N\,

M. okLAHOMA

,‘ (4 State Department
¥ of Health

[N\

Test Directory

Oklahoma State Department of Health
Public Health Laboratory
4615 W. Lakeview Rd
Stillwater, Oklahoma 74075
Telephone: (405) 564750
Fax: (405) 900611
Email:PublicHealthLab@health.ok.gov
Website:https://oklahoma.gov/health/locations/publihealth-laboratory
Laboratory Director: Taar BaruchFinkel, MD
Federal Tax ID: 736017987
CLIA Number: 37D0656594

Last revise®/14/2022
Pagel of 90


https://oklahoma.gov/health/locations/public-health-laboratory
http://phl.health.ok.gov/

Table of Contents

LABORATORY INFORMATION. ....oui et e e ree e e en e enn e D
HOUIS OF OPEIALION. ...ttt ettt e e e e e e e et et e e e e e e e e e e e ee e b e e e e e e e eeeeennnn 4
(070 o] =T o! PSP PPPTTRPPIN 4
Licensure and ACCIEAItALIONS. ..........uuuruuuiie s eeettia e e e e e et ettt e e e e e e e e tbs s e e e e e e e e e emma e e eeeeeeeennne 4

SPECIMEN COLLECTION ...ttt e et e et e e et e e e tt s aam s e e et r e e et n e e et e e eeanas 5
[T ST T o] o111 PSSP PP PPN 5
Instructions for SPECIMEN COlBCHON. ....... oottt e eeeeeaes 6
LabeliNg SPECIMENS. . ..ottt e ettt e e e e et e e e e st e e e e e eensntbenn s e e e e eeeeen] 6

TE ST REQUE ST ... ittt ettt e et e ettt e e et e et tea et e e e tn e e eetn e e e etn e aetnaaan e eetnss !
TESt REQUISTEION FOIMIS . ...ttt e e e e e ettt et e e e e e e e een e e e e e e e eeeeennnnaes 7
VEIDAIREOUESTS ...t e e ettt e e ettt ettt e e e e e e ennaas 9
AJGON TEST REMQUESTS .....ceeeeietiii ettt e ettt e e e e e e et ettt st aee e e e et e e e s ettt neeeeeas ]
ST AT REQUESTES. ...ttt e oot e e ettt e e et e ett e et e e et e tba e e e e enba e e e eenbnaenreans 10
MediCOlegal BSt REQUESTS. ......uuiiiiii ettt e e e e e e e et ettt e e e e e e e eennaanas 10
IS QL OF= T Tor= | Fo Ui o] F PP OO PPPPPPRIN 10
= (= = I I =T 1] o T PP 10

SPECIMEN STORAGE AND SHIPMENT. ... .ttt e e een e 10
Blood Tubes, CSF, Urine, Culture Tubes, Sputum, and Stool Specimen............cccovvveeeeiveevevnnnnnn. 10
Newborn Screening, PKU Monitoring and Sickle Cell Screening.EQrms...........ccocooveeevviiiinneenn, 11
COUIBI SBIVICE. ...ttt ettt ettt eee bttt et e ettt ettt e eee et b b et s s s e s s e e e ee e et e e e e ennnnee 12
Other DelVEry MEthOAS . ..... .o i e e e e et e et e e e e ertaeeaeas 12
S g1 o] o] ple TR L=To LU 1 F= 11T o F= SN 12

SPECIMEN RECEIPT AT OSDH.PHL......uiiii e e e e e 13
S o= To T 0= =] [ (o T 13
Y TR T To TN L1 {0 2 = (o o U 13

LRSS A 2 1 2 I PP PT 14
S VTSN B =TS 2 U= o 0] £ SR 14
Changes to Information 0N TESt REPOIS. ......cciiiiiii i eeeee e e ene e e e e e e aa e e aeeen 14
Patient Access to Laboratory TSt RESULLS........c.uuii it e e e 15

2 I I N OO PPPTR 15
L8 = I O To 11T PP 15

ON S TE TEST L ST ettt et ettt et et et e ema e e et e e et e e e e e eean e emmeenas 15

Y0 ] (o =] (=] F= ol o O o PP 16

Last revise®/14/2022
Page2 of 90



Carbapenenresistance Testing (Antibiotic Resistance Laboratory NetwAR_N).........................coee. 19

Chlamydia trachomatis / Neisseria gonorrhO&AEranSCrPION...........iiiieeeeiiiieeiiicee e 23
Mediated AMPpIification (GONOITNEA).........ciiiiiiiiiiiiii et e e e e e e eeenees 23
COVIBL9 DiagnoStiC PCR (SABRBLZ)....cciieeeeeiieea ettt ettt e e et e e e e e e e e s 27
COVIBLO SEQUENCING. « -+ttt e e ettt e ettt ettt a st e e e e s emm s e e e e e e e et e e e eeebsa e aeee bbb e e e e e eeeeeeeeennan 30
Human Immunodeficiency Virus (HANHI\AL1/2 Antigen/Antibody EIA with Reflex to HIY2 Antibody
DIFfErENTIALION TEST. .. ..t ee ettt e ettt e e e et e et e et e s e e e eee e e e e e e e e e e e eessnnnnna s 32
Human Papillomavirus, Higisk- TranscriptioaMediated Amplification (HPV)...........ccccvviiiiiiiieeennnns 35
INfluenza Virus A @anA@BPCR.......ou e e e e e e e et e e et e e e aan e eeans 37
Newborn Screening (NBS) PanEl...........iiiiiiiiii et eeeenees 41
Biotinidase DefiCIENCY (NBS)........cciiiiiiiiiiiiiieee ettt ettt e e e et e e e e e e eeesd 49
Congenital Hypothyroidism (TSH, NBS).........cooiiiiiiiiiiiee e ee e 53
CyStIC FIDrOSIS (CF, NBS)... .ottt ettt e e e e eee e e e e e e e e e eeennaaees 55
Galactosemia (GALT, NBS).. ..ottt e e een e e e e e e e e eeeenee 58
Hemoglobinopathy Isoelectric Focusing (HGB, NBS)........ccouuuiiiiiiiiiieeiiii e 60
Fatty Acid Oxidation Disorders (FAO, NBS)........couuuiuiiiiiieeiiiiiiiee ettt ed 62
Organic Acid DiSOrders (NBS)..........ii et e e e e e et e e et eeeeearaaae e 64
AMINO ACId DiSOIAErS (NBS) .. ... iiiiiiii i ieeee et e e eee e e et e e e e e et e e e e e e e eerraeeeeeernanasd 66
X-Linked Adrenoleukodystrophy 4D, NBS).........coieiiiiiiiiiei e ere e e eaaanas 68
Lysosomal Storage Disorders (LSD, NBS)......ccouuiiiiiiiieeee et e e 70
Severe Combined Immunodeficiency (SCID, NBS).......couuiiiiiiiiieeeii et 72
Spinal Muscular Atrophy (SMA, NBS) ... ..o e e e eena e 74
Respiratory Pathogen Panel (RPP, Flu, INflUENZA).............cccooiiiiceii e, 79
Syphilis; Treponemal Screen with Reflex to RPR, with Titer addA'Bonfirmation, as Indicated......... 83
OUTSOURCED TEST.LIST. ... e e e ettt e e e e e e et e e e e e et e 88
Clinical Pathology LaboratOries. ..........uiiiiiiiiii st e e et e e et e e e aeens 38
Oklahoma Animal Diagnostic Disease LabOratony............cuuuiiiiiiceeeiiiii e ee e eeneans 88
Minnesota Public Health LaboratQry.........cc.ooiviiiiiiiiee e ena e 88
Nebraska Public HEalth Lah .............uuuuiiiiiiiii e 88
Kansas Health and Environmental Laboratorny............uiiiiiiiieeeiiie e eeee et eeens 89
Centers for DiSease CONMLAL...........cooiiiiiiiii e 89

Last revise®/14/2022
Page3 of 90



LABORATORY INFORMATION

Hours of Operation
Monday¢ Friday, 8:00 am5:00 pm (Central Time)

The OSDHPublic HealthLaboratory (PHL) may be reached by email at
PublicHealthLab@health.ok.goMe general email address is monitored by PHL team members
that will make sure the inquiry will be answered by the correct service area within two business
days. Typical inquiries relate to supply requests, courier information, and providing copies of tes
results. It is also possible to ask technical questions about specific tests, specimen collection,
storage and shipping, and patient test result availability and interpretation.

The OSDH PHL is also closed on Official State Holidays:
bSs ., SINDa 51I &
Martin Luther King, Jr. Day
t NBAARSYGQa 51 @
Memorial Day
Independence Day
Labor Day
Veterans Day
Thanksgiving
Christmas

Generally, when a holiday falls on a ranrkdayt Saturday or Sunday the OSDH will be closed
on Monday (if the holiday falls on Sunday) or Friday (if the holiday falls on Saturday). For specific
dates seehttps://oklahoma.gov/omes/services/humaoapitatmanagement/stag-holidays.html

Contacts

Mailing Address:  Oklahoma State Department of Health
Public Health Laboratory
4615 W. Lakeview Rd
Stillwater, Oklahoma 74075

Telephone: (405) 564750

Fax: (405) 900611

Email:PublicHealthLab@health.ok.gov
Website:https://oklahoma.gov/health/locations/publidealth-laboratory

Laboratory Direair: Tamar Barucirinkel, MD
Federal Tax ID: 736017987

Licensure and Accreditations
The OSDH PHL is has CLIA (Clinical Laboratory Improvement Amendments) certification through CMS
(Centers for Medicare & Medicaid Services).
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Each laboratory is reguad to verify that reference laboratories utilized by the laboratory are

/ [ L ‘tcédtifigd for highcomplexity testing in the applicable specialty/subspecialty for which
testing services are sought. This requirement can be satisfied by obtaining comiesesft CLIA
certificates from each reference laboratory utilized by the referring laboratory. Since the OSDH PHL
serves as a reference laboratory for County Health Departments and other institutions, we have
made available a current copy of our CLIA Gedie (#37D0656594) at th@SDH PHL websitsee

Public Health Laboratory/Test Directory) to allow submitting sites to comply with this regulation. If
the OSDH PHL forwards submitted specimens to a reference laboratory for additional testing, there
is no requirement for the submitting site to obtain vissation of CLIQQyy OSNIAFTAOF GA2Y
reference laboratories; submitting laboratories may rely on our accreditation to ensure compliance
with this regulation.

SPECIMEN COLLECTION

Kits/Supplies
The OSDH PHL provides the following collection kits/supplie®frelearge to OSDH County Health
Department sites:
A Enteric Bacteria kit
TB/Sputum Culture kit
Ova and Parasite kit
Virus Transport Medium kit
Group B Streptococcus kit
Pertussis kit
CT/GC Urine Preservative Transport (UPT)
CT/GQVultitest Swab kits

o To To To To To To

The following kits are offered to private clinics and hospitals (fees apply as indicated); check with
the OSDH PHL Client Services Departmerft@b) 2715070 during regular business hours or
submit a Laboratory Supply Order Request Form (see details below) to arrange shipment:

Enteric Bacteria kit ($18.00)

TB/Sputum Culture kit ($17.00)

Virus Transport Medium kit

Group B Streptococcus kit

Pertussis kit

Do Do o Do D>

Rabies specimens are no longer accepted or processed at the PHL. Animal specimens to be tested
for rabies should be submitted to the Oklahoma Animal Disease Diagnostic Laboratory (OADDL) of
the OSU College of Veterinary Medicine, locaetio50 W Farm Rd, Stillwater, OK 74078. OADDL
can be contacted by telephone a(Q5) 7446623. If you suspect a case of human rabies,

immediately contact the OSDH Disease and Prevention Services a#2485)10

Collection kits for Newborn screening and PKU monitoring (ODH #450 Newborn Screening Form)
and adult/child hemoglobinopathy (sickle cell) screening (ODH #485 Child/Adult Sickle Cell Screening
Kit) are available to birthing centers, County Health Departsesmd other healthcare providers at

no cost.
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All clients can submit Laboratory Supply Order Requesiserat the OSDH PHL website (Forms,
Supply Order Requestaboratory Supply Order Request Forms can also be faxed to the OSDH PHL
at (405) 9007600. Phone orders for supplies can also be made by calling the OSDH PHL Client
Services Department at (405) 23070 during regular business hours. In addition, OSDHht€ou
Health Department sites can order supplies using the Inventory Supply System.

