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DIATHERIX Laboratories, Inc.

601 Genome Way Suite 4208
Huntsville, Aabama35806

CLIA ID Numbe@1-D1085737

DIATHERIX Laboratories is located inHbdson Alpha Institet for
Biotechnologyn Cummings Research Park

Chief Executiv®fficerand Chairman: Dennis Grimaud
MedicalDirector: Frank Honkanen\.D.
Presidentand COO Randy Ward, M.T. (ASCP)
Technical Supervisor: Rebecca Miller, M.S.

Hours of Operabn: DIATHERIX Laboratone®penfrom 8:00 am to 530 pm CST
Monday throughFriday and:30 am t05:00 pm CSDn Saturday.

Client Service 256-327-0699, Option @

Toll free: 8660794242

Fax: 256327-0984

Hours of Operation:

8:00 am to 530 pm CSMonday through Friday
8:30 am to 500 pm CST Saturday

Billing Department256:327-0699, Option 1

Toll free: 866329-1854

Fax: 256327-5259

Hours of Operation:

8:00 am to 5:00 pm CST Monday through Friday
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DIATHERIXaboratoriesMISSION

The missiof DIATHERIX Laboratories, Inc (DLI) is to provide personalized diagnostic service
to physicians and the medical community through our award winning multiplex molecular
diagnostic technologthat links diagnostics to therapeutics.

Our focus on personatid medicine through unique diagnostic services will assist physicians in
a new standard of quality patient care.

The strategy we use to accomplish our mission has four main components:
1) Responding to customer needs
2) Providing physicians and patients withiatjnostic services through technology
innovation

3) Being a technology thought leader in disease detection, management and hee
services

4) Continuing education of our employees and healthcare providers

This strategy assures that we can and do support the lagggt in molecular methods
starting with nucleic acid multiplexing for the identification of specific disease to drug
resistance We are committed to offering the most sensitive and accurate molecule

multiplexing diagnostic laboratory services to thealthcare industry through hospitals and
physicians.

Our strategy will position DIATHERIX as the leading clinical laboratory in the field of
multiplexing for the identification of disease. What we do makes a difference.

Dennis L. Grimaud
Chief Executive Officer
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HELPFUHINTS FORREPARINGPECIMENS

Please read all instructions for
collecting or shipping a sample
before beginning the collection.

All specimens for all panels are
shipped at room temperature.

Please write legibly and provide
all the necessary information on
the requisition.

TheSpecimen Typeefers to the
type of specimeryou will send
such as a swab, a wash, an
aspirate and so forth. The
Specimen Type should be writter
on the requisition.

TheSpecimen Sourceefers to the
origin of the specimen, such as
nasal, wound, nasopharyngeal,
bronchial and so forth. The
Specimen Source shoukldsobe
writte:\n on the requisition.

Wounds should be cleaned with
sterile gauze and saline to
remove any ointmentand debris
before the swab is allected.

The specimertannot be over 5
days old when receiveadt
DIATHERIX lab or it will be

rejected.

SPI32FLTS
LOT9614A
EXF JAl 1411

Do not use any transport tubes
that do not contain the correct
amount of solution (.75 ml) in the
bottom. The level of the solutin
should be visiblenearthe base of
the number 1 as shown in is
example.

Fluid level
is at the
base of
the ==

number1 —

Actual fluid color is clear

Pagesof 43



Using an absorbent wipe,
thoroughly wipe the top of the
tube to eliminate any fluid.

Make sure the blue top is seated
properly and screwed down
tightly on the tube.

The specimen transfer tubenust
be labeled with at least the

LJ- G A Sy (Thid nagié nYuSt
match the name on the
requisition.

LOT 86144

BXPJAII14/11

SPI32FLTS
LOT96144
EXF JAl 1411

First and last name and date of

DISCARD THE SWAB when you
are finished inoculating the
media in the tube. DO NOT
BREAK OFF THE SWAB AND L
IT IN THE TUBE. This applies to
both the standard swab and the

nasopharyngeal swab.

collection
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Packaqging and Shipping Instructions

Each biohazard bag must contai
oyf e 2yS LI GASY
the transport tube in the front of
the biohazard bag in the zippere
pouch and seal the bag.

