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Dawn Gardner 
Starkey Laboratories, Inc. 
6700 Washington Ave S 
Eden Prairie, MN  55344 
 
Reference No. 20-0078 
 
Dear Ms. Gardner: 

 
This letter is in response to your September 16, 2020, letter requesting clarification of the 
Hazardous Materials Regulations (HMR; 49 CFR Parts 171-180) applicable to the description of 
a lithium battery-powered device.  In your letter, you state that your company manufactures a 
product comprised of a set of hearing aids and a portable case that contains a lithium ion battery.  
You state that the case: (1) may be used to provide power to the set of hearing aids; and 
(2) performs additional functions such as: 
 

• Running diagnostic testing to identify any faults, reading the charge level of hearing aid 
cells, and protecting hearing aid cells from overcharge; 

• Turning the hearing aids on and off (hearing aids will not turn on without the case); 
• Triggering connectivity of the hearing aids; 
• Resetting functionality of the case and hearing aids through the push of a reset button; 

and 
• Protecting the hearing aids from mechanical abuse and humidity during storage or 

transportation. 
 
Additionally, you state that your company has reviewed previously-issued letters of 
interpretation by PHMSA regarding hearing aid products (e.g., Ref. No. 19-0134), and your 
understanding is that your device is different because the case has more functionality than a 
typical back-up power supply solely used to power a device.  As such, you believe the hearing 
aid case is “equipment” per § 173.185 and that the case should be described for transport as 
“UN3481, Lithium ion batteries contained in equipment, 9.” 
 
In accordance with § 173.22 of the HMR, it is the shipper’s responsibility to properly classify 
and describe a hazardous material.  This Office does not perform that function.  However, in 
consideration of the information you have provided, it is the opinion of this Office that your 
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understanding is not correct.  Section 173.185 defines “equipment” as the device or apparatus for 
which the lithium cells or batteries will provide electrical power for its operation.  In this 
instance, the equipment being powered are the hearing aids.  While the case performs some 
additional functions, the primary function of the case is to provide power to external pieces of 
equipment (i.e., the set of hearing aids).  As such, the most appropriate shipping description to 
describe the portable case if shipped without the hearing aids is “UN3480, Lithium ion batteries, 
9.”  The set of hearing aids if shipped separately without the case should be described as 
“UN3481, Lithium ion batteries contained in equipment, 9.”  Lastly, if the hearing aids are 
shipped with the case, the appropriate description is “UN3481, Lithium ion batteries packed with 
equipment, 9.” 

I hope this information is helpful.  Please contact us if we can be of further assistance. 

Sincerely, 

Dirk Der Kinderen 
Chief, Standards Development Branch 
Standards and Rulemaking Division 
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Hi Alice,

Please see the letter of interpretation request attached. Please contact our office with any
questions.

Thank you,

Sarah (HMIC)

From: Dawn Gardner [mailto:Dawn_Gardner@starkey.com] 
Sent: Wednesday, September 16, 2020 6:19 PM
To: INFOCNTR (PHMSA) <INFOCNTR.INFOCNTR@dot.gov>
Cc: Dawn Gardner <Dawn_Gardner@starkey.com>
Subject: Request for LOI

CAUTION: This email originated from outside of the Department of Transportation (DOT). Do not click on links or
open attachments unless you recognize the sender and know the content is safe.

Dear Administration,

I am submitting this request to you on behalf of Starkey Laboratories Inc for your consideration. 
Please confirm acceptance of this letter and kindly provide verification that it is being processed

Best Regards,

Dawn Gardner

Dawn Gardner
Director of Transportation and Trade Compliance | Starkey 
6425 Flying Cloud Dr. | Eden Prairie, MN 55344
T: 952-828-9223 | M: 952-334-2739 | F: 952-828-9251

starkey.com | starkeypro.com | map | email
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BOM

