, which was announced at 86 Federal Register 23780, and the
minutes of which are published on the FMCSA website.

%0 This information about the National Registry comes from various sources including the Code of Federal Regulations,
correspondence with the FMCSA, USDOT Office of Inspector General Report No. ST2021013 (January 13, 2021), and
the following FMCSA publications in the Federal Register (Fed. Reg.):

Medical Certification Requirements as Part of the CDL (final rule), 73 Fed. Reg. 73096 (December 1, 2008)
National Registry of Certified Medical Examiners (final rule), 77 Fed. Reg. 24104 (April 20, 2012)

Privacy Act of 1974; System of Records Notice (notice to establish a new system of records), 77 Fed. Reg.
24247 (April 23, 2012)

Medical Certification Requirements as Part of the Commercial Driver’s License (CDL); Extension of
Certificate Retention Requirements (final rule), 79 Fed. Reg. 2377 (January 14, 2014)

Medical Examiner’s Certification Integration (final rule), 80 Fed. Reg. 22790 (April 23, 2015)

Medical Examiner’s Certification Integration; Correction (final rule; correction), 80 Fed. Reg. 35577 (June
22,2015)

Extension of Compliance Dates for Medical Examiner’s Certification Integration (interim final rule), 83 Fed.
Reg. 28774 (June 21, 2018)

Extension of Compliance Dates for Medical Examiner’s Certification Integration (supplemental notice of
proposed rulemaking), 86 Fed. Reg. 21259 (April 22, 2021)

Extension of Compliance Dates for Medical Examiner’s Certification Integration (final rule), 86 Fed. Reg.
32643 (June 22, 2021)
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implementation of the National Registry there were no specific training,
testing, or certification requirements to perform physical qualification
examinations of interstate CMV drivers; any person licensed by a state
to perform physical examinations could perform physical qualification
examinations of interstate CMV drivers in that state. Although MEs of
interstate CMV drivers had been generally required to have appropriate
knowledge of applicable regulations, no specific knowledge of FMCSA
physical qualification standards had been required or verified by testing.
This changed when the National Registry took effect, with required
compliance beginning May 2014.

As amended by implementation of the National Registry final rule,
federal regulations require prospective MEs to complete initial and
recurrent training and testing on FMCSA’s physical qualifications
standards and related guidance. If an eligible healthcare professional
meets training, testing, and administrative requirements, the provider is
certified and listed as an ME on the National Registry. Interstate CMV
drivers are required to use only MEs listed on the National Registry for
physical qualification examinations.”"

One of the administrative requirements for MEs is that they must
electronically submit the results of all CMV driver physical qualification
examinations they conduct through their password-protected National
Registry accounts. Importantly, while the National Registry stores
results of physical qualification examinations performed by MEs, it does
not store any actual medical records or personal health information and
was not designed to meet the specialized needs of a medical records
system.

Overall, the National Registry provides FMCSA oversight and control of
the quality and performance of MEs, who perform physical qualification
examinations for interstate CMV drivers. The Medical Examiner’s
Certification Integration final rule also intends to facilitate the electronic
transmission of medical certification data for commercial driver’s

license (CDL) holders/applicants to the State Driver’s Licensing
Agencies (SDLAs) for posting to the drivers’ motor vehicle records
(MVRs), reducing the need for the SDLASs to process paper Medical
Examiner’s Certificates. However, due to technical delays, that
integrated functionality has not yet been implemented.”?

1 With very limited exceptions per 49 CFR 391.43(b)

92 After two extensions in June 2018 and June 2021, the compliance date set by FMCSA for full implementation of that
functionality is now June 23, 2025.
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ii. Documentation Requirements and the Role of the National Registry
Federal regulations require MEs to use specific forms to conduct and
record all physical qualification examinations conducted for interstate
CMV drivers.”* Those forms are the Medical Examination Report Form
(also known as MCSA-5875, the MER, or, commonly, the Long Form),
the Medical Examiner’s Certificate (also known as MCSA-5876, the
MEC, or the Short Form), and the Electronic CMV Driver Medical
Examination Results Form (MCSA-5850, referred to here as the Results
Form).?* Other than the Results Form, all required forms are available
for download for use from the FMCSA website.

