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May 20, 1997

Mr. Raymond N. Owens, President
Sun Box Company

19217 Orbit Drive
Gaithcrsburg, Maryland 20879

Dear Mr. Owens:

● (In March 1 I. 1997, an investigator from the Food and Drug Administr;]tion ( I:IIA) ct~llcctcd

information tlwt rcvcalcd a serious rcguhitory problcm involving the products kmwn as SunSquarc.

SunRay. SunRay Il. and SunLight Jr. light boxes. which m mmk :md markcmi by your tlrm.

L;ndcr the I:cdcral Food. Drug. and Cosmetic Act (the Act). these pr~ducts tire c~msidcrcd nwdical

dcviccs. us they arc used to diagnose or treat a medical condition or t~}ti!”fcct Ihc structure or functi(m ~)[’

the txdy. J-he law requires that manufacturers of medical dcviccs obt;~in nwrkc~ing clctirtincc ti~r (twir

products from the FDA before they may be offered for sale. This Iwlps prolcc! the public health by

ensuring that rww nwdical dcviccs are shown to be either sut’c;md cffcctit’c or suhstantiull?’ ~qui\’i]l~n\ [()

other dcviccs alrcwiy Icgally marketed in this country.

our records do not show that you obtained marketing clcmmcc lwl~m !~w ~wgwl ~~ffcring ymlr prt~ducts

ii~r sale. “I”hctype of information you must submit to obttiin this clcm;mcc is duscribcd in the cncloscd

mtitcritils, “I%c FIIA will evaluate this information and dccidc whether }’~mr prtduct m;]y tw Icgill}”

murkctcd.



I

It is ncccssa~ for you [o take action on [his matter no~v, Plcusc notifv [his of-kc in writing, within 15
working days of rcccipt of this Icttcr, of the specific steps you have [~kcn 10 correct the noted violations

and to prevent their rccumcncc, If concctivc action cannot lx complc[cd within 15 working days. state

the rcmon for the delay and the time within which the corrections will be complctcd, Please direct your

response to Gcmld W, Miller, Compliance OffIccr, U.S. Food and Drug Administration, 101 West
13road Strcc[. (Suite 400), Falls Church, Virginia 22046-4200.

Finally, you should understand that there arc many FDA rcquircmcnts pertaining to the mtmufacturc and

●
marketing of medical dcviccs. This Icttcr pertains only to the issue of prc-nmrkct clcmmcc for your
dcviccs und dots not necessarily address other obligations you huvc undw Ihc law. You may obtain
general information about all of FDA’s rcquircmcn[s for nmnufwturcrs ot”nmlid dcviccs by contac~ing
our Division of Small Manufacturers Assistance at I -(800)-638-204 I (lr through the Internet at

http: //~wWda@ov,

II”you hti~’cimy spccitlc qucs[ions about how FDA marketing rcquircmcnts tiffcct your psmicular dcvicc.
or ahmt the con[cnt of this Icttcr, please feel free to c~mtuctGerald W. Miller, Cornpliancc Officer, at

the U.S, Food and Drug Administration, 101 West Broad S[rcct (Suk 400), l:{dls Ch@ur~h,virgini~i

22046-4200, phone (703)-235-8440, extension S04.

Sinccfely yours, ~

Peter M. Dubinsky \
Acting Director, [liil{il)~orc Dis\rict
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