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Summary of Test Changes
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Announcements
April 25, 2011
Dear Valued Client:

We are committed to providing the diagnostic insights and innovations that can help you
improve the health of your patients.

In an effort to better meet your needs, we will be implementing more sensitive cutoff values
for Opiates and Oxycodone for our Pain Management Urine Drug Test offering.

Effective April 25, 2011, we will update cutoff values as follows:

e Pain Management Oxycodone, Quantitative

Pain Management - Screening Drug Tests (Urine) Previous Cut | New Cut Off
Off Value Value
(ng/mL) (ng/mL)
Pain Management Opiate Screens (Urine) 300 100
e Pain Management Profiles: Base, Profile 1, 2, 3 and 4
e Pain Management Screen with Confirmations: Opiates,
Oxycodone
e Pain Management Screen Only: Opiates, Oxycodone
Pain Management - Quantitative Drug Test (Urine) Previous Cut | New Cut Off
Off Value Value
(ng/mL) (ng/mL)
Pain Management Opiates, Quantitative (Urine) 100 50
e Pain Management Opiates, Quantitative
e Pain Management Opiates Expanded,
Quantitative
Pain Management Oxycodone Quantitative (Urine) 100 50

We thank you for your business and look forward to continuing to serve all of your laboratory

needs.

If you have any questions regarding these changes, please feel free to contact us: 1-877-40

RX TOX (844-407-9869).

Sincerely,

//?%’/ LosA 5>

Ron G. Schlesinger, M.D.

Medical Director, Diagnostic Laboratory of Oklahoma

DLO
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Re—activations:

Hepatitis C Supplemental RIBA confirmation will again be available for testing effective April 28, 2011.
Your patience and understanding during this nationwide vendor reagent outage has been appreciated. The
following codes are impacted:

Hepatitis C Antibody w/Reflex HCV RIBA

Effective Date: April 28, 2011

Test Code: 37677

Hepatitis C Antibody Supplemental Testing (RIBA)

Effective Date: April 28, 2011

Test Code: 8739
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New Test Offerings

The following tests will be available through DLO on the dates indicated below.

Chromium, Blood
Clinical Significance:

Effective Date:
Test Code:
Specimen Requirements:

Rejection Criteria:

The assay is useful to:
1. Monitor exposure to chromium
2. Monitor progress of medical treatment
3. Determine nutritional status.

March 28, 2011

6085

4 mL (EDTA) royal blue-top whole blood (2 mL minimum)

To avoid contamination, use powderless gloves. DO NOT
ALIQUOT SPECIMEN. Draw one Vacutainer of blood (1-2 mL)
and discard. Draw second Vacutainer (2-4 mL in royal blue
top, EDTA) for submission. See Specimen Collection Section,
Toxicology, in Directory of Services, Quest Diagnostics
Nichols Institute.

Patient should refrain from taking mineral supplements, and
multi-vitamin three days prior to specimen collection.
Moderate hemolysis; gross lipemia; clotted specimen

Transport Temperature:

Refrigerated

Specimen Stability:

Room temperature: 48 hours
Refrigerated: 5 days
Frozen: Unacceptable

Reference Ranges:

<or=1.2mcg/L

Methodology:

Inductively Coupled Plasma — Mass Spectrometry with
Dynamic Reaction Cell. (DRC-ICP-MS)

Performing Site:

Quest Diagnostics Nichols Institute, San Juan Capistrano.

DLO
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AccuType® IL28B

Clinical Significance:

Effective Date:
Test Code:
CPT Code(s):

Specimen Requirements:

Transport Temperature:
Specimen Stability:

Reference Ranges:
Methodology:
Performing Site:

AccuType® Metformin

This AccuType genomic assay detects the rs12979860C/T variant
upstream of the IL28B gene and will be used to help predict
therapeutic response to interferon and ribavirin in patients infected
with hepatitis C (HCV) genotype 1. Individuals with the mutation
have been shown to exhibit a greater response to therapy than
individuals without it (Nature 2009;461:399-401). The IL28B assay
will detect the C polymorphism that affects response to interferon
and ribavirin, which are associated with significant expense and
side effects in the treatment of hepatitis C. The 48 week course of
interferon and ribavirin has limited efficacy (in HCV genotype 1)
and is often poorly tolerated due to side effects that prevent
patients from finishing treatment. The discovery of the IL28B gene
and its association with HCV therapy response is a significant
breakthrough in understanding how genetic variants may influence
outcomes. The IL28B assay can assist the physician in selecting
the most appropriate therapy for each individual patient.

