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VIA US MAIL

U.S. Department of Transportation

National Highway Traffic Safety Administration
~ Office of Defects Investigation (NVS-211)

400 7™ Street, SW

Washington, D.C, 20590

. Re: Complaint

Office of Defects Investigation:

We are representing | N - scriously

injured while using a Harley Davidson half Helmet model number 97067-01V/022L. This
helmet was defectively designed with a metal D-ring in the chin strap, which puts pressure on the

carotid artery during normal use. [N EEEBMllll carotid artery was damaged by this D-ring
causing a stroke.

On or about April 15, 2005, I v 25 injured when he used a Harley-Davidson brand

helmet, which we were informed and believe was manufactured by Harley-Davidson Motor

Company, Inc., and/or HIC Enterprises, Inc., and/or other unnamed parties. The helmet was sold

and/or distributed by Harley-Davidson Motor Company, Inc., and/or HIC Enterprises, Inc. -
I purchased the helmet in 2002 from McGuire Harley Davidson.

On or about April 15, 2005, IINIEBBM v ore the helmet for approximately ten hours while
riding his motorcycle, and subsequently suffered a stroke, brain damage, and other injuries when
his carotid artery was pressed upon by a D-ring attached to the strap used to affix the helmet to
his head. After the ten hour ride, [INIMBMlll immediately began to experience symptoms
including but not limited to dizziness, blurred vision, severe headaches and blindness in his right
eye. I 2150 cxperienced symptoms including but not limited to weakness on his left
side, drooping in his face, as well as permanent loss of motor skills and brain damage. The
incident was not reported to the police, and there was no crash or fire.

The medical documentation clearly links his injury to the helmet strap. (Exhibit A.) An x-ray of

I /25 taken with the helmet on, demonstrating how the D-ring presses on the carotid
artery. (Exhibit B.) A photo of the helmet box with the model number is also enclosed. (Exhibit
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I < ucsts that the National Highway Traffic Safety Administration (“NHTSA”)
conduct a full defect investigation and recall this product. It is feared that this injury is occurring
to other motorcyclists and going unreported, as these incidents are most likely reported as single
motorist collisions, with the carotid artery damage being associated with the collision damage.
I : cspectiully requests NHTSA conduct investigation, compel recall and, in the

future, refuse to certify as Department of Transportation or NHTSA compliant, any helmet with

this dangerous defect. [ INIMMBBB M rctains the helmet, which he will make available for
inspection.

Please do not hesitate to contact us should you have any additional questions.

Sincere!ﬂr,

The Dolaii Law Firm
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May 19, 2005

Louis Messina, MD
Chief of Vascular Surgery
UCSF Box 0957

RE: I

DOB: I

uCH I

DATE OF SERVICE: May 19, 2005

Dear Dr. Messin_a:

I had the pleasure of seeing your patient || EEBMl tor consultation today at the UCSF Neurovascular
Clinic. As you know, he is a 53-year-old right-handed gentleman who was admitted to UCSF in April after
suffering an acute dissection of the right internal carotid artery. He notes at that time a symptom onset of
severe headache and neck pain after a long motorcycle ride with a tight chin strap on his motorcycle helmet.
That evening, he awoke with complete blackout of vision of the right eye which he describes as a shade
rising up after approximately 4 hours. He had some cloudy residual vision that resolved to complete normal
baseline. Two days later, he developed acute onset of left hemiparesis with associated fall at home and was
admitted to a hospital in Reno. He was subsequently transferred to UCSF to your service for further
management of a presumed right carotid occlusion. During his hospital stay, he was evaluated by our
neurology consuit service. He had MRI of the brain that was consistent with a right carotid dissection with
extensive I'2 signal and diffusion-weighted abnormalities consistent with embalic stroke to the right MCA
territory. By this time, the patient had near resolution of all of his symptoms. He was started on Coumadin
anticoagulation and was discharged home. Since hospital discharge he returned to work but noted
progressive fatigue. te was readmitted to the locai hospital at John Muir on 4/28 for overnight observation
after a follow-up CT scan showed high grade stenosis of his right ICA. He denies any focal neurologic
symptoms except mild slowness of his left hand. Of note, he reports intermittent pulsatile tinnitus especially
in the evenings. '

tlis past medical history is notable for a skiing injury to his knee. He currently takes Coumadin and
Glucosamine. No other vascular risk factors were noted. His review of systems is otherwise unremarkable.
He has no history of any coltagen vascular disease or rheumatologic iflness. He currently lives with his
wife, who is a physician at John Muir Hospital. He denies any tobacco or drug use. He only drinks alcohol
occasionally. His family history is notable for a father with coronary artery disease and prior M.

On examination today. his blood pressure is slightly clevated at 142/80 in the right arm sitting. Pulse is
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regular, (ieneral exam is unremarkable. No carotid bruits were auscultated, although he has a slightly
decreased upstroke on the right. No camial bruits were noted. No cardiac murmurs were noted.

Neurologic testing shows that he is alert and oriented with fluent speech and language. He is able to follow
complex commands without difficulty. Cranial nerve exam shows visual fields that are fuil to confrontation.
Funduscopic exam shows clear disc margins bilaterally. Pupils are otherwise reactive to light and face is
symmetric with normal sensation. Motor testing showed no evidence of pronator drift. He has symmetric

fine motor and coordination skills. He has very subtle weakness of his interossei on the left. His lower
extremity strength is full. Deep tendon reflexes were otherwise hyporeflexive but symmetric, and sensory
exam was intact to light touch with no evidence of any extinction,

In summary, this is a 52-year-old gentleman who suffered an acute right carotid dissection in the setting of
focal neck trauma from his motorcyle helmet strap. He has made a remarkable neurologic recovery despite
evidence of embolic strokes in his right MCA territory. There are no other abnormalities on his neurologic
cxam today, We discussed at length the prognosis for a carotid dissection and the importance of a gradual
return to work. He is scheduled to return to work part-time at the end of the month. | have advised 4 hours
a day in the short-term, gradually increasing as tolerated. He will also continue his cardiovascular activity
and will begin light weight-lifting and karate exercises to improve his le ft hand coordination skills. He
should remain on Coumadin anticoagulation with a goal INR of 2.5.

| will have the patient follow-up with me in six weeks’ time. He is scheduled to have an out-patient CT
angiogram. I did discuss the possibility that we will not see a significant improvement until 3-6 months'

time. In the interim he is advised of signs and symptoms of stroke that would prompt any carlier evaluation.

Thank you once again for allowing me to participate in his care. Please do not hesitate to contact me with
further questions.

Sincerely,

Nerissa Ko, M.D.
UCSF Neurovascular Service

CC:

|
|
Martinez, CA IR

This document was digitally reviewed and approved by: Nerissa Ko, M.D.
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