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SAMPLE HANDLING INSTRUCTIONS

Kephera Diagnostics does not currently collect specimens. Patients for whom a test(s) has been ordered by a healthcare
provider should have appropriate specimens collected and sent to Kephera Diagnostics with the test requisition form.

All testing of samples in Kephera Diagnostics’ laboratory must be ordered by an authorized provider.

Use universal precautions when handling specimens containing blood or other potentially infectious material. Specimens
must be handled in a safe manner and according to applicable legal requirements or guidance. Information on safe specimen
handling may be obtained from the U.S. Occupational Safety and Health Administration (OSHA) and the Centers for Disease
Control and Prevention (CDC).

Before sending samples make sure that there is no leakage or visible contamination outside the specimen container and that
there are no needles or other sharps in the package that could cause injury or pathogenic exposure to anyone handling or
opening the package and inner containers.

Sample handling:

5.1. Collect the sample in serum separator tubes.

5.2.  Allow the tubes to clot for 30-60 minutes from collection of the sample in an upright position at room temperature. If the
time to process is less than 1 hour, samples can be kept at room temperature. Otherwise place the sample at 2-8°C.
The maximum time to process is 4 hours.

5.3. If you have a centrifuge, spin the samples for 10 minutes at 1000-2500g (3000-5000rpm) at 2-25°C.

5.4. After centrifugation aspirate serum using an appropriate transfer pipette being careful not to disturb the cell layer
below. If cells are accidentally mixed with the serum, the aliquot vial can be re-centrifuged as before and the serum
can be transferred to a new aliquot vial.

5.5. Acceptable sample volume is 1 mL of serum.

5.6. Specimen labeling: Each sample must be labeled with the following:

° Patient’s full name (last and first name)
° Patient’s Date of Birth

° Date sample was collected

° Sample type

° Collector initials.

5.7. Place the tube in the bag with the TRF placed in pocket.

5.8. If there is no centrifuge, allow the samples to settle and separate and ship the entire tubes. Place the tube in the bag
with the TRF placed in pocket.

5.9. Specimen Rejection

5.9.1. Unlabeled tubes
5.9.2. Hemolyzed, lipemic, icteric or cloudy samples

Storage serum samples prior to shipment:
6.1. Specimens can be stored at 2-8°C for 72 hours.
6.2. Store specimens frozen at -20°C or below if they cannot be processed within 72 hours.
6.3. Specimens can be exposed to a maximum of five freeze/thaw cycles without compromising the outcome of the
measurement. Document if sample was frozen/thawed, how many times.
6.4. Shipments
6.4.1. When packaging for shipping, ensure shipping conditions maintain the required temperature requirements.
6.4.2. Serum samples can be shipped via overnight delivery refrigerated or at ambient temperature.
6.4.3. Ship samples to:
Kephera Diagnostics, Attn: CLIA Laboratory, 1 Grant St., Suite 300, Framingham, MA 01702-6767.
6.5. If you ordered a sample shipping kit, use the FedEx labels in the kit. Ship samples via overnight delivery to arrive
Monday through Thursday.
6.6. If you did not receive a kit and do not have a FedEx label, Samples can be sent by Courier, FedEx, or UPS. Ship
samples via overnight delivery to arrive Monday through Thursday.
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