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1. Spoamr 

Daniel S. 1. Choy, MD. 
chairmen 

Tinnitus Control. Iw. 
170 East 7p Street 
Ncvr Y a k ,  New York 10021 

2. DcviccNune 

Trade Name of Device 

Common Name 

Classification name 

Product Code 

Regulation Class 

Regulation Number 

Tinnitus Rx 

Tinnitus Masker 

Tinnitus Masker 

KLW 

I1 

$874.3400 

3. Indications for Use 

The Tinnitu Rx consists of a p e r m a l i d  pound rccordad onto a campact disc (CD) that can be 

played on colnmcrcially available players and listened to through wmmeroially available 

headphoncs. The recurded sound is equivalcmt to that generated by a qualified hecving healthcam 

professional who has followed the treatment rcgknon utiIized in the clinical study (provided in the 

5 1 O(k)).  The device is indicated for adult (1 8 y e a r s  and o v a )  t inni tus suffarers who may of may 
not suffix higher ficquencics hearing loss and are participating in a tinnitus w g e m c n t  program. 

The Tinnitus Rx is for home usc undcr the diredon of an appropriately qualified healthcare 

protessional. 

Paticnts should receive a medical evaluation by 8 liconsad physician (pmfarsbly a physician who 

specializes in diseases of the car) to rule out medically or surgically treatable diseases for which 

tinnitus is a symptom before proceeding with non-medical t innitus managcmmt. 



The Tinnitus Rx is intondcd for the temporary relief of tinnitus symptoms. 

4. DcviccDcrcriptlon 

n o  Tinnitus Rx consists of a parsondid sound racardad anto B compact disc (CD) that cm be 
played on any commercidly available player and listened tu through mmzutrcially available 

headphunes or spc8kw. 

5. Bails for Substantial Equiveleace 

The Tinnitus Rx is substantially equbdent to the 7TCOHI-T and TTCTM-3 tinnitus maalrm. 
devices cleprcd lmdar K98245 1 and the TinniTGch ANMP W c o  cleared undcr KO3 079 1. All of 

the dcv iav  usc sound to tcmpordly rclievo a & a t ’ s  tinnitus. Since he Tinnitus Jbt utilizes a 

arstocn sound for each patient as opposed to a generic brosdband s o d ,  a clinical study showing 

rhsr the device relieves tinnitus was included in the submission. A comparison tabla to the 

ANMP davica is pr~vidod bclow. 

Comparison of Tinnitus Rx and TTCGEI-T / ‘ITCTM3-T 

Qyracteristic 

Intcnded Use 

Tinnltus Rx 

Provide temporary relief of 
tinnitus symptoms 

Adults (1 8 years and over) 
both with and without high 
frequency loss, with tinnitus 
who are participating in a 
tinnitus management program 

TinnlTech ANMP S v s t e ~  

Continuously and 
intermittently mask tinnitus as 
part of a tinnitus management 
program with masking noise 
and selected musk to promote 
the relaxation of the patient 
during delivery of the 
Timitech ANMP therapy 

Adults (18 years and over) 
both with and without high 
frcquency loss, with tinnitus 
who are participating in a 
tinnitus management program 



Operation 

Audio Signal  
technology 

Available 
noisedsounds 

Medium 

Volume Contro 

Distribution 

Components 

Equipment used 

Digital 

A personalized sound 
matching the pitch of the 
patient's tinnitus detivcd by 
following a scientifically 
studied clinical protocdl 

One CD 

Patient 1a-e ing warns patient 
against playing the CD at a 
level louder than hidher 
tinnitus 

The sale ofthe custom-made 
Tinnitus Rx CD will only be 
through a qualified healthcam 
professional 

The components of the 
Tinnitus Rx include: 

CustornizedCD 
User Manual for 

Patient labeling 
physician 

A commercially 
available CD player 
that is capable of 
producing the sounds 
generated from the 
customized CD ( A i w  

recommended) . 
Headphones with a 
frequency range of 30 

XP-R232 

Digital 

Prc-adapted to the patient's 
heating characteristios. A 
wide selection of musical 
sounds incorporating Tinnitus 
Masking noise (20Hz - 20 
kHz) digitally recorded on 
mini compact discs in MP3 
format. 