Place the completed requisition
in the unzippered flap pocket, in
the back of the biohazard
transport bag.

Double-check thd the sample
tube and the requisition are in
the correct pouch:
1 Sample in the zippered
pouch

1 Requisition in the flapped
pouch

More than one biohazard
specimen bag (containing one
sample) can be put in the small
shipping box. The box will hold
several saple bags.
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The cardboard box container
should be placed in a

FedEx UN 337GlinicalPak and
sealed More than one small box
can fit in the Clinical Pak.

The FedEx UN 33@inicalPak
should be labeled with a FedEx
address stamgfurnished by DLI)
and sent overnight to DIATHERI
Laboratories.

The specimen cannot be ove
5 days old when received at

DLI.
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SaphylococcudDifferentiation Panel Information

Staphylococcu®ifferentiation Panel

The Staphylococcus Differentiation Panel detects molecular targets that identify the following:

MRSA - Methicillin resistant Staphylococcus aureus
Staphylococcus aureus
Panton-Valentine leukocidin (PVL) gene

Methicillin resistant coagulase negative Staphylococcus
Coagulase negative Staphylococcus
Staphylococcus epidermidis

Antibiotic Resistances:
Aminoglycoside resistance
Cephalosporin resistance
Erythromycin/Clindamycin resistance
Methicillin resistance
Tetracycline resistance
Vancomycin resistance

Specimen requirements fostaphylococcus Differentiation Panel:

The specimen should:

Arrive in a biohazard specimen bag properly sealed.

Be accompanied by a completed, legible DLI Laboratory Request.
Have been transported to thiab according to transport instructions.

.S tFr0SEtSR GAUGK | YAYAYdzy 2F (KS
the identification on the specimen.

5. Be intact, in the proper container and not leaking.

6. Be an appropriate speciméar the test requested.

7. Not be more than 5 days old when received at DLI.

PwnNPE

LI GASyGQa vyl

If there are any problems that prevent testing of the specimen, the client will be contacted as soon as possibl

to resolve the issue.

Specimens fostaphylococcus Differentiation Panel:

1. Nasal Swab (Standard) Collection Procedure i see instructions on page 16
2. Wound/Infection Swab Collection Procedure i see instructions on page 20
3. Synovial Fluid, Urine & Blood Culture 7 see transport instructions on page 24
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Infectious Diseas®arel Information
The Infectious Disease Panel detects molecular targets that identify the following:

Acinetobacter baumannii Klebsiella pneumoniae
Enterobacter aerogenes Proteus mirabilis

Enterobacter cloacae Pseudomonas aeruginosa
Enterococcus faecalis Serratia marcescens

Enterococcus faecium Stenotrophomonas maltophilia
Escherichia coli Streptococcus pyogenes (Group A)

MRSA - Methicillin resistant Staphylococcus aureus
Staphylococcus aureus
Panton-Valentine leukocidin (PVL) gene

Methicillin resistant coagulase negative Staphylococcus
Coagulase negative Staphylococcus
Staphylococcus epidermidis

Antibiotic Resistances:
Aminoglycoside resistance
Cephalosporin resistance (Staphylococcal)
Erythromycin/Clindamycin resistance
Methicillin resistance (Staphylococcal)
Tetracycline resistance
Vancomycin resistance

Specimen requirements for Infectious DiseaBanel

The specimen should:

Arrive in a biohazard specimen bag properly sealed.

Be accompanied by a congppéd, legible DLI Laboratory Request.
Have been transported to the lab according to transport instructions.

PN E

the identification on the specimen.
5. Be intact,in the proper container and not leaking.
6. Be an appropriate specimen for the test requested.
7. Not be more than 5 days old when received at DLI.

S tF0StSR AGK  YAYAYdzY 2F GKS LI GASYydQa yI

If there are any problems that prevent testing of the specimen, the client will be contacted as soon as possibl

to resolve the issue.