Supplies are shipped Monday through Thursday.

Instructions for Specimen Collection

Instructions for specimen collection are provided in the description of individsds$ teithin this

Test Directory. Further specifics regarding specimen collection can be obtained from technical staff
of the OSDH PHL.

All specimens must be collected, labeled, transported, and processed according to procedures
indicated in this Test Diogory and/or kit instructions. Prior to collection of the specimen, review
the appropriate container type, specimen volume, storage and shipping conditions, and any other
special handling requirements needed for optimum analysis. If the guidelines fog firesesses

are not met, the specimen may be rejected or the test results compromised.

To ensure correct patient and specimen identification at the point of collection, personnel involved
in the collection of specimens must confirm the patient's ideniiyychecking at least two patient
identifiers prior to collection of a specimen, e.g., an inpatient's wristband may be checked for name
and unique hospital number or an outpatient's name and birth date may be used. The patient's
identity should be verifiethy asking the patient to identify themselves when it is practical to do so.

Standard precautions to protect against exposure to infectious diseases should always be followed,
and barrier protections applied whenever specimens are obtained from patients.

Labeling Specimens

The primary specimen container/tube must be labeled vétheast two patientspecific identifiers

(i.e., patient name, date of birth, medical record number, barcode, lab number, or other unique
code). Note that use of the patient name alone on the specimen is inadequate to uniquely identify
the specimen. Other information may also be required on thecémen container/tube depending

on individual test requirements. Some test kits have labels supplied for labeling specimen
containers/tubes, otherwise use computgenerated or other labels available at the submitting
site. Note that microscope slides sulited for identification purposes (e.g., malaria speciation) are
considered primary specimen containers and must be labeled appropriately.

Submissions by Oklahoma County Health Departments:

1. Place unique laboratory barcode label on container/tube. @eutiDo not cover the
YIEydzFl OGdzNBNRAa SELIANI GA2y REGS 2y 02y il Ay SN
in the tube is visible.

2. Ensure barcode label on container/tube matches the barcode label on test requisition form
prior to submission.
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S R Y RN TR g oy
3. Other information may need to be placed on container/tube depending on individual test
requirements; refer to collection instructions for specific test.

Submissions by Other Sites:
1. wSO2NR LI GASy(dQa FdzZ t yI YS 2 NoRdoriahetxubd G A Sy i
Use a computegenerated label, if available.
2. Ensure information on the container/tube matches that on the test requisition form prior to
submission.
3. Other information may need to be placed on container/tube depending on individual test
requirements; refer to collection instructions for specific test
If multiple labels are used on a specimen, the last applied label will be used as the primary method
of identification. It is good practice to place new specimen labels immediately beneath the
name/identifier of the patient as it appears on the previdabel such that the names/identifiers on
both labels can be read.

For instructions on labeling collection kits for newborn screening and PKU monitoring (ODH #450
Newborn Screening Form) and adult/child hemoglobinopathy (Sickle Cell) screening#{®®H
Child/Adult Sickle Cell Screening Kit), see [itt@vborn Screening sectiaf this Test Directory.

TEST REQUESTS

Test Requisition Forms
All patient specimens submitted to the OSDH PHL for ngsthust be accompanied by an
appropriately completed test requisition form. Submitters should use a test requisition form
appropriate for the specimen being submitted:
A Online laboratory Requisition Form
This form is used for submission of patient specimens/isolates other than those associated
with newborn screening, PKU monitoring, or child/adult sickle cell screening. OSDH County
Health Department sites are able to ppepulate this form electronically ahin the OSDH
PHOCIS system; other sites can access this form at the OSDH PHL website.
A Laboratory Requisition Form Printabl@eDH #419
This form is used in place of the above Online Laboratory Requisition Form when access to
the PHOCIS/PHIDDO system issab up, such as when submitting for a Community Based
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In addition, the OSDH PHL has forms for the submissio;
specimens for animal rabies testing, and fabmiission of i ©

Organization (CBQj.access to this form is needec. - isecos mimmmm oorerene -
please  contact the PHL -reall at 8o
PublicHealthLab@health.ok.go | e
Newborn Screening Fon ODH #450 EXAM-P-L E
This form is used for submission of specimens i
newborn screening and PKU monitoring, and ¢ _ [ ——— | SR
be ordered from the OSDH PHL Client Servig I ' &
Department at (405) 275070; also, see

Kits/Suppliesection of this Test Direaty.

Sickle Cell Screening o ODH #485

This form is used for screening of children/adults for

sickle cell disease and can be orderedrfrthe OSDH ' [ "/

PHL Client Services Department at (405)-20170; - £ e e
also, seeits/Suppliesection of this Test Directory. .= [Z ¢ W it

DO N
REM(

L

environmental swabs and food or water samples associa’ Crian T
with foodborne outbreak events:

A

Rabies Submission FormADDL

This form must be completed when submitting animal gpeens for rabies testing.
Specimens may be submitted by a veterinarian, owner of the animal being tested, or a
member of the public.

Oklahoma Foodborne Taskforce Sample Collection Sheet

This form must be completed when submitting environmental swals, food or water
samples associated with foodborne outbreak events. The form may be requested by
contacting the OSDH PHL Client Services Department at (4050201

Test requisition forms for patient testing must be completed in their entirety and aionthe

following information (CLIA Regulation 42 CFR 493.1241) prior to submissidnii A Sy (1 Q &

unique patient identifier (e.g., MR#);

A

A
A
A
A
A

t GASydQa &aSET

tFGASydQa 5h. 2NJI3ST

Test(s) to be performed;

Source of the specimen, when appropriate;

Date and, if appropriate, time of specimen collection;

Name and address or other suitable identifiers of the authorized person requesting the test,
and if appropriate the individual responsible for using the test results, OR name and address
of the laboratoy submitting the specimen, including, as applicable, a contact person to
enable the reporting of imminently lifhreatening laboratory results or panic or alert
values;

Any additional information relevant and necessary for a specific test to ensureaae@id
timely testing and reporting of results, including interpretation, if applicable.
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Note: Information provided on the test requisition form will be cresterenced with information
appearing on the last placed label on the specimen container/tube.

All patientspecific identifiers (i.e., patient name, date of birth, MR#, or other uaiqumber or

code) provided on the test requisition form must match exactly those provided on the specimen
container/tube; any discordance will result in the specimen being deemed unsatisfactory for
testing. Therefore, if the name on the requisition is $pedifferently from that on the specimen
6S@Sy o8& | aAy3atsS tSGGSNLE Ad oAttt 0SS RSSYSR
than full name are provided on the primary specimen container and the full name is provided on
the test requidion, it will be deemed unsatisfactory for testing. Also, even if one paispetific
identifier is concordant between the requisition and specimen but another identifier is discordant,
the specimen will be deemed unsatisfactory for testing. The PHLcamgict the submitter to

resolve such discrepancies in the identifiers provided on the test requisition and specimen.

Also, if other information (e.g., sex, DOC, time of collection) is discordant between the specimen
container/tube and test requisitioform that potentially affects the acceptability of the specimen,
the submitter will be contacted for clarification.

Obvious inconsistencies between multiple labels on the same specimen container/tube will result in
the specimen being deemed unsatisfagtdor testing.

Information provided on theest requisitionmay be changed; however, the PHL will not change
any information that is provided onspecimen A corrected requisition form or other suitable
documentation must be provided by the submitter bet the specimen can be accepted for
testing.

For instructions on completion of ODH #450 Newborn Screening Form (for newborn screening and
PKU monitoring) and ODH #485 Child/Adult Sickle Cell Screening Form (for adult/child sickle cell
screening), seelewborn Screeningection of this Test Directory.

Verbal Requests

The OSDH PHL doest accept verbal requests for initial testing; however, it does accept verbal
requests for adebn testing to previously subiiteéd specimens, as appropriate (see Aaid Test
Requests section below).

Add-on Test Requests

Additional testing may be added subsequent to submission of an original test request, if volume of
the original submitted specimen is adequate. Requestadokon testing may be received verbally,

but must be followed with a written request within 30 days of the verbal request. All verbal requests
foradd2y GSadAy3 NBI oAINB| Qi ST SYNREBNWE WUNBO NI O 8 @
delayed in the bsence of a written request. A test report will not be issued for any additional
requested testing in the absence of a written request.
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STAT Requests

STAT testing is performed only on specimens to determine outbreak status as deemed necessary,
and on d credible bioterrorism threat caseSTAT testing requests require notification and approval

of the OSDH PHL prior to submission of the specimen.

Medico-legal Test Requests
The OSDH PHL does not perform medisgal testing.

Test Cancellations
Testing can only be cancelled by the original submitter of the specimen. This can be done verbally
or in writing. A report will be issued indicating cancellation of the test.

Referral Testing

When indicated, the OSDH PHL will refer specimens to specific reference laboratories for additional
testing. Test results from reference laboratories will be reported to submitting sites by the OSDH
PHL.

Specimens submitted to the OSDH LPFbr referral to another laboratory for testing (i.e.,
passthrough testing), including the Centers for Disease Control and Prevention (CDC), requires prior
notification and approval by the OSDH PHL.

Specimens referred for testing to a reference laborgtshould be submitted using the reference
fFro2NF 02NEQa (Sad NBldZA&aAdA2y F2NXI yR 02ftfSO
reference laboratory. A Specimen Referral Log should be used to track dates, and time as applicable,

of collectian, shipping and receipt of results for referred specimens. Prior to submitting specimens

to a reference laboratory, the referring laboratory must obtain a copy, or havkama a copy, of

the current CAP accreditation and/or CLIA certificate of the refe#daboratory to verify that the

reference laboratory is CLAYy y OSNIAFTASR F2NJ 6SadAy3a Ay (GKS L

SPECIMEN STORAGE AND SHIPMENT

Following collection, specimens must be appropriatelye@cessed and stored (as nesasy) then
packaged and shipped to ensure that they arrive at the OSDH PHL in a satisfactory state for testing.
For detailed information on appropriate pggocessing, storage, packaging and shipping of samples
for submission to the OSDH PHL for testirdenrto the individual test descriptions in this Test
Directory. Some general guidance on these topics is provided below.

Blood Tubes, CSF, Urine, Culture Tubes, Sputum, and Stool Specimens
1. Specimens must be packaged in a securely sealed, iigtgr primary container
appropriate for the specimen being collected (e.g., blood tube, UPT tube, saeped
plastic tube, etc.). This primary container must be appropriately labeled.
2. The primarycontainer must be placed in secondarycontainer (zigock plastic biohazard
bag) that is capable of being closed to form a waight seal.
A The secondary container should contain an absorbent material (e.g., paper toweling
or gauze) of sufficient volae to absorb the complete fluid contents of the primary
container in case of leakage/breakage of the primary container.
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A OSDH PHL personnel will not open biohazard bags containing specimens that have
leaked or broken during transit. If the specimen canidmentified without opening
the biohazard bag, a report will be issued to the submitter to inform them that the
specimen will not be tested. If such specimens cannot be identified, a report will not
be generated; therefore, submitting facilities should ckeheir Specimen Referral
Log at appropriate intervals to ensure test results have been received accordingly,
and contact the OSDH PHL if results have not been received in the expected
timeframe.

3. Multiple samples may be placed in a singgegondarycontaner but:

A The total volume of samples in osecondaryontainer must not exceed 50 mL.

A Sputum samples (for tuberculosis testing), stool samples (for enteric testing), and
samples for virus isolation testing should be separated from all other sample types;
each specimen type should be packaged separately.

A When possible, package specimenddst type requested, (e.g., all RPRs in one bag,
all HIVs in one bag, etc.).

A Specimens that require specific transporting conditions (ambient, refrigerated or
frozen) must be packaged and shipped separately. It is strongly encouraged to mark
the outside of the bag of allsecondaryO2y G AYSNE GAGK G ¢ NI y:
CSYLISNY §dzZNB£€X G¢NI YaALIR2ZNIG wSFNARAISNI GSRe 20
sent via the OSDH Pidantracted courier, the courier must be informed that the
specimens are to be transpead refrigerated on wet ice or frozen on dry ice, as
appropriate. Alternatively, samples may be packed in insulated boxes containing cold
packs at refrigerated temperatures (for samples requiring refrigerated temperatures
during shipping) or with sufficieritozen ice packs or dry ice (for samples that should
remain frozen during transport) and given to the courier. Samples that should be
transported frozen should be placed directly on frozen ice packs or dry ice to keep
them frozen. Donot place specimenshiat should be transported at refrigerated
temperatures directly on frozen ice packs; place cardboard or other insulator
between ice packs and these specimens.

