3070 McCann Farm Drive, STE 112, Garnet Valley, PA 19060

10

SPECIMEN COLLECTION AND TRANSPORT MANUAL

Ph: 610-458-1112 | Fax: 610-458-1114




© . PrimBio Research Institute, LLC
IO Tel: 610-458-1112
Fax: 610-458-1114

primbiobiz@primbioresearch.com

Table of Contents

INTOAUCTION ...ttt se e s na e s na s 3
Nasopharyngedl and NAsAl SWADS...........eeeeiiiiiiiricrrirrrirrreerreeeerrrereeeceeeeeeeeeeeeeeesessesssensaes oo 4
Patient Identification and Specimen LAbEliNg ...t s e 4
Specimen STorage ANA TFANSPONT .....iii ittt e et e et eeeeetreeeeetreeeeebaeeeeesseaeessseaaessseeasans sen 4
SNIPING INSTIUCTIONS ..ottt e e e e et e e et e e e e etae e e e eetaeaeeetaseeeeesseaaeesees o 4
(01 (T glo R (e N =TT T 1] o TP 5
Improperly Identified and Rejected SPECIMENS ........viii it e 5
3= N 6
Patient Identification and Specimen Labeling.......c..ou i 6
Specimen STorage ANA TrANSDOM . ... .t e e e ee e e 6

N g1l el ol aTe N a1 (U] 1Te] o TP 7
Gt el fOr RE BT ON. . e e e ee e 7
Improperly Identified and Rejected SPeCIMENS. ...ttt 8
[TV 31T oXo] (14T FS Rt 8
P-Ye [e BT o I [=33 B 3=Te [V 1=3- £ 0T 8

Page 2 of 8



© . PrimBio Research Institute, LLC
IO Tel: 610-458-1112
Fax: 610-458-1114

primbiobiz@primbioresearch.com

Infroduction

The PrimBio Specimen Collection and Transport Manual has been developed to provide information about
specimen collection, specimen identification, specimen submission, laboratory procedures, and specimen results
reporting.

The meaningfulness of clinical laboratory results is directly related to the quality of the specimen submitted for
analysis. Proper collection, labeling, storage, and shipment of specimens are the responsibility of the specimen
collector.

If you have questions not adequately addressed in this manual, please call the laboratory for further information.
Laboratory staff are available to help solve administrative and technical problems and answer questions. In most
cases, turn-around time for NGS testing is 14-21 days, excluding weekends and holidays.

"A laboratory test is no better than the specimen

and the specimen no better than the method by
which it was collected."

'Becton Dickinson and Company. Joseph Kleiner and the origins of the Vacutainer™. The Echo. Beckton Dickinson and Company,
Franklin Lakes, NJ; 1991 (Spring; 11:3-5, 1991 (September); 11.5-7; 1996 (December); 16:1.
For questions regarding specimen requirements, please contact us at:
PrimBio Research Institute
3070 McCann Farm Drive, STE 112

Garnet Valley, PA 19060

Email: primbiobiz@primbioresearch.com

Phone: 610-458-1112

Fax: 610-458-1114
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Nasal Swabs and Nasopharyngeal Swabs

Nasal swab samples and nasopharyngeal swab samples are collected using the PrimBio Nasal swab and
nasopharyngeal collection kit provided by PrimBio. Patients should not use nasal spray or collect samples when
there is damage to the nasal pathway (i.e. nose bleed). Patients should follow instructions provided in kit or ask
physician or nurse for assistance when collecting samples.

Patient Identification and Specimen Labeling Steps:

It is imperative that the collection tube(s) is labeled with at least two unique identifiers, such as patient name,
DOB, social security number, barcode ID #, and/or medical record number. Less than two unique identifiers will
result in specimen rejection when the specimen is processed by the laboratory.

In addition to general information required, please complete the Molecular Diagnostic Requisition Form. The pre-
analytical diagnostic information is important for reporting results with accurate interpretations.

The information required is as follows:

e Date of Birth of patient

Address of patient

Race of patient

Gender of patient

Required insurance and payment information or proof of payment
Questionnaire and signature

Specimen Storage and Transport:
Specimens may be stored at room temperature for up to 48 hours. If stored longer, specimens must be kept at 2-
8°C (refrigerated temperature). Specimens may be stored refrigerated up to 72 hours.

Atintervals decided on by the clinic, specimens should be shipped to the laboratory. Follow the instructions below
to properly ship your specimens.

