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Test Order
Acanthamoeba Molecular Detection
CDC-10471

Synonym(s) Free-living ameba, parasite, Acanthamoeba, granulomatous amebic encephalitis
(GAE), keratitis

CDC Pre-Approval Needed Julia Haston
(404)-718-1230
qdx2@cdc.gov
Ibne Ali
(404) 718-4157
xzn5@cdc.gov

Supplemental Information Provide the following information: history of present illness, exposure
Required history, past medical history, treatment history, CSF results, imaging results.
Available images can be submitted for preliminary morphological diagnosis,
prior to submitting specimen for molecular identification. Contact
dpdx@cdc.gov for more information about submitting images.

Supplemental Form Not Applicable

Performed on Specimens From Human and Animal

Acceptable Sample / Specimen Type For suspected cases of granulomatous amebic encephalitis (GAE) due to
for Testing Acanthamoeba species by Acanthamoeba molecular detection, brain tissue is the
preferred specimen type; however, these amebae can occasionally be detected in
cerebrospinal fluid (CSF; see 'Interference & Limitations' below). For suspected
cases of Acanthamoeba keratitis (AK), deep corneal scraping is an acceptable
specimen. For suspected cases of Acanthamoeba skin lesion, skin tissue is an
acceptable specimen.

Minimum Volume Required 0.2 g tissue; 1 mL fluids; 5 mm corneal scraping

Collection, Storage, and Preservation Tissue or corneal scraping (in 0.5x phosphate-buffered saline (PBS)), or CSF
of Specimen Prior to Shipping should be stored refrigerated temperature (2-8°C) for up to 7 days or frozen (-
20°C or lower, in absence of PBS buffer), for up to 60 days.

Transport Medium Small piece of tissue or corneal scraping should be transported in small amount
(e.g., 1 mL) of 0.5x phosphate-buffered saline (PBS) to prevent dryness.

Specimen Labeling Test subject to CLIA regulations and requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.
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Shipping Instructions which Include CDC does not accept routine shipments on weekends or holidays. Please make
Specimen Handling Requirements sure packages arrive Monday — Friday. Shipping frozen is strongly recommended.

Frozen specimens should only be sent with dry-ice by overnight priority mail and
received within 60 days of collection. Refrigerated specimens should be sent with
refrigerated or frozen cold packs and received within 7 days of collection.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 54

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact’'s Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations. Upon shipment, submitter should send an email to the CDC
POC providing shipping company, shipped date and package tracking number.

Methodology

Real-Time PCR

Turnaround Time

7 Days

Interferences & Limitations

Formalin-fixed specimens are not acceptable for molecular studies as formalin
fixation may cause DNA degradation. Additionally, CSF is NOT the preferred
specimen type for Acanthamoeba or Balamuthia detection, because a negative
CSF test result does not completely rule out infections with these amebae.
Regarding testing of formalin-fixed specimens see Test Order CDC-10365
(Pathologic Evaluation of Tissues for Possible Infectious Etiologies) and contact
pathology@cdc.gov.

Additional Information

For 24/7 diagnostic assistance, specimen collection guidance, shipping
instructions, and treatment recommendations, contact the CDC Emergency
Operations Center at (770) 488-7100.

CDC Points of Contact

Julia Haston
(404)-718-1230
gdx2@cdc.gov
Ibne Ali

(404) 718-4157
xzn5@cdc.gov

Version

3.0
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Test Order

Adenovirus Molecular Detection

CDC-10401

Synonym(s)

Human adenovirus, HAdV

CDC Pre-Approval Needed

David Lowe
(404) 718-6814
nqu9@cdc.gov
Lijuan Wang
(404) 639-4384
ynx2@cdc.gov

Supplemental Information
Required

None

Supplemental Form

None

Performed on Specimens From

Human

Acceptable Sample / Specimen Type
for Testing

Nasopharyngeal swab (NP) in viral transport media (VTM), oropharyngeal swab
(OP) in VTM, combined NP/OP in VTM, nasal aspirate, nasal wash,
nasopharyngeal aspirate, bronchial wash, sputum, bronchioalveolar lavage (BAL),
tracheal aspirate (TA), plasma, serum, blood, tissue, eye swab in VTM, urine, and
virus isolates.

Minimum Volume Required

0.2 mL; 0.5 mL preferred

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Specimens should be collected as soon as possible in the course of the illness
and within 72 hours of symptom onset, prior to treatment, if possible. Prior to
shipment, specimens can be stored refrigerated at 2-8°C for up to 7 days after
collection; specimens stored for longer than 7 days should be stored frozen at -
20°C or lower for up to 2 months. Liquid specimens should be aliquoted into
properly labeled, leak-proof, unbreakable screw cap vials.

Transport Medium

Viral transport medium (VTM) should be used with specimen types:
nasopharyngeal swabs (NP), oropharyngeal swabs (OP),
nasopharyngeal/oropharyngeal swabs (NP/OP), and eye swabs.

Specimen Labeling

This test order can accommodate diagnostic and non-diagnostic specimens.
Testing subject to CLIA regulations requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition. Research or surveillance specimens may be labeled according to
protocol. Labels should not include personally identifiable information. The
results reported should NOT be used for diagnosis, treatment, assessment of
health or management of the individual patient.
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Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday — Friday. Specimens should be shipped frozen,
overnight on dry ice.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 84

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact’'s Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations. Upon shipment, submitter should send an email to the CDC
POC providing shipping company, shipped date and package tracking number.

Methodology

Polymerase Chain Reaction (PCR)

Turnaround Time

2 Weeks

Interferences & Limitations

Use only synthetic fiber swabs with thin plastic or wire shafts that have been
designed for sampling the nasopharyngeal mucosa. Do not use calcium alginate
swabs or swabs with wooden shafts, as they may contain substances that
inactivate some viruses and may inhibit molecular tests.

Whole blood or plasma specimens should be collected in a purple top EDTA tube
or a yellow top Acid Citrate Dextrose (ACD) tube. Other acceptable collection
tubes include pearl top Plasma Preparation Tube (PPT) and tiger top serum
separator tube (SST). Heparin tubes are not recommended for molecular testing
as heparin can interfere with PCR reactions.

Additional Information None

CDC Points of Contact Lijuan Wang
(404) 639-4384
ynx2@cdc.gov

Stacey Gonder
(404) 639-8739
urvé@cdc.gov
David Lowe
(404) 718-6814
nqu9@cdc.gov

Version

3.8
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Test Order

Aerobic Actinomycetes - ldentification

CDC-10148

Synonym(s)

Nocardia, Streptomyces, Tsukamurella, Gordonia, Rhodococcus, Williamsia,
Dietzia, Nocardiopsis, Actinomadura, Pseudonocardia, Dermatophilus,
Kroppenstedtia, and other related genera

CDC Pre-Approval Needed

None

Supplemental Information
Required

Please complete all sections on the CDC 50.34 Specimen Submission Form.
Please notify laboratory point of contact listed below of shipment if this is a
critical care specimen.

Supplemental Form

None

Performed on Specimens From

Human and Food/Environmental/Medical Devices/Biologics

Acceptable Sample / Specimen Type
for Testing

Actively growing pure culture bacterial isolate on an agar slant, Lowenstein
Jensen, trypticase soy agar (with or without sheep blood), heart infusion agar
(with or without rabbit blood), chocolate agar, Sabouraud dextrose agar

Minimum Volume Required

Not Applicable

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Store isolates at room temperature (15-25 °C) for up to 7 days prior to shipping.

Transport Medium

Not applicable

Specimen Labeling

This test order can accommodate diagnostic and non-diagnostic specimens.
Testing subject to CLIA regulations requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.

Research or surveillance specimens may be labeled according to protocol. Labels
should not include personally identifiable information. The results reported
should NOT be used for diagnosis, treatment, assessment of health or
management of the individual patient.

Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday — Friday. Ship at room temperature with room-
temperature cold packs.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 17

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact's Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Methodology

Primary culture based on specimen type, 16S sequence based identification,
Matrix Assisted Laser Desorption lonization Time of Flight Mass Spectrometry
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Turnaround Time 3 Weeks

Interferences & Limitations No significant interferences or limitations are currently known.

Additional Information If available, please provide patient history including if the patient has used a
catheter and/or if the patient is immunocompromised.

Some isolates require additional time to accurately characterize the organism
which may result in a longer turnaround time. Please contact the laboratory if
concerned about a delay.

CDC Points of Contact John McQuiston
(404) 639-0270
zje8@cdc.gov
Melissa Bell
(404) 639-1348
jgv7@cdc.gov

Version 2.2
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Aerobic Actinomycetes

Test Order

- Identification and Antimicrobial Susceptibility Testing

CDC-10149

Synonym(s)

Nocardia, Tsukamurella, Gordonia, Rhodococcus, Streptomyces, Actinomadura

CDC Pre-Approval Needed

None

Supplemental Information
Required

Please provide as much information as possible on the CDC 50.34 Specimen
Submission Form. Please notify laboratory point of contact listed below of
shipment if this is a critical care specimen.

Supplemental Form

None

Performed on Specimens From

Human and Food/Environmental/Medical Devices/Biologics

Acceptable Sample / Specimen Type
for Testing

Actively growing pure culture bacterial isolate on an agar slant, Lowenstein
Jensen, trypticase soy agar (with or without sheep blood), heart infusion agar
(with or without rabbit blood), chocolate agar, Sabouraud dextrose agar

Minimum Volume Required

Not Applicable

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Store isolates at room temperature (15-25 °C) for up to 7 days prior to shipping.

Transport Medium

Not Applicable

Specimen Labeling

This test order can accommodate diagnostic and non-diagnostic specimens.
Testing subject to CLIA regulations requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.

Research or surveillance specimens may be labeled according to protocol. Labels
should not include personally identifiable information. The results reported
should NOT be used for diagnosis, treatment, assessment of health or
management of the individual patient.

Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday — Friday. Ship at room temperature with room-
temperature cold packs.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 17

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact's Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Methodology

Antimicrobial Susceptibility Testing by broth microdilution, Primary culture based
on specimen type, 16S sequence based identification, Matrix Assisted Laser
Desorption lonization Time of Flight Mass Spectrometry

Turnaround Time

3 Weeks
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Interferences & Limitations No significant interferences or limitations are currently known.

Additional Information If available, please provide patient history including if the patient has used a
catheter and/or if the patient is immunocompromised.

Some isolates require additional time to accurately characterize the organism
which may result in a longer turnaround time. Please contact the laboratory if
concerned about a delay.

CDC Points of Contact John McQuiston
(404) 639-0270
zje8@cdc.gov
Melissa Bell
(404) 639-1348
jgv7@cdc.gov

Version 2.2

Friday, December 13, 2024 Page 8 of 593



Test Order

Alkhurma Hemorrhagic Fever Testing

CDC-10274

Synonym(s)

AHFV

CDC Pre-Approval Needed

Trevor Shoemaker
(470) 312-0094
spather@cdc.gov
Amy Schuh

(404) 639-1756
wuc2@cdc.gov

Supplemental Information
Required

Private citizens interested in clinical testing should contact their healthcare
providers. Clinicians should contact their local or state health department
for consultation.

Supplemental Form

None

Performed on Specimens From

Human and Animal

Acceptable Sample / Specimen Type
for Testing

For serology testing the accepted specimen types are whole blood (EDTA) or
serum. CDC POC contact is required prior to sending any specimens.

Animal specimens or human research specimens may be submitted with
approval from CDC POC.

Minimum Volume Required

4 mL

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Human serological specimens stored refrigerated (2-8°C) must be received within
7 days of specimen collection date, and specimens stored frozen (-20°C or below)
must be received within 2 months of specimen collection date. Contact the CDC
POC for approval prior to sending any specimens.

Transport Medium

Not Applicable

Specimen Labeling

Research or surveillance specimens may be labeled according to protocol. Labels
should not include personally identifiable information. The results reported
should NOT be used for diagnosis, treatment, assessment of health or
management of the individual patient.

Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday - Friday. Do not ship specimen without prior
consultation and approval.

Ship to:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 70

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact's Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Methodology

Serology
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Turnaround Time

2 Weeks

Interferences & Limitations

Do not collect specimens in heparin, as heparin may cause interference with the
molecular tests. Avoid thawing frozen specimens, as freeze-thawing may affect
sensitivity of assays.

Additional Information

Pre-approval is required. Contact CDC's Emergency Operation Center at 770-488-
7100 and request VSPB's on-call epidemiologist to provide the clinical and
epidemiological history on the patient. If testing is approved, VSPB will provide
an approval number (EPIID) by email along with instructions for next steps. After
receiving pre-approval and the EPIID number, the CDC specimen submission
form can be submitted using one of two ways:

1) For submitters that use CSTOR, submit using the CSTOR Web Portal. Please
include the EPIID in the Test Order Request’'s comments field. If the EPIID is not
included, the order will be rejected.

2) For submitters that do not use CSTOR, submit via CDC 50.34 Specimen
Submission Form. Enter the EPIID in the “Case ID field” within the “Patient
Information” section on CSTOR and/or the CDC 50.34 Specimen Submission
Form. Critical specimens will take less than 4 days to turn around.

CDC Points of Contact

Trevor Shoemaker
(470) 312-0094
spather@cdc.gov

Amy Schuh

(404) 639-1756
wuc2@cdc.gov

Maria Morales Betoulle
(404) 718-1655
fof7@cdc.gov

Version

5.3
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Test Order

Ameba ldentification (Acanthamoeba, Balamuthia, Naegleria)

CDC-10286

Synonym(s)

Free-living ameba, Acanthamoeba, Balamuthia, Naegleria fowleri, primary amebic
meningoencephalitis (PAM), granulomatous amebic encephalitis (GAE),
Acanthamoeba keratitis (AK), brain-eating ameba

CDC Pre-Approval Needed

Julia Haston
(404)-718-1230
qdx2@cdc.gov
Ibne Ali

(404) 718-4157
xzn5@cdc.gov

Supplemental Information
Required

Provide the following information: history of present iliness, exposure
history, past medical history, treatment history, CSF results, imaging results.
Available images can be submitted for preliminary morphological diagnosis
prior to submitting specimen for molecular identification. Contact
dpdx@cdc.gov for more information about submitting images.

Supplemental Form

Not Applicable

Performed on Specimens From

Human and Animal

Acceptable Sample / Specimen Type
for Testing

Real-time PCR: Fresh, unfixed tissue, cerebrospinal fluid (CSF), biopsy specimen,
and deep corneal scrapings.

Indirect immunofluorescence (IIF) assay (for Acanthamoeba species and
Balamuthia mandrillaris only): Paraffin-embedded and formalin-fixed unstained
tissue slides (if available, include H&E-stained slides).

Minimum Volume Required

0.2 mL fluids (preferred 1 mL); 0.1 g tissue (preferred 0.2 g); 3 unstained slides
(preferred 6); 5-10 mm corneal scraping; 1 H&E-stained slide

Collection, Storage, and Preservation
of Specimen Prior to Shipping

CSF and fresh, unfixed tissue should be kept and shipped at (a) refrigerated
temperature (2-8°C) within 7 days, or (b) frozen (-20°C or lower, in absence of
PBS buffer) within 60 days. Unstained tissue slides should be kept and shipped at
room temperature (15-25°C) within 30 days. Send 1-2 Hematoxylin and Eosin-
stained (H&E-stained) slides (if available) along with 3- 6 unstained slides for IIF
assay.