A When shipping frozen specimens over long distances, it is best to use a combination
of dry iceand frozen gel icpacks; the gel icpacks will remain frozen for a day or
two after the dry ice has dissipated.

4. Requisitions should be placed in the outer pocket of the plastic biohazard bawptbwap
requisitions around individual specimens. Foldumsition such that the test request faces
outward and can be read through the bag.

Newborn Screening, PKU Monitoring and Sickle Cell Screening Forms

For instructions on storage and shipping of collection kits for newborn screening, PKU monitoring,
and adult/child hemoglobinopathy (sickle cell) screening,lse@born Screeningection of this Test
Directory.
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Courier Service

The OSDH PHL contracts with a courier service teuypickpecimens from OSDH County Health
Departments and other sites for delivery to the central laboratory located in Stillwater. Courier
pickup occurs on a regular schedule Monday tlylowFriday for most sites (weekend pigi of
newborn screening specimens occurs at most birthing facilities). Requests fescheduled
specimen pickups must have prior approval; erRaiblicHealthLab@health.ok.gow call the OSDH

PHL at(405 5647750 Pickup occurs at approximately the same time each workday for an
individual site. Specimens collected after the designated-pckime will be pickedip from the site

on the following workday. Accordingly, testing of these specimens will not begih thetiday
following pickup, at the earliest. Such delays in testing should be considered especially when
scheduling specimen collection from patients on Fridays; if the specimen is not pipkadFriday,
pick-up will be delayed until Monday and testingll not occur until Tuesday, at the earliest. For
newborn screening specimens pickeg on weekends, testing begins on Monday or the next work
day. Similar provisions should be made for holiday closings of the OSDH PHL. Specimens should be
stored approprately from the time of collection to the time of delivery to the OSDH PHL.

Other Delivery Methods

The OSDH PHiontracted courier is the preferred method for delivery of specimens to the OSDH
PHL; however, specimens can also be transported directthhgdOSDH PHL via private courier,
commercial courier (e.g., FedEx, UPS), or USPS. Note: these alternative services will not be able to
deliver specimens to the OSDH on weekends.

Shipping Regulations

For shipping specimens, specimens should be packageédabeled in compliance with applicable
state, and federal, and international regulations covering the transport of clinical specimens and
etiologic agents/infectious substances. Specific rules and regulations set forth by the U. S.
Department of Transpation (Code of Federal Regulations 49 (CFR 49) part 173CEégory A
infectious substances and part 173.199, Categdmpfectious substances) should be followed in
order to ensure safe transport of potentially infectious substances.

ACategory A infectious substanisecapable of causing permanent disability -tHeeatening or fatal

disease in otherwise healthy humsa or animals. £ategory B infectious substanisean infectious

substance that does not meet the criteria for inclusion in Category A.

According toThe World Health Organiian (WHO) Guidance on Regulations for the Transport of

Infectious Substanced KS LINP LISNJ RSaA Iyl A2y T2N GNRSIIYSYy (i 2
Infectious Substance, Affecting Huméans I Yy R G KI G T2 NJ / IUN $3A3BMdgical & dzo & (
Suwstance, CategoryéB®

If samples are transported by air, theternational Civil Aviation Organizations (ICAQO) Technical
Instructions for the Safe Transport of Dangerous Gaasuld be followed. The International Air
Transportation Association (IATA) provides shipping procedures based on ICAO instructions for
shipping hazardous materials by air. These can be found in packing irmisu620 for Category A
infectious substances and packing instructions 650 Category B infectious substances.
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https://www.law.cornell.edu/cfr/text/49/173.196
https://www.law.cornell.edu/cfr/text/49/173.196
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http://www.icao.int/safety/DangerousGoods/Pages/technical-instructions.aspx
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http://www.icao.int/safety/DangerousGoods/Pages/technical-instructions.aspx
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http://www.icao.int/safety/DangerousGoods/Pages/technical-instructions.aspx

Contact the OSDH PHL RtiblicHealthLab@health.ok.gder additional information regarding
shipping regulations.

SPECIMEN RECEIPT AT OSDH PHL

Specimen Rejection
Specimens will be rejected for the following reasons:

A

To Bo Do Do Do

>

A
A

Inappropriate specimen (e.g., type; patient age; patient gender);

Inappropriate pecimen container or collection device/media;

Insufficient volume for analysis (i.e., QNS);

No or illegible patient name or other unique identifier on specimen container;

No or illegible patient name or other unique identifier on requisition form;

Inability to match at least one unique identifier between the test requisition form and the
specimen container due to absence or illegibility of others;

No test requisition form

Inability to determine address or submitter ID for submitting laboratory/clinic (may be able
to obtain information by inquiry, if missing);

Expired collection device/kit;

Specimen received outside of timeframe appropriate for testing;

Specimen haneld improperly subsequent to collection (e.g., improper temperature during
specimen shipment; specimen container leaked, broke or otherwise compromised during
shipping);

Laboratory accident (e.qg., spilled sample during accessioning);

Other reasons as outlined in the individual test descriptions of this Test Directory.

All specimens deemed unsatisfactory for testing will have a final report generated stating the reason.

Missing Information

When any of the following information isissing from the test requisition form or specimen
container, or is otherwise illegible or unclear (e.g., orders are-sypatific or norstandard), the
submitter will be contacted by the OSDH PHL, as appropriate:

To Do o I

To Do o P>

DOB or age, if appropriate;

Time of birth(NBS only);

DOC;

TOC (NBS only; and only if less than one day difference between date of birth and date of
collection);

Sex (not required for NBS unle$8 tier CAH testing is required);

Address of submitter;

Test requested,

Source of specimen, afppropriate.

A Request for Missing Information Fomall be sent to the submitting site. Specimens with missing
information will be held for 7 days or until they have exceeded the appropriate time for testing,
whichever is shorter. If missing information is not received from the submitting site withays, d

Last revise®/14/2022
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Referred specimens for enteric bacteria testing with missing information and for which requested
information is not receive, will be tested by the OSDH PHL and test results will be communicated

to the OSDH Acute Diseases Division for epidemiological purposes only. The submitter will receive a
FTAYL € NB LJ2 NJiUnghtkfaciory fo/tesing | & &R @ A £ € yeBulis, MBSO S A @S
deemed necessary.

TEST REPORTS

Issue of Test Reports

Reports are issued via fax and/or US Mail to the submitting facility/healthcare provider using the
information provided on the test requisition form. Clients must complete a Facsimile Permission
Form prior to receiving reports by fax. To sigmfor this rvice, call the PHL at (40847750

OSDH County Health Departments are able to retrieve patient test reports directly using the PHOCIS
system.

Newborn Screening results are accessible to authorized healthcare providers throulykitiern
ScreeningResultsweb-based portal. To sigap for this service, call the PHL Client Services
Department at (4055647750

Some test results may be reported by telephone to authorized clients (facilities/healthcare
providers). HIV test results and abnormal NBSiltesare not provided by telephone by the OSDH

tlI [ ff NBadzZ §a O2y dSEISR] © d0HN\ET SNIKIZ Y52 WBI &lzA NG S
No test reports may be pickedp at the OSDH PHL location in Stillwater.

Requests for access to test results for patispecimens tested by the OSDH PHL from-non
submitting facilities/healthcare providers will be denied. Such requests should be made directly to
the submitting facility/healthcare provider.

Changes to Information on Test Reports

Corrections to test reports, subsequent to original issue of test results to the submitter, may be

made by the OSDH PHL, as appropriate. The Corrected Report will indicate the information being
OKFy3aSR oO0A®DdSPS HAGK SELX A O the neafiRor the Ghardyg, as2 ¥ a T
appropriate. A request will be made to the submitting facility for the original report to be returned

to the OSDH PHL or for it to be destroyed by the submitting facility.

Changes to information presented in a test report niey made at the request of an authorized
individual from the submitting facility. Please, call the OSDH P@D%) 5647750and ask to speak

to the supervisor of the laboratory responsible for performing the test. Verbal requests for changes
to information provided on test reports must be followed by a written request within 30 days. A
report will not be issued on such specimens until a written request from the submitting facility is
provided to the OSDH PHL. The laboratory supervisor and/or Clienteddbepartment will provide

the necessary forms for completion by the submitter in order to fulfill such requests.

Last revise®/14/2022
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Requests for changes in demographic information following issue of a test report will result in issue
of a Corrected Report; the informatianS Ay 3 OKF y3ISR 66AGK SELX AOAG A
the person requesting information to be changed, and date/time of the request will be indicated on
the Corrected Report. A request will be made to the submitting facility for the original répoe
returned to the OSDH PHL or for it to be destroyed by the submitting facility.

The OSDH PHL will not change the name or other unique identifier of a patient on a test report unless
the name/unique identifier indicated on the test requisition formspecimen container has been
misinterpreted by OSD PHL staff during data entry or a typographical error occurs.

Patient Access to Laboratory Test Results

On February 6th, 2014, the Centers for Medicare & Medicaid Services (CMS) published afinal rul
that amended both the Clinical Laboratory Improvement Amendments (CLIA) and the Health
Insurance Portability and Accountability Act (HIPAA) in order to provide patients with direct access
to laboratory test results. Under the final rule, laboratoriesttbaerate as covered entities under
HIPAA are required to provide individual patients, or their representatives, with laboratory test
results for those tests performed by the laboratory upon the patient's request.

The OSDH PHL in Stillwater is unable tavide laboratory test results directly to individuals
presenting at this location. Patients, or their legal representatives, may obtain copies of their
laboratory test reports for testing performed at the OSDH PHL by presenting at the County Health
Deparmment or other health care facility where medical care was provided. The patient, or their legal
representative, will be asked to complete &klahoma Standard Authorization Fgrprovide a

photo ID and/or authorization code prior to release of laboratory tesuifts.

Alternatively, patients, or their legal representatives, can contact the OSDH PHL a5§40%)50

to obtain laboratory test reports through the mail or electronically. A patient, or their legal
representative, may request laboratory test resuttsrformed by the OSDH PHL by completing a
Request to Release Laboratory Test Results.Form

BILLING

CPT Coding

The OSDH PHL has provided CPT codes for testing that it performs for guidance purposes only. These
codes reflect our interpretation of the coding requirements. CPT coding is the sole responsibility of
the billing party. Individual facilities should contalsé OSDH PHL for information regarding testing
methodology and the local Medicare carrier for clarification, as appropriate.

ONSITE TEST LIST

Individual tests that are performed in the PHL in Stillwater are listed alphabeticallysnlblsequent
pages. Be aware that individual tests may be named differently than expected, and keywords have
been provided in the title in some instances. If you are having difficulty finding the specific test, try
searching the document for keywords.
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https://www.ok.gov/health2/documents/ODH%20206%20%20Oklahoma%20Standard%20Authorization%20to%20Use%20or%20Share%20Protected%20Health%20Information%20(PHI)%20with%20instructions%20(Rev%2008-14).pdf
https://www.ok.gov/health/Prevention_and_Preparedness/Public_Health_Laboratory/Forms/index.html
https://www.ok.gov/health/Prevention_and_Preparedness/Public_Health_Laboratory/Forms/index.html

Bordetellac PCR

Use:

Methodology:

Clinical Significance:

Specimen:

Type:

Volume:
Container:

Collection:

Last revise®/14/2022

For the diagnosis of pertussis syndrome (whooping cough) in children
consistent epidemiological and clinical features of disease. Also, appropria
adults with persistent cough in whoBordetella pertussigfection is suspected

This assay targets three insertion sequenck481, plS100&nd hiS1001of

Bordetellaspp.usingreaktime, multiplexed PCH. pertussisr B. parapertussis
positive cases are reflexed to a second PCR that targetptit&lgene that
encodes the S1 suburaf pertussis toxin. Presence/absence of combination
these sequences allows for differentiation betwdgrpertussiB. parapertussis
and B. holmesii While this test may detecB. bronchiseptica it cannot
differentiate it from otherBordetellaspp.CDC recommend3. pertussisulture

concurrently.