Specimens for Infectious Diseasanel:

1. Wound/Infection Swab Collection Procedure i see instructions on page 20

2. Synovial Fluid, Urine, & Blood Culture 7 see transport instructions 24
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Viral Respiratory Panel Information

Viral Respiratory Panel
The Viral Respiratory Panel detects molecular targets that identify the following:

Adenovirus types 3, 4, 7, 21
Coxsackievirus/Echovirus
Human metapneumovirus
Influenza A - Human influenza
Influenza A - HIN1-09
Influenza B

Parainfluenza virus type 1,2,3,4
Respiratory syncytial virus A
Respiratory syncytial virus B
Rhinoviruses

Specimen requirements for Viral RespiratoRanel:
The specimen should:
Arrive in a biohazard specimen bag properly sdal
Be accompanied by a completed, legible DLI Laboratory Request.
Have been transported to the lab according to transport instructions.
S t10StSR 6AGK | YAYAYdzy 2F (KS LI GASydQa ylI

the identification on the specimen.

5. Be intact, in the proper container and not leaking.

6. Be an appropriate specimen for the test requested.

7. Not be more than 5 days old when received at DLI.
If there are any problems that prevent testing of the specimen, the client witbin¢acted as soon as possible
to resolve the issue.

PwnNpPE

Specimens for Viral Respiratory Panel
1. Nasal Swab (Standard@ollection Procedure see instructions on pagkb
2. Nasopharyngeal Swafollection Procedure( see instructions on page’
3. Nasopharyngeal Wasbr Bronchial AspiratéProcedurec see instructions on paggl
4. Sputum Specimen Collection Procedursee instructions on page 34
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Bacterial Phneumonia Panéhformation

Bacterial Pneumonia Panel
The Bacterial PneumonRaneldetects molecular targetshat identify the following:

Acinetobacter baumannii
Bordetella pertussis
Chlamydophila pneumoniae
Haemophilus influenzae
Klebsiella pneumoniae
Legionella pneumophila
MRSA

Mycoplasma pneumoniae
Neisseria meningitidis
Pseudomonas aeruginosa
Staphylococcus aureus
Streptococcus pneumoniae
Streptococcus pyogenes (Group A)

Antibiotic Resistances:
Aminoglycosides resistance
Cephalosporin resistance (Staphylococcal)
Erythromycin/Clindamycin resistance
Methicillin resistance (Staphylococcal)
Tetracycline resistance

Specimen requirements for Bacterial Pneumonia Panel:
The specimen should:
1. Arrive in a biohazard specimen bag properly sealed.
2. Be accompanied by a completed, legible DLI Laboratory Request.
3. Have beenransported to the lab according to transport instructions.
4..S t10StSR gA0GK | YAYAYdzy 2F GKS LI GASyGdQa ylI
the identification on the specimen.
5. Be intact, in the proper container and not leaking.
6. Be an apropriate specimen for the test requested.
7. Not be more than 5 days old when received at DLI.
If there are any problems that prevent testing of the specimen, the client will be contacted as soon as possibl
to resolve the issue.

Specimens foBacterial Peumonia Panel
1. Nasopharyngeal Swab collection & transport procedursee instructions on page’
2. Nasopharyngeal Wash or Bronchial Aspirate transport procedgiee instructions on paggl
3. Sputum specimen collectioprocedure- see instructions on page4
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Respiratory Infections Panéhformation

Respiratorylnfection Panel
TheRespiratoryinfection Paneldetects molecular targets that identify the following:

Adenovirus types 3, 4, 7, 21 Acinetobacter baumannii
Coxsackievirus/Echovirus Bordetella pertussis

Human metapneumovirus Chlamydophila pneumoniae
Influenza A - Human influenza Haemophilus influenzae
Influenza A - HIN1-09 Klebsiella pneumoniae
Influenza B Legionella pneumophila
Parainfluenza virus type 1,2,3,4 MRSA

Respiratory syncytial virus A Mycoplasma pneumoniae
Respiratory syncytial virus B Neisseria meningitidis
Rhinoviruses Pseudomonas aeruginosa

Staphylococcus aureus
Streptococcus pneumoniae
Streptococcus pyogenes (Group A)

Antibiotic Resistances:

Aminoglycosides resistance
Cephalosporin resistance (Staphylococcal)
Erythromycin/Clindamycin resistance
Methicillin resistance (Staphylococcal)
Tetracycline resistance

Specimen requirements for Respiratoigfections Panel
The specimen should:
1. Arrive in a biohazard specimen bag properly sealed.
2. Be accompanied by a completed, legible DLI Laboratory Request.
3. Have been transported to the lab according to transpostructions.
4..S Tt 0StSR gA0GK | YAYAYdzy 2F GKS LI GASyGdQa ylI
the identification on the specimen.
5. Be intact, in the proper container and not leaking.
6. Be an appropriate specimen for the test requested.
7. Nat be more than 5 days old when received at DLI.
If there are any problems that prevent testing of the specimen, the client will be contacted as soon as possibl
to resolve the issue.