Transport Medium

For deep scraping and brain or skin biopsy materials, transport in a small volume
of 0.5x phosphate-buffered saline (PBS) to prevent dryness for refrigerated
temperature shipment with ice-packs. However, addition of 0.5x PBS is not
needed if specimen is stored and shipped frozen

Unfixed deep corneal scraping and brain or skin biopsy materials for
identification of free-living ameba are usually very small and may dry if they are
not stored in proper fluid such as 0.5x PBS. However, frozen tissue can be
shipped frozen on dry-ice without adding 0.5x PBS.
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Specimen Labeling

Test subject to CLIA regulations and requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.

Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday — Friday. Ship all fresh specimens such as CSF,
tissue biopsy (e.g., brain, lungs, skin) and all deep corneal scraping, etc., as an
etiologic agent, at refrigerated temperature with refrigerated or frozen cold
packs within 7 days of collection, or frozen temperature with dry-ice within 60
days of collection by overnight priority mail. Unstained slides should be sent at
room temperature with room-temperature cold packs within 30 days of
collection. Please ship these specimens separately from other chilled or frozen
samples being shipped. Care should be taken to pack glass slides securely, as
they can be damaged in shipment if not packed in a crush-proof container.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 54

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact’'s Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations. Upon shipment, submitter should send an email to the CDC
POC providing shipping company, shipped date and package tracking number.

Methodology

real-time polymerase chain reaction (PCR), indirect immunofluorescence (IIF)

Turnaround Time

7 Days

Interferences & Limitations

For molecular detection, CSF is the preferred specimen type for N. fowleri only,
and it is NOT the preferred specimen type for Acanthamoeba or Balamuthia
detection. A negative CSF test result does not completely rule out infection with
Acanthamoeba or Balamuthia. Fresh or frozen (unfixed) tissue specimens are
preferred for Balamuthia or Acanthamoeba detection. Formalin-fixed specimens
are not acceptable for molecular studies as formalin fixation may cause DNA
degradation.

Regarding testing of formalin-fixed specimens see Test Order CDC-10365
(Pathologic Evaluation of Tissues for Possible Infectious Etiologies) and contact
pathology@cdc.gov.

Additional Information

For 24/7 diagnostic assistance, specimen collection guidance, shipping
instructions, and treatment recommendations, contact the CDC Emergency
Operations Center at (770) 488-7100.
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CDC Points of Contact Julia Haston
(404)-718-1230
gdx2@cdc.gov
Ibne Ali
(404) 718-4157
xzn5@cdc.gov
If calling outside of regular please call the CDC Emergency
(770) 488-7100

Version 2.6
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Test Order

Anaerobic Bacteria ldentification (ID)

CDC-10227

Synonym(s)

anaerobe ID, anaerobe bacteria identification, anaerobe, anaerobic Actinomyces
identification

CDC Pre-Approval Needed

None

Supplemental Information
Required

The CDC 50.34 Specimen Submission Form or Global File Accessioning
Template (GFAT) must include the State Public Health Department contact
information, the specimen source (type) AND specimen source site, the date
the submitted culture was inoculated onto transport media, and the name
of the suspected agent. If the suspect agent is Clostridium species, include
documented confirmation that the isolate is not Clostridium botulinum.

Supplemental Form

None

Performed on Specimens From

Human

Acceptable Sample / Specimen Type
for Testing

Pure culture isolates of anaerobic bacteria from clinically relevant sources

Minimum Volume Required

Not Applicable

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Inoculate pure culture isolate in chopped meat broth and incubate anaerobically
for 36-48 hours. Store anaerobically sealed vial at room temperature (15-25°C) or
refrigerated temperature (2-8°C) and ship within 3 days of inoculation to
transport media.

For pure culture isolate on commercial semi-solid media, store according to
temperature recommendations outlined in manufacturer’s instructions and ship
room temperature vials (15-25°C) or refrigerated temperature vials (2-8°C) within
3 days of inoculation to transport media.

Alternatively, freeze culture following 36-48 hour anaerobic incubation and store
frozen (-20°C or lower) until shipped. Anaerobe isolates submitted frozen in
tryptic soy broth (TSB) plus glycerol (or preferably sterile skim milk media plus
glycerol to enhance viability) must be inoculated very heavily (half to all the
colonial mass from a 48-hour anaerobe culture plate). Ship isolates as soon as
possible to ensure viability.

Transport Medium

Transport pure culture isolates in chopped meat broth at room temperature (15-
25°C) or refrigerated (2-8°C).

Transport pure culture isolates in commercial anaerobic semi-solid agar tube
transport media (e.g. Anaerobe Systems Transport Media) in accordance with
manufacturer's instructions.

Transport pure culture isolates frozen (-20°C or lower) in sterile skim milk media
plus glycerol (preferred) or tryptic soy broth (TSB) plus glycerol.

Specimen Labeling

Test subject to CLIA regulations and requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.
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Shipping Instructions which Include CDC does not accept routine shipments on weekends or holidays. Please make
Specimen Handling Requirements sure packages arrive Monday — Friday. For pure culture isolates, ship broths
overnight at room temperature or refrigerated. For semi-solid media, ship
specimens at room temperature or refrigerated in accordance with
manufacturer's instructions. Room-temperature samples should be shipped with
room-temperature cold packs. Refrigerated samples should be shipped with
refrigerated or frozen cold packs. Frozen samples should be shipped on dry ice.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 13

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact’'s Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations. Upon shipment, submitter should send an email to the CDC
POC providing shipping company, shipped date and package tracking number.

Methodology 16S ribosomal ribonucleic acid (rRNA) gene sequencing and additional
phenotypic testing

Turnaround Time 4 Weeks

Interferences & Limitations Specimens from respiratory, vaginal, and fecal sources are not acceptable. Pure
culture isolates must be viable for testing.

Additional Information If a healthcare facility will be submitting samples directly to CDC they must
receive prior approval from the State Health Department. If submitting pure
culture isolate(s) for testing, the original culture/isolate/inoculum should be
maintained by the submitter until results are reported, indicating that CDC
testing is completed.

CDC Points of Contact Stephen LaVoie
(404) 718-4747
geab@cdc.gov
Michelle Adamczyk
(404) 639-2276
wqp1@cdc.gov

Version 3.6
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Test Order

Anaplasma Molecular Detection

CDC-10290

Synonym(s)

Human granulocytic anaplasmosis (HGA), Anaplasma phagocytophilum
anaplasmosis

CDC Pre-Approval Needed

None

Supplemental Information
Required

Required information on the CDC 50.34 Specimen Submission Form:

- Test order name (one per submission form)

- SPHL point of contact including direct phone number of the person
responsible for sample submission and follow-up

- Patient full name, sex, birth date

- Date of illness onset

- Specimen collection date

- Specimen source (e.g., serum, whole blood, eschar swab, tissue)

- Therapeutic agent and dates (specific antibiotic therapy and initiation
date)

- State of illness

- Relevant clinical summary that includes signs and symptoms compatible
with a rickettsial illness, as well as any pertinent comorbidities

Requested additional information:

- Other laboratory results (e.g., previous serologic or molecular tests,
complete blood counts, hepatic transaminase levels or electrolyte values, if
available)

- Travel history (within 2 weeks of symptom onset), denote with “No” or
“Unknown” if no travel occurred or travel history is unknown)

- Exposure history, e.g., ticks, fleas, lice, mites, or relevant animal exposures
(denote “None” or “Unknown” if no arthropod or animal exposure occurred
or is unknown)

Supplemental Form

None

Performed on Specimens From

Human

Acceptable Sample / Specimen Type
for Testing

Acute whole blood (taken within 14 days of illness onset or while symptomatic):
EDTA-treated, or ACD-A treated.

Acute serum: Serum separator tube, or cryo-tubes.

Vascularized tissue biopsies, including bone marrow and lymph node; Autopsy
tissue specimens.

Swab specimen of eschar, using a dry, sterile cotton swab (include eschar scab
when available).

Samples must be collected before or within 72 hours of initiation of a
tetracycline-class antibiotic, e.g., doxycycline (within 48 hours is preferred), or, if
occurring outside of this established time frame, patients must be symptomatic
at the time of collection.

Minimum Volume Required

1.0 mL
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Collection, Storage, and Preservation
of Specimen Prior to Shipping

Keep specimen refrigerated (2-8°C) if sample will arrive at CDC within 7 days
from collection. If the sample requires storage for more than 7 days prior to
arriving at CDC, freeze at -20°C or lower up to 2 months (35 days for tissue), or -
70°C or lower up to 1 year (for serum, blood, and tissue). For 2-8°C storage,
tissue should be placed in a sterile specimen cup with a gauze pad slightly
moistened with sterile saline. To freeze tissue, place specimen in cryogenic
container at -20°C or lower. Do not immerse the tissue in saline solution. For
eschar swabs, place the specimen in a dry sterile specimen container without any
medium.

Transport Medium

For tissue, place in sterile specimen cup with gauze pad lightly moistened with
sterile saline. Do not immerse the sample in saline.

Specimen Labeling

Test subject to CLIA regulations and requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.

Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday — Friday. Shipping frozen is strongly recommended.
Frozen specimens should only be sent with dry-ice by overnight priority mail and
received within 60 days of collection. Refrigerated specimens should be sent with
refrigerated or frozen cold packs and received within 7 days of collection.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 78

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact's Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations. Upon shipment, submitter should send an email to the CDC
POC providing shipping company, shipped date and package tracking number.

Methodology

Real-time polymerase chain reaction (PCR), polymerase chain reaction (PCR),
sequencing

Turnaround Time

6 Weeks

Interferences & Limitations

Molecular detection methods have decreasing sensitivity after resolution of the
febrile (acute) stage of illness. Hemolysis of whole blood can interfere with
results. Other shipping media is not recommended and will be subject to
rejection. Multiple freeze-thaw cycles and sample storage above refrigerated
temperatures (2-8°C) can interfere with nucleic acid extraction.
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Additional Information Routine diagnostic samples should be sent to your state public health laboratory
(SPHL) or a commercial laboratory if the test is available commercially.

The Rickettsial Zoonoses Branch (RZB) Reference Diagnostic Laboratory assists
state public health laboratories by providing specialized testing for rickettsial
agents. Molecular testing for other pathogens including Rickettsia spp., Coxiella,
Orientia, and Ehrlichia spp. may be included following clinical review in RZB.
Results are reported directly to SPHLs.

Additional RZB specimen and shipping information can be found at the following
address:
https://www.cdc.gov/ncezid/dvbd/specimensub/rickettsial-shipping.html

CDC Points of Contact Yan Zeng
(404) 639-5177
RZBrefdxlab@cdc.gov
Arlyn N Gleaton
(404) 639-4904
iwv7@cdc.gov

Version 2.9
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Test Order
Anaplasma Serology
CDC-10292

Synonym(s)

Human granulocytic anaplasmosis (HGA), Anaplasma phagocytophilum
anaplasmosis

CDC Pre-Approval Needed

None

Supplemental Information
Required

Required information on the CDC 50.34 Specimen Submission Form:

- Test order name (one per submission form)

- SPHL point of contact including direct phone number of the person
responsible for sample submission and follow-up

- Patient full name, sex, birth date

- Date of iliness onset

- Specimen collection date

- Specimen source (e.g., serum, whole blood, eschar swab, tissue)

- Therapeutic agent and dates (specific antibiotic therapy and initiation
date)

- State of illness

- Relevant clinical summary that includes signs and symptoms compatible
with a rickettsial illness, as well as any pertinent comorbidities

Requested additional information:

- Other laboratory results (e.g., previous serologic or molecular tests,
complete blood counts, hepatic transaminase levels or electrolyte values, if
available)

- Travel history (within 2 weeks of symptom onset), denote with “No” or
“Unknown” if no travel occurred or travel history is unknown)

- Exposure history, e.g., ticks, fleas, lice, mites, or relevant animal exposures
(denote “None” or “Unknown” if no arthropod or animal exposure occurred
or is unknown)

Supplemental Form

None

Performed on Specimens From

Human

Acceptable Sample / Specimen Type
for Testing

Acute-phase serum (taken within 14 days of illness onset or while symptomatic)
paired with convalescent-phase serum (taken 2-10 weeks after initial sample); or
single acute-phase or convalescent serum.

Minimum Volume Required

1.0 mL

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Keep specimen refrigerated (2-8°C) if sample will arrive at CDC within 7 days
from collection. If the sample requires storage for more than 7 days, freeze at -
20°C or lower up to 2 months, or -70°C or lower up to 1 year.

Transport Medium

Not Applicable

Specimen Labeling

Test subject to CLIA regulations and requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.
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Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday — Friday. Shipping frozen is strongly recommended.
Frozen specimens should only be sent with dry-ice by overnight priority mail and
received within 60 days of collection. Refrigerated specimens should be sent with
refrigerated or frozen cold packs and received within 7 days of collection.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 78

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact’'s Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations. Upon shipment, submitter should send an email to the CDC
POC providing shipping company, shipped date and package tracking number.

Methodology

Indirect immunofluorescence antibody assay (IFA)

Turnaround Time

6 Weeks

Interferences & Limitations

Multiple freeze thaw cycles can interfere with antigen binding. A detectable
antibody response is often not detected during the first week of illness.
Confirmation of anaplasmosis can only be established by demonstrating a four-
fold or greater increase in antibody titer which requires evaluation of paired
serum samples collected during acute and convalescent phases of the illness.

Additional Information

Routine diagnostic samples should be sent to your state public health laboratory
(SPHL) or a commercial laboratory if the test is available commercially.

The Rickettsial Zoonoses Branch (RZB) Reference Diagnostic Laboratory assists
state public health laboratories by providing specialized testing for rickettsial
agents. Serological testing for other pathogens including typhus group Rickettsia,
spotted fever group Rickettsia, Coxiella, Orientia, and Ehrlichia spp. may be
included following clinical review in RZB. Results are reported directly to SPHLs.

Additional RZB specimen and shipping information can be found at the following
address:
https://www.cdc.gov/ncezid/dvbd/specimensub/rickettsial-shipping.html

CDC Points of Contact

Yan Zeng

(404) 639-5177
RZBrefdxlab@cdc.gov
Arlyn N Gleaton

(404) 639-4904
iwv7@cdc.gov
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Test Order

Angiostrongylus cantonensis Molecular Detection

CDC-10472
Synonym(s) Angiostrongyliasis, Rat lungworm, parasite
CDC Pre-Approval Needed None
Supplemental Information None
Required
Supplemental Form None

Performed on Specimens From

Human and Animal

Acceptable Sample / Specimen Type
for Testing

Cerebrospinal fluid (CSF)

Minimum Volume Required

0.2 mL

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Specimens should be stored in sterile leak-proof tubes. Specimens must be
stored refrigerated (2-8°C) for up to 7 days or frozen (-20 °C or lower) for up to
30 days after collection.

Transport Medium

Not Applicable

Specimen Labeling

Test subject to CLIA regulations and requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.

Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday — Friday. All specimens should be shipped to CDC
by same- or next-day courier as etiologic agent. Ship specimens frozen on dry
ice. Specimens not meeting these conditions will not be accepted for testing and
a new specimen will be required.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 52

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact’'s Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Methodology

Real-time Polymerase Chain Reaction (PCR)

Turnaround Time

2 Weeks
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Interferences & Limitations
Formalin-fixed specimens are not suitable for this test order. Please see Test

Order CDC-10365 (Pathologic Evaluation of Tissues for Possible Infectious
Etiologies) and contact pathology@cdc.gov regarding testing of formalin-fixed
specimens.