ME:s are required to use the Long Form to document each CMV driver
physical qualification examination they conduct. A portion of the Long
Form is filled out and signed by the CMV driver, including health
history information. The ME completes the rest of the Long Form based
on the examination, including reviewing the driver’s medical history,
documenting physical examination findings, and recording a physical
qualification determination, along with any restrictions. The physical
qualification determinations from which MEs can choose are:

e “Does not meet standards”

e “Meets standards” (qualified for 2-year certification)

e “Meets standards, but periodic monitoring required” (qualified
for a specified time less than 2 years, for a specified reason)

e “Determination pending” (driver has up to 45 days to provide
additional information)

e “Incomplete examination” (exam started but not finished)

If the ME determines that a driver meets physical qualification
standards, the ME issues the CMV driver the signed original Medical
Examiner’s Certificate, as proof of the qualification decision. The
Medical Examiner’s Certificate also outlines any certification
restrictions but does not include personal medical information. Non-
excepted interstate CDL holders/applicants are required to provide the
Medical Examiner’s Certificate to the SDLA within 15 days after
certification.”® The SDLA is required to update the driver’s MVR

93 Prior to the Medical Examiner’s Certification Integration final rule, FMCSA allowed results of examinations
performed to be recorded “substantially in accordance with” the examination forms provided in the regulation. As a
result of the Medical Examiner’s Certification Integration final rule, use of the specific forms are required and results
of examinations must be recorded on those forms. Those forms have been approved by the Office of Management and
Budget and are published at 49 CFR 391.43(f) and (h); they therefore must be used “as is.”

%% An additional form, the Insulin-Treated Diabetes Mellitus Assessment Form (MCSA-5870) is required for interstate
CMV drivers who are being treated with insulin for diabetes.

95 Previously, non-excepted interstate CDL drivers had been required to carry a copy of the MEC when operating, and

to provide a copy of the MEC to the motor carrier. Those requirements were changed by the 2008 “Medical
Certification Requirements as Part of the CDL” final rule, which became fully implemented in 2015. CDL drivers are
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accordingly in the Commercial Driver’s License Information System
(CDLIS). The CDLIS is a nationwide computer system used by SDLAs
to ensure that each CDL holder has only one license and one complete
MVR. The employing motor carrier obtains the driver’s MVR from the
licensing state to verify the driver’s medical certification status in
instances where that information is included in the driver’s MVR.%® The
motor carrier is also required to verify that the ME who examined and
certified the driver is listed on the National Registry.®’

ME:s are required to retain the original Long Form and a copy of the
Medical Examiner’s Certificate for each physical qualification
examination they conduct for at least 3 years from the date of the
examination and must provide these records to FMCSA if requested,
within 48 hours of the request. MEs are also required to enter the results
of each physical qualification examination into the National Registry no
later than midnight (local time) of the next calendar day following the
examination.”® To do that, the ME or a medical examiner administrative
assistant (MEAA) designated by the ME logs into the National Registry
and fills out the Results Form electronically.

The Results Form data consists of the date of the examination, driver’s
name, address, optional email address, and CMV license information,
along with the examination result (medically qualified, medically
unqualified, determination pending, or incomplete examination), and, if
medically qualified, medical certification expiration date and any
certification restrictions. Unlike the Long Form, the Results Form does
not include a separate selection for “periodic monitoring required.”
Instead, the need for periodic monitoring is represented on the Results
Form by the medical certification duration being less than 2 years.

no longer required to carry a copy of the MEC for more than 15 days after issuance. Non-CDL drivers are required to
carry the Medical Examiner’s Certificate as proof of certification while operating a CMV in interstate commerce.