April 4, 2011

90251

83891, 83898, 83896 (x2), 83912

5 mL EDTA (lavender-top) whole blood

Whole blood is shipped ambient (18-26 C).

Do not freeze whole blood.

Room temperature and Refrigerated: 8 days

Frozen: Do Not Freeze

Accompanies report

Real-Time Polymerase Chain Reaction
Quest Diagnostics Nichols Institute, San Juan Capistrano

Clinical Significance:

Effective Date:
Test Code:
CPT Code(s):

Specimen Requirements:

The SNP rs2289669 G>A in the SLC47A1 gene, coding for the
MATE1 protein, is associated with glucose lowering effect of
metformin in patients with diabetes. The A allele is associated with
higher levels of reduction in HbA1c. Genotyping patients with
respect to these polymorphisms will determine the therapeutic
response to metformin.

May 2, 2011

18979

83891, 83892, 83898, 83909, 83912, 83914

5 mL EDTA (lavender-top) whole blood

Normal phlebotomy procedure. EDTA is the preferred
anticoagulant, but ACD is also acceptable.

2 mL saliva (min 1 mL) use ORAGENE DNA™ Self Collection
Kit 0G-500 or OG-510

Rejection Criteria:

Blood: Frozen samples

Transport Temperature:

Room temperature

Specimen Stability:

Blood:

Room temperature: 7 days
Refrigerated: 7 days
Frozen: Unacceptable

Saliva:

Room temperature: 8 days
Refrigerated: 8 days
Frozen: 8 days

Reference Ranges:

Accompanies report

Methodology:

Real Time Polymerase Chain Reaction

Performing Site:

Quest Diagnostics Nichols Institute, Valencia

DLO
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Lyme Disease (Borrelia spp) DNA Qualitative Real-Time PCR, Blood

Clinical Significance:

The diagnosis of Lyme disease is most often made by clinical
examination combined with evidence of tick bite or exposure in
endemic areas. Amplification of Borrelia genomic DNA from
blood, fluids or tissues can support the diagnosis.

Effective Date:

May 2, 2011

Test Code:

15777

CPT Code(s):

87801

Specimen Requirements:

1 mL whole blood (EDTA or ACD)

Transport Temperature:

Refrigerated

Specimen Stability:

Room temperature: 48 hours
Refrigerated: 7 days
Frozen: Unacceptable

Reference Ranges:

Not Detected

Methodology:

Real-Time Polymerase Chain Reaction

Performing Site:

Focus Diagnostics, Inc.

Lyme Disease (Borrelia spp) DNA Qualitative Real-Time PCR, Synovial Fluid/CSF

Clinical Significance:

The diagnosis of Lyme disease is most often made by clinical
examination combined with evidence of tick bite or exposure in
endemic areas. Amplification of Borrelia genomic DNA from
blood, fluids or tissues can support the diagnosis.

Effective Date:

May 2, 2011

Test Code:

15564

CPT Code(s):

87801

Specimen Requirements:

1 mL synovial fluid or CSF

Transport Temperature:

Refrigerated

Specimen Stability:

Reference Ranges:
Methodology:
Performing Site:

Room temperature: 48 hours
Refrigerated: 7 days

Frozen: 30 days

Not Detected

Real-Time Polymerase Chain Reaction

Focus Diagnostics, Inc.

Lyme Disease (Borrelia spp) DNA Qualitative Real-Time PCR, Tick

Clinical Significance:

The diagnosis of Lyme disease is most often made by clinical
examination combined with evidence of tick bite or exposure in
endemic areas. Amplification of Borrelia genomic DNA from
blood, fluids, or tissues can support the diagnosis.