Pertussis is an upper respiratory tract infection cause® bgertussidacteria.
It is a serious disease that can cause permanent disability in infants, anc
death. In previously vaccinated children and adults in whom immunity
waned, symptoms can be mild or absent. Since adenovirus, parainflt
viruses, CMVMycophsma pneumoniaeand Chlamydia pneumoniaean also
cause pertussifike coughing, rapid and accurate diagnosis is needed to ¢
therapy.

Further background information, fact sheets, statistics and educati
resources may be found at the OSDH Acuteddis&ervicegsebsite

A Nasopharyngeal swab (with flexible, fisbaft and nylon, rayon or Dacron ti|

Swabs: 1 or 2
Regan Lowe transport media (provided by OSDH PHL)
Inadequate or inappropriate specimen collection, storage, and transport

likely to yield false laboratory test results. Training in specimen collectit
highly recommended due to the impance of specimen quality.
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Interferences:

Special
Instructions:

Shipping:

Rejection Criteria:

Last revise®/14/2022

Tip:If the patient is seated for the procedure, have the patient sit with their head ag
a wall since patients have a tendency to pull away during the procedure.

1.

o u

© ®©

Label a Regan Lowe transpolfi s
YSRAI (dzS ﬂ7\ul o

and date of collection.
If the nasal passages have a Iar( /
amount of mucous, ask theig
patient to blow their nose before f
collecting specimen. &
With the thumb of one hand, \\
gently elevate the tip of ta A\
LI dASyGQa yz2 asz
NP swab into a nostril. \
Guide the swalstraight back (not
upwards),along thefloor of the nasalpassageuntil it reaches the posterio
wall of the nasopharynxthe distance from the nose to the ears gives
estimateof the distance the swab should be inserted.
Note: Do not force the swah if an obstruction is encountered during insertion,

the other nostril

JOTS

Rotate the swab by firmly brushing against the nasopharynx several tin
Hold it there for a few secondbien with a rotating motion gently remov
it.

Place swab immediately into Regan Lowe transport media, positionin
swab about half way into media.

Breakoff or cut excess shaft of swab so that tube can be capped.
Place tube in plastic biohazard bag ansert completed requisition form ii
outer pouch of the bag.

Cotton swab; Calcium alginate swab (shown to inhibit PCR); Wesltdhswab

A Specimens should be collected as early as possiliéeiction, preferably
within 3 days of onset of clinical symptoms

A Incubate NP swabs at ambient temperature for-248 hours prior to
shipping at refrigerated temperature {&C) or shipimmediately at
ambient temperature.

A Contact OSDH Acute Disease Services at @®5B710 regarding all
suspectedBordetella pertussisases.

A Itis extremely important to record date of onset, date of collection (D
and physician contact information orgquisition form.

A Refrigerated at B°C (alternatively, ship immediately at ambie
temperature); must be received within 7 days from DOC

Incorrect media

Incorrect collection device.g.,cotton or calcium alginate swab
Incorrect shipping temperature

NP swab not submerged/present in transport media

To I o Do
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Reported:
CPT Codes:

Normal/Abnormal
Results:

Interpretation:

Limitations:

Notes:
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A Specimen received > 7 days after DOC
A Other criteria as outlined irSpecimen Rejectiosection of this Tes
Directory

Within 5 workirg days from receipt
87801

Bordetella pertussis/parapertussis/holmesiit detected

Bordetella pertussis/parapertussis/holmesietected (individually or ir
combinations)

Specimens that angositive for IS48andptxS1lindicate presence d. pertussis
those positive for pIS100dnd ptxSlindicate presence dB. parapertussisand
those with1S481and hIS1001products indicateB. holmesii Dual infections of
B. pertussisand B. parapertussisare indicated whenS481, plS1004and ptxS1
are detected.

A regative result does not preclude the presenceBafrdetella sppinfection.
The results of this test should not be used as the sole basis for diagnc
patient management decisions. Positivity of this test may be variable follo\
treatment.

Thisis a laboratory-developedtest; performance characteristicshave been
validatedand determinedto be suitablefor diagnosticpurposesby the OSDH
PHL.Thistest has not been clearedor approvedby the U.S.Foodand Drug
Administration.
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Carbapenerresistance Testing (Antibiotic Resistance Laboratory
Network - ARLN)

Use: Confirmation and characterization of carbapeneesistant
Enterobacteriaceae (CRE), Pseudomonas aeruginosa(CRPA), an
Acinetobacter spp(CRA) isolates from Oklahoma healthcare facilities
epidemiological purposes. These tests are intended as an aithfiection
control of carbapenenmon-susceptible organisms in healthcare settings. T
are not intended to guide or monitor treatment for carbapeneron-
susceptible bacterial infections.

Per the Oklahoma Administrative Code, Title 310 Chapter-585 pure

isolates of these organisms shall be sent to the OSDH Public Health Lab«
for additional characterization, typing or confirmation within t{&) working
days (Monday through Friday, state holidays excepted) of final identifici
or diagnosis.

Methodology: EnterobacteriaceaandP. aeruginos#solates are initially subjected to MALL
ToFmass spectrometry and/or biochemical testing to camfirspecies.
Successfully identified isolates subsequently undergo a variable combir
of Modified Carbapenemase Inactivation Method (mCIM) to cont
phenotypic carbapenem resistance, Antimicrobial Sensitivity Testing
using a broth microdilution mbod (SensititreTM System) and molecu
detection of KPC, NDM, VIM, IMP and @i8fantimicrobial resistance gent
(Cepheid Xpert® Carma L =50 X | OO Bddarice/ far Testhg CF
and CRPA in State and Local Public Health LaboratoGeserally,
Acinetobacter spp. isolates are referred directly to the Antimicrob
Resistance Laboratory Network (ARLN) Regional Laboratory or CL
detection of KPC, NDM, VIM, IMP, and OXA variant genes.

Clinical Significance:  carpapenemaseroducing Enterobacteriaceae, P.  aeruginosa and
Acinetobacterspp. are a growing public health concern. They are of
resistant to all betdactam agents and can be-cesistant to multiple classe
of other antimicrobial agents. Identifying isolates that prodt
cabapenemase and classifying the kind of carbapenemase prese
important in preventing their spread.

Further background information, fact sheets, statistics and educati
resources may be found at the OSDH Acute Disease Semdbsie

Specimen:

Type: A Pure isolate of confirmed or suspected carbapen@sistant
Enterobacteriaceagrown for 1824 h on Trypticase Soy Agar with !
{KSSLIQa .f22R o0.!to0oo

Last revise®/14/2022
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https://www.ok.gov/health2/documents/Chapter_515_Final_Rules_2017_Distribution_Copy.pdf

Volume:

Container:

Collection:

Interferences:

Speciallnstructions:

Shipping:

Rejection Criteria:

Last revise®/14/2022

o It is recommended that isolates are restricted Escherichiaoli,
Klebsiella oxytocaKlebsiella pneumoniaeand Enterobacterspp.
that are resistant to imipenem, meropenem, or doripenem (ei
GAGK alL/a 2F x n >3kY[0OZI 2N
susceptibility testing methods.

A Pure isolate of confirmed or suspected carbaperesistant P.
aeruginosathat is resistant to imipenem, meropenem or doripene
08 aidl yRINR adzaOSLIWiAoAfAdGE (F
CRPA isolates should be exigd.

A Pure isolate of confirmed or suspected carbapenr@sistant
Acinetobactespp.

o It is recommended that isolates are restricted Azinetobacter
baumannii or A. baumannii Complex that are resistant t
AYALISYSYZ YSNRBLISYSYZ 2N R2N
>IKY[ 0 06& aildlyRFNR &a4dzaOSLIIAOG

A Pure isolate of confirmed or suspected organism that exhibits |
resistance to all tested carbapenems by standardinaierobial
susceptibility methods.

Minimum of 1 plate, visible growth
Petri plate

Primary specimens should be collected accorditog the submitting
Ay ai A gtazdaidgrotedidre.

None

A Submit isolates on a BAP or MacConkey agar plate.

A Per Reportable Disease Rul¢©AC 310:518-8), specimens must b
submitted within two (2) working days (Monday through Friday, S
holidays excepted) ofrfal identification or diagnosis.

A Incubate all isolates in appropriate atmosphere for2d8hours prior to
shipping.

A MDRO Submission Fomust be completed and submitted in addition
the standard Laboratory Requisition Form (ODH #419); form cal
accessed atttps://is.gd/osdh_mdro_form

Ambient temperature in appropriate atmosphere

A Media expired

A No growth on media

A Specimen nowiable

A Specimen frozen

A Mucoid CRP#solates

1 Other criteria as outlined irSpecimen Rejectiosection of this Tes
Directory
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Reported:

CPT Codes:

Normal/Abnormal
Results:

Interpretation:

Limitations:

Notes:

Last revise®/14/2022

Within 4 working days from receipt unless referred to the ARLN Reg
Laboratory or CDC for further characterization, which may delay availabil
final results. Results of the SensititfeAST and results from the ARLN Regit
Laboratory are for epiemiological purposes only and are not reported to i
submitter.

CPT codes will vary depending on organism identified and methods uset

A Bacterial Isolate,ldentification/Serotyping/Confirmation: Genus/speci
identified; Isolate could not be identified to species level, carbape!
resistance testing not performed

A mCIM: Positive; Negative; Indeterminate

A Xpert CarbaR PCR: [KPC, NDM, VIM, IMP or48Xantimicobial
resistance genes detected; no antimicrobial resistance genes detectec

Isolates demonstrating a potentially new carbapenemase variant or r

mechanism of resistance or isolates that produce discordant results mz

forwarded to an ARLN Regionabbeatory or the CDC for further testing.

Isolates demonstrating carbapenem resistance by phenotypic AST and r
with a positive result for one or more resistance genes are confirmed
carbapenem resistant due to the presence of one or nuadapenemases.
Isolates demonstrating carbapenem resistance by AST and mCIM with €
negative result for resistance genes are confirmed carbapenem resistan
potentially due to the presence of a new variant carbapenemase or othel
novel mechanism of resistana. Isolates demonstrating carbapenem
sensitivity by AST but resistance by mCIM with a positive result for one ¢
more resistance genes could potentially harbor a carbapenemase with Ic
activity, e.g., OXA8. Isolates demonstrating carbapenem sensitiginyAST
and mCIM are confirmed carbapenem sensitive.

Discordant results are expected between the different methatigdrolysis of
carbapenem by carbapenemasds the most common mechanism
resistance for this class of antibacterial agents but other mechanisn
resistance occur and may not be detected by PCR. A carbapenemase 1
weakly expressed producing a negative phenotypic test or the gene m;
preent in low copy numbers producing a negative PCR. Phenc
antimicrobial susceptibility tests demonstrate variable sensitivities
specificities and use different combinations of antibiotics and inhibit
Isolates that are not successfully identifiedthe genus/species level will ne
be tested. Isolates that are negative for both mCIM and AST will not
further testing performed.

These tests are intended as an aid for infection control of carbapemam

susceptible organisms in healthieasettings. These tests are not intended
guide or monitor treatment for carbapenemon-susceptible bacteria
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infections. The mCIM and Sensititre System are laboratemeloped tests:
performance characteristics have been validated and determined tc
suitable for diagnostic purposes by the OSDH PHL. The Bruker-Viz&D6
and Xpert® CarbR assay are approved for vitro diagnostic use by the U.:
Food and Drug Administration.

Last revise®/14/2022
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Chlamydia trachomatis / Neisseria gonorrhoeg€el ranscription
Mediated Amplification (Gonorrhea)

Use:

Methodology:

Clinical Significance:

Specimen:
Type:

Volume:

Container:

Collection:

Last revise®/14/2022

To screen symptomatic or asymptomatic males and females for the presel
Chlamydia trachomatiand/or Neisseria gonorrhoea@T/GC). This test is n
to be used for monitoring therapeutic efficacy.

Hologic Aptima Combo 2@hlamydia tracbmatis and Neisseria gonorrhoeg
Assay; Transcription Mediated Amplification (TMA). Amplification of targe
rRNA ofC. trachomatisand 16s rRNA dfl. gonorrhoeagamplicons hybridiz
with chemiluminescent probes that are read by the Panther testingqia.

Chlamydia trachomatisand Neisseria gonorrhoea@are the most commoil
bacterial causes of sexually transmitted diseases in the U.S. Screening r
the prevalence of CT/GC and potentially reduces the incidence of semdt
debilitating complications associated with symptomatic infections.