Storage Temperature Stability

Refrigerated (2-8°C) 3 days

Room temperature 2 days

Note: Ship next-day air Monday-Friday.

Shipping Instructions:

1. Log on to our patient portal https://testing.primbioresearch.com/.
2. Click the bottom tab that says “Create an account.”
3. Fill out the boxes a) Full name b) email and c¢) password then click *Sign up”
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Once signed up you will be directed to our portal home page

On the upper left side of the home page, you will see a sample tab. Click the sample tab.

Next, you will see a green tab that says “+Add Sample.” Click that tab.

In the first tab where it says “Client”, click on it and select the appropriate client.

In the second tab where it says “Test”, click on it and select “SARS-CoV-2, RSV, SARS-CoV-2 Flu A/B or
SARS-CoV-2 Flu A/B and RSV”".

Fill out the name of the ordering physician in the “Ordered by” tab.

. Fill out all the tabs that are in bold. They are Patient Name, Patient Address, Patient City, Patient State,

Patient Zip, Patient Gender and Patient Date of Birth.

. Fill out the tabs for patient contact information, including Patient mobile phone number and Patient

email, as well as Patient race.

. Fill out the insurance information that is in bold. They are Insurance Plan Name, Insurance ID, Relafion to

Insured, and Second Relation to Insured. Keep those as Self if you are the primary insurance holder. If the
patient has no insurance or wishes to pay for the test independently, select the “Credit Card” tab and fill
out credit card information for payment.

. Aftach pictures of the patient’s ID and insurance cards or a scan of a document containing the same

information at the bottom of the page. Alternatively, include a printed copy of these documents with the
requisition form sent with the sample.
Finally, click “save” and you are done. You have just registered a new sample.
Collect samples in the provided collection tubes by following the nasal or nasopharyngeal swab
collection instructions located inside the collection kit or on our website at
https://www.primbioresearch.com/covid-19-rt-pcr-test.html.
Label each tube with patient’'s name and date of birth.
Place collection tube in the bag in provided return package or similar container.
Place completed Molecular Diagnostic Requisition Form, which can be downloaded from the portal,
including the signed Consent Document, Payment Option, as well as any other paperwork in the box.
Ship the sample by an overnight carrier to arrive Monday through Satfurday.
Ship sample to the following address:

PrimBio Research Institute, LLC

3070 McCann Farm Drive STE 112

Garnet Valley, PA 19060 USA

Criteria for Rejection:

Noo kMoo~

Specimen is received with no patient identifiers.

Patient identifier on vial does not match the requisition.

No requisition form submitted with sample.

Quantity of specimen is insufficient for testing.

Specimen container and/or slides are damaged.

Specimen quality is compromised beyond ability to complete testing and provide accurate results.
Insurance or payment information is incomplete or the insurance provided does not remit payment.

Improperly Identified and Rejected Specimens

Unlabeled or mismatched (name and patient ID number / DOB on specimen does not match name and patient
ID number / DOB on requisition) specimens will be held for testing until proper documentation is received by the
laboratory. A form will be provided for the clinician to fill out and return to the laboratory.

The laboratory will notify the ordering clinician or requesting client if a specimen is unacceptable by providing a
patient report identifying the reason for rejection and recommend that the specimen be recollected. Exceptions
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may be made based upon client impact and/or for precious specimens. These exceptions are handled on an
individual basis by the laboratory.

Urine samples are collected using the PrimBio sealed collection cups and transferred, stored and transported in
vacutainers provided by PrimBio. Patients should not collect sample if there is excessive blood in the urine.
Patients should follow instructions provided in kit or ask physician or nurse for assistance when collecting samples.

Patient Identification and Specimen Labeling Steps:

It is imperative that the vacutainers are labeled with at least two unique identifiers, such as patient name, DOB,
social security number, barcode ID #, and/or medical record number. Less than two unique identfifiers will result
in specimen rejection when the specimen is processed by the laboratory.

In addition to general information required, please complete the Molecular Diagnostic Requisition Form. The pre-
analytical diagnostic information is important for reporting results with accurate interpretations.

The information required is as follows:

e Date of Birth of patient

Address of patient

Race of patient

Gender of patient

Required insurance and payment information or proof of payment
Signature

Specimen Storage and Transport:
Specimens may be stored at room temperature for up to 24 hours. If stored longer, specimens must be kept at 2-
8°C (refrigerated temperature). Specimens may be stored refrigerated up to 72 hours.

Atintervals decided on by the clinic, specimens should be shipped to the laboratory. Follow the instructions below
to properly ship your specimens.