Effective Date:
Test Code:
CPT Code(s):

Specimen Requirements:

Transport Temperature:
Specimen Stability:
Reference Ranges:
Methodology:
Performing Site:

DLO

May 2, 2011
15510
87801

1 deer tick in 70% ethanol or in wet tissue in a sterile screw
cap container
Room temperature

Room temperature, Refrigerated and Frozen: 14 days
Not Detected

Real-Time Polymerase Chain Reaction

Focus Diagnostics, Inc.
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Lyme Disease (Borrelia spp) DNA Qualitative Real-Time PCR, Urine

Clinical Significance:

The diagnosis of Lyme disease is most often made by clinical
examination combined with evidence of tick bite or exposure in
endemic areas. Amplification of Borrelia genomic DNA from
blood, fluids or tissues can support the diagnosis.

Effective Date: May 2, 2011

Test Code: 15868

CPT Code(s): 87801

Specimen Requirements: | 4 mL random urine
Transport Temperature: | Frozen

Specimen Stability:

Reference Ranges:
Methodology:
Performing Site:

Room temperature: 48 hours
Refrigerated: 7 days

Frozen: 30 days

Not Detected

Real-Time Polymerase Chain Reaction

Focus Diagnostics, Inc.

FISH, Melanoma, Deletion 9p21 (CDKN2A/P16)

Clinical Significance:

The deletion of 9p21 (CDKN2A/p16) is present in both early and
late stages of the primary melanoma. Studies suggest that 9p21
deletion might be a highly informative marker in common and
dysplastic nevi with high risk of malignant transformation
(Casorzo, et al. Melanoma Res. 2005;15:155-160)

Effective Date: May 2, 2011
Test Code: 16863
CPT Code(s): 88271(x2), 88275, 88291

Specimen Requirements:

Transport Temperature:
Specimen Stability:
Reference Ranges:
Methodology:
Performing Site:

Formalin-fixed, paraffin-embedded tissue

Properly fixed and paraffin-embedded human tissue blocks
will keep indefinitely if stored in a cool place. Slides with
paraffin-embedded tissue sections can be kept 1-3 years if
stored at 2-8C.

Room temperature

See Instructions

FISH, Melanoma, del 9p21: Accompanies report
Fluorescence in situ Hybridization

Quest Diagnostics Nichols Institute, San Juan Capistrano

DLO
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Aspergillus DNA, Qualitative Real-Time PCR
This test includes: Aspergillus spp, A.fumigatus and A. terreus

Clinical Significance:

Detection of Aspergillus species DNA in clinical specimens can be
useful in the diagnosis of invasive aspergillosis. Identification of
the particular Aspergillus species can be useful in determining
treatment.

Effective Date: May 9, 2011
Test Code: 18873
CPT Code(s): 87798 (x3)

Specimen Requirements:

3 mL bronchoalveolar lavage, sputum, or whole blood (EDTA,
ACD) or 3mm tissue

Transport Temperature:

Frozen: Tissue
Refrigerated: All others

Specimen Stability:

Reference Ranges:
Methodology:
Performing Site:

Dabigatran
Clinical Significance:

Effective Date:
Test Code:
CPT Code(s):

Specimen Requirements:

Rejection Criteria:
Transport Temperature:

Bronchoalveolar lavage or Whole blood | Tissue
sputum

Room temperature: 48 hours | 48 hours Unacceptable
Refrigerated: 7 days 7 days 7 days
Frozen: 30 days Do not Freeze | 30 days

Not Detected
Real-Time Polymerase Chain Reaction
Focus Diagnostics, Inc.

Dabigatran is a new oral direct anti thrombin drug and an
alternative to Warfarin. The drug received FDA clearance in 2010
for the indication of stroke prevention in patients with atrial
fibrillation. Routinely, the drug does not need to be monitored,
however, there are instances where monitoring is needed: (1)
Determination of failure of therapy vs. poor compliance (2)
Potential dose adjustment required for renal or hepatic dysfunction
(8) Titration.

June 13, 2011

15972
80299

1 mL sodium citrate (light blue-top tube) plasma

Whole blood collected in 3.2% citrate (light blue top tube).
Centrifuge light blue-top tube 15 minutes at approx. 1500 g
within 60 minutes of collection. Using a plastic pipette,
remove plasma, taking care to avoid the wbc/platelet buffy
layer and place into a plastic vial. Centrifuge a second time
and transfer platelet-poor plasma into a new plastic vial.
Plasma must be free of platelets (<10,000/mcl). Freeze
immediately and ship on dry ice.