Further background information, fact sheets, statistics and educat
resources may be found at the OSDH Acute Disease Semdbsie

A Urine

A Vaginal Swab

A Throat Swab

A Rectal Swab

A Male urethralSwab
A Endocervical Swab

A 2.02.9mL
A Dry Vaginal Swab in Transport Tube
A Dry Unisex Swab in Transport Tube

A AptimaUrine Specimen Transport Tube (USTT, yellow)
A Aptima Multitest Swab Specimen Transport Tube (MSSTT, orange
A Aptima Unisex Swab Specimen Transport Tube (USST, blue)

Urine
1. Collect 2630 mL offirst-void (not mid-stream) urine in sterile collection ci
patient should not have urinated for at least 1 hour prior to collec
Excessive urine collection may dilute rRNA affecting test sensitivity.
2[FoSt F '{¢¢ SsAGK (G662 LI (A BdyDOB)A&r
date collected. Place any barcodes along the length of the tube.

. Twist the cap on the USTT to break the seal.

. Using transfer pipette provided in kit, transfer urine from cup to USTT
level is between the two lines on the fill window (appr@mL). Do not ove
fill or undefill.

5. Urine should be transferred from primary collection device to USTT witl

hours of collection at-30°C.

6. Immediately replaceap andightly secure

W
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Multitest Swab
Vaginal

1.

2.
3.

7.

Label theMSSTT withtwaJr G A Sy & ARSYGAFTASNEA
and date collected. Place any barcodes along the length of the tube.
Open the swab packaging, being careful not to contaminate the swab.
Hold the swab near the middle of the shaft so that your thumb and
forefinger touch the score line. Do not hold it between the line and swe
tip.

Insert the swab approximately 2 inches (5cm) past the introitus and ge
rotate the swab, ensuring contact with vaginal walls, for 10 to 30 secol
Withdraw the swab, makinguse to not to touch the skin. Unscrew the ci
on theMSSTT.

Place the swab in the collection tube so that the score line is at the tog
the tube. Gently flex the shaft against the tube to break at the score lir
disposing of the top of the shaft.

Tightly secure the cap.

Throat

1.

2.
3.

7.

LabeltheM{ { ¢ ¢ GAGK G2 LI GASY(d ARSY
and date collected. Place any barcodes along the length of the tube.
Open the swab packaging, being careful not to contaminate the swab.
Hold the swab neathe middle of the shaft so that your thumb and
forefinger touch the score line. Do not hold it between the line and swe
tip.

Insert the swabnto the throat ensuring to make contact with bilateral
tonsils (if present) and the posterior pharyngeal wall.

Withdraw the swab, making sure to not to touchettongue or inner chee
Unscrew the cap on thRISSTT.

Place the swab in the collection tube so that the score line is at the tog
the tube. Gently flex the shaft against the tube to break at the scoee li
disposing of the top of the shaft.

Tightly secure the cap.

Rectal

1.

2.
3.

LabeltheM{ { ¢ ¢ G6AGK G662 LI GASYld ARSY
and date collected. Place any barcodes along the length of the tube.
Open the swab packaging, beicareful not to contaminate the swab.
Hold the swab near the middle of the shaft so that your thumb and
forefinger touch the score line. Do not hold it between the line and swe
tip.

Insert the swab approximatell+2 inches §-5cm) past theanal margirand
gently rotate the wab for 510 seconds.

Withdraw the swab, making sure to not to touch the skin. Unscrew the
on theMSSTT.

Place the swab in the collection tube so that the score line is at the tog
the tube. Gently flex the shaft against the tulelireak at the score line,
disposing of the top of the shaft.

Tightly secure the cap.
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Interferences:

Special
Instructions:
Shipping:

Rejection Criteria:

Reported:
CPT Codes:

Last revise®/14/2022

Unisex Swab

Endocervical

1.

2.

6.

[FoSt GKS ! {{¢ 6A0GK (G2 LI GASYID
and date collected. Place any barcodes along the length of the tube.
Using the white shafted cleaning swab, remove excess mucus from th
cervical os and surrounding mucosa and discard the cleaning swab. A
tipped swab may also be used.

Insert the blue shafted specimen swab into the endocervical canal. Rc
the swabgently for 10 to 30 seconds.

Withdraw the swab, making sure to not touch vaginal mucosa. Unscre
cap on the USST.

Place the swab in the collection tube so that the score line is at the tog
the tube. Gently flex the shaft against the tube to breakhatscore line,
disposing of the top of the shaft.

Tightly secure the cap.

Male Urethral

1.

2.

S

7.

Ensure the patient has not urinated for at least 1 hour before collecting
sample.

[ F6St GKS ! {{¢ 6A0GK (g2 LI GASYID
and date collected. Place any barcodes along the length of the tube.
Remove the blue shafted swab from its packaging and gently insert 2
4cm into the urethra.

Very gently rotatehe swab for 2 to 3 seconds.

Carefully withdraw the swab from the urethra. Unscrew the cap on the
USST.

Place the swab in the collection tube so that the score line is at the tog
the tube. Gently flex the shaft against the tube to break at the scoee li
disposing of the top of the shaft.

Tightly secure the cap.

None

None

Store and ship the appropriate collection tube at refrigerated or aml
temperatures (230°C) for delivery within 30 days of collection.

Patient under 14 years of age

Specimen transported in container other than the appropriately
designated collection device

Overfilled or undeffilled specimen tube

Raw urine

Specimensubmitted > 30 days from date of collection

Other criteria as outlined iBpecimen Rejectiaection of this Test
Directory

To Io o Do Io Do

Within 7 working days from receipt

87491, 87591
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Results: Chlamydia trachomatis Neisseria gonorrhoeae
CT Pos GCPos
CT Neg GC Neg
CT Equiv GC Equiv
Invalid
Interpretation: A A positive result indicates successful amplificationRIflA for eithelC.

trachomatisor N. gonorrhoeady the

A A negative result indicates the sample should be presumed negativ
rRNA for eithelC. trachomati®r N. gonorrhoeae

A An equivalent result indicates that the testing platform was not able
make a determination of either analyte. A new sample shbwald
collected.

A Aninvalid result indicates that the instrument encountered issues w
the specimen and it was not able to be resulted successiiitig.most
likely reason is excessive physical debris in the sample inhibiting
aspiration. A new sampldesuld be collected.

Limitations: A A negative result does not preclu@® trachomatisind/or N.
gonorrhoeaédnfection since detection is dependent on adequate
specimen collection, absence of inhibitors, and sufficient levels of
organisms

A A positive result does not infer viability and/or infectivity for
trachomatisand/or N. gonorrhoeassince target DNA for these
organisms may persist in the patit in the absence of viable organisn
(e.g., following antimicrobial therapy)

A This assay is not appropriate for testing of cases of sexual assault/e
or cases witlother medicelegal implications. Culture is the
recommended procedure for diagnosing CT/GC infections in medict
legal cases, testing of conjunctival, rectal and nasopharyngeal
specimens, and evaluating gonorrhea treatment failure; Aptima®
transport tubes ae inappropriate collection devices for culture. Test
results may be affected by improper specimen collection, low levels
organisms in the sample, plasrigte variants of C. trachomatis,
technical error, specimen mixp, or concurrent antibiotics. Thisst
cannot be used to assess therapeutic success or failure.

Notes: This test has been cleared fiorvitro diagnostic use by the U.S. Food and Dru
Administration.

Last revise®/ 14/2022
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COVIBP19 Diagnostic PCEBSARSC0\V2)

Use:

Methodology:

Clinical Significance:

Specimen Type:

Collection:

Last revise®/14/2022

To screersymptomatic or asymptomatic people for the presence of SER®
2.

Infinity BiologiX or Thermo TagPath EUA; Transcription Mediated Amplific
(TMA).

COVIBL9 is a virus identified as the cause of an outbreak gbiratory illness
first detected in Asia in late 2019 that has since spread globally into a pand
Symptoms of COWIIR include fever, cough, and shortness of breath. W
roughly 80% of cases report mild symptoms, some progress into st
pneumonia ad multi-organ failure and can lead to death. On January 21, 2
the first set of individuals in the United States tested positive for CQ91D

Further background information, fact sheets, statistics and educati
resources may be found at the OSDHtAddisease Services COMMDwebsite

A Saliva in Spectrum Vial (follow instructions for use)
A NP/OP Swab in Remel M4RT Vial

Saliva

Only collect saliva specimenstite Spectrum Saliva Collection Kit.

1. Patients should not eat, drink, or use tobacco products for at least 30
minutes prior to collection.

2. Fill the tube with saliva to the black wavy line. Fill the tube until saliva (n
including bubbles) is at or juabove the wavy line. DO NOT OVERFILL.
3. Replace the funnel with the fluid cap. Remove the funnel from the tube.
Screw on the enclosed cap tightly to release the solution that will stabili:

the DNA in the saliva.

4. Firmly screw cap down to release solution aeal tube. You will know it
works when the blue solution from the cap is released into the tube. Firr
tighten cap to assure the cap and tube is completely sealed.

5. Shake the tube for at least five seconds. This will ensure the sample mi;
thoroughly wih the stabilizing solution.

6. Place sample in plastic biohazard bag and insert completed requisition 1
in outer pouch of the bag. The samples are stabknalbient temperature
(2-30°C) for 4 days.
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Last revise®/ 14/2022

Nasopharyngeal and Oropharyngeal Swabs

Tip: If the patient is seated for th
procedure, have the patient sit with the
head against a wall since patients havt
tendency to pull away during th
procedure.

Nasopharyngeal Swab

1.

2.

o 01

© 0 ~

Label a sterile tube Remel M4RT tube containirg) rAL of VTM or othe
adzAatGlroftS 02ttt SOGA2Y YSRALF gAGK
If the nasal passages have a large amount of mucus, ask the patient tc
their nose before collecting specén.

2 A0K G0KS (KdzYo 2F 2yS KFyRX St S¢

insert the NP swab into a nostril.

. Guide the swalstraight back (not upwardsplong thefloor of the nasal

passageauntil it reaches the posterior wall of the nasopharytixe distance
from the nose to the ear gives an estimate of the distance the swab st
be inserted.

Note: Do not force the swak if an obstructionis encountered during insertion, tr
the other nostril

. Rotate the swab by firmly brushing against the nasopharynx several tirr
. Immediately, place swab, tip first, into tube containing VTM or other suiti

collection media.

. Breakoff or cut excess shaft of swab so that tube can be capped.
. Replace the cap dhe tube and ensure it is secured.

Place tube in plastic biohazard bag and insert completed requisition fo
outer pouch of the bag The samples are stable(@30°C)for 4 days.

Oropharyngeal Swab

1.

N

ol

Label a sterile tube Rem®&4RT tube containing-2 mL of VTM or othe
adAaillrofS O02ftfSOGA2Y YSRALF gAGK

. Insert swab into the posterior pharynx and tonsillar areas.
. Rub swab over both tonsillar pillars and posterior oropharynx and a

touching the tongue, teeth, and gums.

. Immediately, place swab, tip first, into tube containing VTM or other suiti

collection media.

. Breakoff or cut excess shaft of swab so that tube can be capped.
. Replace the cap of the tube and ensure it is secure.
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Interferences:

Special Instructions:

Shipping:

Rejection Criteria:

Reported:
CPT Codes:

Normal/Abnormal
Results:

Interpretation:

Limitations:

Notes:

Last revise®/14/2022

7. Pla@ tube in plastic biohazard bag and insert completed requisition forn
outer pouch of the bag The samples are stable(@30°C)for 4 days.

None

None

Store and ship the appropriate NP/Qllection tube or Spectrum sali
specimens at ambient {20°C) conditions for delivery to the PHL within 4 d
of collection.

A Specimen transported in container other than the appropriately designa
collection device

A Ovetfilled or underfilled specimen tube

A Specimens submitted > 4 days from date of collection
Other criteria as outlined iBpecimen Rejectigection of his Test Director

Within 2 working days from receipt

87635

SARSC0V2 test results may be negative, positive, or inconclusive.

A Negative results do not preclu®ARSCoV2 infection and should not be
used as the sole basis for patient management decisions. Negative t
must be combined with clinical observations, patient history,
epidemiological information.

