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510(k) Submission Information:
Device Manufacturer: Siemens Healthcare Diagnostics
Contact name: Elisabeth Warriner, Regulatory Technical Specialist
Phone: 916-374-3244
Fax: 916-372-6418
Date prepared: August 27, 2013
Product Name: Microdilution Minimum Inhibitory Concentration (MIC) Panels
Trade Name: MicroScan® Dried Gram-Positive MIC/Combo Panels with Tigecycline (0.12-8

mcg/ml)
Intended Use: To determine antimicrobial agent susceptibility
Classification: Class 11
Product Code: LiT
5 10(k) Notification: New antimicrobial - Tigecycline
Predicate device: MicroScan Dried Gram-Positive MIC/Combo Panels - Linezolid (K0036l9)

510(k) Summary:
MicroScan Dried Gram-Positive MIC/Combo Panels are designed for use in determining quantitative
and/or qualitative antimicrobial agent susceptibility of colonies grown on solid media of rapidly growing
aerobic and facultative anaerobic gram-positive bacteria.

The antimicrobial susceptibility tests are miniaturizations of the broth dilution susceptibility test that
have been diluted in broth and dehydrated. Various antimicrobial agents are diluted in broth to
concentrations bridging the range of clinical interest. Panels are rehydrated with water after inoculation
with a standardized suspension of the organism. After incubation in a non-CO2 incubator for 16-20
hours, the minimum inhibitory concentration (MIC) for the test organism is read by determining the
lowest antimicrobial concentration showing inhibition of growth.

The proposed MicroScan Dried Gram-Positive MIC/Combo Panel with Tigecycline demonstrated
substantially equivalent performance when compared with an CLSI frozen Reference Panel, as defined
in the FDA document "Class 11 Special Controls Guidance Document: Antimicrobial Susceptibility Test
(AST) Systems: Guidance for Industry and FDA". dated August 28, 2009. The Premarket Notification
(5 10[k]) presents data in support of the MicroScan Dried Gram-Positive MIC/Combo Panel with
Tigecycline. MicroScan Dried Gram-Positive Tigecycline is a qualitative test.

The external evaluation was conducted with fresh and stock Efficacy isolates and stock Challenge
strains. The external evaluations were designed to confirm the acceptability of the proposed Dried
Gram-Positive Panel by comparing its performance with a CLSI frozen Reference panel. Challenge
strains were compared to Expected Results determined prior to the evaluation. The Dried Gram-positive
Panel demonstrated acceptable performance with an overall Categorical Agreement of 99.4% for
Tigecycline when compared with the frozen Reference panel.

Inoculum and instrument reproducibility testing demonstrated acceptable reproducibility and precision
with Tigecycline, regardless of which inoculum method (i.e., Turbidity and PromptTM). or instrument
(autoSCAN®-4 and WalkAway®) was used.

Quality Control testing demonstrated acceptable results for Tigecycline.
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SIEMENS HEALTHCARE DIAGNOSTICS, INC.
ELISABETH WARRJNER November 8, 2013
REGULATORY TECHNICAL SPECIALIST
1584 ENTERPRISE BLVD.
WEST SACRAMENTO CA 95691

Re: K131275
Trade/Device Name: MicroScan Dried Gram-Positive MIC/Combo Panels with Tigecycline

(0. 12 - Smcglml)
Regulation Number: 21 CFR 866.1640
Regulation Name: Antimicrobial susceptibility test powder
Regulatory Class: 11
Product Code: Lfl, IWY, LRG, LTW
Dated: September 27, 2013
Received: September 30, 2013

Dear Ms. Warriner:

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. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class If (Special Controls) or class III (PMA),
it may be subject to 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.

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 Pants 801 and 809); medical device reporting (reporting of
medical device-related adverse events) (21 CFR 803); 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.
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Ifyou desire specific advice lbr youir device onl our labeling regulations (21 CFR Parts 801 and
809), please contact the Division of Small Mianufacturcrs. International and Consumer
Assistance at its toll-free number (800) 638 2041 or (30!) 796-7 100 or at its Internet address
http://Avvw. rda.ov,/M\cdicalDcviccs/RcsourccsforYou/11itlustrv/default.htn. Also, please note
the regulation entitled. "Misbranding by reference to lprefllarket noti fication" (2 1 CFR Part
807.97). For questionisregarding ,thierep~ortiiigot'lk'rsc events tinder the MlDR regulation (21
CER Part 803). please go to
litti://www.rda.o%,iMedicalDevices,-/Sa fttv/RIcpcoritilrobletni/dceltilt.itni fbr thle CDR H's Office
of Surveillance and( Biomnetrics/Division ol' Postniarket Su rveiIllnce.

YOU may ohbLain other generalI inflbrnnation oil your responsibilities uinder the Act fromt the
Division of Small Manlicturers. international and] Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7 100 or at its Internet address
littp://www.r fc-a-Lov/Medlical De\icc~s/Rcsouricesfor-Yoti/Itindtstrv/decfn-ti lt.htm.

SincereIy yours.

Uwe Scherf -S hil

Sally llojvat. IM.Sc.. PhD.
Director
Division of Mlicrobiology Devices
0flice of! Ii Vitro Diagnostics and Radio logical
Health
Center for Devices and Radiological I leaith

Enclosure



Indications for Use

510(k) Number (if known): K131275

Device Name: MicroScan' Dried Gram-Positive MICICombo Panels with Tipecycline (0.12 -8

Indications Far Use:

The MicroScan'e Dried Gram-positive MIC/Combo Panel is used to determine
quantitative and/or qualitative antimicrobial agent susceptibility of colonies grown
on solid media of rapidly growing aerobic and facultative anaerobic gram-positive
bacteria. After inoculation, panels are incubated for 16 - 20 hours at 350C +/- 1 0C
in a non-C02 Incubator, and read either visually or with MicroScan instrumentation,
according to the Package Insert.

This particular submission is for the addition of the antimicrobial Tlgecycline at
concentrations of 0.12 - 8 mcgiml to the test panel. MicroScano Dried Gramn-
Positive Tigecycline is a qualitative test.

Tigecycline has been shown to be active against the organisms listed below
according to the FDA label for the antimicrobial.

Active in vitro and in clinical infections:
Entera coccus eeais (vancomycin-susceptible isolates)
Staphylococcus aurvus (methicillin-susceptible and -resistant isolates)

Active in vitro but clinical significance unknown:
Staphylococcus epidennidis (methicillin-susceptible and -resistant isolates)

Prescription Use q AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

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

Concurrence of CDRH; Office of In Vitro Diagnostics and Radiological Health (OIR)
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