% A carrier may use a copy of a newly issued Medical Examiner’s Certificate as proof of a CDL driver’s medical
certification for up to 15 days after the date of issuance.

97 Once the provision of the Medical Examiner’s Certification Integration final rule is implemented to electronically
transmit the Medical Examiner’s Certificate information (driver identification information, examination results, and
restriction information) from the National Registry to the SDLAs, MEs will no longer be required to issue paper
Medical Examiner’s Certificates to interstate CDL applicants/holders at the time of the examination, SDLAs will no
longer have to manually enter medical certification information into drivers’ MVRs (this will be completed
electronically), and motor carriers will no longer be required to verify that the MEs who certified their drivers are listed
on the National Registry. Certified MEs will still be required to issue the original paper Medical Examiner’s Certificate
to non-CDL drivers and, upon request, to employers of CMV drivers.

%8 Under the original National Registry final rule, certified MEs were required to submit examination results monthly

for all drivers examined in the previous month. This changed in 2018, as per the 2015 Medical Examiner’s Certification
Integration final rule.
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1i1. National Registry System Functionality
FMCSA'’s primary purpose in developing the National Registry system
was not to monitor individual drivers’ medical conditions. Rather,
FMCSA aimed to improve the quality of the medical certification of
interstate CMV drivers by ensuring that the MEs who perform physical
qualification examinations are qualified to do so. The National Registry
provides FMCSA with oversight of ME qualifications, the ability to
audit ME performance, and access to driver medical qualification
determinations. FMCSA does not use the National Registry to routinely
review information from every interstate CMV driver medical
examination.

On December 1, 2017, in response to an attempted website hack,
FMCSA took the National Registry offline. FMCSA then began
developing a temporary system (Interim Solution) to replace some of the
functionality lost by taking the National Registry offline. In April 2018,
the Interim Solution was launched and restored the functionality for
ME:s to register to become certified as well as the ability for the public to
search for a certified ME. In June 2018, the functionality for MEs to
upload results of conducted examinations was restored.’® In August
2018, the ability for MEAAs to upload results of examinations on behalf
of MEs was restored, as was the functionality for MEs and MEAAs to
print Medical Examiner’s Certificates with all fields auto-populated
from Results Form data. In May 2019, FMCSA unsuccessfully
attempted to launch the first stage of a system to replace the Interim
Solution. In December 2020 FMCSA selected a vendor to develop a new
replacement system. FMCSA hired that vendor in April 2021 and
expects a replacement system to be completed in early 2022.

Meanwhile, the Interim Solution remains in use.'®°

Each ME and MEAA has a unique password-protected login to an
individual National Registry account. Once logged in, an ME or the
MEAA for a specific ME can view a complete list of submitted driver
physical qualification examinations conducted by that ME. The ME or
MEAA can search that list by driver name and date range. The list data
comprises drivers’ names, examination dates, examination results (per
Results Forms), Medical Examiner’s Certificate expiration dates,
whether the drivers are CDL holders, the dates of submission, and
screenshots of Results Forms and Medical Examiner’s Certificates.
Neither the ME nor the MEAA can view any information from
examinations conducted by other MEs. According to FMCSA

9 Once this ability was restored, MEs were required to resume submitting results of examinations conducted and were
able to retroactively submit the results of examinations that they had conducted during the system downtime.

100 Notably, in January 2021, the USDOT’s Office of Inspector General released an audit report that found FMCSA’s

oversight of the National Registry to be limited by a backlog of unentered exam results, a lack of ME eligibility audits,
and a lack of random selection ME performance monitoring.
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correspondence, a planned feature of the replacement National Registry
system currently under development is to give an ME who examines a
driver (or an MEAA for that ME) the ability to view information from
that driver’s previous examinations by other MEs.