A Positive results are indicative of the presence of SBR& RNA; clinice
correlation with patient history and other diagnostic information is neces:
to determine patient infection status. Positive results do not rule
bacterial infection or cénfection with other viruses. The agent detected n
not be the definite cause of diseas

A Inconclusive results indicate amplification of only a single RNA target in
of at least 2 for a positive result. Recollection is recommended for a
result.

With any diagnostic test, there is the potential for false negatives or
positives. For existing COVID tests in the U.S., there have been report:s
false negative tests in some patients. False negative tests can occur if a sp
was not propety obtained or if a patient was tested too early or too late in tt
infection. Laboratory error is also a possible cause of false negative test r
Conversely, false positive reports are less common.

This test is performed inompliance with a US Food and Drug Administra
(FDA) Emergency Use Authorization (EUA).
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COVIBP19 Sequencing

Use:
Methodology:

Clinical Significance:

Specimen Type:

Collection:
Interferences:
Special Instructions:

Shipping:

Rejection Criteria:

Reported:
CPT Codes:

Normal/Abnormal

Results:

Last revise®/ 14/2022

To determine the lineage and variants of positive C@\Bpecimens.
Thermal cyclers and the Illlumina SBS chemisaised platform.

As COVIR9 evolves and new variants of the virus continue to emerge it is

important the Oklahoma State Department of Health (OSDH) Public H
Laboratory (PHL) receive COMMD specimens to identify variant trends ar
implement mitigation measures torevent the continued spread of COVIB in
Oklahoma.

Acceptable specimenare previously tested for COVID using HPCR. Pleas
refer to the OKHAN 345 Theacceptabletypes for sequencing and potenti
virus characterizatiorare upper and lower respiratory specimens, includi
nasopharyngeal, oropharyngeal, nasal midturbinate, and anterior nares (|
swab) specimens. Additionally, a nasopha@ryal wash/aspirate or nas:
wash/aspirate specimen collected by a healthcare professional is acceptak
is a naturally expectorated sputum. Acceptable specimens will be limited to t
collected in media that allow for viral culture (e.galine, PBS and VTM).
Specimens collected in Hologic Aptima buffed Molecular Transport Media ar
excluded from submission.

Not applicable

None

None

Store specimens a8°C for no more than 96 hours. Thel®&ur timeframe is

a strict requirement for sequencing to be completed. After thq—rﬁﬁjr

GAYSTNI YST &l YLI S7A°C¥ndzahipped & dry ieRfdr dehie

to the PHL.

A Specimen transported in container other than the appropriately designate
collection device

A Ovetfilled or underfilled specimen tube

A Other criteria as outlined iBpecimen Rejecti®ection of this Test Directory

Within 14 working days from receipt to State Epidemiologist

N/A

Due to federal regulation, the PHL is unable to provide result reports for

SARSCa¥ variant sequencing surveillance to the submitter or patient. SAR!

Co\f2 variant surveillance whole genome sequencing is intended for public

health surveillance purposes.

N/A
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Interpretation: N/A

Limitations: {2YSGAYSa (KS LRaAAGAOS aLISOAYSya
determined.
Notes: The Illlumina COVIDSeq Test is only for use under the Food and Drug

l RYAYAAUNXr A2y Qa 9YSNHSyOe !asS ! dz

Last revise®/14/2022
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Humanimmunodeficiency Virus (HNM)HIV-1/2 Antigen/Antibody EIA
with Reflex to HIV1/2 Antibody Differentiation Test

Use:

Methodology:

Clinical Significance:

Specimen:
Type:
Volume:

Container:

Collection:

Interferences:

Special
Instructions:

Last revise®/ 14/2022

This test is used to screen for and confirm HIMIV-2 infection, including acu
infection and to differentiate HAZ from HIV2 infection.

Sera are initially screened for HI\jp24 antigen and H¥¥ and HIV2 specific
antibodies using a ' generation qualitative Enzyme Immunoassay (E
Specimens with an Ekactive screen result are repeated in duplicate using
same EIA. If either of the repeated samples is reactive, the specimen is re
to a supplemental HRZ/HIV-2 antibody diférentiation test.

Two HIV serotypes, designated as-Hllgnhd HIV2, have been identified base
on the results of serologic and molecular studies. Both viruses have the
morphology, lymphotropism, and modes of transmissidfollowing infectior
with HIV, an individual rapidly (within 4 weeks) develops antibodies to
proteins, a process known as seroconversion. After seroconversiospdtific
antibodies can be readily detected in the blood specimen. The EIA screeis
HI\:1 p24 antigen in addition to HIY/HIV-2 antibodies, which allows for earli
detection of HIV in individuals who have not undergone seroconversion
supplemental differentiation test allows for differentiation between HINAIV2
antibodies, whth is important in treatment management, since Fidoes no
respond to some antietroviral agents. In acute infections, where patients h
not yet seroconverted, the EIA screen may be positive while the differenti
test may be negative; patients thi negative or indeterminate results for tf
supplemental differentiation test require followp HIV nucleic acid testing
resolve their infection status. This testing algorithm is consistent witt201e}
CDC Recommended Algorithm for Laboratory Diagmd$i#dV Infection.

Further background information, fact sheets, statistics andcational resource
may be found at th@©SDH Acute Disease Servigedsite

Whole blood collected in serum separator tube (SST).

2 mL serum; draw a sufficient amount of blood to yield the necessary s
volume, around 4mL whole blood. Minimal acceptable volume for testinc
mL serum (potential rejection if reflexive testing exhausts sample).

SST or separated serum poured into sterile, plastic, sceatube

Each facility should follow its guidelines for venipuncture collectior
blood/serum. Following collection of blood, invert tube gently no more the
times then allow blod to clot in an upright position for at least 30 minutes ¢
no more than 60 minutes then centrifuge at 3000 rpm for 10 minutes.

Bacterial contamination; extensive hemolysis; extensive lipemia
This test is available for:

A County Health Departments in Oklahoma
A Reference sites approved through the OSDH HIV/STD Division
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Shipping:

Rejection Criteria:

Reported:
CPT Codes:

Normal/Abnormal
Results:

Interpretation:

Last revise®/14/2022

Followup nucleic acid testing, as recommended by CDC guidelines, must be
approved by the HIV/STD Division. Instructions for submitting specimens for
HIVV1 RNA testing or HI® DNA/RNA testing can be found on IRENE (OSDH
County Health Departments) and &gt OSDH PHL website (Test Directory tab).
wStore refrigerated (B°C) and ship using ice packs. If transit time will be

days postcollection, pour serum from SST into a sterile, plastic, sy

tube and store/ship frozen20°C or coldg

Facility not approved for testing

Patient younger than 2 years of age

Blood collected in tube other than SST

SST received unspun aBZZ, and 24 hoursfrom DOC

Specimen received at ambient temperature and > 24 hours from collect
Specimen received at@C and > 7 days from DOC

SST frozen

QNS

Bacterial contamination

Extensive hemolysis

Extensive lipemia

Other criteria as outlined iBpecimen Rejectiaection of this Test Director

To To T Do Do o I Bo Do I Do Do

Within 10 working days from receipt
86701/86689

Nonreactive; HIVL Reactive; H2 Reactive; HIV Reactive, Undifferentiated
Inconclusive

The OSDH PHL follows #i®&ecommended laboratory HIV testing algorith
for serum specimens, which is indicated below:

HIV-1/2 antigen/antibody combination immunoassay

' }
(+) (=)
Negative for HIV-1 and HIV-2
l antibodies and p24 Ag

HIV-1/HIV-2 antibody differentiation immunoassay
|

HIV-1 (+) HIV-1 (-) HIV-1 (+) HIV-1 (-) or indeterminate
HIV-2 (-) HIV-2 (+) HIV-2 (+) HIV-2 (-)
HIV-1 antibodies HIV-2 antibodies HIV antibodies l
detected detected detected HIV-1 NAT
|
(+) indicates reactive test result ' }
(-) indicates nonreactive test result HIV-1 NAT (+) HIV-1 NAT (-)
NAT: nucleic acid test Acute HIV-1 infection Negative for HIV-1

A Non-Reactive, HM antigen and HRI/HIV-2 antibodies not detected: A
non-reactive test result does not exclude the possibility of infection with
Levels of HAL p24 antigen and antibodies to HIVand HIV2 may be
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Limitations:

Notes:

Last revise®/ 14/2022

undetectable in early infection. If a recent HIV exposure is suspe
consider retesting.
HI\:1 Reactive: Specimens that are HlYeactive with the differentiation
test (following a reactive HYW/HIV-2 screening result) are considered HI\
positive, and no further testing is necessary.
HI\:2 Reactive: Specimens that are F2'Yeactive with the differentiation
test (following a reactive HYW/HIV-2 screening result) are considered Fa\
positive, and no further testing is necessary.
HIV Reactive, Undifferentiated: Specimens that are Hivid HIV2 reactive
with the differentiation test (following a reactive HRY/HIV-2 screening
result) have evidence of HIV infection but the test is unable to different
antibodies as HRL or HIV2, i.e., undifferentiated. HRY RNA testing anc
HIV:2 RNA or DNA testing is recommended to verify oe-auit dual
infection.
Inconclusive: Specimens that are HIV,-HiM HIV2 indeterminate (i.e.,
incomplete pattern of antibodies) or are neaeactive with the
differentiation test (following a reactive HH/HIV-2 screening result) coul
indicate either an acute or early infection or false positive reacti
Recommend submission of additional speanse for repeat HIV
antigen/antibody testing and H¥ RNA testing or HI2 RNA or DNA testin
as indicated.

A person who has antibodies to HI\Vis presumed to be infected with

the virus, except that a person who has participated in an HIV vaccine :
may develop antibodies to the vaccine and may or may not be infected
HIV. Clinical correlation is imdited with appropriate counseling, medic
evaluation and possibly additional testing to decide whether a diagnos
HIV infection is accurate.

Detection of HIV antibodies in infants born to seropositive mothers is n
adequate to diagnose HIV infection in the infant, since maternal
FNBljdSyGfte LISNRAaAGA Ay GKS AyTl.
Supplemental assays designed specifically for neonatal specimens
helpful in resolving such cases.

Nonreactive, inconclusive and undifferentiated HIXHIV-2 Differentiation
Test results should be referred for HI\&nd/or HIV2 nucleic acid testing a
per CDC guidelines. See Guidance for HIV Nucleic Acid Testing on
(OSDH County Health Departmig) and at the OSDH PHL website (1
Directory tab).

These tests are approved for in vitro diagnostic use by the U.S. Food a
Drug Administration.
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Human Papillomavirus, Highsk - TranscriptiorMediated Amplification

(HPV)

Use:

Methodology:
Clinical Significance:
Specimen:

Type:
Volume:

Container:

Collection:

Interferences:

Shipping:

Last revise®/14/2022

To screen women 25 years and older with atypical squamous ce
undetermined significance (AS4S) cervical cytology results to determine
need for referral to colposcopy.

Note: Highrisk human papillomavirus (hrHPV) testing of stand@kwomen
aged 2124 years with ASOS cervical cytology results is no lon
recommended. However, it is acceptable if done. See the updAtedrican
Society for Colposcopy and Cervical Pathology (ASCCP) Consensus ¢
Guidelines.

To screen women 365 years old adjunctively with cervical cytology to as
for the presence/absence ¢irHPVs.

Other uses of this test may include those indicated by consensus guidelir
cervical cancer screening and the management of women with abnc
cervical cytology and/or hrHPV results, such as those fraABCCRlinical
indications must be explicitly documented on the requisition form.
Transcriptioamediated amplification of E6/E7 viral mMRNA from 14 hrHR®
18, 31, 33, 35, 39, 45, 51, 52, 56, 58, 59, 66, and 68.

hrHPVs detected by the assay are associated with cervicatgoeerous an
cancerous lesions.

