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510(k) Summary

Devce ame proprietary name: CA 125 11 CalSet 11

Common name: CA 125 It CalSet 11

Classification name: Calibrator, secondary

For the CA 125 11 CalSet 11, the establishment registration number (Roche
Establishmnent Diagnostics GmbH Mannheim) is 9610126. The establishment registration
Registration number for Roche Diagnostics United States is 1823260.

C'lassiflcation The FDA has classified the product as a Class 11 device.

Panel Product Classification Name Regulation
Code Citation

Clinia Ithemistry JIT Calibrator, Secondary 1862.1150

The CA 125 11 CalSet 11 is substantially equivalent to other products in
Predicate commercial distribution intended for similar use. We claim equivalency to
Device the currently marketed CA 125 CalSet (k003969).

The CA 125 11 CalSet [1lisa lyophilized product consisting of human CA 125
Device in an equine (Cal 1) and a human (Cal 2) serum matrix. During manufacture,
Description the analyte is spiked into the matrix at the desired concentration levels.

CA 125 11 CalSet 11 is used for calibrating the quantitative Elecsys CA 125 11
Intended Use assay on the Eleesys and cobas c immunoassay analyzers.

The CA 125 11 CalSet 11 is being changed from a liquid to lyophilized
Reason for material. In addition, we are decreasing the concentration of Cal I to 0 U/mL
SL~brission by using equine serum.

Continued oa next page



510(k) Summary.

Comparison Table I below compares CA 125 11 CalSet 11 with the predicate device, CA

Table 125 11 CalSet (k003969).

Changes in the new product include lowering Cal i to no CA 125 (by using
equine serum), and going from liquid calibrators to lyophilized.

Table 1. Comparison of Candidate and Predicate Devices

Characteristic CA 125 11 CalSet 11 Elecsys) CA 125 11 CalSet
(Candidate Device). (k003969)-

Intended CA 125 11 CalSet 11 is used for Same

Use calibrating the quantitative Eleesys
CA 125 11 assay on the Eleesys and
cohas c immunroassay analyzers.

Format Lyophilized Lqi

Analyte Human CA 125 Same

Matrix Equine serum (CallI) and Human
serum (Cal 2)

Levels Two Same

Target Cal 1: 0 U/mL Cal 1: 35 U/mL

Ranes Cal 2: 500 U/m L Cal 2:500 U/mL

Stability Lyophilized: Unopened:

* Up until labeled expiration date * Store at 2-80C until expiration date

Reconstituied: Opened:
* 20'C: 20 weeks (freeze only once) * at 2-80C: 12 weeks

* 2-8248C: 12 weeks * on the Elecsys 2010 and cobas e41 I

*on the Eleesys 2010 and cobas c411 (20-250C): up to 5 hours

(20-250 C): up to 5 hours * on the MODULAR ANALYTICS

*on the MODULAR ANALYTICS E170, cobas e601 and cobas e602

E 170, cobas c6Ot and cobas e602 analyzers: use only once

____________ analyzers:_use only once

Continued on next page



510(k) Summary, Continued

Table 1. Comparison of Candidate and Predicate Devices, continued

Characteristic (CA 125 11 CalSet 11 Elecsys?' CA 125 11 CalSet
____________(Candidate Device) (k003969)

Handling Carefully dissolve the contents of The calibrators are supplied ready-
one bottle by adding exactly 1.0 rnL for-use in bottles compatible with the
of distilled or deionized water and system.
allow to stand closed for 15 minutes
to reconstitute. Mix carefully, Elecsys 2010 and cobas e 411
avoiding foam formation. analyzers: The calibrators should

only be left on the analyzers during

Transfer the reconstituted calibrators calibration at 20-250 C. After use,

into the supplied empty labeled snap- close the bottles as soon as possible

cap bottles. and store at 2-80C.

Eleesys 2010 and cohas e 411 Due to possible evaporation effects,
analyzers: The reconstituted not more than 5 calibration
calibrators should only be left on the procedures per bottle set should be
analyzers during calibration at 20- performed.
250 C. After use, close the bottles as
soon as possible and store upright at MODULAR ANALYTICS E170,
2-8 0C. flue to possible evaporation cobas e 601 and cobas e 602
effects, not more than 5 calibration analyzers: Unless the entire volume
procedures per bottle set should be is necessary for calibration on the

performed. -analyzers, transfer aliquots of the
ready-for-use calibrators to empty

If' necessary, freeze in aliquots. snap-cap bottles (CalSet Vials).
Attach the supplied labels to these

MODULAR ANALYTICS, cobas e additional bottles. Store the aliquots
601 and cohas e 602 analyzers: at 2-80 C for later use.
Unless the entire volume is necessary
for calibration on the analyzers, Perform only one calibration
transfer aliq uots of the reconstituted procedure per aliquot.
calibrators into empty snap-cap
bottles (CalSet Vials). Attach the
supplied labels to these additional
bottles. Aliquots intended for
storage at -20'C should be frozen
immediately.