Additional Information None

CDC Points of Contact Parasitology Lab Mailbox
(404) 718-4175
parasiteslab@cdc.gov
Yvonne Qvarnstrom
(404) 718-4123
bvp2@cdc.gov

Version 2.8
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Test Order
Antimicrobial Resistant Bacteria - Colonization Screening
CDC-10521

Synonym(s) point prevalence survey (PPS), carbapenemase-producing organism (CPO)
surveillance, processing of surveillance swabs, surveillance screening for
antimicrobial resistant (AR) bacteria, Cepheid Xpert Carba-R assay, infection
prevention and control (IPC) surveillance

CDC Pre-Approval Needed Stephen LaVoie
(404) 718-4747
gea5@cdc.gov
Cynthia Longo
(404) 718-7568
own7@cdc.gov

Supplemental Information The CDC 50.34 Specimen Submission Form or Global File Accessioning
Required Template (GFAT) must include the State Public Health Department contact
information, previous testing results that identify the isolated or suspected
microorganism as Enterobacterales, Acinetobacter baumannii or
Pseudomonas aeruginosa and demonstrate evidence of carbapenem-non-
susceptibility.

Swab submissions: document the date the swab was collected.

Pure culture isolate submissions: document the date the submitted culture
was inoculated into transport media

Supplemental Form None

Performed on Specimens From Human

Acceptable Sample / Specimen Type Cepheid Xpert Carba-R assay: rectal swabs on Copan Dual-Swab Collection and
for Testing Transport System (Cepheid catalog #900-0370) or pure culture isolate of

Enterobacterales, Acinetobacter baumannii or Pseudomonas aeruginosa which are
carbapenem non-susceptible.
Culture-based methods: rectal swabs on Copan Dual-Swab Collection and
Transport System (Cepheid catalog #900-0370) and/or tracheal, axilla, groin or
composite axilla/groin swabs on Elution Swab (ESwab) with liquid Amies swab
collection and transport system.

Minimum Volume Required Not Applicable
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Collection, Storage, and Preservation
of Specimen Prior to Shipping

Rectal swabs on Copan Dual-Swab Collection and Transport System (Cepheid
catalog #900-0370): store at room temperature (15-25 °C) and ship within 24
hours of collection. Do not refrigerate or freeze.

Non-rectal swabs on Elution Swab (ESwab) with liquid Amies swab collection and
transport system should be stored and shipped in accordance with the
manufacturer's instructions for use.

Store pure culture isolates at room temperature (15-25 °C) for up to 7 days or at
refrigerated temperature (2-8 °C) up to 14 days. Isolates being stored more than
14 days should be frozen (-20 °C or lower).

Ship isolates as soon as possible to ensure viability and to avoid loss of
antimicrobial resistance mechanisms.

Transport Medium

Transport rectal swabs using Copan Dual-Swab Collection and Transport System
(Cepheid catalog #900-0370).

Transport non-rectal swabs using elution swab (ESwab) with liquid Amies swab
collection and transport system.

Transport pure culture isolates at room temperature (15-25 °C) or refrigerated (2-
8 °C) on trypticase soy agar (TSA); heart or brain-heart infusion agar (HIA or
BHIA); blood agar or chocolate agar. Transport frozen (-20 °C or lower)
submissions in trypticase soy broth (TSB) plus 15% glycerol.

Specimen Labeling

Test subject to CLIA regulations and requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.
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Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday — Friday. Rectal swabs (Copan Dual-Swab Collection
and Transport System (Cepheid catalog #900-0370): ship at room-temperature
with room-temperature cold packs within 24 hours of swab collection to arrive at
CDC overnight. Do not refrigerate or freeze swab specimens.

Non-rectal swabs (Elution Swab (ESwab) with liquid Amies swab collection and
transport system): ship refrigerated with refrigerated or frozen cold packs or at
room-temperature with room-temperature cold packs within 24 hours of swab
collection to arrive at CDC overnight. Do not freeze swab specimens.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 13

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact's Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations. Upon shipment, submitter should send an email to the CDC
POC providing shipping company, shipped date and package tracking number.

Methodology

Cepheid Carba-R Assay: real-time polymerase chain reaction (PCR)-based
detection of blaKPC, blaNDM, blaVIM, blaOXA-48-like, and blalMP genes.

Culture-based method: broth enrichment and subsequent characterization by
phenotypic testing, polymerase chain reaction (PCR)-based detection of
carbapenemase genes, and organism identification by matrix-assisted laser
desorption ionization — time of flight mass spectrometry (MALDI-ToF MS).

Turnaround Time

5 Days

Interferences & Limitations

Cepheid Carba-R assay: interfering substances include barium sulfate at >0.1%
w/v, Pepto-Bismol at >0.01% w/v; or fecal fat at 0.25% w/v (for blaVIM detection).
Level of detection (LOD) of targets for Cepheid system (per package insert)
ranged from 74-815 cfu/swab (specificity reported as 100%).

If more than one PCR target is present in the sample, one target may not be
detected. Pure culture isolates must be viable for testing.
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Additional Information Contact the CDC POC for approval prior to submitting any specimen. If a
healthcare facility will be submitting samples directly to CDC they must receive
prior approval from the State Health Department. Prior epidemiologic
consultation with CDC/DHQP Prevention and Response Branch
(haioutbreak@cdc.gov) is also required. If submitting pure culture isolate(s) for
testing, the original culture/isolate/inoculum should be maintained by the
submitter until results are reported, indicating that CDC testing is completed.

Note: Turnaround times differ by methodology
Cepheid Carba-R Assay: 5 days
Culture-based method: 3 weeks

CDC Points of Contact Stephen LaVoie
(404) 718-4747
gea5@cdc.gov
Cynthia Longo
(404) 718-7568
own7@cdc.gov

Version 3.2
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Test Order

Antimicrobial Susceptibility Testing (AST) - Bacteria

CDC-10223

Synonym(s)

Antimicrobial Susceptibility Testing (AST), sensitivity, resistance, Minimum
Inhibitory Concentration (MIC) testing

CDC Pre-Approval Needed

None

Supplemental Information
Required

The CDC 50.34 Specimen Submission Form or Global File Accessioning
Template (GFAT) must include the State Public Health Department contact
information, specific antibacterial agent(s) of interest, previous results and
testing method, as well as the date the submitted culture was inoculated
onto transport media.

Supplemental Form

None

Performed on Specimens From

Human

Acceptable Sample / Specimen Type
for Testing

Pure culture isolates of bacteria demonstrating unusual resistance or unusual
isolates on which the submitter cannot perform susceptibility testing.

Minimum Volume Required

Not Applicable

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Store pure culture isolates at room temperature (15-25 °C) for up to 7 days or at
refrigerated temperature (2-8 °C) up to 14 days.

Isolates being stored more than 14 days should be frozen (-20 °C or lower). Ship
isolates as soon as possible to ensure viability and to avoid loss of antimicrobial
resistance mechanisms.

Transport Medium

Transport pure culture isolates at room temperature (15-25 °C) or refrigerated (2-
8 °C) on trypticase soy agar (TSA); heart or brain-heart infusion agar (HIA or
BHIA); blood agar or chocolate agar.

Transport frozen (-20 °C or lower) submissions in trypticase soy broth (TSB) plus
15% glycerol.

Specimen Labeling

Test subject to CLIA regulations and requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.
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Shipping Instructions which Include CDC does not accept routine shipments on weekends or holidays. Please make
Specimen Handling Requirements sure packages arrive Monday — Friday. Ship submissions overnight. Refrigerated
samples should be shipped with refrigerated or frozen cold packs. Frozen
samples should be shipped frozen with dry ice.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 13

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact’'s Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations. Upon shipment, submitter should send an email to the CDC
POC providing shipping company, shipped date and package tracking number.

Methodology broth microdilution (BMD), disk diffusion, molecular detection of antimicrobial
resistance markers, additional phenotypic testing

Turnaround Time 3 Weeks

Interferences & Limitations Pure culture isolates must be viable for testing. It is recommended that
Streptococcus pneumoniae, Neisseria meningitidis, and Haemophilus influenzae be
stored at room temperature (15-25 °C) to ensure isolate viability.

Additional Information If a healthcare facility will be submitting samples directly to CDC they must
receive prior approval from the State Health Department. If submitting pure
culture isolate(s) for testing, the original culture/isolate/inoculum should be
maintained by the submitter until results are reported, indicating that CDC
testing is completed.

CDC Points of Contact Stephen LaVoie
(404) 718-4747
gea5@cdc.gov
Cynthia Longo
(404) 718-7568
own7@cdc.gov
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Test Order
Arbovirus Isolation
CDC-10566

Synonym(s) Arbovirus, Bourbon virus (BRBV), Cache Valley (CVV), Chikungunya virus (CHIKV),
Colorado tick fever virus (CTFV), Dengue virus (DENV), Eastern equine
encephalitis virus (EEEV), Heartland virus (HRTV), Jamestown Canyon virus (JCV),
Japanese encephalitis virus (JEV), La Crosse virus (LACV), Powassan virus (POWYV),
Saint Louis encephalitis virus (SLEV), West Nile virus (WNV), Yellow Fever virus
(YFV), Zika virus (ZIKV)

CDC Pre-Approval Needed Amanda Panella
(970) 225-4237
ahf6@cdc.gov
Jason Velez
(970) 225-4262
jdvd@cdc.gov

Supplemental Information Onset of symptoms date, specimen collection date, brief clinical summary,
Required suspected agent, preliminary results, travel dates, and travel location(s).

Supplemental Form None

Performed on Specimens From Human

Acceptable Sample / Specimen Type Fresh-frozen (-20°C or lower) serum and cerebrospinal fluid (CSF). All specimens
for Testing should be acute (0-7) days post onset of symptoms date for most arboviruses.

Minimum Volume Required 0.5 mL

Collection, Storage, and Preservation Collect blood in a serum-separator tube and separate the serum from the
of Specimen Prior to Shipping pelleted red blood cells following the manufacturer’s instructions for the tube
used. Aseptically transfer serum to a sterile tube that has an externally threaded
cap with an o-ring seal. Promptly freeze (-20°C or lower) serum specimen. For
CSF, collect each specimen in a sterile leak-proof container and immediately
freeze (-20°C or lower) specimen. Specimen may be stored frozen (-20°C or
lower) for up to 90 days post-collection.

Transport Medium Not Applicable

Specimen Labeling Test subject to CLIA regulations and requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.
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Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday — Friday. All specimens should be submitted to CDC
through state health departments and not submitted directly to CDC. Ship frozen
specimens on dry ice.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
Arbovirus Diagnostic and Reference Laboratory
3156 Rampart Rd

Fort Collins, CO 80521

[Insert CDC Point of Contact’'s Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Methodology

Viral isolation in cell culture

Turnaround Time

4 Weeks

Interferences & Limitations

Specimen must remain frozen (-20°C or lower); warming or freeze thawing cycles
reduces sensitivity.

Additional Information

Turnaround time will vary based on length of time required for virus growth.

CDC Points of Contact

Amanda Panella
(970) 225-4237
ahf6é@cdc.gov
Jason Velez
(970) 225-4262
jdv4@cdc.gov

Version
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Test Order

Arbovirus Molecular Detection

CDC-10280

Synonym(s)

Arbovirus, Arbo reverse transcriptase-polymerase chain reaction (RT-PCR),
Bourbon virus (BRBV), Chikungunya virus (CHIKV), Colorado tick fever virus
(CTFV), Dengue virus (DENV), Eastern equine encephalitis virus (EEEV), Heartland
virus (HRTV), Jamestown Canyon virus (JCV), La Crosse virus (LACV), Oropouche
virus (OROV), Powassan virus (POWV), Saint Louis encephalitis virus (SLEV), West
Nile virus (WNV), Yellow Fever virus (YFV), Zika virus (ZIKV)

CDC Pre-Approval Needed

None

Supplemental Information
Required

Onset date, specimen collected date, brief clinical summary, suspected
agent, travel dates, and travel location(s)

Supplemental Form

None

Performed on Specimens From

Human

Acceptable Sample / Specimen Type
for Testing

Serum and cerebrospinal fluid (CSF). For ZIKV only, urine, whole blood, and
amniotic fluid will be acceptable when tested alongside a patient-matched serum
specimen. All specimens should be acute (0-7 days post onset date) for most
arboviruses. For HRTV, BRBV and CTFV, acute samples (0-14 days post onset
date) will be acceptable.

Minimum Volume Required

0.5mL

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Collect blood in a serum-separator tube and separate the serum from the
pelleted red blood cells following the manufacturer’s instructions for the tube
used. Aseptically transfer serum to a sterile tube that has an externally threaded
cap with an o-ring seal. Promptly refrigerate (2-8°C) or freeze (-20°C or lower)
serum specimen.

For CSF, collect each specimen in a clean, dry, leak-proof container and
immediately refrigerate (2-8°C) or freeze (-20°C or lower) specimen.

Specimen may be stored at refrigerated temperature (2-8°C) for up to 30 days
and frozen (-20°C or lower) for up to 90 days post-collection.

If serum or CSF is not shipped to CDC within < 2 weeks of collection, storing and
shipping specimen frozen (-20°C or lower) is preferred. Specimen must not
exceed 3 freeze/thaw cycles.

Transport Medium

Not Applicable

Specimen Labeling

Test subject to CLIA regulations and requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.
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Shipping Instructions which Include CDC does not accept routine shipments on weekends or holidays. Please make
Specimen Handling Requirements sure packages arrive Monday — Friday. All specimens should be submitted to CDC
through state health departments and not submitted directly to CDC.

Ship frozen specimens on dry ice. Ship refrigerated specimens with refrigerated
or frozen cold packs.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
Arbovirus Diagnostic and Reference Laboratory
3156 Rampart Rd

Fort Collins, CO 80521

[Insert CDC Point of Contact’'s Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Methodology Reverse transcriptase (RT)-Polymerase Chain Reaction (PCR); real-time RT-PCR
(rRT-PCR)

Turnaround Time 2 Weeks

Interferences & Limitations Hemolysis can affect the test results.

Additional Information Turnaround Time: Molecular testing for each virus is typically performed once a
week but will take longer time to have results interpreted and reported to state
health department.