Two mini CDs 

Warning in manual against 
playing CDs at uncomfortable 
levels 

Sold via direct and indirect 
channels involving an 
sppro priately qualified 
healthcare professional 

The components of the 
:ornplcte TinniTcch ANMO 
;ystem include: 

Sound files on storage 

Mp3 mini CD player 
UserManual 
Philips eXpanium 401 
minidisc player with 
headphones. 

(mini CDs) 



I - 20000 HZ and 8n 

characteristic 

Whcrc used 

Safety 

Perfomancc 

Instructions 

impeQncc > 24 ohms. 

New device 

Home use under an 
appropriately qualified 
healthcue professional 

The Tinnitus RX is to be used 
in a quid environment. 

The patient is instructed to 
use the Tinnitus Rx at levels 
no louder than hidher own 
tinnitus. 
The pre-CD evaluations at the 
physician's oficc provides 
the patient with a benchmark 
of the effect hdshe should 
experience with the at-home 
CD. 
The Tinnitus Rx comes with 
both physician and patient 
instruction guides. 

M i c a b  device (KO3079 1 )  

Home usc: under an 
appropriately qualified 
hcalt hcarc ptofeuional 

The A M  therapy should 
ncver bc undertaken when the 
tinnitus masking sounds might 
prwcnt thc patient from 
hearing cues or warnings of 
likely harm or dangcr. 

The TinniTech ANMP system 
enables the user to determine 
whether the delivered therapy 
assists in the management of 
their tinnitus. 

The TinniTcch ANMP 
System comes with a User's 
Guide. 



DEPARTMENT OF HEALTH &HUMAN SERVICES Public Health Service 

Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 

JUL 2 4 2003 

Tinnitus Control, Inc. 
c/o Dr. Daniel S.J. Choy 
170 East 77th Street 
New York, NY 10021 

Re: KO3 1624 
Trademevice Name: Tinnitus Rx 
Regulation Number: 21 CFR 874.3400 
Regulation Name: Tinnitus Masker 
Regulatory Class: Class I1 
Product Code: KLW 
Dated: May 22,2003 
Received: June 5,2003 

Dear Dr. Choy: 

We have reviewed your Section 5 1 O(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into’either class I1 (Special Controls) or class I11 (PMA), it 
may be subject to such additional controls. Existing major regulations affecting your device can 
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may 
publish further announcements concerning your device in the Federal Register. ’ 

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
comply with all the Act’s requirements, including, but not limited to: registration and listing (2 1 
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set 
forth in the quality systems ( Q S )  regulation (2 1 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050. 



Page 2 - Dr. Choy 

This letter will allow you to begin marketing your device as described in your Section 5 1 O(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a legally 
marketed predicate device results in a classification for your device and thus, permits your device 
to proceed to the market. 

If you desire specific advice for your device on our labeling regulation (21 CFR Part Sol), please 
contact the Office of Compliance at (301) 594-4613. Also, please note the regulation entitled, 
"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain 
other general information on your responsibilities under the Act from the Division of Small 
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-204 1 or 
(30 1) 443-6597 or at its Internet address http:Nwww.fda.gov/cdrh/dsma/dsmamain.html 

Sincerely yours, 

A. Ralph Rosenthal, M.D. 
Director 
Division of Ophthalmic and Ear, 

Nose and Throat Devices 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 

Enclosure 



Indications for Usc 

5 1 O( k) Number (if known): 
Device Name: Tinnitus Rx 

KO3 1624 

Indications for Use: 

The Tinnitus RJC consist8 of a per~na l l t cd  sound recorded onto a compact disc (CD) that can be 
played on cammahlly available players and listened to through commercially available 

hcadphoacs. Tho recorded round is equivalent to that gcneratcd by a qualified hearing healthcare 

pmfe&mal who hm followed tfic aeatmant regimen utilized in the clinical dudy (provided in the 

5 100;)). The dcvice is indicatal for adult (1 8 y~ars and ova) f i n n h ~  suffbterr who may or may 

nof suffer hjg,hcr fiaqucncies h k n g  loss md arc participating in B tinnitus managanant program. 

Thc Tinnitus Rx is for home use under the direction of m appropriately qualified hcdthcm 

pfasional.  

Paricnts should raccivc a mcdical cvaludon by a liconsd physician (pmfkrably a physician who 

specializes in discascs of thc ear) to rule out mtdidly or surgically treatable diseases for which 

tinnitus is B symptom buforc proceeding with non-medical tinnitus managamant 

Thc Tinnitus Rx is intonded for tho temporary reliafof tinnitus symptoms. 


