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Agenda:

Benefits of the T-SPOT®. TB test

Introduction of Oxford Diagnostic Laboratories®
Getting Started

Reporting of T-SPOT.TB Test Results
Summary and Questions
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T-SPOT.TB

* Accurate:

— Does not cross react with BCG

— Reliable in the immunosuppressed
« Simple:

— Uses one standard blood collection tube
« Convenient:

—“One and Done” — only one visit required
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T-SPOT.TB

New CDC Guideline recommendations®:

* T-SPOT.TB may be used in place of a TST in all
situations in which the CDC recommends
tuberculin skin testing

* An IGRA (such as T-SPOT) is preferred for
testing persons who have received BCG

« An IGRA s preferred for testing persons from
groups that historically have low rates of
returning to have TSTs read

200,
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oxford.

DIAGNOSTIC LABORATORIES ™

National TB Testing Services
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Oxford Diagnostic Laboratories®

« National TB testing service laboratory dedicated to the
T-SPOT®.TB test

+ CLIA certified and CAP accredited
« Located in Marlborough, MA
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Getting Started
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Getting Started

« Establish an Account:
— Complete the Customer Agreement
« S. Nilsson to provide
— Fax agreement to: 508-481-4672

« Customer Start-Up Kit along with
Packaging and Shipping materials will be
automatically sent to your site within 2-3
days
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 Sign-up to receive test results via the
Client Portal
— http://www.tbtestingservices.com/ClientPortal
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Getting Started
* Start Testing:
— Specimens can be collected Monday through
Friday
— Specimens must be shipped on the day
collected
® National T8 Testing Services ( N
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Collect the Specimen

» Use a standard green top collection
tube (standard lithium or sodium
heparin tube) ‘
+ Keep specimens at room /
temperature until pick-up
+ No incubators required l

Y,

® National T8 Testing Services




Slide 13

Critical Impact of Pre-analytical Steps:
TB Blood Test Considerations

Phlebotomy Steps T-SPOT.TB Test

Collection tubes Standard tube
Tubes drawn in specific order Not required
Blood volume Fill 6ml tube
Shake collection tubes Not required
Purge tube with butterfly Not required
Incubation Not required
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Getting Started
Complete the Test Requisition

« Complete the requisition form
« Three part form:
« White copy accompanies
specimen
+ Yellow copy retained by
send out site
« Pink copy retained by
ordering physician
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Getting Started
Package & Ship Specimens

» Package the specimens
according to the
Packaging & Shipping
Instruction Bulletin

+ Contact FedEx® for
pick-up: 1-800-463-3339

Fedexis aegisered rademar o Federal Express
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Getting Started
Package & Ship Specimens

» Packaging & shipping
materials provided at no - g—
additional cost i: ™ |

Materials will be
automatically replenished
and shipped to your site

Fodexis aegisored radomar o Focral Express
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Reporting of
T-SPOT.TB Test Results
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T-SPOT.TB Test Results

* Results reported within 36
hours after receipt of the
specimen

« Both qualitative (i.e. positive,
negative) and quantitative
(spot count) results are
reported, which is a CDC
recommendation®

* Results available through
web Fonal or encrypte
emai

“Updatod Gudolne o Using Intreron Gamma Release Assays to Dotect
Mycobicterum berculosis fecton - Uned Sttes, 2010, MAWR
2010500 RR 5125
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Interpretation of T-SPOT.TB Results

*Negative Result: 4 spots, includes values less than
zero
*Both (Panel A-Nil) and (Panel B-Nil) <4

*Positive Result: 28 spots
« Both (Panel A-Nil) and/or (Panel B-Nil) 28

*Borderline Result: 5, 6 or 7 spots
*The highest of the Panel A or Panel B spot count is
5, 6 or 7 spots
Retesting by collecting another patient specimen is
recommended
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Interpretation of Results

“Invalid Result:

+Invalid results are uncommon and may be related to the
immune status of the individual being tested. They may also
be related to a number of technical factors, potentially
resulting in “high background”, “low mitogen”, and “high nil”
results such as:

*Use of inappropriate blood collection tubes

+Storage of blood greater than 8 hours prior to processing

without the use of T-Cell Xtend reagent

+Storage of blood outside the recommended temperature

range prior to processing blood samples

*Contamination of the cell culture media

*Incomplete plate washing
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Order Supplies

Nationol 18 Teuing Sarvices

oxford:

http://www.tbtestingservices.com/Order%20Supplies
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Summary

* T-SPOT.TB is accurate and reliable in all
at-risk populations

Specimen collection doesn’t require
special phlebotomy or incubators and can
be performed in any environment, i.e.
clinic, field

Oxford Diagnostic Laboratories provides
you with the simplest solution for your TB
screening program
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Contact Information

« Client Services:
—1-877-59 TBLAB (82522)
— info@tbtestingservices.com
— www.thtestingservices.com

« Susie Nilsson, Territory Manager
—508-573-6005
— snilsson@oxfordimmunotec.com
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Questions
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Thank You!
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