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Food and Drug Administration 
9200 Corporate Boulevard 

FEE - 8 2006 Rockville M D  20850 

Mrs. Melly Moroles 
Chief Financial Officer 
MJM International Corp. 
2003 N. I Road, Suite 10 
San Juan, Texas 78589 

Re: KO53 192 

TradeIDevice IVame: Series 400 Walker 

Regulation Number: 21 CFR 890.3825 

Regulation Name: Mechanical walker 

Regulatory Class: I Exempt 

Product Code: NXE 

Dated: November 1 1,2005 

Received: November 16,2005 


Dear Mrs. Moroles: 

This letter corrects our letter of December 5 ,  2005. 

We have reviewed your Section 5 lO(k) preniarket notification of intent to market the del-ice 
referenced above and liave 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 tlie Federal Food. Dn~g .  
and Cosmetic Act (Act) that do not require approval of a premarket approval application ( P M A ) .  
You may, therefore. market tlie device, sub.ject 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 n~isbranding and 
adulteration. 

If your device is classified (see above) into either class I1 (Special Controls) or class 111 (PMA). i t  
may be subject to such additional controls. Existing iilajor regulations affecting your de\.icc can 
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. I11 addition. FD.-I may 
publish further announcements concerning your device in the Federal Reqister. 

Please be advised that FDA's issuance of a substantial equivalence determination does no1 mean 
that FDA has made a determination that your device complies with other recluircment~ ot'tlic /\ct 
or any Federal statutes and regulations administered by other Federal agencieb. You mu\t 
comply with all the Act's requirements, including. but not limited to: registration and l~sting( 2 1 
CFR Part 807); labeling (2.1 CFR Part 80 1); good manufacturing practice requirements as sel 
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forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electro~lic 

product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050. 


This letter will allow you to begin 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 (21 CFR Part 80 1). please 

contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled. 

"Misbranding by reference to premarket notification" (2 1 CFR Part 807.97). You may obtain 

other general information on your responsibilities under the Act from the Divisioil of Small 

Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-204 1 or 

(301) 443-6597 or at its Internet address http://www.fda.gov/cdrli/indust~/support/index.lit~nl. 

Sincerely yours, 

J 

A, Mark N. Melkerson. 
Acting Director 
Division of General, Restorative 

and Neurological Devices 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 

Enclosure 
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lndicat ons for Use 

51~ ( k )Number (if known): KoK3'9-C 
Device Name' Series 400 Walker 

IndicationsFor Use: 

A mechanical walker used to 'pro[:ide moderate weight support while . -

walking ensuring balance.and s u ~ p o r t .  . 

Prescription Use AND' 3R Over-The-Counter Use X 
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C) 

(PLEASE DO NOT W R ~ EBELOW THI5 LINE-CONTINUEON ANOTHER PA=-IF 
NEEDED) 

Concurrenceof CDRH, ORice of Device Evaluation (ODE) 

/ --rCI 
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(Division Sign-08) 
Division of General, Restorative, 
and Neurologkal Devices 1 
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