Perform only one calibration
___________ I procedure per aliquot. I__________________



Characteristic CA 125 11 CalSet 11 Eleesys CA 125,11 CalSet
(Candidate Device) (k003969)

Tracealiity The Elcesys CA 125 11 assay has Same
been standardized against the
Enzymun Test CA 125 11 method.
This in turn was standardized against
the CA 125 11 RIA from Fujirebic

________________Diagnostics. _______________________

The CA 125 11 CalSet 11 was evaluated for value assignment, stability, and
Performance reconstitution.
Characteristics

The data demonstrate that the performance of the CA 125 11 CalSet 11 is

Conclusion substantially equivalent to that of the predicate device, Eleesys® CA 125 11

CalSet.
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Thide/Device Name: CA 12.5 11 Ca1Sel [1
Regulation Number: 21 CFR 80,2. 11501
Regulation Name: Cal ibrator
Regulatory Class: 11
Product Code: JIT
Dated: Mayv 16, 2014
Received: May 19. 2014

Dear lDr. Phillips:

We have revijewed v'eu Sectilon 5 1 0(k) preminrke I notificatiuon of innenttto mna rke t the device

refherenaced above anl hove detecriined thle devi ce is substantial!ly eqiiva lent (for the inodi cat ions

for use stated inthe enclosure) to legally marketed predicate devices marketed iii interstate

commerce prior to May 28. 1976. thle enactment date ofithe Medical lDevice 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 requtire approval of a premarkei approval application ( PMA).

You mlay. there fore. market the device, subject to the genieral controls provisions of thle Act. The

general controls provisions of the Act include requirements for annuhal registration, listing of

(Ievices sgood manuitfactu ring practice. Ilabelting, arold prollilb it ions against mnisbrand in g and

adulteration. Please note: CDRH does not evaluate information related to contract liability

warrainties. We remiind VOL]. ho0wever, that device lobeIi ng mnust be t ruth ful aid not mnis!lcoding.

If your device is classified (see above) ito eci the r class 11 (Special Controls) or class III (P'MA),

mtnay be subject to addii I aI centre Is. ExistingLI maj or regultat ions affecting yeouir device call be

found iii the Code of Federal ReguLlations, Tritle 2 1, Parts 800 to 898. [in addition, FDA may

publ ish furt cr an nouncements concern i ri your device in (lie Federal Register.

Please be advised that l lA 's i ssu ance of a su bst antia :11eqUi vale ne determination does not mean

that FDA has made a determination that Your device complies with other reqttiremciits of the Act

or any Federnil statuotes and regulations administered by oilier Federal agencies. You must

comply with all tie Act's rcqUiremcents. including, but not liinite(I to: registration and( listing (21

CFR Part 8017): labeligo (21I C FR Parts 8011 and 8(09); medical device reporting (reporting of

mnedical device-related adverse events) (21 CFR 803); good Monu facturing practice requirements

as Set forth in 11ie quLality systenis (OS) regulation (21 CFR Part 82-0); a11( if applicable. tile

electronic prodtuct radiation control provisions (Sections 53 1-542 of [lie Act); 21 CFR 100(0-

10%(1



Page 2-Dr. Jane Ellen Phillips

If you desire specific advice for your device on our labeling regulations (21 CFR Parts 801 and
809), please contact the Division of Small Manufacturers, International and Consumer
Assistance at its toll-free number (800) 638 2041 or (301) 796-7100 or at its Internet address
lhttD://www.tfda.iov/McdiicitlDcviccs/RcsourcesforYotu/Industrv/defhlult.litm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2ICFR Part

807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.Cda.aov/MedicalDevices/Safev/-RepOrtaPrbblem/default.htn for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

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) 796-7100 or at its Internet address
It tip://www. Ida ov/Md ica Dev ics/Resou rccsforYoull d ustr/de fau Ithtm

Sincerely yours,

Maria'KM.Chan -S
Maria Mv. Chan, Ph.D.
Director
Division of Immunology and Hematology Devices
Office of In Vitro Diagnostics and Radiological

Health
Center for Devices and Radiological Health

Enclosure



510(k) Number (if known)
K 140112

Device Name
Elecsys CA 125 11 ClSet 11

Indications for Use (Describe)
CA 125 11 CalSet 11 is used for calibrating the quantitative Elecsys CA 125 11 assay on the Elecsys and cobas e

immnboassay analyzers.

Type of Use (Select one or both, as applicable)

2 Prescription Use (Part 21 CFR 801 Subpart 0) El Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE-DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY

Concurrence of Center for Devices and Radiological Health (CDRI-) (Signature)

Elizabeth A.- Stafford -S
This section applies only to requirements of the Paperwork Reduction Act of 1995.

*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.'

The burden time for this collection of information is estimated to average 79 hours per response, including the

time to review instructions, search existing data sources, gather and maintain the data needed and complete

and review the collection of information. Send comments regarding this burden estimate or any other aspect

of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officr
Paperwork Reduction Act (PRA) Staff
PRAStaff~fda.hhs.gov

"An agency may not conduct or sponsor, and a person is not required to respond to, a collection of

information unless it displays a currently valid OMB number"
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