Gross hemolysis, visible fibrin clot

Frozen

Specimen Stability:

Room temperature and Refrigerated: Unacceptable
Frozen: 30 days

Reference Ranges:

64 - 443 ng/mL

Methodology:

Clotting Time

Performing Site:

Quest Diagnostics Nichols Institute, Chantilly

DLO
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Modified Hodge Test

Clinical Significance:

Klebsiella pneumoniae carbapenemase (KPC)-producing
organisms can be a difficult therapeutic challenge, due to their
broad spectrum of resistance to beta-lactams. The profile of KPC
beta-lactam resistance is similar to that of extended-spectrum
beta-lactamases (ESBLs) with the addition of resistance to the
carbapenems (imipenem, meropenem, doripenem, and
ertapenem). In addition, KPC producers may be cross-resistant to
a wide range of antibiotic classes including the aminoglycosides,
fluoroquinolones, and sulfa drugs.

Effective Date:

June 13, 2011

Test Code:

18869

CPT Code(s):

Specimen Requirements:

Rejection Criteria:

87184

1 pure Enterobacteriaceae slant (preferred), swab or plate
Organism identification must be supplied

Mixed isolates, organisms other than Enterobacteriaceae,
nonviable organisms, and frozen samples are all
unacceptable for this test.

Transport Temperature:

Room temperature

Specimen Stability:

Room temperature: Varies with species and transport system
Refrigerated: Varies with species and transport system
Frozen: Unacceptable

Reference Ranges:

Negative

Methodology:

Modified Disk Diffusion

Performing Site:

DLO

Focus Diagnostics, Inc. and Quest Diagnostics Nichols
Institute, Chantilly
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Test Changes

The following test changes will be effective on the dates indicated below.
Please note that only the information that is changing appears in this update.
Former test codes and test names have been italicized.

ColoVantage™ (methylated Septin 9)

Effective Date:

March 11, 2011

Test Code:

16983

Specimen Requirements:

10 mL EDTA (lavender-top tube) plasma (5 mL minimum) This
test requires 10mL of plasma (minimum volume 5 mL.
Samples with less than 5 mL of plasma will be rejected). To
obtain this volume of plasma collect blood in two (2) 10 mL
EDTA (lavender-top) tubes or five (5) standard EDTA
(lavender-top) tubes. Centrifuge the blood samples, separate
plasma and combine them. Send plasma in a single 10 mL
pour-off tube. If a 10 mL pour-off tube is not available, two (2)
5 mL pour-off tubes can be used.

Performing Site:

Quest Diagnostics Nichols Institute, Chantilly

Sex Hormone Binding Globulin

Effective Date: June 6, 2011

Test Code: 30740

Rejection Criteria: Gross hemolysis

Reference Ranges: < 3 years: Not Established

Male Female

3 -9 years: 32-158 nmol/L 32-158 nmol/L
10 — 13 years: 20-166 nmol/L 24-120 nmol/L
14 - 17 years: 20-87 nmol/L 12-150 nmol/L
Tanner Stages Male Female

Additional Information:

(7-17 years)

Tanner | 47-166 nmol/L 47-166 nmol/L
Tanner Il 23-168 nmol/L 25-129 nmol/L
Tanner lll 23-168 nmol/L 25-129 nmol/L
Tanner IV 21-79 nmol/L 30-86 nmol/L

Tanner V 9-49 nmol/L 15-130 nmol/L
18 — 55 years 10-50 nmol/L 17-124 nmol/L
> 55 years 22-77 nmol/L 14-73 nmol/L

Please note this test is included in the following code:
14966 Testosterone, Free, Bioavailable, and Total LC/MS/MS

GlycoMark®
Effective Date:
Test Code:

June 6, 2011

19599

Rejection Criteria:

Gross hemolysis

Additional Information:

Please note this test is reflexed from the following codes:
16320 - Hemoglobin A1c w/eAG with Reflex to GlycoMark®
16715- Hemoglobin A1c w/Reflex to GlycoMark®

DLO
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Beta-2 Transferrin

Effective Date:

June 13, 2011

Test Code:

10640

Assay Category:

FDA Approved

Performing Site:

Quest Diagnostics Nichols Institute, Chantilly

IGF-I, LC/MS
Effective Date: June 13, 2011
Test Code: 16293

Former Test Name:
Specimen Requirements:

Rejection Criteria:
Specimen Stability:

Reference Ranges:

DLO

IGF-I, Electrochemiluminescence

0.5 mL serum (0.3 mL minimum)

Sodium heparin (green-top) and EDTA (lavender-top) plasma
are acceptable.