Specimens for Respiratory Infections Panel
1. Nasopharyngeal Swatollection Procedureg see instructions on page/
2. Nasopharyngeal Wash or Bronchial Aspirad®ecedurec see instructions on pagél
3. SputumSpecimenCollection Pocedure- see instructions on pagé4
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HPV (Human Papillomavirus) Typing Panel Information

HPV Human PapillomavirusTyping Panel
The HPV Typing Panel detects molecular targets that identify the following HPV (Human
Papillomavirus) types:

High Risk types:
16, 18, 26, 31, 33, 35, 39, 45, 51, 52, 53, 56, 58, 59, 66, 67, 68, 69, 70, 73, 82/IS39

Low Risk types:
6,11, 42, 44

Specimen requirements foHPV(Human Papillomavirus) Panel
The specimen should:
Arrive in a biohazard specimen bag properly sealed.
Be accompanied by a completed, legible DLI Laboratory Request.
Have been transportetb the lab according to transport instructions.
.S tF06StSR 6AUK | YAYAYdzy 2F GKS LI GASYydQa ylI
the identification on the specimen.
5. Be intact, in the proper container and not leaking.
6. Be an appropriateecimen for the test requested.
7. Not be more than 5 days old when received at DLI.
If there are any problems that prevent testing of the specimen, the client will be contacted as soon as possibl
to resolve the issue.

e

Specimens foHPVPanel
1. Swab (Flockd) ¢ see instructions on page/
2. Liquid based pap smear solutionsee instructions on pagéd
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Gastrointestinal Panel Information

Gastrointestinal Panel
TheGastrointestinaPanel detects molecular targets that identify the following:

Clostridium difficile

Clostridium difficile Toxin B gene
Campylobacter jejuni
Escherichia coli strain 0157
Listeria monocytogenes
Salmonella enterica
Staphylococcus aureus

Vibrio cholerae

Vibrio parahaemolyticus

Specimen requirements foastrointestinal Panel
Thespecimen should:
1. Arrive in a biohazard specimen bag properly sealed.
2. Be accompanied by a completed, legible DLI Laboratory Request.
3. Have been transported to the lab according to transport instructions.
4. .S t1Fr0StSR gAGK | YAY Aevidinific@&idn onitheSequisitian inGsyniakithey |
identification on the specimen.
5. Be intact, in the proper container and not leaking.
6. Be an appropriate specimen for the test requested.
7. Not be more than 5 days old when received at DLI.
If there are any mblems that prevent testing of the specimen, the client will be contacted as soon as possible
to resolve the issue.

Specimen foiGastrointestinal Panel
1. Stool specimerg see instructions on pagél
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NasalSvab Collection Procedure

The specimenisould be collected
using a Starplex swab kit
containing astandard flocked
swab and a blue top transport
tube. Please read instructions
thoroughly before collection.

If the patient has nasal discharg
ask the patient to attempt to
clear the discharge® & 0 f 2
his/her nose into nonscented
tissue paper. Do not try to clear
the discharge with swabs, as this
might be excessively traumatic.
Assist children whenever
necessary.

Open the swab package and set
the blue top transport tube in a
vertical pasition.

Remove the swab, being careful
to prevent contamination.
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Carefully insert the swab into the
LI G6ASydQa yz2ail
inch) from the edge of the nare.

Roll the swab 5 times against th¢
surface of the nare. Insert the
same swahlnto the second
nostril and roll the swab 5 times
against the surface of the nare.

Checkthat the transport tube
containsa sufficient amountof
fluid in the bottom.

Without contaminating the swab
place the swab in the blue top
transport tube and roll the swab
5 times in the liquid in the
bottom of the tube.
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