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Dear Mr. Kolesar: 

This letter corrects our substantially equivalent letter of September 8. 1998. We are issuing 
this letter solely because The Align System. as described in the indication for use. is 
equi\lalent to an orthodontic plastic bracket. 

We have reviewed your Section 5 10(k) pre~iiarket notification of intent to market the de\.ice 
referenced above and have deterniined the device is substantially equivalent (for the 
indications for use stated in the enclosure) to legally marketed predicate devices ~ilarketed in 
interstate conimerce prior to May 28, 1976. tlie enactment date of the Medical Device 
A~iiendmentsor to devices that have been reclassified in accordance with the provisions of 
the Federal Food. Drug. and Cos~iletic Act (Act) that do not require approval of a premarket 
approval (PMA). You may, therefore, market the device. sub-ject to the general co~ltrols 
provisio~is of tlie Act. The general controls provisions of tlie Act include requirements for 
an~iual registration, listing of devices, good manufacturing practice. labeling. and 
proliibitions against misbranding and adulteration. 

If lour device is classified (see above) illto either class I1 (Special Controls) or class I11 
(PMA). it may be sub.ject to additional controls. Existi~ig major regulations affecting your 
de\.ice can be found in the Code of Federal Regulations. ritle 2 1. I'arts 800 to 808. In 
addition. FDA may publisli furtlicr announcements concel-uing your dc\.ice in the l:edera! 
Rezister. 
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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 (21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice 
requirements as set forth in the quality systems (QS) 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. 

This letter will allow you to continue marketing your device as described in your Section 
5 10(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 (2 1 CFR Part 80 l), 
please contact the Office of Compliance at (240) 276-0 1 15. Also, please note the regulation 
entitled, "Misbranding by reference to prelnarket notification" (2 1CFR Part 807.97). You 
nlay obtain other general infor~nation on your respollsibilities under the Act from the 
Division of Sillall Manufacturers, Illternational and Consumer Assistance at its toll-free 
number (800) 638-204 1 or (30 1) 443-6597 or at its Internet address 
http://www.fda.gov/cdrl~dsma~dsma~naii~.l~t~~~l 

Sincerely yours, 

Director 
Division of Anesthesiology, General Hospital. 

Infection Control and Dental Devices 
Office of Device Evaluation 
Center for Devices arid 

Radio logical Health 

Enclosure 



INDICATIONS FOR USE 

5 10(k) Number: 	 To Be Assigned By FDA 19 1015 

Device Name: 	 Align System 

Indications For Use: 	 The Align System is indicated for the treatment of tooth 

malocclusion in patients with permanent dentition (i.e., all 

second molars). The Align System positions teeth by way 

of continuous gentle force. - .  

PLEASE DO NOT WRITE BELOW THIS Ll'NE - CONTINUE ON ANOTHER PAGE IF NEEDED) 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

h b w  

(Division Sign-Off) 

Division of Dental, Infcclion Conrrol, 

and General Hospital Devices 


513(k) Number k'q >-

Prescription Use / OR Over-The-Counter Use 
---

(Per 21 CFR 8 0 1 . 1 0 9 )  












