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jndlcator Ship (K921910). 



me SPSmed{cal Gas Plasma Chemical lodioators are process hdimbn used to v e ~  exposwe to 
vapor hydrogen peroxide h the S T E W @  100, STERRAD@ 100s and $ERRAD* 50 
sleriliz&on pcesses. The indicato!~ provide a visual i n d i d o n  that hydrogen peroxide 
(x-rz02), an essential ingredient in ths STERRADa s t e d h k m  process has been inboduoed 
into the sterilizer's chamber. Thm arr two indic4dors typez!. The M indicator change3 from a 
YI&LO'w beginning color to a 'BLUE signal @lor and the second ohanges from a RED begbnhg 
color to a BLUE signal color. SPSmedid is claimkg substantjal equivalence for its SPSniedical 
&as p I m a  0 h d 4  indicators to the ASP chemical M&or Mp bassd on best data taken during 
cornprison studies. Testing has demDnsfrated W the SPSmedical  IS p1asma chemical indimtors 
perform umiSte4tly with q ~ ~ X e n t  d t s  to that o f  the @cate ASP indicator strip. Buth 
idicate -me to the STERRAD@ stedbition process. The SPSmedjcal gas plasrna chemical 
indicators arr: also Oornpmbk to other: c~rnunecCial~y available indicators w t l y  c l d  by the 
FDA 



J h h g  pmfbman~e with. the SPSmedical Gas Plasma Chemical Indicators b e t w m  3,000- 
4,000 kdk&m were te* fbm 13 separsrte fob of Indicators containing multiple lots of 
~~bstmtea and idador  inks. Multiple I d s  of the p&wk ASP indicator strips and lapc BYE 

also included dmhg the Variom testing. 

Indicator samples were placed within an Ahanced Sterilization Producb (ASP) STERRAD@ 
100 GMIP test vessel dong with the ptedicate ASP indimtor strip product_ The indicators were 
then subjected to bcompletc and completc reaction cycle conditions. In the incomplete cycle 
the H2& concenb-alion was adjusted to 120 pL, resulting in 0.5 m$/L of h 0 2 .  This level is 
significantly less than the nom& cancentration of 1440 pL of the 53% H& sold-on which 
resulfs in the typical c o m ~ t i o n  of 6.0 mg/L of Hl@. In the complete mction cycle the H202 

conambation was adjusted to be ohe half (720 pL) of the aominaI concentfation of 1440 ~LL. 
ofthe 58% Xj+& solution M t b g  in 3-0 m g k  0fH;Loz. A[1 incomplete and complete readion 
cycles wee  dowed to nkn their n m a l  processing pamasters ~ t h  the only exception being 
the reduced H a 2  cmca.lr&m which wen iujectcd into the STERRAD@ 100 GMP teg 
vessel. The incomplete and wrnpleb reaction cycIes were rqmted a total of 3 times. Indicators 
were observed for p p e r  Color change and resdb wera recorded. 

All SPSmedical gas plasrna Indicator samples processed fa the inwrriplcte m t i o n  cycles 
showed “No change crt a change tbat is markedly d.@k-at h r n  the change accurring & 
exposme” to the relevant full plasma ster%zdon process cycle (a color other than BLUE) and all 
bdwtor m p k i  processed in the complete reaction cydes &awed “A fuU signal color change to 
BLUE”, llmnghcmt &e various testing the SfSmedical gas plasma cb&cal indicators and the 
ASP chcmid indicator strips mded similarKy h~ all test configurations. 

Store in a cool, dry place (15-30°C), m y  fbsn m y  m e  c h d c d s  and acids 

The SPSmcdical gas plasma chemical indicators wax tested for the effects of acid and base. 
Testing u d c d  that the indiMo~~ h their trrproccssed fm are not sensitive to an acidic or 
basic envinmment. Testing vaificd that the iddimton in their processed form arc sait ivc to 
an acidic ot basic cnvimrnmr. instnrctions f i r  use include a prcaurion to store the 
iuclicakors away from my atkalina chemicals and acids. 

tndicators printea on Tyvek and polypropylene were exposed to a steam sta-ilimtjun cycle of 
132OC for 4 rnimxtm expos= time and in E 100% EO Gas sterilizer mnning at 600rng/l for 
60 minuks exposure with 70b/oRH, The irldicabrs wx-e unaffected by the EO Gas process. 