For additional information regarding the fields above, please see this link:
https://www.cdc.gov/vector-borne-diseases/php/laboratories/submitting-
arboviral-specimens.html

CDC Points of Contact Jason Velez
(970) 225-4262
jdvd@cdc.gov
Amanda Panella
(970) 225-4237
ahf6é@cdc.gov

Version 2.3
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Test Order
Arbovirus Neutralization Antibody
CDC-10283

Synonym(s) Arbovirus, Arbo plaque reduction neutralization test (PRNT), Bourbon virus
(BRBV), Chikungunya virus (CHIKV), Colorado tick fever virus (CTFV), Eastern
equine encephalitis virus (EEEV), Heartland virus (HRTV), Jamestown Canyon virus
(JCV), La Crosse virus (LACV), Oropouche virus (OROV), Powassan virus (POWV),
Saint Louis encephalitis virus (SLEV), West Nile virus (WNV)

CDC Pre-Approval Needed None

Supplemental Information Onset date, specimen collected date, brief clinical summary, suspected
Required agent, travel dates, travel location(s), and IgM test results for requested
virus

Supplemental Form None

Performed on Specimens From Human

Acceptable Sample / Specimen Type Serum and cerebrospinal fluid (CSF)
for Testing

Minimum Volume Required 0.5 mL

Collection, Storage, and Preservation Collect blood in a serum-separator tube and separate the serum from the
of Specimen Prior to Shipping pelleted red blood cells following the manufacturer’s instructions for the tube

used. Aseptically transfer serum to a sterile tube that has an externally threaded
cap with an o-ring seal. Promptly refrigerate (2-8 °C) or freeze (-20 °C or lower)
serum specimen.
For CSF, collect each specimen in a clean, dry, leak-proof container and
immediately refrigerate (2-8 °C) or freeze (-20 °C or lower) specimen.
Specimen may be stored at refrigerated temperature (2-8°C) for up to 120 days
and frozen (-20°C or lower) for up to 1 year post-collection.
Specimen must not exceed 3 freeze/thaw cycles.

Transport Medium Not Applicable

Specimen Labeling Test subject to CLIA regulations and requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.
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Shipping Instructions which Include CDC does not accept routine shipments on weekends or holidays. Please make
Specimen Handling Requirements sure packages arrive Monday — Friday. All specimens should be submitted to CDC
through state health departments and NOT submitted directly to CDC.

Ship frozen specimens on dry ice. Ship refrigerated specimens with refrigerated
or frozen cold packs.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
Arbovirus Diagnostic and Reference Laboratory
3156 Rampart Rd

Fort Collins, CO 80521

[Insert CDC Point of Contact’'s Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Methodology Plaque reduction neutralization test (PRNT)

Turnaround Time 4 Weeks

Interferences & Limitations Hemolysis can cause non-specific binding in serological tests and can have an
effect on laboratory results.

Additional Information For additional information regarding the fields above, please see this link:
https://www.cdc.gov/vector-borne-diseases/php/laboratories/submitting-
arboviral-specimens.html

CDC Points of Contact Amanda Panella
(970) 225-4237
ahf6é@cdc.gov
Jason Velez
(970) 225-4262
jdv4@cdc.gov
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Test Order
Arbovirus Serology
CDC-10282

Synonym(s)

Arbovirus, Arbo serology, Arbovirus immunoglobulin M (IgM), Chikungunya virus
(CHIKV), Eastern equine encephalitis virus (EEEV), Heartland virus (HRTV),
Jamestown Canyon virus (JCV), La Crosse Encephalitis virus (LACV), Powassan
virus (POWV), Saint Louis encephalitis virus (SLEV), West Nile virus (WNV), Zika
virus (ZIKV)

CDC Pre-Approval Needed

None

Supplemental Information
Required

Onset date, specimen collected date, brief clinical summary, suspected
agent, travel dates, and travel location(s)

Supplemental Form

None

Performed on Specimens From

Human

Acceptable Sample / Specimen Type
for Testing

Serum and cerebrospinal fluid (CSF)

Minimum Volume Required

0.5 mL

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Collect blood in a serum-separator tube and separate the serum from the
pelleted red blood cells following the manufacturer’s instructions for the tube
used. Aseptically transfer serum to a sterile tube that has an externally threaded
cap with an o-ring seal. Promptly refrigerate (2-8°C) or freeze (-20°C or lower)
serum specimen.

For CSF, collect each specimen in a clean, dry, leak-proof container and
immediately refrigerate (2-8°C) or freeze (-20°C or lower) specimen.

Specimen may be stored at refrigerated temperature (2-8°C) for up to 120 days
and frozen (-20°C or lower) for up to 1 year post-collection.

Specimen must not exceed 3 freeze/thaw cycles.

Transport Medium

Not Applicable

Specimen Labeling

Test subject to CLIA regulations and requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.
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Shipping Instructions which Include CDC does not accept routine shipments on weekends or holidays. Please make
Specimen Handling Requirements sure packages arrive Monday — Friday. All specimens should be submitted to CDC
through state health departments and NOT submitted directly to CDC.

Ship frozen specimens on dry ice. Ship refrigerated specimens with refrigerated
or frozen cold packs.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
Arbovirus Diagnostic and Reference Laboratory
3156 Rampart Rd

Fort Collins, CO 80521

[Insert CDC Point of Contact’'s Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Methodology Enzyme-linked immunosorbent assay (ELISA) immunoglobulin (Ig) M,
Microsphere immunoassay (MIA) IgM

Turnaround Time 4 Weeks

Interferences & Limitations Hemolysis can cause non-specific binding in serological tests and can have an
effect on laboratory results.

Additional Information Turnaround Time: turnaround time is impacted by whether the specimen tests
positive for immunoglobulin (Ig) M antibodies, as all IgM positive samples will
have plaque reduction neutralization test performed (see CDC-10283 Arbovirus
Neutralization Antibodies).

For additional information regarding the fields above, please see this link:
https://www.cdc.gov/vector-borne-diseases/php/laboratories/submitting-
arboviral-specimens.html

CDC Points of Contact Amanda Panella
(970) 225-4237
ahf6é@cdc.gov
Jason Velez
(970) 225-4262
jdvd@cdc.gov

Version 14
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Test Order

Arenavirus (New World) Testing

CDC-10293

Synonym(s)

New World Arenavirus, South American hemorrhagic fever viruses

CDC Pre-Approval Needed

Trevor Shoemaker
(470) 312-0094
spather@cdc.gov
Amy Schuh

(404) 639-1756
wuc2@cdc.gov

Supplemental Information
Required

Private citizens interested in clinical testing should contact their healthcare
providers. Clinicians should contact their local or state health department
for consultation.

Supplemental Form

None

Performed on Specimens From

Human and Animal

Acceptable Sample / Specimen Type
for Testing

For serology testing, the accepted specimen types are whole blood (EDTA) or
serum. Contact the CDC POC for approval prior to sending any specimens.

Animal specimens or human research specimens may be submitted with
approval from CDC POC.

Minimum Volume Required

4 mL

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Human serological specimens stored refrigerated (2-8°C) must be received within
7 days of specimen collection date, and specimens stored frozen (-20°C or below)
must be received within 2 months of specimen collection date. Contact the CDC
POC for approval prior to sending any specimens.

Transport Medium

Not Applicable

Specimen Labeling

Research or surveillance specimens may be labeled according to protocol. Labels
should not include personally identifiable information. The results reported
should NOT be used for diagnosis, treatment, assessment of health or
management of the individual patient.

Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday - Friday. Do not ship specimen without prior
consultation and approval.

Ship to:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 70

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact's Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Methodology

Serology
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Turnaround Time

2 Weeks

Interferences & Limitations

Avoid thawing frozen specimens, as freeze-thawing may affect sensitivity of
assays.

Additional Information

Pre-approval is required. Contact CDC's Emergency Operation Center at 770-488-
7100 and request VSPB's on-call epidemiologist to provide the clinical and
epidemiological history on the patient. If testing is approved, VSPB will provide
an approval number (EPIID) by email along with instructions for next steps. After
receiving pre-approval and the EPIID number, the CDC specimen submission
form can be submitted using one of two ways:

1) For submitters that use CSTOR, submit using the CSTOR Web Portal. Please
include the EPIID in the Test Order Request’'s comments field. If the EPIID is not
included, the order will be rejected.

2) For submitters that do not use CSTOR, submit via CDC 50.34 Specimen
Submission Form. Enter the EPIID in the "Case ID field” within the "Patient
Information” section on CSTOR and/or the CDC 50.34 Specimen Submission
Form. Critical specimens will take less than 4 days to turn around.

CDC Points of Contact

Trevor Shoemaker
(470) 312-0094
spather@cdc.gov

Amy Schuh

(404) 639-1756
wuc2@cdc.gov

Maria Morales Betoulle
(404) 718-1655
fof7T@cdc.gov
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Test Order
Babesia Molecular Detection
CDC-10473

Synonym(s)

Babesiosis; Babesia microti; Babesia duncani, parasite

CDC Pre-Approval Needed

None

Supplemental Information
Required

Please submit the blood smear slides with the whole blood, each with its
own CDC 50.34 Specimen Submission Form. Microscopic examination of
blood smears is mandatory prior to performing molecular detection.
Babesia Molecular Detection will be performed on microscopy-positive
specimens to provide a species-level diagnosis.

Supplemental Form

None

Performed on Specimens From

Human

Acceptable Sample / Specimen Type
for Testing

EDTA-treated whole blood

Minimum Volume Required

0.2 mL

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Specimens should be stored in leak-proof containers and kept refrigerated (2-
8°C) at all times. Ship to CDC within 21 days of collection.

Transport Medium

Not Applicable

Specimen Labeling

Test subject to CLIA regulations and requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.

Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday — Friday. All specimens should be shipped to CDC
by same- or next-day courier as an etiologic agent. Specimens must be shipped
in insulated shipping containers with refrigerated or frozen cold packs.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 52

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact’'s Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Methodology

Conventional and Real-time Polymerase Chain Reaction (PCR) and Sanger
sequencing

Turnaround Time

2 Weeks

Interferences & Limitations

No significant interferences or limitations are currently known.
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Additional Information Shipping Instructions: Specimens must arrive to CDC at 2-8°C within 21 days of
collection. Specimens not meeting these conditions will not be accepted for
testing and new specimen will be required.

CDC Points of Contact Yvonne Qvarnstrom
(404) 718-4123
bvp2@cdc.gov
Sarah Sapp
(404) 718-5227
xyz6@cdc.gov

Version 2.7
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Test Order
Babesiosis Serology
CDC-10456

Synonym(s)

Babesia microti, babesiosis, parasite

CDC Pre-Approval Needed

Parasitology Lab Mailbox
(404) 718-4175
parasiteslab@cdc.gov
Xiaojuan Tan

(404) 718-3434
xit0@cdc.gov

Supplemental Information
Required

CDC 50.34 Specimen Submission Form must include exposure and travel
history, any relevant risk factors (ticks, transfusion); clinical symptoms,
treatment and relevant lab results.

Supplemental Form

None

Performed on Specimens From

Human

Acceptable Sample / Specimen Type
for Testing

Serum

Minimum Volume Required

0.2 mL

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Serum for serology testing should be collected, centrifuged and transferred to
leak proof tubes. Serum can be stored at refrigerated temperature (2-8°C) for up
to 7 days prior to freezing or stored frozen (-20°C or lower) for up to 8 weeks.

Transport Medium

Not Applicable

Specimen Labeling

Test subject to CLIA regulations and requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.

Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday — Friday. Sera specimens should be shipped frozen
on dry ice. Specimens not received under these conditions will be rejected for
testing, and a new specimen must be submitted.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 57

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact’'s Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Methodology

Indirect Fluorescent Antibody assay, Antibody detection

Turnaround Time

3 Weeks

Interferences & Limitations

Cross-reactions may occur with sera from patients infected with Plasmodium spp.
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Additional Information Please send one CDC 50.34 Specimen Submission Form and one separate sample
tube for each test requested.

CDC Points of Contact Xiaojuan Tan
(404) 718-3434
xit0@cdc.gov
Parasitology Lab Mailbox
(404) 718-4175
parasiteslab@cdc.gov

Version 4.9
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Test Order

Bacillus anthracis Detection in Clinical Specimens

CDC-10204

Synonym(s)

Anthrax PCR

CDC Pre-Approval Needed

Zoonoses and Select Agent Laboratory ZSAL
(404) 639-1711

zsal@cdc.gov

Bacterial Special Pathogens Branch CDC
(770) 488-7100

bzb@cdc.gov

Supplemental Information

Provide the following information on the CDC 50.34 Specimen Submission

Required Form: history of present illness, exposure history, travel history, past
medical history, treatment history, preliminary results.
Supplemental Form None
Performed on Specimens From Human

Acceptable Sample / Specimen Type
for Testing

Whole blood, serum, cerebral spinal fluid (CSF)

Minimum Volume Required

0.10 mL (prefer 0.5-1.0 mL)

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Specimens may be stored at 2-8°C for up to 14 days post-collection and -20°C or
lower for up to 28 days and not to exceed 3 freeze/thaw cycles.

Transport Medium

Dependent on specimen type submitted. For more information, reference the
Additional Information field.

Specimen Labeling

Test subject to CLIA regulations and requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.

Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday — Friday. Samples should be shipped frozen on dry
ice.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 91

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact’'s Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Methodology

Polymerase chain reaction (PCR)

Turnaround Time

2 Weeks

Interferences & Limitations

Varies depending on tests used. Blood specimens should be collected in EDTA or
Sodium Citrate tubes (not heparin).
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Additional Information

Turnaround time will vary depending on methods selected for detection at CDC.
Some methods may require up to 2 weeks. Information on specimens, storage,
and shipping can be found at:
http://www.cdc.gov/anthrax/labs/recommended_specimen.html

Pre-approval required from state/territorial health department or laboratory. If
you are a state or local health department, please contact the CDC Emergency
Operations Center at 770-488-7100 Call: 770-488-7100 for additional guidance. If
you are an LRN laboratory, please follow the LRN protocol or contact the CDC
Emergency Operations Center at 770-488-7100 Call: 770-488-7100 for additional
guidance.

Study or research samples should be submitted under test code CDC-10205,
Bacillus anthracis Study

CDC Points of Contact

Zoonoses and Select Agent Laboratory ZSAL
(404) 639-1711

ZSAL@cdc.gov

Chung Marston

(404) 639-4057

cdk5@cdc.gov

Zachary Weiner

(404) 639-0507

xxd7@cdc.gov

Version
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Synonym(s)

Test Order
Bacillus anthracis Identification
CDC-10432

CDC Pre-Approval Needed

Jennifer Folster
(404) 639-3668
apz5@cdc.gov

Melissa Whaley
(404) 639-3920
dbq3@cdc.gov

Supplemental Information
Required

This test will be used in response to a biothreat event as surge capacity
testing of Bacillus anthracis clinical specimens (CDC-10204). Requestor must
contact test POC prior to submitting test request.

Supplemental Form

None

Performed on Specimens From

Human

Acceptable Sample / Specimen Type
for Testing

This test order is currently not accepting any specimens until further notice.

Minimum Volume Required

0.2 mL; 0.5-1 mL preferred

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Refrigerated (2-8°C) for up to 7 days post- collection and frozen (-20°C or lower)
for up to 25 days. Specimens should not exceed 3 freeze/thaw cycles.

Blood specimens should be collected in EDTA (not sodium citrate or heparin).

Transport Medium

Not Applicable

Specimen Labeling

This test order can accommodate diagnostic and non-diagnostic specimens.
Testing subject to CLIA regulations requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.

Research or surveillance specimens may be labeled according to protocol. Labels
should not include personally identifiable information. The results reported
should NOT be used for diagnosis, treatment, assessment of health or
management of the individual patient.
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Shipping Instructions which Include CDC does not accept routine shipments on weekends or holidays. Please make
Specimen Handling Requirements sure packages arrive Monday — Friday. Samples should be shipped frozen on dry
ice (serum/plasma) or refrigerated with refrigerated or frozen cold packs (whole
blood [EDTA]/serum/plasma).

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 49A

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact’'s Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations. Upon shipment, submitter should send an email to the CDC
POC providing shipping company, shipped date and package tracking number.

Methodology Culture (gram stain, india ink), polymerase chain reaction (PCR)

Turnaround Time 7 Days

Interferences & Limitations Varies depending on tests used.