SST (red-top/glass) tubes

Room temperature: 48 hours

Refrigerated: 5 days

Frozen: 72 hours

-70 degrees: 21 days

Pediatric:
Age (Years) Female Age (Years) Male

<1* 17-185 ng/mL <1* < or =142 ng/mL
1-1.9* 15-175 ng/mL 1-1.9* < or =134 ng/mL
2-2.9* 16-178 ng/mL 2-2.9* < or =135 ng/mL
3-3.9 38-214 ng/mL 3-3.9 30-155 ng/mL
4-4.9 34-238 ng/mL 4-4.9 28-181 ng/mL
5-5.9 37-272 ng/mL 5-5.9 31-214 ng/mL
6-6.9 45-316 ng/mL 6-6.9 38-253 ng/mL
7-7.9 58-367 ng/mL 7-79 48-298 ng/mL
8-8.9 76-424 ng/mL 8-8.9 62-347 ng/mL
9-9.9 99-483 ng/mL 9-9.9 80-398 ng/mL

10-10.9 125-541 ng/mL 10-10.9 100-449 ng/mL

11-11.9 152-593 ng/mL 11-11.9 123-497 ng/mL

12-12.9 178-636 ng/mL 12-12.9 146-541 ng/mL

13-13.9 200-664 ng/mL 13-13.9 168-576 ng/mL

14 -14.9 214-673 ng/mL 14 -14.9 187-599 ng/mL

15 -15.9 218-659 ng/mL 15-15.9 201-609 ng/mL

16 - 16.9 208-619 ng/mL 16 - 16.9 209-602 ng/mL

17-17.9 185-551 ng/mL 17 -17.9 207-576 ng/mL

*Brabant G, et al. Serum insulin-like growth factor | reference
values for an automated chemiluminescence immunoassay
system: Results from a multicenter study. Horm. Res.
2003;60:53-60.

Female Tanner Stages (based on breast stage)

Age

(Years) 1 2 3 4,5 UOM
8-8.9 80-307 84-414 | 197-642 | 388-871 | ng/mL
9-9.9 92-332 91-432 | 197-642 | 358-823 | ng/mL

10 -10.9 105-359 | 99-451 | 197-642 | 330-776 | ng/mL

11-11.9 118-387 | 107-470 | 197-642 | 304-731 | ng/mL

12 -12.9 133-416 | 115-490 | 197-642 | 278-688 | ng/mL

13 -13.9 148-447 | 123-510 | 197-642 | 254-646 | ng/mL

Male Tanner Stages (based on on testicular volume)

| Age (Years) 1 2,3 4,5 UuoMm

10-10.9 84-315 78-418 349-817 ng/mL
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Methodology:
Performing Site:

11-11.9 96-341 101-478 318-765 ng/mL
12-12.9 109-368 127-543 289-716 ng/mL
13-13.9 123-396 158-614 262-668 ng/mL
14-14.9 138-426 192-689 236-622 ng/mL
15-15.9 153-457 230-769 212-578 ng/mL
Adults: Age (Years)
18 -19.9 108-548 ng/mL
20-24.9 83-456 ng/mL
25-29.9 63-373 ng/mL
30 - 39.9 53-331 ng/mL
40 - 49.9 52-328 ng/mL
50 - 59.9 50-317 ng/mL
60 - 69.9 41-279 ng/mL
70-79.9 34-245 ng/mL
>80 34-246 ng/mL
Z-Score (Male): -2.0-+2.0 SD
Z-Score (Female): -2.0 - +2.0 SD

Liquid Chromatography Mass Spectrometry

Quest Diagnostics Nichols Institute, San Juan Capistrano

Influenza A H1N1 (2009) Real-Time RT-PCR

Effective Date:

June 20, 2011

Test Code:

16807

Specimen Requirements:

Nasal swab, Nasopharyngeal swab, Nasal aspirate or throat
swab in Multi Microbe Media (M4) or V-C-M medium (green-cap)
tube or equivalent (UTM).

