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Serim® Peracetic Acid Chemical Indicator

510 (K) SUMMARY

Prepared: August 29, 2005

Submitter: Scrim Research Corporation

Address P.O. Box 4002
Elkhart IN 46514

Phone: 574-264-3440
Fax: 574-266-6222

Contact: Patricia A. Rupchock
Manager of Regulatory Affairs

Device Trade Name: The Serinm Peracetic Acid Chemical Indicator

Common or Usual Name: C(hemical Inlicator

)ev ice Classification Name: Indicator. I'lInsicaliChemical stcinization Process

Product Code: .1O.1

Class: II

Regulation Number: 880.2800

Substantial Equivalence: lie Serim' Peracetic Acid Chemical Indicator is
.Uhbstanliall CtIli,,alcult to S I IL]S PlRC[LSSr"l Chemical

\loiiitOrIng Strips' (K921559. I cbrtiar% 28. 1995)

l)eN ice l)escription: Ihe dxe ice is a qualitatix I. single use, reagent test strip made
up ol a 0.20 inch square purple reagent pad that has been
cienicallx treated to detect the actix e ingrcdient in the Steris

]) "Srelail t hCIen used ill theI1 I S.RIs S, YS. Ml I

Prc'e>\,om I lie pad is at'ii.\d o olie end ola 3.2$ inch b\

li21) icli \\hilc olmquc io/>Yiciic strip.

' "; II R t I )(ISS is II lijdcl ltiiii ot Il l, Stab> oxpol

tclih ()) i5 s lltltdcllililk oi tic S t /It> l oiliel/

L I 11155,55 Y M I tis al tc"lstricld t'adid lark ot the Sa1 is ( OIpo tI;lll
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Intended Use: The Serim " Peracetic Acid Chemical Indicator test strips are
designed for use in a STERIS SYSTEM I " Processor with
STERIS 2OTM Sterilant to detect peracetic acid concentration
in the use solution.

Technological Characteristics: The Serirm" Peracetic Acid Chemical Indicator is identical to
the STERIS PROCESS TMAChermicai Monitoring strip
(mianufactured by Serim Research Corp. for Steris
Corporation) that has been previously cleared by the FDA
(K92 1559).

Phe STERIS PROCESS TM Ch1emlicaI Monitoring Strip was
developed by Serinm Research Corporation and has been
eXC I IirsIei nmanuifactured bre Sen mi Research Corporation
since the product was introduced. The Senim H Peracetic Acid
(j ei~ni cal Indicator \xiii be uised for thle iiide pe ndent

mnonitorin oI, of tie SI LRI S S YSTEM I emnploying- STERIS
20"' Sterilant. I he Senirn Ileracetic Acid Chiemical
indicator is a qulpIitative, Sii11ule Use, chemical indicator used
to detect thle active iiiuredient oftheli ST I RIS 2W"' Sterilant.

[hle Seriini Peracetic Acid Chemical Indicator is configujred
as at pa per pad onl a plastic stripil support. A dive' in the
c hemiical indi cator pad is ox icdiized (hifahed) by t lie uSe
solu t Iioil. lIhe exten of bleI achn In I Idicates \\h etIIer a

sltifiicieiit coiiceiitratioii active agent (peracetic acid) was

pre~sCent At thle enld Of thle prIocessin- cy cle thle uIser com~pares
thle rectecld inldicaitor to aI color charit Composed ot t\%o color

block> h le "s I VRI color block is simIilar to thle LArnreacted
indicator sitri. [ lie --( )MIll'I Vli color block is similar to

an1 indicator sitrip thlat ha> been cxplosed to peCracetic acid at or

11, C ~ con~centratio of §01) ppii

pernformranice arid ConclusionI: 'serini leseincli I. 0r11vration hereby certifies thiat it developed
lic pioduct kllox I) as theC Si RIS HW I P )(lIISS" '' Clicrical

N1iotit0o i11 stri ~i r tl (1 o thle 1:l)A 51 t)I(I) clearance of this
1rodlct~ set rIm RCseacICI ( Oli)Oiat 1ioalIso has inanu~ifaCtiired

t1ins iiaterl~il snc theC intioditetiori of this product. Ilie role
ci Sewi Reearc I *cpomit oil ill lie developille[II and

riinii~~retir o lie piodhile is sleknlo\N ledee-d oil tile bottle
alirhe I 1C s lIr S l's ',1\( I) S5< (heiircaii Moraitor iri Sitrip



( 4 ~~DEPARTMENT OF HEALTH &HUMAN SERVICES Public Health Service

DEC 1 2005 Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Ms. Patricia A. Rupchock
Manager of Regulatory Affairs
Serim Research Corporation
23565 Reedy Drive
Elkhart, Indiana 46514

Re: K052388
Trade/Device Name: Serim® Peracetic Acid Chemical Indicator

Regulation Number: 880.2800
Regulation Name: Sterilization Process Indicator
Regulatory Class: LI
Product Code: JOJ
Dated: November 14, 2005
Received: November 18, 2005

Dear Ms. Rupchock:

We have reviewed your Section 5 10(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 II (Special Controls) or class 1.11

(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 dcvmce in the Federal

Register.
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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 (21 CFR Part 820); and if

applicable, the electronic product radiation control provisions (Sections 531-542 of the Act);

21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(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 801),

please contact the Office of Compliance at (240) 276-0115. 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) 638-2041 or (301) 443-6597 or at its Internet address

http://www.fda.uov/cdrh/industr¥/support/index.htmnl.

Sincerely yours,

Chiu Lin, Ph.D.
Director
Division of Anesthesiology, General Hospital,

Infection Control and Dental Devices

Office of Device Evaluation
Center for Devices and

Radiological Health



Indications for Use

510(k) Number (if known): K052388

Device Name: Serim® Peracetic Acid Chemical Indicator

Indications For Use:

The Serim ® Peracetic Acid Chemical Indicator test strips are designed for use in a
STERIS SYSTEM 1® Processor with STERIS 20M Sterilant to detect peracetic
acid concentration in the use solution.

Prescription Use AND / OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER
PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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