Additional Information This test will only be used in response to a biothreat event. Requestor must
contact test POC prior to submitting test request.

CDC Points of Contact Melissa Whaley
(404) 639-3920
dbg3@cdc.gov
How Yi Chang
(404) 639-3796
ymw6@cdc.gov

Version 0.0
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Test Order

Bacillus anthracis Identification and Antimicrobial Susceptibility Testing (AST)

Synonym(s)

CDC-10203

Anthrax, Anthrax Gamma phage, Anthrax PCR, Anthrax typing

CDC Pre-Approval Needed

Zoonoses and Select Agent Laboratory ZSAL
(404) 639-1711

zsal@cdc.gov

Bacterial Special Pathogens Branch CDC
(770) 488-7100

bzb@cdc.gov

Supplemental Information
Required

Provide the following information on the CDC 50.34 Specimen Submission
Form: history of present iliness, exposure history, travel history, past
medical history, treatment history, preliminary results. For select agents
consult for completion of APHIS/CDC FORM 2 (Request to Transfer Select
Agents and Toxins).

Supplemental Form

Request to Transfer Select Agents and Toxins (APHIS/CDC FORM 2).
https://www.selectagents.gov/forms.html

Performed on Specimens From

Human

Acceptable Sample / Specimen Type
for Testing

B. anthracis isolates

Minimum Volume Required

Not Applicable

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Isolates should be kept at room temperature (15-25°C) prior to shipping.

Transport Medium

Agar slants preferred for isolates.

Specimen Labeling

Test subject to CLIA regulations and requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.

Shipping Instructions which Include
Specimen Handling Requirements

Isolates should be shipped at room temperature.

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday - Friday.

Ship to:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 91

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact's Telephone Number]

All samples must be shipped in accordance with all applicable local, state, and
federal regulations.
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Methodology

Broth microdilution, polymerase chain reaction (PCR), gamma phage, capsule
staining

Turnaround Time

2 Weeks

Interferences & Limitations

No significant interferences or limitations are currently known.

Additional Information

Antimicrobial susceptibility testing (AST) will only be performed upon special
request, please consult with the CDC POC for the AST request prior to sample
submission. Link to our website:
http://www.cdc.gov/anthrax/labs/recommended_specimen.html

Pre-approval required from state/territorial health department or laboratory. If
you are a state or local health department, please contact the CDC Emergency
Operations Center at 770-488-7100 Call: 770-488-7100 for additional guidance. If
you are an LRN laboratory, please follow the LRN protocol or contact the CDC
Emergency Operations Center at 770-488-7100 Call: 770-488-7100 for additional
guidance.

Study or research samples should be submitted under test code CDC-10205,
Bacillus anthracis Study.

CDC Points of Contact

Zoonoses and Select Agent Laboratory ZSAL
(404) 639-1711

ZSAL@cdc.gov

Chung Marston

(404) 639-4057

cdk5@cdc.gov

Cari Kolton

(404) 639-2065

fts3@cdc.gov

Version
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Test Order

Bacillus anthracis Lethal Factor Detection (Qualitative)

CDC-10568

Synonym(s)

InBios Active Anthrax Detect (AAD) Plus Rapid Test

CDC Pre-Approval Needed

ZSAL Zoonoses and Select Agent Laboratory
(404) 639-1711

zsal@cdc.gov

CDC Bacterial Special Pathogens Branch
(770) 488-7100

bzb@cdc.gov

Supplemental Information
Required

Provide the following information on the CDC 50.34 Specimen Submission
Form:

« History of present illness

» Exposure history

« Travel history

» Past medical history

» Treatment history

« Preliminary results

Supplemental Form

None

Performed on Specimens From

Human

Acceptable Sample / Specimen Type
for Testing

serum; whole blood

Minimum Volume Required

0.10 mL; 0.5-1.0 mL preferred

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Serum may be stored at 15-30°C for up to 8 hours post collection, 2-8°C for up to
7 days post collection, or -20°C or lower for up to 2 months post collection and
not to exceed 5 freeze/thaw cycles. Whole blood may be stored at 15-30°C for up
to 8 hours post collection or 2-8°C for up to 24 hours. Whole blood should not
be frozen.

Transport Medium

Ship serum frozen with dry ice. Ship whole blood refrigerated with refrigerated or
frozen ice packs.

Specimen Labeling

Test subject to CLIA regulations and requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.

Shipping Instructions which Include
Specimen Handling Requirements

None

Methodology

Lateral flow

Turnaround Time

5 Days

Interferences & Limitations

This test is indicated for diagnosis of suspect inhalation anthrax (i.e.,
presumptively diagnostic for Bacillus anthracis infection) from individuals who
have signs and symptoms consistent with inhalation anthrax and a likelihood of
exposure. The definitive identification of B. anthracis from samples requires
additional testing and confirmation procedures in consultation with public health
or other authorities for whom reports are required.
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Additional Information Turnaround time will vary depending on methods selected for detection at CDC.
Some methods may require up to 2 weeks. Information on specimens, storage,
and shipping can be found at:
http://www.cdc.gov/anthrax/labs/recommended_specimen.html.

Pre-approval is required from the state/territorial health department or
laboratory. If you are a state or local health department, please contact the CDC
Emergency Operations Center at (770) 488-7100 for additional guidance. If you
are an LRN laboratory, please follow the LRN protocol or contact the CDC
Emergency Operations Center at (770) 488-7100 for additional guidance. Study
or research samples should be submitted under test code CDC-10205, Bacillus
anthracis Study.

CDC Points of Contact ZSAL Zoonoses and Select Agent Laboratory
(404) 639-1711
zsal@cdc.gov
Zachary Weiner
(404) 639-0507
xxd7@cdc.gov
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Test Order
Bacillus anthracis Serology
CDC-10196

Synonym(s)

Anthrax ELISA, Anthrax serology, Bacillus serology

CDC Pre-Approval Needed

Zoonoses and Select Agent Laboratory ZSAL
(404) 639-1711

zsal@cdc.gov

Bacterial Special Pathogens Branch CDC
(770) 488-7100

bzb@cdc.gov

Supplemental Information
Required

Provide the following Specimen Information on the CDC 50.34 Specimen
Submission form: history of present illness, exposure history, travel history,
past medical history, treatment history, preliminary results, date of onset,
and specimen collection date for both acute and convalescent sera samples.

Supplemental Form

None

Performed on Specimens From

Human

Acceptable Sample / Specimen Type
for Testing

Contact CDC POC prior to specimen submission for specimen acceptance,
collection, storage and preservation requirements.

Minimum Volume Required

0.25 mL

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Serum may be stored at refrigerated temperature (2-8°C) for up to 28 days post-
collection and frozen (-20°C or lower) for up to 28 days. Specimens should not
exceed 3 freeze/thaw cycles.

Transport Medium

Not applicable

Specimen Labeling

Test subject to CLIA regulations and requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.

Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday — Friday. Serum should be shipped frozen on dry
ice. For additional information, reference the Additional Information field.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 91

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact’'s Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Methodology

Antibody detection by enzyme-linked immunosorbent assay (ELISA)

Turnaround Time

2 Weeks

Interferences & Limitations

Requires acute and convalescent serum for analysis.
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Additional Information

Additional information on Shipping Instructions which Include Specimen
Handling Requirements.
http://www.cdc.gov/anthrax/labs/recommended_specimen.html

Pre-approval required from state/territorial health department or laboratory. If
you are a state or local health department, please contact the CDC Emergency
Operations Center at 770-488-7100 Call: 770-488-7100 for additional guidance. If
you are an LRN laboratory, please follow the LRN protocol or contact the CDC
Emergency Operations Center at 770-488-7100 Call: 770-488-7100 for additional
guidance.

Study or research samples should be submitted under test code CDC-10205,
Bacillus anthracis Study

CDC Points of Contact

Zoonoses and Select Agent Laboratory (ZSAL)
(404) 639-1711

ZSAL@cdc.gov

Robyn Stoddard

(404) 639-2053

frd8@cdc.gov

Chung Marston

(404) 639-4057

cdk5@cdc.gov

Version
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Synonym(s)

Test Order
Bacillus anthracis Study
CDC-10205

CDC Pre-Approval Needed

Zachary Weiner
(404) 639-0507
xxd7@cdc.gov
Chung Marston
(404) 639-4057
cdk5@cdc.gov

Supplemental Information
Required

Provide the following information on the CDC 50.34 Specimen Submission
Form: history of present iliness, exposure history, travel history, past
medical history, treatment history, preliminary results. For select agents
consult for completion of APHIS/CDC FORM 2 (Request to Transfer Select
Agents and Toxins).

Supplemental Form

Request to Transfer Select Agents and Toxins (APHIS/CDC FORM 2).
https://www.selectagents.gov/forms.html

Performed on Specimens From

Human, Animal and Food/Environmental/Medical Devices/Biologics

Acceptable Sample / Specimen Type
for Testing

To be determined

Minimum Volume Required

To be determined

Collection, Storage, and Preservation
of Specimen Prior to Shipping

To be determined

Transport Medium

To be determined

Specimen Labeling

Research or surveillance specimens may be labeled according to protocol. Labels
should not include personally identifiable information. The results reported
should NOT be used for diagnosis, treatment, assessment of health or
management of the individual patient.

Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday - Friday.

Ship to:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 91

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact's Telephone Number]

All samples must be shipped in accordance with all applicable local, state, and
federal regulations

Methodology

Turnaround Time

Interferences & Limitations

No significant interferences or limitations are currently known.
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Additional Information To be determined

CDC Points of Contact Zoonoses and Select Agent Laboratory ZSAL
(404) 639-1711
ZSAL@cdc.gov
Chung Marston
(404) 639-4057
cdk5@cdc.gov

Version 2.2
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Test Order

Bacillus cereus Detection - Foodborne Outbreak

CDC-10104

Synonym(s)

B. cereus

CDC Pre-Approval Needed

Haley McKeel
(404) 639-1612
hvw0@cdc.gov
Nancy Strockbine
(404) 639-4186
nas6@cdc.gov

Supplemental Information
Required

Only specimens from foodborne outbreaks accepted. Consult with CDC POC
before sending specimens. Include a CDC 50.34 Specimen Submission Form
with each specimen. For food or environmental samples (including derived
isolates), provide the following information: specimen collected date,
material submitted, specimen source site, and if applicable, transport
medium/specimen preservative and any preliminary laboratory results
available. For human specimens (including derived isolates), provide the
following information: date of onset, if fatal, specimen collected date,
material submitted, specimen source (type), and if applicable, transport
medium/specimen preservative and any preliminary laboratory results
available.

Supplemental Form

None

Performed on Specimens From

Human and Food/Environmental/Medical Devices/Biologics

Acceptable Sample / Specimen Type
for Testing

Only implicated food (preferred sample type), vomitus and stool specimens
(collected within 48 hours of illness onset), and their derived isolates are
acceptable. Consult with CDC POC prior to sending specimens.

Minimum Volume Required

25 g (food) and 10 g (stool)

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Collect stool and vomitus while patient is symptomatic (within 48 hours after
illness onset). Separate foods into individual containers or bags. Refrigerate
samples promptly after collection and maintain at 2-8°C. Ship samples within two
weeks from collection date. Food or stool stored longer than two weeks are not
acceptable. If samples cannot be shipped within 2 weeks, promptly freeze upon
collection at <-20°C, and ship frozen.

Transport Medium

Transport medium not applicable with food. Ship stool raw or in transport
medium (e.g. Cary-Blair, Enteric Transport Medium). Ship isolates on non-
selective agar.
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Specimen Labeling

Research or surveillance specimens may be labeled according to protocol. Labels
should not include personally identifiable information. The results reported
should NOT be used for diagnosis, treatment, assessment of health or
management of the individual patient.

Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday — Friday. Ship refrigerated specimens with ice packs
and ship frozen specimens on dry ice.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention

RDSB / STATT Unit 129

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact's Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Methodology

Toxin Detection (Food only), Culture (Food and Stool), Polymerase Chain
Reaction (Isolates)

Turnaround Time

13 Weeks

Interferences & Limitations

Incorrect storage and/or spoilage of food may affect results. Reduced toxin
detection and/or culture occurs in food older than two weeks. Stools collected 48
hours after illness onset and/or after patient recovery are not suitable for testing
as they may not contain detectable organism.

Additional Information

Direct toxin detection requires food (toxin testing is not performed on stool).

The test methods(s) used have not been cleared and approved by the FDA or the
performance characteristics have not been fully established by CDC. The results
should NOT be used for diagnosis, treatment, or assessment of patient health or
management.

CDC Points of Contact

Haley McKeel
(404) 639-1612
hvwO@cdc.gov
Nancy Strockbine
(404) 639-4186
nasé@cdc.gov

Version

1.6
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Test Order
Bacillus cereus Genotyping
CDC-10206

Synonym(s)

Bacillus MLST

CDC Pre-Approval Needed

None

Supplemental Information
Required

Provide the following information on the CDC 50.34 Specimen Submission
Form: history of present illness, exposure history, travel history, past
medical history, treatment history, preliminary results.

Supplemental Form

None

Performed on Specimens From

Human, Animal and Food/Environmental/Medical Devices/Biologics

Acceptable Sample / Specimen Type
for Testing

Isolates

Minimum Volume Required

Not Applicable

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Isolates can be kept at room temperature prior to shipping.

Transport Medium

Any medium can be submitted, but preferably agar slants.

Specimen Labeling

Research or surveillance specimens may be labeled according to protocol. Labels
should not include personally identifiable information. The results reported
should NOT be used for diagnosis, treatment, assessment of health or
management of the individual patient.

Shipping Instructions which Include
Specimen Handling Requirements

Isolates should be shipped at room temperature.

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday - Friday.

Ship to:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 91

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact's Telephone Number]

All samples must be shipped in accordance with all applicable local, state, and
federal regulations.

Methodology

Multilocus sequence typing (MLST)

Turnaround Time

2 Weeks

Interferences & Limitations

No significant interferences or limitations are currently known.

Additional Information

Testing can be done on B. cereus and B. thuringiensis.
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CDC Points of Contact Zoonoses and Select Agent Laboratory (ZSAL)
(404) 639-1711
ZSAL@cdc.gov
Jay Gee
(404) 639-4936
xzgd@cdc.gov

Version 2.3
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Test Order

Bacillus species Identification (Not B. anthracis)

CDC-10142

Synonym(s)

Gram-positive bacilli

CDC Pre-Approval Needed

None

Supplemental Information
Required

Please complete all sections on the CDC 50.34 Specimen Submission Form.
Please notify laboratory point of contact listed below of shipment if this is a
critical care specimen.

Supplemental Form

None

Performed on Specimens From

Human and Food/Environmental/Medical Devices/Biologics

Acceptable Sample / Specimen Type
for Testing

Actively growing pure culture bacterial isolate on an agar slant, Lowenstein
Jensen, trypticase soy agar (with or without sheep blood), heart infusion agar
(with or without rabbit blood), chocolate agar, Sabouraud dextrose agar

Minimum Volume Required

Not Applicable

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Store isolates at room temperature (15-25°C) for up to 7 days prior to shipping.

Transport Medium

Not Applicable

Specimen Labeling

This test order can accommodate diagnostic and non-diagnostic specimens.
Testing subject to CLIA regulations requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.