ThinPrep Pap specimens
1.0 mL

ThinPrep Pap Test vials containing Presenf@glution

Collect cervical specimens in ThinPr@&lap Test vials containing Preseni
Solution with broomtype or cytobrush/spatula collection devices according
the manufacture da Ay a i NHzOG A 2y &

A Personal lubricants containing Polyquaternium 15 at concentrations > 0
of test sample

A Anti-fungalscontaining tioconazole at concentrations > 0.075% of test sa

A Effects of other potential variables such as vaginal discharge, use of tat
douching, etc. and specimen collection variables have not been evalua

Store and ship ThinPpéliquid cytology specimens at 2°C to 30°C for dell
within 30 days from collection
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Rejection Criteria:

Reported:
CPT Codes:

Normal/Abnormal
Results:

Interpretation:

Limitations:

Notes:

Last revise®/ 14/2022

A Specimen collection > 30 days prior to receipt
A Patient under 21 years of age
A Patient 21 to 29 years of age without a cytology diagnosis ofli&ar othe
prior diagnosis/treatment that would warrant hrHPV testing per consens
guidelines
A Patient 21 to 29 years of age with no cytology diagnosis provided or other
prior diagnosis/teatment that would warrant HPV testing per consensus
guidelines
At dASyd 2F +tye 138 gAGK alt+ wSTESE ¢S
and without a cytology diagnosis of ABS
A QNS: <1 mL ThinPfdjmuid cytology specimen
A Other criteria as otlined in Specimen Rejecti@ection of this Test Directory
b20dSY NII dzA & AliS\a20yAdy Vel NGAS R a0/ LINR YI NA £ &
30 years and older; however, if a patient on such a requisition-B92kars old
and has a prior diagnosis/treatment that would warrant hrHPV testing per
consensus guideles, then the specimen is still acceptable for testing.
Within 7 working days of receipt

87621

A Highrisk HPV Detected
A Highrisk HPV Not Detected

A positive result may be due to the presence of one or more hrHPV types
Infection with HPV is not an indicator of cytologic HSIL or underlyinggnégle
CIN, nor does it imply that CIN2/3 or cancer will develop; most women inf
with hrHPV do not deslop CIN2/3 or cancer. False positive results may o
some crosgeactivity is exhibited with lowisk HPV types 26, 67, 70, and 8-
negative result does not exclude the possibility of, underlying or future cytc
abnormalities, CIN2, CIN3, or candnfection with low levels of hrHPV, or ott
HPV types not detected by this assay. Detection of HPV is depende
adequate specimen collection and handling, absence of inhibitors, and suf
levels of virus. Results should be interpreted in coofion with other
laboratory and clinical data. Consensus guidelines for cervical cancer scr
and the management of women with abnormal cervical cytology and/or hi
results should be followed, such as those from &&CCP

This test is not intended for use in cases of suspected sexual abuse
screening for anal and penile cancers; currently, availability of this te
restricted to County Health Departments in Oklahoma

This test is approved fan vitro diagnostic use by the U.S. Food and Drug
Administration.
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Influenza VirusA and B¢ PCR

Use: Detection and characterization of influenza virus types A (subtypegdii09,
H3, H5, H7), or B (Victoria and Yamagata lineages) in patients with infh
like symptoms.

Methodology: Specimens are tested using the Human Influenza Virus-tiRealReverst
Transcriptasd®CR Diagnostic Panel, which was developed by the C
diagnose human infections with seasonal influenza viruses and novel infl
A viruses. Specimens may be inji@treened using the Respiratory Patho
Panel (see this Test Directory), which is able to detect a spectrum of virus
bacteria associated with respiratory infections, including influenza virus
and B.

Clinical Significance: Influenza virusypes A, B, and C are RNA viruses that cause acute resp
disease with associated fever, shivering, chills, headache, malaise, dry
loss of appetite, body aches and nausea. Severe cases are associatt
prostration, hemorrhagic bronchitis, poeonia and occasionally deal
especially in the young and elderly. Most influetike infections are no
caused by influenza but by other viruses (e.g., rhinoviruses and respi
syncytial virus, adenoviruses, and parainfluenza viruses).

Further background information, fact sheets, statistics and educal
resources may be found at tHeSDH Acute Disease Servigedsite

Specimen:
Type: Nasophayngeal swab (recommended); Nasal swab; Throat swab
Volume: 1 or 2 swabs
Container: Tube containing viral transport medium (VTM; provided by OSDH Pt
anotherappropriate commercial medium (UTM, M4, and M4RT). VTM con
antibiotics and must be stored in the refrigerator prior to and subsequet
specimen collection. Do not use media if cloudy or when past expiration ¢
Collection: Respiratory virus diagnosis depends on the collection of -gigity
specimens, their rapid transport to the testing laboratory and appropt
storage before testing. Training in specimen collection is highly recomme
due to the importance of specimeguality. Specimens should be collec
preferably within 3 days of onset of clinical symptoms.
Tip: Have the patient sit with their head _____
against a wall since patients have |
tendency to pull away during
procedure.
Nasopharyngeal Swab
1. Label a stele tube containing B
mL of VTM or other suitable
O2ft SOGA2Y YSRA sy i Qa
name and date of collection.
Last revise®/14/2022
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Interferences:

Special
Instructions:

Last revise®/ 14/2022

o

~

9.

If the nasal passages have a large amount of mucus, ask the patient

to blow their nose before collecting specimen.

2 0K (0KS GKdzyo 2F 2yS KFyRX St S
insert the NP swab into a nostril.

Guide the swab straight back (not upwards), along the floor of the
passage until it reghes the posterior wall of the nasopharynx; the diste
from the nose to the ear gives an estimate of the distance the swab s
be inserted.

Note: Do not force the swah if an obstructioris encountered during insertion, ti
the other nostril

Rotak the swab by firmly brushing against the nasopharynx several ti
Immediately, place swab into tube containing VTM or other sui
collection media.

Breakoff or cut excess shaft of swab so that tube can be capped.
Replace the cap of the tube; tighten and wrap with Parafilm to pre
leakage of contents of tube during transport.

Place tube in plastic biohazard bag and insert completed requisitiom ift
outer pouch of the bag.

10. Refrigerate (B°C) immediately.

Nasal Swab

1. Label a sterile tube containing2mL of VTM or other suitable collect
YSRAI gAGK LI GASYyGQa yIYS YR R

2. If the nasal passages have a large amount of mucus, ask the patient 1
their nose before collecting specimen.

3.2 A0K GKS {(Kdzyo 2F 2yS KIFyRx StS
insert a dry polyester swab into one nostril, keeping swaldtgberallel tc
the palate.

4. Hold it there for a few seconds then with a rotating motion gently ren
it.

5. Using the same swab, repeat the process, inserting the swab in the
nostril.

6. Place swab immediately into VTM or other suitable collection medi

7. Breakoff or cut excess shaft of swab so that tube can be capped.

8. Place tube in plastic biohazard bag and insert completed requisition fc
outer pouch of the bag.

9. Refrigerate (28°C) immediately.

Cotton swab; Calcium alginate swab (shown to inhibit PCR); Wooden sha

Only synthetic (nylon, rayon or Dacretipped swabs with plastic or aluminu
shafts are acceptable.

Note: Submission of specimens from patients witluspected influenza A/H!
or Eurasian H7 requires OSDH Acute Disease Servicagproval to verify the
patient meets clinical case criteria, including travel history to an area of nc
influenza circulation.
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Shipping: Store and ship specimensfrigerated (28°C) for delivery within 3 days (i
hours) of collection. If delivery will be delayed for more than 72 hc
specimens should be frozen-&10°C or coldeand shipped with dry ice.

1. Place specimen in round cardboard container and ptatein Styrofoan
mailer box (both containers are supplied by OSDH PHL for infl
surveillance).

2. Remove frozen cold pack from freezer and place in the mailer with spe
then fill the mailer with packing material.

3. Mailers are returned to submitting sites with fresh tubes of
corresponding to the number of specimens submitted. If additional V°
required, filkout the order form and return with the specimens in 1
mailer.

4. Send via OSDH PHL courier service.

Rejection Criteria: A Incorrect collection device (cotton, wooden, or calcium alginate swa
media
A Received > 72 hours from time of collection and not froze¥@tC or colde
A Swab without transport medium
A Specimen at ambient temperature
A Other criteria as outlined iBpecimen Rejectigection of this Test Directc

Reported: Within 5 working day of receipt.
Specimens initially screened using the Respiratory Pathogens Panel,
which influenza virus A and/or B is detected, will be issued a preliminary r
pending testing by the Human Influenza Virus-AOR Diagnostic Pan
Specimens iwhich variant or potential novel influenza viruses are detecte:
the Human Influenza Virus FPICR Diagnostic Panel will be issued a prelim
report, pending further characterization by the CDC.

CPT Codes: 87502, 87503 (x3)

Last revise®/14/2022
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Normal/Abnormal A Influenza Not Detected
Results: A Influenza Virus A Detected, Subtype: H1 2009 pandemic strain
A Influenza Virus A Detected, Subtype: H3 strain
A Influenza Virus Metected, Subtype: H1 2009 pandemic strain; possible
coinfection or recent live attenuated influenza virus vaccination
A Influenza Virus A Detected, Subtype: H3 strain; possibiefeotion or
recent live attenuated influenza virus vaccination
InfluenzaVirus A Detected, Subtype: Eurasian H7 strain
Influenza Virus A Detected, Subtype: Undetermined
Influenza Virus A Detected, Subtype: Undetermined, referred to CDC f
subtyping
Presumptive Positive for Influenza A/H3N2 variant; referred to CDC foi
confirmation
Presumptive Positive for Influenza A/H5; referred to CDC for confirmat
Influenza Virus B Detected
Influenza Virus B Detected, Lineage: Victoria
Influenza Virus B Detected, Lineage: Yamagata
Influenza Virus B Detected, Lineage: Victoriass ceinfection or recent
live attenuated influenza virus vaccination
A Influenza Virus B Detected, Lineage: Yamagata; posskHitdemion or
recent live attenuated influenza virus vaccination
A Indeterminate, potential PCR inhibitor/poor sample quality

o Do 3o Do

To To I Do Do

Interpretation: When a clinical sample fails to amplify, the sample is reported as
GLYRSGSNNYAYIFGST LRGSYGALrt t/w AYKAOAG2NI
that a new sample is submitted for testing.

Limitations: Negative results do not preclude influenza virus infection and should n
used as the sole basis for treatment ather patient management decision
Positive results do not ruleut other viral or bacterial cinfections. Individual:
immunized with live attenuated influenza nasal spray vaccine may be pc
for one or more influenza virus targets for several dggstvaccination;
vaccination history should be considered when interpreting positive
results, especially early in the flu season. Lineage typing of influenza B i
for epidemiological purposes, and has no bearing on patient treatn
Performane characteristics of this assay may vary in the detection of nov
emerging influenza viruses.

Notes: This test is approved fan vitro diagnostic use by the U.S. Food and Drug
Administration.
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Newborn Screening (NBS) Panel

Abnormal results from the presumptive screens in the Public Health Lab (PHL) indicate that
there may be a metabolic issue in the newborn. These will result in d@est, which will be

the end of the testing process if the test is normal. If the result frofime newborn is
confirmed to be abnormal, then the newborn is referred for further diagnostic testing by
NBSFollow LJd {SS aGa[AYAllF(GA2yaé¢ o0St200d

Use: Screening of newborns for certain metabolic, endocrine, and genetic disc
that can adversely aft# a child's longerm health or survival
Methodology: Tandem mass spectrometry; fluorimetric analysis; isoelectric foct

polymerase chain reaction amplification

Clinical Significance: = The Newborn Screening Panel includes measurement of a number of a
of newborns that are associated with the following conditions:

Biotinidase deficiency

Congenital adrenal hyperplasia

Congenital hypothyroidism

Cystic fibrosis

Galactosemia

Hemoglobinopathy

Fatty acid oxidation disorders

Organic acid disorders

Amino acid disorders

X-Linked adrenoleukodystrophy

Lysosomal storage disorders

Severe combined immunodeficiency

Spinal muscular atrophy

To T o Do Io Do o o Do Io Do Do I

Specimen:

Type: Dried blood spots prepared by applying fresh whole blood on Whatman
Ahlstrom PerkinElmer 226, or equivalent filter paper from infant less th
months of age, in accordance with the current CLSI Section N&E
standards. Specimen must not be apdlito filter paper from EDTA, hepar
or citrate collected blood.