Storage Temperature Stability

Refrigerated (2-8°C) 3 days

Room temperature 1 day

Note: Ship next-day air Monday-Friday.
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Shipping Instructions:

21.
22.
23.
24.
25.
26.
27.
28.

29.
30.

31.

32.

33.

34.
35.

36.
37.
38.

39.
40.

Log on to our patient portal https://testing.primbioresearch.com/.
Click the bottom tab that says “Create an account.”
Fill out the boxes a) Full name b) email and c) password then click “Sign up”
Once signed up you will be directed to our portal home page
On the upper left side of the home page, you will see a sample tab. Click the sample tab.
Next, you will see a green tab that says “+Add Sample.” Click that tab.
In the first tab where it says “Client”, click on it and select the appropriate client.
In the second tab where it says “Test”, click on it and select either “UTI with anfimicrobial resistant genes
or UTl w/out antimicrobial resistant genes”.
Fill out the name of the ordering physician in the “Ordered by" tab.
Fill out all the tabs that are in bold. They are Patient Name, Patient Address, Patient City, Patient State,
Patient Zip, Patient Gender and Patient Date of Birth.
Fill out the tabs for patient contact information, including Patient mobile phone number and Patient
email, as well as Patient race.
Fill out the insurance information that is in bold. They are Insurance Plan Name, Insurance ID, Relation to
Insured, and Second Relation to Insured. Keep those as Self if you are the primary insurance holder. If the
patient has no insurance or wishes to pay for the test independently, select the “Credit Card” tab and fill
out credit card information for payment.
Attach pictures of the patient’'s ID and insurance cards or a scan of a document containing the same
information at the bottom of the page. Alternatively, include a printed copy of these documents with the
requisition form sent with the sample.
Finally, click “save” and you are done. You have just registered a new sample.
Collect samples in the provided sealed collection cups and transfer into vacutainers by following the
Urine collection instructions located inside the collection kit or on our website at
https://www.primbioresearch.com/primbio-uti-pcr-assay.htmil.
Label each tube with patient’'s name and date of birth.
Place collection tube in the bag in provided return package or similar container.
Place completed Molecular Diagnostic Requisition Form, including the signed Consent Document,
Payment Option, as well as any other paperwork in the box.
Ship the sample by an overnight carrier to arrive Monday through Saturday.
Ship sample to the following address:

PrimBio Research Institute, LLC

3070 McCann Farm Drive, STE 112

Garnet Valley, PA 19060

Criteria for Rejection:

8.
9.

10.
1.
12.
13.
14.

Specimen is received with no patient identifiers.

Patient identifier on vial does not match the requisition.

No requisition form submitted with sample.

Quantity of specimen is insufficient for testing.

Specimen container and/or slides are damaged.

Specimen quality is compromised beyond ability to complete testing and provide accurate results.
Insurance or payment information is incomplete or the insurance provided does not remit payment.
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Improperly Identified and Rejected Specimens

Unlabeled or mismatched (name and patient ID number / DOB on specimen does not match name and patient
ID number / DOB on requisition) specimens will be held for testing until proper documentation is received by the
laboratory. A form will be provided for the clinician to fill out and return to the laboratory.

The laboratory will notify the ordering clinician or requesting client if a specimen is unacceptable by providing a
patient report identifying the reason for rejection and recommend that the specimen be recollected. Exceptions
may be made based upon client impact and/or for precious specimens. These exceptions are handled on an
individual basis by the laboratory.

Results Reporting

Covid-19 test results will be available no later than 48 hours after receiving the sample.

Reports will be either emailed through encrypted email or accessible from our HIPAA compliant Portal as soon as
they are reviewed and approved by the medical director or designee. An email will be auto-generated to notify
the ordering clinician that their patients’ results are ready to view.

Results can also be faxed or mailed via the United States Postal Service, upon request.

Test Turnaround Time

PrimBio Flu A/B RSV RT-PCR Assay 1-2 business days

PrimBio UTI gPCR Assay 1-2 business days

Add-on Test Requests

If additional testing is desired after the specimen has been shipped to the laboratory within the specimen stability
guidelines, you may send a test request to the laboratory. Be sure to record the correct date of collection on
the requisition so that the specimen can be easily located.

Specimens are retained on site for 14 days after the collection date. Add-on testing can be ordered for any
specimen by submitting a requisition for this testing via mail or fax.

Verbal add-on test requests will not be accepted.
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