D. SUMMARY OF MEDICAL FINDINGS

According to medical records from his primary care provider, the 55-year-old male
Freightliner driver had medical conditions including diabetes, high blood pressure,
and obesity. His most recent primary care office visit was March 7, 2020, for routine
follow-up of diabetes. As of that visit date, he had prescriptions for the diabetes
medications metformin, glipizide, and pioglitazone. He also had prescriptions for
gabapentin, irbesartan, and atorvastatin. He was taking naproxen and was started on
omeprazole. Of those medications, only gabapentin is generally considered to be
potentially impairing. The most recent adjustment to the Freightliner driver’s diabetes
medications had been in September 2019, and the most recent adjustment to his
gabapentin dosage had been in December 2019.

According to records from the Freightliner driver’s Commercial Motor Vehicle
(CMV) driver medical examinations, his most recent such examination was also
March 7, 2020, but was not conducted by his primary care provider. At the time of
that examination, the Freightliner driver was 69 inches tall and weighed 325 pounds,
corresponding to a body mass index (BMI) of 48. He reported no medication use and
no active medical conditions. He reported smoking one pack per day. His physical
examination revealed a mildly elevated blood pressure reading that improved with
repeat measurement, as well as urine testing remarkable for sugar and a trace of
blood. His examination was otherwise unremarkable. The examiner documented an
Epworth Sleepiness Scale total score of one and determined that the Freightliner
driver met standards for medical certification wearing corrective lenses. Certification
duration was 1 year, with periodic monitoring required due to diabetes, high blood
pressure, and blood in the urine. The examiner requested and received a waiver from
the Freightliner driver’s primary care provider stating that the driver was able to drive
a public transportation vehicle.

Prior to that examination, the Freightliner driver had undergone a CMV driver
medical examination with a different examiner in January 2020, at which time the
Freightliner driver had had a BMI of 47 and a neck circumference of 18 inches. The
examiner had identified the Freightliner driver as being at elevated risk for
obstructive sleep apnea, and had issued medical certification for 3 months only,
instructing the Freightliner driver to undergo a sleep study. There is no indication in
reviewed records that the Freightliner driver ever completed that study or that he
reported that history to his March 2020 CMV driver medical examiner.

According to the transcript of an interview with the Freightliner driver’s wife, the
Freightliner driver had been scheduled to see his doctor the day after the crash for
evaluation of ongoing low energy, tiredness, appetite issues, and generally not feeling
good/not looking right. The Freightliner driver’s wife reported that the Freightliner
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driver had always been a loud snorer since she first knew him. She stated that he
would sleep well apart from having to get up to go to the bathroom more frequently
as he got older, would fall asleep within seconds of lying down, and might
occasionally fall asleep if he was just sitting watching television, but hadn’t been a
person who would just fall asleep all the time. She did not know of him ever having
undergone a sleep study.

The Office of the Dane County Medical Examiner performed the Freightliner driver’s
autopsy. According to the autopsy report, the cause of death was thermal injuries and
inhalation of byproducts of combustion, and blunt force injuries of the head and torso.
The manner of death was accident. The autopsy report identified heart disease,
describing the heart as enlarged and the right side of the heart as dilated. Coronary
artery disease was present. The remainder of the heart examination, including
microscopic examination, was unremarkable. The autopsy did not identify any other
significant natural disease. Soot was present in the airways.

Two laboratories performed postmortem toxicology testing of subclavian blood from
the Freightliner driver. One lab identified gabapentin at 2.6 micrograms per milliliter,
caffeine, nicotine, and cotinine, and measured carboxyhemoglobin to be 22%. The
other lab identified glipizide, pioglitazone, irbesartan, and atorvastatin, and measured
hemoglobin Alc (HbAlc) to be 10.7%.

. DOCKET MATERIAL

The following attachment is included in the docket for this investigation:

Medical Attachment — Freightliner Driver’s FAA Toxicology Report
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