The indicatoxs p~ated m polypropylene shmnk slightly but were otherwise unaffedcd, in tho 
steam process. The bdicators printed on Tyvek were grossly defomed in the stam pxocas, 
Sbbilirty 

Light stability )vas vuified over a 2 1/2 month period on indicators which achicved B 

complete signsl color change when pocessed in a S T E W @  Gas Plasma cycle with a 
H2@ concentration of 6.0 m a  and on unprocessed indicators. Both were subjected to 
natural and artifidal light sources. Results v d e d  the stability ofthe product to rerain heir 
iniild indicator color and their post processing signal. calm during tbjs period Fm-dmm, 
the indica;tm were nrjt afkcted by3 nor did they eqerimce any slibstantiaz when subjected to 
n a t u d  or a c i d  ligb sources in either their w p ~ s e d  orpucemdfbm. 

Shelf IEe 

SPSmedical G z  Plasma Cbmical, Indicators are p&ed wing noxltoxic inks and contings that 
will not ale tha c M c d  cumposition of the &wts being staiked and am sdk for human 
contact. The synthetic paper llsed in the mmufcturitlg of the SPSmedical gas plasma 
chemical indicator strip complies with 21 CFR 177.1520. 

Cono lus ion 

Supportiva data bas demansbrated that the SPSmedical gas plasma chmical indicators arc 
equivdcnt to the pdioate device- 'lkwghout the varim testing, the SPSmsdical gas plasma 
dimjcal indicators and the AS? chemical indicator strips reacted similarly in all test 
configudons. The SPSmedjcal gas plasma chemical indicators have tbe same intended use and 
characteristics 89 the ASP strip. The SPSmediical and ASP products we compr id  of synthetic 
pqm materials and are printed with indicator inks which provide a visual indicodim a f k  being 
exposed to vapor hydmgen peroxide m ?he SI'EERRAD' stetilizafion prc3cess. SPSrnedid 
believes that the SPSmodicaI gas plasma chemical i n d i m  m substadally *vdmt to the 
ptadicak device b e a u s  it has the game intended use, techaical ch-stics and & i c e .  
All SPSmedical gas p!asma chemical, Indicators are effective md reiiable, single use devices, 
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MAY - 9 2003 

SPS Medical Supply Company 
Mr. Ned Devine 
Responsible Third Party official 
ENTELA, Incorporated 
3033 Madison Avenue, SE 
Grand Rapids, Michigan 49548 

Re: KO30680 
TradeDevice Name: SPSmedical Gas Plasma Chemical Indicator 
Regulation Number : 8 80.2 8 00 
Regulation Name: Sterilization Process Indicator 
Regulatory Class: I1 
Product Code: JOJ 
Dated: April 25,2003 
Received: April 28,2003 

Dear Mr. Devine: 

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. 



Page 2 - Mr. Devine 

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 (2 1 CFR Part 80 1); good manufacturing practice 
requirements as set forth in the quality systems (QS) regulation (21 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 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 (2 1 CFR Part 80 l), 
please contact the Office of Compliance at (30 1) 594-46 18. 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 
Division of Small Manufacturers, International and Consumer Assistance at its toll-fi-ee 
number (800) 638-2041 or (301) 443-6597 or at its Internet address 
http://www. fda.gov/cdrh/dsma/dsmamain. html 

Sincerely yours, 

Susan Runner, DDS, MA 
Interim Director 
Division of Anesthesiology, General Hospital, 

Office of Device Evaluation 
Center for Devices and 

Radiological Health 

Infection Control and Dental Devices 

Enclosure 
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INDKATJONS for USE STATEMENT 

Appl jcant ., $PSmediCal Sup~rv corn, 
51E)(k) Number (if known): -. KO30680 rr__ 

Device Name: SPSmedical Gas Plasma Chemical Indicator 

Indications For Use: 

The SPSrnedicaf Qas Plasma Chemical Indicators are indl-ted far use as p m s s  
indicators to verify exposure to vapor hydmgen peroxide in the STERRAD@ 100, 
STERFUID* I O O S  and STERRAD@ 50 s f e n l i o n  processes. They are intended to 
be used by heab care providers with articles such as sterillaEltion wraps, containers, 
caswttss, or pouchss to distinguish between processed and unprocessed item. 
Indicators change to a signal color of BLUE after exposum to vapor hydrogen 
peroxlde in these sterilization processes. 

(PLE34SE DO NOTwRlfE BElWMIS UNE- CO”I7NUE ON ANOTHER PAGE IF 
NEEDED) 

Concurrence of CDRH, office of Devb Evaluation (ODE) 

’ &7 
510(k)Number. 3 0 6 