Volume: 5 filled circles

Container: ODH #450 Newborn Screening Form and Collection Kit
The submitter must ensure that the newborn screening form kit is not expired,
and must complete all information requested by printing legibly.
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Page41of 90



=00

o 11 Oklahoma Newborn Screening (NBS) Form

24 I

;? 1 71 0050 ml“ﬂ MI ‘ uJ““n”I | To order forms, call the OSDH NBS Program (405) 271-5070

B o []Repeat Previous MEDICAL/FEEDING HISTORY (Check all that apply)

<] screen Jscreen NBSLab#___ Om Date___/___/__Tme____ (W

== ] |
NotScreenedDueTo [ Refused [ Expired / / Tests Requested [ ] All Tests | [ Nicu/scN [J Lactose-Free Formula (Soy)

— "7 "7 |OHeeony [Jear ] TeN/sNAP L] Meconium lieus

[ transferred /. /. to Phe Monitor CFTR E] Lipids/Carnitine/MCT 'D_VFamilry History of CF

o
®
a ORMATIO 0 D SCR
x
=8 Last Name First Name, [ pass [ Fail [ NotPerformed [ Refused [ Echo
o
[
2 g Sex ace (Check all as opply) |
E-é Birth Date / / Time (24 Hr Clock) 8 Male H;”'T | Do not write in this box
z Female laci HEARING SCREEN
3% Hi
2§ |collection Date / / Time (24 HrClock) D unknown EA;::N( DateofFinalScreen ___ [ [__
§ % Medical Record # Gest. Age[Birth We. () | multiple D | Clamerican incin Right Ear: [Jpass (D Refer Leftear: [pass [JRefer
Birth Order %
i § D Pacific Islander Screen Method Hearing Risk Status
E- 4 OTHER ARDIA ORMATIO [JABR  [JOAE (select all that apply)
25 [[JoHs Custody| Last Name First Name [ Family History
5w ; If not screened, reason
8- [J Adoption [ Delayed [ In Utero Infection
8 E [Address APt ® [] Craniofacial Anomalies
53 [] pischarged £CMO
[} ‘5 : L o Supplies [] Both Hyperbilirubinemia
S £ [city State Zip [ Refused P AND Exchange Transfusion
2 [ Technical Problem NiCU
5 Telephone # Alternate Telephone # B R ORMATIO
( ) ( ) Submitting Facility’s/Provider’s ID #
©,, [Mother's Date of Birth Mother's Medicaid 1D # Mother's Last 4 of SSN
- Submitter's Name/Address
o / 7
P=5 PROVIDER'S INFORMATION
‘_5, Physician Ordering NBS (Last, First) Provider ID #
P~z
‘ 2 [Primary Care/Follow-up Physician (Last, First Provider ID #
Z| ©
B

A Mark if First Screen or Repeat Screen. If repeat screen, enter Previous
Lab Number, if known. If unknown, enter Previous Filter Paper

Number.

A Mark Reason Not Screened if appropriate. If parent(s)/guardian
refused screening, then th&lBS Refusal Formmust be faxed to
Screening and Special Services at4087556.

A Mark Tests Requested, only if a special test is needed. If this is an initial
newborn screen, do not mark any category in this section; if nothing is
marked, all tests will be performed.

LYFLEvVviQa

A t NR Y
yIYS

AYFrLydQa [+

YR YI NJ

Male/Female.

To Do To To o o Do Do Do Do

Mark appropriate Gender.
Print Dateof Birth.

Print Timeof Birth using nilitary time.
Mark appropriate race.
Print Date of Collection.
Print Timeof Collection using military time.
Print MedicalRecordNumber.
Print Gestational Age.

Print Birth Weight in grams.
If multiple births, indicate birth order (i.e., A, B, @j.not a multiple

birth, leave blank.

a2 i KSNDaKkDdzk NRALF Yy Q&
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al bl -¥i8UFA fofflasto | 0 &

I R2LIGA2Y 02 Hdwitt NRA y i
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Collection:

Last revise®/14/2022

LT AYTFlLyld A& y20 Ay Y2YQa OIFNBX Llzi AYyT
AyFryid G2 R2002NRa FLIRAYIGYSyda o6Soaods
worker)inthea 2 § KSNRaAKk Ddzt NRAFyQa LYyF2NX¥IFGA2Yy &
A Mark whether infant is in DHS Custody or Up For Adoption if applicable,
otherwise leave field blank.

A Print Last and First Names for mother/guardian.

A Print Address and Apartment Number, as applicable; if not applicable,
leave field blank.

A Print name of City where mother/guardian resides.

A Print name of State where mother/guardian resides.

A Print Zip Code of city where mother/guardian resides.

A Print Telephone Number for mother/guardian.

A Print Alternate Telephone Number for mother/guardian if available.

A tNAyd Y2UGKSNDa 5F4G4S 2F . ANIK®

A tNAYylG Y2G0KSNRa aSRAOFAR bdzYo SN

A tNAYyG fFrad n 5A3A0Ga 2F az2iKSNRa {{bc

t NP GARSNDAE LYTF2N¥YIFGAZ2YY
A Print Ordering R€ AaAO0OAlyQa [AG |yR CANRARG bl
Number.
A Print Primary Care/Follow LJ t K8 aAOAlyQa [lFad FyR
t NEGARSNRA L5 bdzyo SN

Medical/Feeding History:
A Print Transfusion Date and Time, if infant was transfused. If infant was
not transfused, leave blank.
A Mark appropriate fields to indicate treatments/health history of infant
(i.,e., NICU/SCN, TPN/SNAP, Lipids/Carnitine/MCT, Ldaese
Formula, Meconiuntlieus, Family History of CF).

Pulse Oximetry/CCHD Screen
A Mark appropriate box for CCHD Screen, if the parent(s)/guardian
refused screening theNIBS Refusal Formust be faxed to Screening
and Special Services at 4980-7556.

Hearing Screening Results

Print Dateof Final Hearing Screen

Mark Pass/Refer for right/left ear.

Mark Screening Method used to perform hearing test.

If infant was not screened, mark the Reason Screen not Performed.
Mark all hearing risk categories that apply to the infant.

S0 YAGGSNDRE LYyF2NXYIFGA2YY

A Print Facility ID Number.
Print Facility Name and Address. A -printed sticker or stamp may be used
for this section.

To Do Do T I>

Special attention must be paid to the storage and transportation conditions of
the dried blood spot samples. Storage of samples in an environment with
elevated temperatures and humidity increases the risk of false positive
screening results.
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Special Instructions:

Last revise®/ 14/2022

1. To prevent specimen contamination do not touch any of the filter paper
circles before or after collection.
2.2FNY AYTFlLyidQa F220 arAdsS egAGK | az2¥id Of
41°C (105°F) for 3 to 5 minutes. "1,
3. Select puncture site and cleanse wifl®% isopropanol and '
allow heel to aidry. Black areas shown on image of fo
indicate safe areas for puncture site.
4. Keep the heel in a horizontal position (hekdwn) at or below
the heart level.
5. Use a sterile, disposable lancet or heel incision detdgeerform a swift
Of Sy LldzyOldzNB (G2 GKS AyFlyliQa KSSt o
6. Use sterile gauze to wipe away first blood drop.
Allow a second LARGE blood drop to form.
8. Gently, touch the filter paper against the large drop of blood, allowing a
sufficient quantity of the blod to completely fill the preprinted circle on
the filter paper and soak through to the other side. Do not touch the heel
to the filter paper. Do not apply multiple drops of blood to the same circle.
Apply blood only to one side of the filter paper.

o

9. (ontinue filling the other circles with successainglelarge drops of blood.

10. Allow both sides of blood spots to airy at room temperature for at least
3 hours in a horizontal position. Fold the cardboard cover to hold the blood
spots off of any surfge or place on a rack to dry. Be sure the attached
coverslip does not come into contact with the blood until completely dry.
NOTE: Do not use artificial heat (lamps, incubators, etc.) to dry the
samples. Keep away from direct sunlight. Do not stack spetimens.
Insufficient drying will adversely affect the test results.

11. Replace the coverslip over the blood spots when completely dry.

12. Check the quality of the specimens (see Simple Spot Check below). All
specimens are judged for acceptability at the GISBHL, and those not
FOOSLIiIoftS INB NBLRNISR a a!yalrdratt

~

Screening requirements for all newborns:

A Collect specimen as early as possible after 24 hours of age or immediately
prior to discharge or prior to blood transfusion, whichever comes first.

A LT AyFrLyld A& AONBSYSR I ( -5ays of agé 2 dzNE 2
(if premature or sick infantepeat screen at-14 days of age).

A All premature and sick infants should have a repeat screen at 14 days of
age.
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A Specimensnust be transported within 24 hours after collectiobut send
specimens as soon as possible after drying.

A Transport specimens at ambient temperature of32°C (3§86°F) in a
sealed paper envelope or container that will provide protection from
moisture, light, heat, and contact with other materials.

o Neverplace filter paper specimens in plastic bags.
o Do not batch specimens from multiple daysxcept for days when
there is no courier service.

A Send specimens via OSDH PHL courier service.

o Courier pickup occurs daily at most sites.

o For sites without weekend courier service, specimens collected on the
weekend will be pickedip on the next workday.

Specimens older than 14 days from collection are unsatisfactory for testing

and repeat collection will be required.

Circles not completely filled or not thoroughly saturated

Uneven saturation of circles or multiple sample applications

Specimen appears diluted, discolored, or contaminated

Clotted or caked blood on filter paper

Peripheral serum rings present on filgaper

Specimen appears scratched or abraded or filter paper damaged

No blood applied to filter paper

Specimen received on incorrect or expired form

Specimen received more than 14 days from date of collection

Serial number on form and (detached) filigaper do not match

Other criteria as outlined iBpecimen Rejecti@ection of this Test

Directory

Reported: Within 5 working days of receipt (7 working days if reflex testing is requir

A Initial normal/abnormal results:

02 NARGGSY NBLRZ2NI aSyid (G2 ol oeQ:
A Repeat of initial abnormal results:

o Written report to physician ahcollection site

T

Rejection Criteria:

To T Do Do o Do Io o Do o Do

Limitations: Newborn screening is performed as a means to assess risk in clil
asymptomatic newborns for a host of disorders; it is not intended to estal
diagnosis. Abnormal biomarker levels, identified through screening
evaluated using cutoffs, only indie that a newborn may be at increased r
for a screened disorder. The healthcare provider may request addit
diagnostic testing to determine if the newborn has the disorder in quest
Healthcare providers should understand that in instances wlereewborn
has a family history of a disease or is symptomatic, additional diagnostic t¢
is necessary regardless of the NBS result. Even though algorithms are
determine infants at highest risk, NBS may not detect all affected newbor
positive (i.e., abnormal) screening result is not a confirmed diagnosis
disorder, and a negative (i.e., normal) screening result is not a confil
exclusion of a disorder.
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Schleicher & Schuell==

BioScience

Neonatal
Screening

/ ggm;,ﬂ;m{;ﬁgm{gﬁ Blood Specimen Collection
80 Wond culleneint i gloves. and Handling Procedure

filter paper circles by allowing the circles to come
in contact with spillage or by touching before or
after blood collection. Keep “SUBMITTER COPY™
if applicable.

2 Complete ATL information. Do not contaminate

‘Wamm site with soft cloth. moistened with warm
water up to 41°C, for three to five minutes.

Cleanse site with alcohol prep. Wipe DRY with

sterile gauze pad.

Hatched area (I indicates safs areas
for puncture site.

Last revise®/14/2022
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Fill remaining circles in the same manner as
8 step 7. with successive blood drops. If blood

flow is diminished, repeat steps 5 through 7.
Care of skin puncture site should be consistent
Punciure heel. Wipe away first blood drop with sterile with your institution's procedures.
6 gauze pad. Allow another LARGE blood drop to form

g Lira ey i B are L f - -
B3 crseseirsrac,

Dry blood spots on a dry. clean. flat non-absorbent
surface for 2 minimum of four hours.

Lightly touch filter paper to LARGE blood drop. Allow
bloed to soak through and completely fill circle with
SINGLE application to LARGE blood drop. (To enhance
blood flow. VERY GENTLE intermittent pressure may —
be applied to area swrounding puncawe site). Apply =

blood to one side of filter paper only.
Mail completed form to testing laboratory
within 24 hours of collection.
Information provided By The New York Siate Deparmment of Heaith.
Schieicter & Schush EloSclence. . 10 Optial Aveniue - Kbens MH. 03431 USA- Ta. (603) 3523010 - Fax (€03) 355.6524 - w5 i .com - soion@e anc .com

& Schusll Bi GmbH - P.0. Box 1160, D-37552 Dasssl - Gammany - Tol. 435561791576 - Fax 43-5561-791-583 - geomp{e-und-a.com
30402 Ut #7198
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