Swabs must be sterile Dacron, nylon, or rayon with plastic
shafts. Place swab in sterile viral transport media containing
protein stabilizer, antibiotics to inhibit bacterial fungal
growth, and buffer solution (e.g. UTM, VCM, M4, M5, M6 and
other media intended to transport chlamydia, mycoplasma or
viruses).

Performing Site:

Focus Diagnostics, Inc.

Additional Information:

Please note this test is included in the following group code:
16255 — Respiratory Virus PCR Panel with 2009 H1N1

Influenza Type A/B RT-PCR Reflex to Influenza A H1IN1 (2009) RT-PCR

Effective Date:

June 20, 2011

Test Code:

16861

Specimen Requirements:

Performing Site:

DLO

Nasal swab, Nasopharyngeal swab, Nasal aspirate or throat
swab in Multi Microbe Media (M4) or V-C-M medium (green-cap)
tube or equivalent (UTM).

Swabs must be sterile Dacron, nylon, or rayon with plastic
shafts. Place swab in sterile viral transport media containing
protein stabilizer, antibiotics to inhibit bacterial fungal
growth, and buffer solution (e.g. UTM, VCM, M4, M5, M6 and
other media intended to transport chlamydia, mycoplasma or
viruses).

Focus Diagnostics, Inc.
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Clost. difficile Cytotoxin

Antibody, Neutralization

Effective Date:

June 27, 2011

Test Code:

34403

Specimen Requirements:

2 mL serum

Rejection Criteria:

Stool, other sterile body fluids, specimens beyond stability or
received in inappropriate container.

Transport Temperature:

Refrigerated

Specimen Stability:

Room temperature: Unacceptable
Refrigerated: 14 days
Frozen: 30 days

Reference Ranges:

< or = 1:2 titer

Methodology:

Antibody Neutralization

Performing Site:

Focus Diagnostics, Inc.

Herpes Simplex Virus Ty

pe 1 & 2 DNA, Quantitative Real-Time PCR

Effective Date:

June 27, 2011

Test Code:

19502

Specimen Requirements:

Performing Site:

Add vaginal swab as an acceptable specimen type. Submit in
Aptima Vaginal Swab Collection Kit.
Focus Diagnostics, Inc.

Porphobilinogen, Quantitative, 24-Hour Urine

Effective Date:
Test Code:
Reference Range:
Performing Site:

June 27, 2011

726

Porphobilinogen, 24 hr Ur: <2.4 mg/24 h

Quest Diagnostics Nichols Institute, San Juan Capistrano

Porphobilinogen, Quantitative, Random Urine

Effective Date:
Test Code:
Reference Ranges:

June 27, 2011
6329

1-8 years: 0.9-2.8 mg/g creat
9-17 years: 0.5-2.0 mg/g creat
>=18 years: <2.0 mg/g creat

Performing Site:

DLO

Quest Diagnostics Nichols Institute, San Juan Capistrano
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Redirects

Effective June 27, 2011 the following tests previously performed at ViraCor-IBT
Laboratories, Inc., will now be performed at Quest Diagnostics Nichols Institute,

Valencia.
Test Name: CT::;:
Allergen - Apple IgG 38257
Allergen - Avocado IgG 10639
Allergen - Broccoli IgG 38124
Allergen - Cabbage IgG 38118
Allergen - Carrot IgG 38122
Allergen - Cashew Nut IgG 10323
Allergen - Celery IgG 38101
Allergen - Codfish IgG 38110
Allergen - Coffee IgG 38560
Allergen - Halibut IgG 38103
Allergen - Lettuce IgG 10318
Allergen - Lobster IgG 38107
Allergen - Onion IgG 38123
Allergen - Pea IgG 38127
Allergen - Salmon IgG 38144
Allergen - Sesame Seed IgG 38136
Allergen - Spinach 1gG 38120

The following information is common for all tests:

CPT Codes 86001
Specimen Requirements: ' 1 mL serum (0.3 mL min)
Room temperature: 7 days

Specimen Stability: Refrigerated: 14 days
Frozen: 30 days
Reference Ranges: < 2.0 mcg/mL
Assay Category: Investigational Use Only
Performing Site: Quest Diagnostics Nichols Institute, Valencia
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