Research or surveillance specimens may be labeled according to protocol. Labels
should not include personally identifiable information. The results reported
should NOT be used for diagnosis, treatment, assessment of health or
management of the individual patient.

Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday — Friday. Ship at room temperature with room-
temperature cold packs.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 17

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact's Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Methodology

Primary culture based on specimen type, 16S sequence based identification,
Matrix Assisted Laser Desorption lonization Time of Flight Mass Spectrometry

Turnaround Time

3 Weeks
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Interferences & Limitations No significant interferences or limitations are currently known.

Additional Information If available, please provide patient history including if the patient has used a
catheter and/or if the patient is immunocompromised.

Some isolates require additional time to accurately characterize the organism
which may result in a longer turnaround time. Please contact the laboratory if
concerned about a delay.

CDC Points of Contact John McQuiston
(404) 639-0270
zje8@cdc.gov
Melissa Bell
(404) 639-1348
jgv7@cdc.gov

Version 2.3
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Test Order

Bacterial Identification of Unknown Isolate (Not Strict Anaerobe)

CDC-10145

Synonym(s)

Bacterial Identification

CDC Pre-Approval Needed

None

Supplemental Information
Required

Please complete all sections on the CDC 50.34 Specimen Submission Form.
Please notify laboratory point of contact listed below of shipment if this is a
critical care specimen.

Supplemental Form

None

Performed on Specimens From

Human and Food/Environmental/Medical Devices/Biologics

Acceptable Sample / Specimen Type
for Testing

Actively growing pure culture bacterial isolate on an agar slant, Lowenstein
Jensen, trypticase soy agar (with or without sheep blood), heart infusion agar
(with or without rabbit blood), chocolate agar, Sabouraud dextrose agar

Minimum Volume Required

Not Applicable

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Store isolates at room temperature (15-25°C) for up to 7 days prior to shipping.

Transport Medium

Not Applicable

Specimen Labeling

This test order can accommodate diagnostic and non-diagnostic specimens.
Testing subject to CLIA regulations requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.

Research or surveillance specimens may be labeled according to protocol. Labels
should not include personally identifiable information. The results reported
should NOT be used for diagnosis, treatment, assessment of health or
management of the individual patient.

Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday — Friday. Ship at room temperature with room-
temperature cold packs.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 17

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact's Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Methodology

Primary culture based on specimen type, Matrix Assisted Laser Desorption
lonization Time of Flight Mass Spectrometry, 16S sequence based identification

Turnaround Time

3 Weeks
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Interferences & Limitations No significant interferences or limitations are currently known.

Additional Information If available, please provide patient history including if the patient has used a
catheter and/or if the patient is immunocompromised.

Some isolates require additional time to accurately characterize the organism
which may result in a longer turnaround time. Please contact the laboratory if
concerned about a delay.

CDC Points of Contact John McQuiston
(404) 639-0270
zje8@cdc.gov
Melissa Bell
(404) 639-1348
jgv7@cdc.gov

Version 2.3
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Test Order
Balamuthia Molecular Detection
CDC-10474

Synonym(s) Free-living ameba, parasite, granulomatous amebic encephalitis (GAE), B.
mandrillaris

CDC Pre-Approval Needed Julia Haston
(404)-718-1230
qdx2@cdc.gov
Ibne Ali
(404) 718-4157
xzn5@cdc.gov

Supplemental Information Provide the following information: history of present illness, exposure
Required history, past medical history, treatment history, CSF results, imaging results.
Available images can be submitted for preliminary morphological diagnosis
prior to submitting specimen for molecular identification. Contact
dpdx@cdc.gov for more information about submitting images.

Supplemental Form Not Applicable

Performed on Specimens From Human and Animal

Acceptable Sample / Specimen Type For suspected cases of granulomatous amebic encephalitis (GAE) due to
for Testing Balamuthia mandrillaris detected by Balamuthia molecular detection, brain tissue
is the preferred specimen type; however, these amebae can occasionally be
detected in cerebrospinal fluid (CSF; see 'Interference & Limitations' below). For
suspected cases of Balamuthia skin lesion, skin tissue is an acceptable specimen.

Minimum Volume Required 0.2 g tissue; 1 mL fluids

Collection, Storage, and Preservation  Tissue (in 0.5x PBS) or CSF should be stored refrigerated temperature (2-8°C) for
of Specimen Prior to Shipping up to 7 days, or frozen (-20°C or lower, in absence of PBS buffer) for up to 60
days.

Transport Medium Small piece of tissue should be transported in small amount of 0.5x PBS to
prevent dryness.

Specimen Labeling Test subject to CLIA regulations and requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.
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Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday — Friday. Shipping frozen is strongly recommended.
Frozen specimens should only be sent with dry-ice by overnight priority mail and
received within 60 days of collection. Refrigerated specimens should be sent with
refrigerated or frozen cold packs and received within 7 days of collection.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 54

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact’'s Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations. Upon shipment, submitter should send an email to the CDC
POC providing shipping company, shipped date and package tracking number.

Methodology

Real-time PCR

Turnaround Time

7 Days

Interferences & Limitations

Formalin-fixed specimens are not acceptable for molecular studies as formalin
fixation may cause DNA degradation. Additionally, CSF is NOT the preferred
specimen type for Acanthamoeba or Balamuthia detection, because a negative
CSF test result does not completely rule out infections with these amebae.
Regarding testing of formalin-fixed specimens see Test Order CDC-10365
(Pathologic Evaluation of Tissues for Possible Infectious Etiologies) and contact
pathology@cdc.gov.

Additional Information

For 24/7 diagnostic assistance, specimen collection guidance, shipping
instructions, and treatment recommendations, contact the CDC Emergency
Operations Center at (770) 488-7100.

CDC Points of Contact

Julia Haston
(404)-718-1230
gdx2@cdc.gov
Ibne Ali

(404) 718-4157
xzn5@cdc.gov

Version

2.9
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Test Order

Bartonella henselae/B. quintana Serology

Synonym(s)

CDC-10486

B. henselae/cat scratch disease, B. quintana/trench fever

CDC Pre-Approval Needed

Jeannine Petersen
(970) 266-3524
nzp0@cdc.gov
Elizabeth Dietrich
(970) 494-6618
wul2@cdc.gov

Supplemental Information
Required

A CDC 50.34 Specimen Submission Form or Global File Accessioning
Template (GFAT) is required. Specimen ID on submission form must match
specimen label.

Supplemental Form

None

Performed on Specimens From

Human

Acceptable Sample / Specimen Type
for Testing

Serum

Minimum Volume Required

0.5 mL

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Separate and aliquot serum prior to storage and transport.

Specimens may be held at refrigerated temperature (2-8°C) for up to 14 days
post-collection. Specimens may be held frozen (-20°C or lower) for up to 60 days
post-collection or may be held frozen (-70°C or lower) for up to 9 months post-
collection. Specimens must not exceed 2 freeze/thaw cycles.

Transport Medium

Not Applicable

Specimen Labeling

Research or surveillance specimens may be labeled according to protocol. Labels
should not include personally identifiable information. The results reported
should NOT be used for diagnosis, treatment, assessment of health or
management of the individual patient.

Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday — Friday. Ship refrigerated specimens with
refrigerated or frozen cold packs and frozen specimens on dry ice.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
Bacterial Diagnostic and Reference Laboratory
3156 Rampart Rd

Fort Collins, CO 80521

[Insert CDC Point of Contact’'s Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Friday, December 13, 2024

Page 66 of 593



Methodology Indirect Fluorescent Antibody (IFA)

Turnaround Time 2 Weeks

Interferences & Limitations Samples with hemolysis, increased lipemia or microbial growth may interfere with
test results.

Additional Information None

CDC Points of Contact Jeannine Petersen
(970) 266-3524
nzp0@cdc.gov
Elizabeth Dietrich
(970) 494-6618
wul2@cdc.gov

Version 0.0
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Test Order
Bartonella Special Study
CDC-10297

Synonym(s)

B. henselae, B. quintana

CDC Pre-Approval Needed

Jeannine Petersen
(970) 266-3524
nzp0@cdc.gov
Elizabeth Dietrich
(970) 494-6618
wul2@cdc.gov

Supplemental Information
Required

A CDC 50.34 Specimen Submission Form or Global File Accessioning
Template (GFAT) is required. Specimen ID on submission form must match
specimen label.

Supplemental Form

None

Performed on Specimens From

Human

Acceptable Sample / Specimen Type
for Testing

Contact the CDC POC for appropriate guidance/relevant information.

Minimum Volume Required

Contact the CDC POC for appropriate guidance/relevant information.

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Contact the CDC POC for appropriate guidance/relevant information.

Transport Medium

Contact the CDC POC for appropriate guidance/relevant information.

Specimen Labeling

Research or surveillance specimens may be labeled according to protocol. Labels
should not include personally identifiable information. The results reported
should NOT be used for diagnosis, treatment, assessment of health or
management of the individual patient.

Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday - Friday.

Ship to:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
Bacterial Diagnostic and Reference Laboratory
3156 Rampart Road

Fort Collins, CO 80521

[Insert CDC Point of Contact's Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Methodology

Contact the CDC POC for appropriate guidance/relevant information.

Turnaround Time

Interferences & Limitations

Contact the CDC POC for appropriate guidance/relevant information.

Additional Information

Contact the CDC POC for appropriate guidance/relevant information.
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CDC Points of Contact Jeannine Petersen
(970) 266-3524
nzpO@cdc.gov
Elizabeth Dietrich
(970) 494-6618
wul2@cdc.gov

Version 0.0
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Test Order
Baylisascariasis Serology
CDC-10457

Synonym(s)

Baylisascariasis, Raccoon roundworm, parasite

CDC Pre-Approval Needed

Parasitology Lab Mailbox
(404) 718-4175
parasiteslab@cdc.gov
Xiaojuan Tan

(404) 718-3434
xit0@cdc.gov

Supplemental Information
Required

CDC 50.34 Specimen Submission Form must include exposure and travel
history, and other relevant risk factors (raccoon) clinical symptoms,
treatment and relevant lab results.

Supplemental Form

None

Performed on Specimens From

Human

Acceptable Sample / Specimen Type
for Testing

Serum; cerebrospinal fluid (CSF) when paired with serum

Minimum Volume Required

0.2 mL

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Serum and CSF for serology testing should be collected, centrifuged and
transferred to leak proof tubes. Serum and CSF can be stored at refrigerated
temperature (2-8°C) for up to 7 days prior to freezing or stored frozen (-20°C or
lower) for up to 8 weeks.

Transport Medium

Not Applicable

Specimen Labeling

Test subject to CLIA regulations and requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.

Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday — Friday. Sera and CSF specimens should be
shipped frozen on dry ice. Specimens not received under these conditions will be
rejected for testing, and a new specimen must be submitted.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 57

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact’'s Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Methodology

Immunoblot, Western Blot, Antibody Detection

Turnaround Time

3 Weeks

Interferences & Limitations

Known interfering substances: hemolysis, hyperlipemia or other causes of
turbidity may cause erroneous results.
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Additional Information Please send one CDC 50.34 Specimen Submission Form and one separate sample
tube for each test requested.

CDC Points of Contact Xiaojuan Tan
(404) 718-3434
xit0@cdc.gov
Parasitology Lab Mailbox
(404) 718-4175
parasiteslab@cdc.gov

Version 4.9
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Test Order

Bio-Rad Avidity-based Incidence (BRAI) Assay

CDC-10535

Synonym(s)

BRAI, Recency assay

CDC Pre-Approval Needed

Jeff Johnson
(404) 639-4976
jli6@cdc.gov
Bill Switzer
(404) 639-0219
bis3@cdc.gov

Supplemental Information
Required

Additional information will be requested after the specimen is approved for
testing at CDC.

Supplemental Form

None

Performed on Specimens From

Human

Acceptable Sample / Specimen Type
for Testing

Serum, plasma or whole blood

Minimum Volume Required

10 mL

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Specimen stability is affected by elevated humidity temperature. Whole blood
should not be frozen but can be kept at 15-30 °C for up to 6 hours or at 2-8 °C
for up to 24 hours prior to shipping.

Whole blood specimens may be collected in ethylenediaminetetraacetic acid
(EDTA) or Acid Citrate Dextrose (ACD) tubes. Plasma can be collected using
plasma preparation tubes (PPT) or EDTA or ACD. Serum can be collected in
serum tubes. Follow sample tube manufacturer's instructions. Whole blood
should not be frozen but can be kept at 15-30 °C for up to 6 hours or at 2-8 °C
for up to 24 hours prior to shipping.

Transport Medium

Not Applicable

Specimen Labeling

Research or surveillance specimens may be labeled according to protocol. Labels
should not include personally identifiable information. The results reported
should NOT be used for diagnosis, treatment, assessment of health, management
of the individual patient, nor recorded in patient medical records.
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Shipping Instructions which Include
Specimen Handling Requirements

Shipping of specimens the same day of collection is preferred. Shipment of
specimens plasma or serum specimens stored at 2-8 °C within 7 days of
collection should be sent with cold packs, and frozen specimens sent on dry-ice.
For EDTA whole blood, tube must be shipped overnight on the date of collection
at ambient temperature.

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday - Friday (overnight shipping preferred).

Ship to:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 74

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact's Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Methodology

Serology

Turnaround Time

2 Weeks

Interferences & Limitations

Collections in heparin coated tubes are unacceptable. Specimen will be rejected if
improperly labeled or unlabeled, or with discrepant documentation, insufficient
volume, without documentation, unacceptable preservatives, and specimens that
have leaked in transit or otherwise shown evidence of contamination.

Additional Information

This test order is Research Use Only (RUO). The results reported should NOT be
used for diagnosis, treatment, assessment of health, management of the
individual patient nor recorded in patient medical records.

CDC Points of Contact

Bill Switzer
(404) 639-0219
bis3@cdc.gov
Jeff Johnson
(404) 639-4976
jlib@cdc.gov

Version

1.0
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Test Order
Biodefense R&D Study
CDC-10487

Synonym(s)

Biodefense Research and Development Laboratory Study

CDC Pre-Approval Needed

David Sue

(404) 639-4027
btx6@cdc.gov
Julia Bugrysheva
(404) 639-4892
vol5@cdc.gov

Supplemental Information
Required

For isolates from human specimens, prior approval is required. Consult with
the lab for details.

Select Agent Form 2 required for submission of all confirmed Select Agents.
The Form 2 can be found at
http://www.selectagents.gov/forms.html

Supplemental Form

http://www.selectagents.gov/forms.html

Performed on Specimens From

Human, Animal and Food/Environmental/Medical Devices/Biologics

Acceptable Sample / Specimen Type
for Testing

Isolates on agar plate or slant, consult with lab for details.

Minimum Volume Required

Not Applicable

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Consult with lab for details

Transport Medium

Pure culture isolates (only) on sheep blood or Mueller-Hinton agar

Specimen Labeling

Test subject to CLIA regulations and requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.

Shipping Instructions which Include
Specimen Handling Requirements

Select agents that have been identified need form 2 approval prior to shipping.
Form 2 may be found at: http://www.selectagents.gov/forms.html

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday - Friday.

Ship to:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 206

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact's Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Methodology

Modified Broth Microdilution
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Turnaround Time 2 Days

Interferences & Limitations Isolates from human specimens may be tested only under Emergency Use
Authorization.