		Identity		Quantity		Unit		Reference Designator

		43014-000, SHT Charger (4 Plugs), K.2						

		    11057-001, Magnet N52, dia .188 x .188, A.2		2		each		

		    11057-002, Magnet N52, dia .125 x .125, A.2		2		each		

		    11057-003, Magnet N52, dia .125 x .250, A.2		2		each		

		    12558-000, Contact charger, Foam Lid, D.1		3		each		

		    12559-000, Contact Charger, Non-skid Foot, A.3		4		each		

		    13716-000, Contact Charger, LED Lens Front, E.2		1		each		

		    13717-000, Contact Charger, LED Lens Rear, D.2		1		each		

		    13728-000, Screw, Steel thread forming for plastic, #4 x 5/16, A.5		4		each		

		    13729-000, Desiccant Puck, C.2		1		each		

		    13757-000, Contact Charger, Base, D.3		1		each		

		    13760-002, Contact Charger, Lid SHT, B.4		1		each		

		    13761-000, Contact Charger, Lid Insert, B.2		1		each		

		    31369-000, Battery, Li-Poly, 850mAh, 3.7V, PCM, 78x29x2.9mm, Yabo 29307, A.7		1		each		

		    31374-000, Contact Charger, Lid Tape, B.2		2		each		

		    31390-000, Contact Charger, Battery Foam Lower, A.2		1		each		

		    31391-000, Contact Charger, Battery Foam upper, A.2		1		each		

		    31414-000, Contact Charger , Hinge Pin Aluminum, A.3		2		each		

		    31421-001, Lithium Ion Charger Label Model 720, F.2		1		each		

		    31442-001, Thread-Forming Screw for Plastic, B.3		4		each		

		    43009-000, Power Adapter (US/UK/EU/AU) w/Female USB Port, A.4		1		each		

		    46040-000, Sapphire 2.4GHz NFMI RRIC 312+ Charger Insert, B.3		1		each		

		    46041-000, Sapphire 2.4GHz NFMI RRIC 312+ Charger Bezel, C.3		1		each		

		    53417-750, CCR1 ACC ASSY, 01.8		1		each				Charger Circuit

		    70212-000, FW-SHT Hearing Aid Charger, A.2		1		each		

		    79044-000, Charger Thermoform Insert, A.2		1		each		

		    86089-007, PKGS2784 Universal Charger Box, B.1		1		each		

		    86098-007, Regulatory Sticker for Charger Box, A.3		1		each		

		    86112-000, Box w/built in partition - EU,UK,AUS Oslo Charger, D.2		1		each		

		    86264-007, Starkey Hearing Technologies Charger Packaging Sleeve Feb 19, A.2		1		each		

		    90789-000, Loctite Flashcure 4306 1 Oz, A.4		0.6		cubic centimeters		

		    91403-000, Cleaning Brush w/Wax Loop, A.3		1		each		





Charger Circuit Schematic

				Power Flow when plugged into the wall, i.e. not using internal battery.

				Microprocessor and Diagnostic Circuits





Hearing Aid IC Datasheet

				Auto Turning on and off of Hearing Aid:

				Page 9 of datasheet

				Diagnoistics Process and fault reporting

				Page 13 of datasheet





Desiccant Puck

		Foreign material ingress is the number one killer of hearing aids. There are two susceptible areas for ingress in a hearing aid; the receiver and the microphone. Moisture clogs these ports and openings resulting in non-functioning devices. It also builds up in tubing, which can affect the frequency response of your hearing technology. Moisture can also corrode components and battery contact points or short-circuit the microphones and receivers.  In order to prevent moisture ingress, Starkey has adopted a multi-prong approach. Our hearing aids are designed with a hydrophobic nano-coating to prevent moisture from wicking into the ports and openings. Additionally, we have implemented exterior drying methods. We have inserted a desiccant puck within our hearing aid charger to pull the moisture out of our hearing aids. This allows the hearing aid to dry-out when not in use, increasing the reliability of the device. This is a tried and true method found throughout the hearing industry for prolonging the life of our hearing aids.
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NOTICE: This e-mail is intended only for the addressed party and may contain information
that is proprietary/confidential or otherwise protected. If you are not the named addressee, you
are not authorized to view this message. If received in error, please contact the sender and
delete the communication.
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