Additional Information Turnaround time can vary depending on age/purity of isolate received

CDC Points of Contact David Sue
(404) 639-4027
btx6@cdc.gov
Julia Bugrysheva
(404) 639-4892
vol5@cdc.gov

Version 2.5
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Test Order

Biofire FilmArray NGDS Warrior Panel

Synonym(s)

CDC-10565

None

CDC Pre-Approval Needed

Trevor Shoemaker
(470) 312-0094
spather@cdc.gov
Amy Schuh

(404) 639-1756
wuc2@cdc.gov

Supplemental Information
Required

Private citizens interested in clinical testing should contact their healthcare
providers. Clinicians should contact their local or state health department
for consultation.

Supplemental Form

None

Performed on Specimens From

Human

Acceptable Sample / Specimen Type
for Testing

Whole blood (EDTA)

Minimum Volume Required

4 mL

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Human specimens stored refrigerated (2-8°C) must be received within 7 days of
specimen collection date. Human specimens stored at room temperature (15-
25°C) must be received within 1 day of specimen collection date. Contact the
CDC POC for approval prior to sending any specimens.

Transport Medium

Not Applicable

Specimen Labeling

Research or surveillance specimens may be labeled according to protocol. Labels
should not include personally identifiable information. The results reported
should NOT be used for diagnosis, treatment, assessment of health or
management of the individual patient.

Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday — Friday. All specimens must be shipped
refrigerated with refrigerated or frozen cold packs.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 70

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact’'s Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations. Upon shipment, submitter should send an email to the CDC
POC providing shipping company, shipped date and package tracking number.

Methodology

Biofire FilmArray NGDS Warrior Panel is used to detect Ebola and Marburg

Turnaround Time

2 Weeks
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Interferences & Limitations

None

Additional Information

Pre-approval is required. Contact CDC's Emergency Operation Center at 770-488-
7100 and request VSPB's on-call epidemiologist to provide the clinical and
epidemiological history on the patient. If testing is approved, VSPB will provide
an approval number (EPIID) by email along with instructions for next steps. After
receiving pre-approval and the EPIID number, the CDC specimen submission
form can be submitted using one of two ways:

1) For submitters that use CSTOR, submit using the CSTOR Web Portal. Please
include the EPIID in the Test Order Request’'s comments field. If the EPIID is not
included, the order will be rejected.

2) For submitters that do not use CSTOR, submit via CDC 50.34 Specimen
Submission Form. Enter the EPIID in the “Case ID field” within the “Patient
Information” section on CSTOR and/or the CDC 50.34 Specimen Submission
Form. Critical specimens will take less than 4 days to turn around.

CDC Points of Contact

Trevor Shoemaker
(470) 312-0094
spather@cdc.gov

Amy Schuh

(404) 639-1756
wuc2@cdc.gov

Maria Morales Betoulle
(404) 718-1655
fof7T@cdc.gov

Version

3.1
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Test Order
BioFire Respiratory Panel
CDC-10556

Synonym(s)

Respiratory 2.1 Panel

CDC Pre-Approval Needed

David Lowe
(404) 718-6814
nqu9@cdc.gov
Lijuan Wang
(404) 639-4384
ynx2@cdc.gov

Supplemental Information
Required

None

Supplemental Form

None

Performed on Specimens From

Human

Acceptable Sample / Specimen Type
for Testing

Nasopharyngeal swab collected in viral transport medium.

Minimum Volume Required

0.3 mL; 1 mL preferred

Collection, Storage, and Preservation
of Specimen Prior to Shipping

At room temperature (15 - 25° C) for up to 4 hours
* Refrigerated (2 - 8° C) up to 3 days
* Frozen (-70 °C or lower preferred) for up to 30 days

Transport Medium

Specimens must be in viral transport medium.

Specimen Labeling

Research or surveillance specimens may be labeled according to protocol. Labels
should not include personally identifiable information. The results reported
should NOT be used for diagnosis, treatment, assessment of health or
management of the individual patient.

Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday — Friday. Specimens should be shipped frozen,
overnight on dry ice.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 84

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact’'s Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations. Upon shipment, submitter should send an email to the CDC
POC providing shipping company, shipped date and package tracking number.
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Methodology This Respiratory Pathogen PCR Panel is used to detect:

Adenovirus, coronavirus (HKU1, NL63, 229E, OC43, SARS-CoV-2), human
metapneumovirus, human rhinovirus/enterovirus, influenza A (A, A/H1, A/H3,
A/H1-2009), influenza B, parainfluenza (1-4), human respiratory syncytial virus,
Bordetella (Bordetella parapertussis, Bordetella pertussis), Chlamydia pneumoniae,
and Mycoplasma pneumoniae

Turnaround Time 2 Weeks

Interferences & Limitations None

Additional Information Nasopharyngeal swabs should not be spun down.

CDC Points of Contact Lijuan Wang
(404) 639-4384
ynx2@cdc.gov
Stacey Gonder
(404) 639-8739
urv6@cdc.gov
David Lowe
(404) 718-6814
nqu9@cdc.gov

Version 0.0
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Test Order
Bordetella pertussis Serology
CDC-10166

Synonym(s) 1gG against pertussis toxin, Pertussis ELISA, whooping cough

CDC Pre-Approval Needed Lucia Pawloski
(404) 639-4506
ecz6@cdc.gov
Hong Ju
(404) 639-0571
Ikn0@cdc.gov

Supplemental Information Specimens are for research or surveillance testing only. Provide the
Required following limited patient information on the CDC 50.34 Specimen
Submission Form: patient age, duration of cough, recent pertussis-
containing vaccination status. Do not include Personally Identifiable
Information (PII).

Supplemental Form None

Performed on Specimens From Human

Acceptable Sample / Specimen Type The following are criteria for serum submission:
for Testing - Adolescent and adult individuals
- Cough of at least 2 weeks, up to 12 weeks
- Not vaccinated with a pertussis-containing vaccine in the previous 6 months

The age cut-off is designed to exclude children who are still receiving their
primary pertussis vaccination series. Vaccination with a pertussis-containing
vaccine within 6 months of serology test may confound results. Cough of at least
2 weeks and up to 12 weeks is required for IgG antibody detection in this test.

Minimum Volume Required 0.2 mL; 0.5 mL preferred

Collection, Storage, and Preservation Blood should be collected using a serum separation tube with no additives.
of Specimen Prior to Shipping Centrifuge the tube of blood at 1100-1300 x g for approximately 10 minutes to
separate the cells from the serum. Serum specimens may be stored refrigerated
(2-8 °C) for up to 7 days. If greater than 7 days, serum must be kept frozen (-20
°C or colder). For long-term storage, the serum should be frozen (-20 °C or
colder).

Transport Medium Not Applicable

Specimen Labeling Research or surveillance specimens may be labeled according to protocol. Labels
should not include personally identifiable information. The results reported
should NOT be used for diagnosis, treatment, assessment of health or
management of the individual patient.
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Shipping Instructions which Include
Specimen Handling Requirements

Serum specimens may be stored refrigerated and shipped on gel ice-packs if
they will be received at CDC within 7 days of collection. Specimens that will not
be received at CDC within 7 days of collection should be kept frozen and sent
with dry ice.

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday-Friday.

Ship to:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 12

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact's Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations. Upon shipment, submitter should send an email to the CDC
POC providing shipping company, shipped date and package tracking number.

Sender is responsible for shipping charges. International submitters must request
CDC's import permit and include this with the Air Waybill.

Methodology

Enzyme-linked Immunosorbent Assay (ELISA)

Turnaround Time

2 Weeks

Interferences & Limitations

Sera collected from patients with less than 2 weeks or greater than 12 weeks of
cough or from patients vaccinated with a pertussis-containing vaccine in the
previous 6 months are not appropriate for this test. Sera should not be sent if
they have incurred more than 5 freeze-thaw cycles. Sera with preservatives such
as anti-coagulants will invalidate results. Hemolyzed and lipemic sera are
considered suboptimal for this assay.

Additional Information

None

CDC Points of Contact

Lucia Pawloski

(404) 639-4506
ecz6@cdc.gov
Hong Ju

(404) 639-0571
IknO@cdc.gov

Version 4.1
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Test Order
Bordetella species Study
CDC-10167

Synonym(s)

Bordetella pertussis, B. parapertussis, B. holmesii, B. bronchiseptica, whooping
cough, pertussis

CDC Pre-Approval Needed

Hong Ju

(404) 639-0571
Ikn0@cdc.gov

Lucia Pawloski

(404) 639-4506
ecz6@cdc.gov

Supplemental Information
Required

Provide the following Patient and Specimen Information on the CDC 50.34
Specimen Submission Form: patient age, onset of cough, recent antibiotic
history and pertussis-containing vaccine status.

Supplemental Form

None

Performed on Specimens From

Human

Acceptable Sample / Specimen Type
for Testing

For isolation and/or PCR: Nasopharyngeal swabs or nasopharyngeal aspirates;
calcium alginate and cotton swabs are not acceptable.

For isolate confirmation: Pure culture isolates or cryopreserved isolates.

For PCR only: Extracted DNA.

Minimum Volume Required

0.5 mL nasopharyngeal aspirates; 0.2 mL DNA; 0.5 mL preferred

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Swabs for culture and PCR: Nasopharyngeal swabs should be polyester, rayon or
nylon. Swabs should be placed in tubes of Regan-Lowe transport medium and
kept refrigerated at 4 °C until shipment.

Nasopharyngeal aspirates for culture and PCR: Nasopharyngeal aspirates should
be in leak-proof plastic tubes. Aspirates should be kept refrigerated at 4 °C if
shipped within 72 hours of collection; otherwise, aspirates should be kept frozen
at -20 °C.

Swabs for PCR only: Nasopharyngeal swabs should be polyester, rayon or nylon.
Swabs should be placed in dry, sterile tubes. Swabs in universal transport
medium are also acceptable. All swabs should be kept refrigerated at 4 °C if
shipped within 72 hours of collection; otherwise, swabs should be kept frozen at -
20 °C.

Isolates: Isolates can be frozen at -70 °C in cryopreservation medium or kept
refrigerated at 4 °C on Regan-Lowe, Bordet-Gengou, charcoal agar or blood agar
(B. parapertussis, B. holmesii, or B. bronchiseptica only) slants.

DNA: DNA extracted from nasopharyngeal specimens should be in leak-proof
plastic tubes. DNA should be kept frozen at -20 °C.
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Transport Medium

Regan-Lowe transport medium is recommended for specimens for culture. Amies
Charcoal transports are acceptable, but may decrease the probability of isolation.
Specimens in Regan-Lowe can be tested by both culture and PCR.

Isolates can be frozen at -70 °C in cryopreservation medium; for best results a
fresh subculture on Regan-Lowe, Bordet-Gengou, charcoal agar or blood agar (B.
parapertussis, B. holmesii, or B. bronchiseptica only) slant should be sent.

Dry swabs in sterile tubes are preferred for PCR; if only one swab is collected for
both culture and PCR, the swabs should be sent in Regan-Lowe transport as
described previously.

Specimen Labeling

Research or surveillance specimens may be labeled according to protocol. Labels
should not include personally identifiable information. The results reported
should NOT be used for diagnosis, treatment, assessment of health or
management of the individual patient.

Shipping Instructions which Include
Specimen Handling Requirements

For best results, specimens should be shipped within 24-48 hours of collection.
Specimens refrigerated (isolates on slants, nasopharyngeal swabs in transports,
nasopharyngeal aspirates) should be shipped overnight on gel ice-packs.
Specimens frozen (cryopreserved isolates, nasopharyngeal aspirates and swabs,
and extracted DNA) should be shipped overnight on dry ice.

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday - Friday.

Ship to:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 12

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact's Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations. Upon shipment, submitter should send an email to the CDC
POC providing shipping company, shipped date and package tracking number.

Sender is responsible for shipping charges. International submitters must request
CDC's import permit and include this with the Air Wayhbill.

Methodology

Culture, Multi-target Polymerase Chain Reaction (PCR), Whole Genome
Sequencing, Pulsed-Field Gel Electrophoresis, Multi-Locus Sequence Typing,
Antibiotic Susceptibility, Antigen Testing

Turnaround Time

Interferences & Limitations

Prior antibiotic treatment will adversely affect culture and PCR results. Whenever
possible, specimens collected prior to administration of antimicrobial agents
should be used to determine infection with Bordetella spp. Patients coughing
more than two weeks will likely not be culture positive. Specimens collected from
patients with more than 4 weeks of cough are not appropriate for culture or PCR.
Specimens should not be tested if they have incurred more than 2 freeze-thaw
cycles.

Additional Information

None
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CDC Points of Contact Hong Ju
(404) 639-0571
IknO@cdc.gov
Lucia Pawloski
(404) 639-4506
ecz6@cdc.gov

Version 3.2
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Bordetella spp.

Test Order
Identification (not B. pertussis/parapertussis)
CDC-10143

Synonym(s)

Bordetella Identification

CDC Pre-Approval Needed

None

Supplemental Information
Required

Please complete all sections on the CDC 50.34 Specimen Submission Form.
Please notify laboratory point of contact listed below of shipment if this is a
critical care specimen.

Supplemental Form

None

Performed on Specimens From

Human and Food/Environmental/Medical Devices/Biologics

Acceptable Sample / Specimen Type
for Testing

Actively growing pure culture bacterial isolate on an agar slant, Lowenstein
Jensen, trypticase soy agar (with or without sheep blood), heart infusion agar
(with or without rabbit blood), chocolate agar, Sabouraud dextrose agar

Minimum Volume Required

Not Applicable

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Store isolates at room temperature (15-25°C) for up to 7 days prior to shipping.

Transport Medium

Not Applicable

Specimen Labeling

This test order can accommodate diagnostic and non-diagnostic specimens.
Testing subject to CLIA regulations requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.

Research or surveillance specimens may be labeled according to protocol. Labels
should not include personally identifiable information. The results reported
should NOT be used for diagnosis, treatment, assessment of health or
management of the individual patient.

Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday — Friday. Ship at room temperature with room-
temperature cold packs.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 17

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact's Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Methodology

Primary culture based on specimen type, Matrix Assisted Laser Desorption
lonization Time of Flight Mass Spectrometry, 16S sequence based identification

Turnaround Time

3 Weeks
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Interferences & Limitations No significant interferences or limitations are currently known.

Additional Information If available, please provide patient history including if the patient has used a
catheter and/or if the patient is immunocompromised.

Some isolates require additional time to accurately characterize the organism
which may result in a longer turnaround time. Please contact the laboratory if
concerned about a delay.

CDC Points of Contact John McQuiston
(404) 639-0270
zje8@cdc.gov
Melissa Bell
(404) 639-1348
jgv7@cdc.gov

Version 2.3
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Test Order

Borrelia Molecular Detection - Relapsing Fever

CDC-10532

Synonym(s)

Relapsing fever, Tickborne relapsing fever, Borrelia miyamotoi disease, Louse-
borne relapsing fever, Borrelia hermsii, Borrelia turicatae, Borrelia miyamotoi,
Borrelia recurrentis

CDC Pre-Approval Needed

Jeannine Petersen
(970) 266-3524
nzp0@cdc.gov
Elizabeth Dietrich
(970) 494-6618
wul2@cdc.gov

Supplemental Information
Required

A CDC 50.34 Specimen Submission Form or Global File Accessioning
Template (GFAT) is required. Specimen ID on submission form must match
specimen label.

Supplemental Form

None

Performed on Specimens From

Human

Acceptable Sample / Specimen Type
for Testing

EDTA-treated whole blood is preferred; acute serum or plasma is also acceptable.

Minimum Volume Required

0.5 mL

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Separate and aliquot serum and plasma prior to storage and transport.

Specimens may be held at refrigerated temperature (2-8°C) for up to 14 days
post-collection. Specimens may be held frozen (-20°C or lower) for up to 60 days
post-collection or may be held frozen (-70°C or lower) for up to 9 months post-
collection. Specimens must not exceed 2 freeze/thaw cycles.

Transport Medium

Not Applicable

Specimen Labeling

Research or surveillance specimens may be labeled according to protocol. Labels
should not include personally identifiable information. The results reported
should NOT be used for diagnosis, treatment, assessment of health or
management of the individual patient.
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Shipping Instructions which Include CDC does not accept routine shipments on weekends or holidays. Please make
Specimen Handling Requirements sure packages arrive Monday — Friday. Ship refrigerated specimens with
refrigerated or frozen cold packs and frozen specimens on dry ice.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
Bacterial Diagnostic and Reference Laboratory
3156 Rampart Rd

Fort Collins, CO 80521

[Insert CDC Point of Contact’'s Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Methodology Polymerase chain reaction (PCR)

Turnaround Time 2 Weeks

Interferences & Limitations
Prior antibiotic treatment may reduce sensitivity by decreasing the amount of

bacterial DNA present in specimens. Detection in serum or plasma is less
sensitive than detection in EDTA-treated whole blood.

Additional Information None

CDC Points of Contact Jeannine Petersen
(970) 266-3524
nzpO0@cdc.gov
Elizabeth Dietrich
(970) 494-6618
wul2@cdc.gov

Version 0.0
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Test Order

Borrelia Serology - Soft Tick Relapsing Fever

Synonym(s)

CDC-10399

Relapsing Fever, Borrelia hermsii, Borrelia turicatae

CDC Pre-Approval Needed

Jeannine Petersen
(970) 266-3524
nzp0@cdc.gov
Elizabeth Dietrich
(970) 494-6618
wul2@cdc.gov

Supplemental Information
Required

A CDC 50.34 Specimen Submission Form or Global File Accessioning
Template (GFAT) is required. Specimen ID on submission form must match
specimen label.

Supplemental Form

None

Performed on Specimens From

Human

Acceptable Sample / Specimen Type
for Testing

Serum

Minimum Volume Required

0.5 mL

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Separate and aliquot serum prior to storage and transport.

Specimens may be held at refrigerated temperature (2-8°C) for up to 14 days and
frozen (-20°C or lower) for up to 60 days post-collection. Specimens must not
exceed 2 freeze/thaw cycles.

Transport Medium

Not Applicable

Specimen Labeling

Research or surveillance specimens may be labeled according to protocol. Labels
should not include personally identifiable information. The results reported
should NOT be used for diagnosis, treatment, assessment of health or
management of the individual patient.

Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday — Friday. Ship refrigerated specimens with
refrigerated or frozen cold packs and frozen specimens on dry ice.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
Bacterial Diagnostic and Reference Laboratory
3156 Rampart Rd

Fort Collins, CO 80521

[Insert CDC Point of Contact’'s Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Methodology

IgG antibody detected by Western Blot
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Turnaround Time 3 Weeks

Interferences & Limitations This test detects IgG seroconversion only. Sensitivity of this test is limited in
serum samples collected from patients with < 10 days of illness.

Samples with hemolysis, increased lipemia or microbial growth may interfere with
test results.

Additional Information
This test is not intended for Borrelia miyamotoi (Borrelia miyamotoi disease, hard

tick relapsing fever) serology.

CDC Points of Contact Jeannine Petersen
(970) 266-3524
nzpO0@cdc.gov
Elizabeth Dietrich
(970) 494-6618
wul2@cdc.gov

Version 0.0
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Test Order
Borrelia Special Study
CDC-10300

Synonym(s)

CDC Pre-Approval Needed

Jeannine Petersen
(970) 266-3524
nzp0@cdc.gov
Elizabeth Dietrich
(970) 494-6618
wul2@cdc.gov

Supplemental Information
Required

A CDC 50.34 Specimen Submission Form or Global File Accessioning
Template (GFAT) is required. Specimen ID on submission form must match
specimen label.

Supplemental Form

None

Performed on Specimens From

Human and Animal

Acceptable Sample / Specimen Type
for Testing

Contact the CDC POC for appropriate guidance/relevant information.

Minimum Volume Required

Contact the CDC POC for appropriate guidance/relevant information.

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Contact the CDC POC for appropriate guidance/relevant information.

Transport Medium

Contact the CDC POC for appropriate guidance/relevant information.

Specimen Labeling

Research or surveillance specimens may be labeled according to protocol. Labels
should not include personally identifiable information. The results reported
should NOT be used for diagnosis, treatment, assessment of health or
management of the individual patient.

Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday - Friday.

Ship to:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
Bacterial Diagnostic and Reference Laboratory
3156 Rampart Road

Fort Collins, CO 80521

[Insert CDC Point of Contact's Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Methodology

Contact the CDC POC for appropriate guidance/relevant information.

Turnaround Time

Interferences & Limitations

Contact the CDC POC for appropriate guidance/relevant information.

Additional Information

Contact the CDC POC for appropriate guidance/relevant information.
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CDC Points of Contact Jeannine Petersen
(970) 266-3524
nzpO@cdc.gov
Elizabeth Dietrich
(970) 494-6618
wul2@cdc.gov

Version 0.0
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Test Order
Botulism Laboratory Confirmation
CDC-10132

Synonym(s) Botulinum toxin, Clostridium botulinum

CDC Pre-Approval Needed None

Supplemental Information For clinical samples, provide patient name, date of birth, history of present
Required illness, and treatment history, including date of BabyBIG or BAT
administration.

Complete one CDC Specimen Submission Form (50.34) per specimen and
include in shipment. Include the following information within the CDC 50.34
Specimen Submission Form: point of contact name, phone number and
email address for State Department of Health and Hospital.

Supplemental Form None

Performed on Specimens From Human and Food/Environmental/Medical Devices/Biologics

Acceptable Sample / Specimen Type Contact CDC POC prior to specimen submission for specimen acceptance,
for Testing collection, storage and preservation requirements.

Minimum Volume Required Adult patients: 5 mL serum, 10 g of stool.
Infant patients: 10 g of stool.
Note: Smaller quantities of stool (up to 0.5 - 1 g) may be tested; if needed,

enema can be obtained with sterile non-bacteriostatic water. Minimum volume
for serumis 1 mL.

Collection, Storage, and Preservation Serum must be collected before antitoxin treatment. Use tubes with no-additive
of Specimen Prior to Shipping and no anti-coagulant for serum collection. Collect raw stool in a sterile

container. If enema is needed, use sterile non-bacteriostatic water.
Foods should be left in their original containers or placed in sterile unbreakable
containers. Empty containers with remnants of foods can also be recovered and
submitted for testing.
Refrigerate all specimens promptly after collection. Maintain specimen
refrigerated (2-8°C) until shipment. Ship to CDC within 2 days of collection.
Note: serum can be shipped within 20 days of collection date.

Transport Medium Submit cultures of suspected botulinum neurotoxin producing species of
Clostridium in Chopped Meat Glucose Starch broth or Chopped Meat Glucose
broth

Specimen Labeling Test subject to CLIA regulations and requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and the
test requisition.
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Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday — Friday. Ship refrigerated (refrigerated or frozen
cold packs). Package must have proper labeling for biological hazards: UN3373
biological substance, Category B.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 26

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact’'s Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations. Upon shipment, submitter should send an email to the CDC
POC providing shipping company, shipped date and package tracking number.

Methodology

Mouse Bioassay, Mass Spectrometry (MS), Polymerase Chain Reaction (PCR)

Turnaround Time

12 Weeks

Interferences & Limitations

Incorrect storage and/or spoilage of food may affect results.

Additional Information

CDC pre-approval is not needed; however, hospitals must obtain approval from
their state health department prior to submitting specimens to CDC. Turnaround
Time: Preliminary results may be available within 48 hours of specimen receipt.

CDC Points of Contact

Carolina Luquez
(404) 639-0896
fry6@cdc.gov
Janet Dykes
(404) 639-3625
jkd1@cdc.gov

Version

2.3
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Test Order
Botulism Special Study
CDC-10133

Synonym(s) Botulinum toxin, Clostridium botulinum

CDC Pre-Approval Needed Carolina Luquez
(404) 639-0896
fry6@cdc.gov
Janet Dykes
(404) 639-3625
jkd1@cdc.gov

Supplemental Information If specimen contains botulinum neurotoxin and/or botulinum neurotoxin
Required producing species of Clostridium, the transfer must be approved by
APHIS/CDC Federal Select Agents Program.

Complete one CDC Specimen Submission Form (50.34) per specimen and
include in shipment. Include the following information within the CDC 50.34
Specimen Submission Form: point of contact name, phone number and
email address for State Department of Health and Hospital.

Supplemental Form Request to Transfer Select Agents and Toxins (APHIS/CDC FORM 2).
https://www.selectagents.gov/resources/APHIS-
CDC_Form_2_English_Fillable.pdf

Performed on Specimens From Human and Food/Environmental/Medical Devices/Biologics

Acceptable Sample / Specimen Type Serum, stool, isolates
for Testing

Minimum Volume Required 5 mL (serum), 10 g (stool)

Collection, Storage, and Preservation Refrigerate all specimens promptly after collection. Maintain specimen
of Specimen Prior to Shipping refrigerated (2-8 °C) until shipment.

Transport Medium For isolates: Chopped Meat Glucose Starch

Specimen Labeling This test order can accommodate diagnostic and non-diagnostic specimens.
Testing subject to CLIA regulations requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.

Research or surveillance specimens may be labeled according to protocol. Labels
should not include personally identifiable information. All submitted specimens
should include two unique identifies. The results should NOT be used for
diagnosis, treatment, or assessment of patient health or management.
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Shipping Instructions which Include  Ship refrigerated specimens (2-8 °C) with cold packs.
Specimen Handling Requirements
CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday - Friday.

Ship to:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 26

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact's Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Methodology Mouse Bioassay, Mass Spectrometry (MS), Polymerase Chain Reaction (PCR),
Whole Genome Sequencing

Turnaround Time 24 Weeks

Interferences & Limitations To be determined

Additional Information None

CDC Points of Contact Carolina Luquez
(404) 639-0896
fry6@cdc.gov
Janet Dykes
(404) 639-3625
jkd1@cdc.gov

Version 2.0
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Test Order

Brucella species Identification and Antimicrobial Susceptibility Testing (AST)

CDC-10207

Synonym(s)

Brucellosis, Brucella

CDC Pre-Approval Needed

None

Supplemental Information
Required

Provide the following information on the CDC 50.34 Specimen Submission
Form: history of present illness, exposure history, travel history, past
medical history, treatment history, preliminary results. For select agents
please consult for completion of APHIS/CDC FORM 2 (Request to Transfer
Select Agents and Toxins).

Supplemental Form

Request to Transfer Select Agents and Toxins (APHIS/CDC FORM 2).
https://www.selectagents.gov/resources/APHIS-
CDC_Form_2_English_Fillable.pdf

Performed on Specimens From

Human

Acceptable Sample / Specimen Type
for Testing

Suspected or presumptive Brucella Isolates

Minimum Volume Required

Not applicable

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Isolates should be kept at room temperature (15-25°C) prior to shipping

Transport Medium

Agar slants preferred for shipping isolates.

Specimen Labeling

Test subject to CLIA regulations and requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.

Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday — Friday. Isolates should be shipped at room
temperature with room-temperature cold packs.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 91

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact’'s Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Methodology

Polymerase Chain Reaction (PCR), Biochemicals, Phage Suseptability, Broth Micro
Dilution

Turnaround Time

2 Weeks

Interferences & Limitations

None
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Additional Information Antimicrobial susceptibility testing (AST) for test order CDC-10207 'Brucella
species ID, Genotyping and AST" will only be performed upon special request.
Please consult with the CDC POC for the AST request prior to sample submission.

Study or research samples should be submitted under test code CDC-10209,
Brucella species Study.

CDC Points of Contact Zoonoses and Select Agent Laboratory ZSAL
(404) 639-1711
ZSAL@cdc.gov
Rebekah Tiller
(404) 639-4507
eto3@cdc.gov
Elke Saile
(404) 639-0716
csx2@cdc.gov
David Lonsway
(404) 639-2825
dul7@cdc.gov

Version 3.2
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Test Order

Brucella species Molecular Detection

CDC-10208

Synonym(s)

Brucella PCR

CDC Pre-Approval Needed

None

Supplemental Information
Required

Provide the following information on the CDC 50.34 Specimen Submission
Form: history of present illness, exposure history, travel history, past
medical history, treatment history, preliminary results.

Supplemental Form

None

Performed on Specimens From

Human

Acceptable Sample / Specimen Type
for Testing

Whole blood and serum. Blood specimens should be collected in EDTA or
Sodium Citrate tubes (not heparin)

Minimum Volume Required

0.25 mL

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Specimens can be refrigerated (2-8°C) for up to 14 days post-collection and
frozen (-20°C or lower) for up to 28 days and not exceed 3 freeze/thaw cycles.

Transport Medium

Transport medium not required.

Specimen Labeling

Test subject to CLIA regulations and requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.

Shipping Instructions which Include
Specimen Handling Requirements

CDC does not accept routine shipments on weekends or holidays. Please make
sure packages arrive Monday — Friday. Samples should be shipped frozen on dry
ice.

Ship To:

[Insert CDC Point of Contact]

Centers for Disease Control and Prevention
RDSB/STATT Unit 91

1600 Clifton Road, NE

Atlanta, GA 30329

[Insert CDC Point of Contact’'s Telephone Number]

All samples must be shipped in accordance with all applicable local, state and
federal regulations.

Methodology

Polymerase Chain Reaction (PCR)

Turnaround Time

2 Weeks

Interferences & Limitations

The Brucella molecular detection test has not been cleared and approved by the
FDA.

Additional Information

Study or research samples should be submitted under test code CDC-10209,
Brucella species Study
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CDC Points of Contact Zoonoses and Select Agent Laboratory (ZSAL)

(404) 639-1711

ZSAL@cdc.gov

Rebekah Tiller

(404) 639-4507

eto3@cdc.gov

Elke Saile

(404) 639-0716

csx2@cdc.gov

Version 2.4
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Test Order
Brucella species Serology
CDC-10197

Synonym(s)

BMAT

CDC Pre-Approval Needed

None

Supplemental Information
Required

None

Supplemental Form

None

Performed on Specimens From

Human

Acceptable Sample / Specimen Type
for Testing

Paired serum samples are preferred (acute: during active stage of illness;
convalescent: 2-4 weeks after acute stage)

Minimum Volume Required

0.1 mL

Collection, Storage, and Preservation
of Specimen Prior to Shipping

Serum may be stored at refrigerated temperature (2-8°C) for up to 14 days post-
collection and frozen (-20°C or lower) for up to 2 months. Specimens should not
exceed 3 freeze/thaw cycles.

Transport Medium

Not applicable

Specimen Labeling

Test subject to CLIA regulations and requires two primary patient identifiers (e.g.,
patient first and last name, date of birth, unique patient identifier from time of
collection, such as medical record number) on the specimen container and on the
test requisition.

Shipping Instructi