Precautions

1. Wear personal protective equipment (PPE) while handling specimens.

2. Do not freeze specimens collected in Cell-Free DNA BCT.

3. For single and professional use only.

4. Product is intended for use as supplied. Do not dilute or add other components to
Cell-Free DNABCT.

5. Specimen transport via pneumatic tube system is not advised.
This tube has been designed to fill with 10ml of blood. Underfilling of the Blood
Collection Tubes (BCTs) with less than 10 mL of blood may impact the assay results

Caution

Glass has the potential for breakage; precautionary measures should be taken
during handling of glass tubes.

All biological specimens and materials coming in contact with them are
considered biohazards and should be treated as if capable of transmitting
infection. Dispose of in accordance with federal, state and local regulations.
Avoid contact with skin and mucous membranes.

Product should be disposed with infectious medical waste.

7. Safety Data Sheets can be obtained by emailing support@freenome.com.

Storage and stability

Store kits prior to blood draw at 2 °C to 25 °C until expiration date printed on label.

Temporary excursions outside this range may occur during shipping and handling.
Exposure to elevated temperatures consistent with distribution conditions has been

evaluated; however, prolonged storage outside recommended conditions may
adversely affect product performance.

Do not freeze empty Cell-Free DNA BCT.

After draw, whole blood containing Cell-Free DNA BCT should be stored at

16 °C to 25 °C for up to 7 days, including shipping.

Indications of product deterioration

Cloudiness or precipitate visible in reagent of empty tube. If indications of product

deterioration occur, contact Freenome at support@freenome.com.

References

Clinical and Laboratory Standards Institute. GP41, Procedures for the collection of
diagnostic blood specimens by venipuncture. Approved Standard - Seventh Edition.
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Intended use

This blood co ection kit is ntended for whole blood co ection for further process ng
and testing of cell-free plasma DNA with the S mp eScreen™ CRC screen ng b ood test.

Principles of the procedure

Accurate ana ysis of ce -free DNA cfDNA) can be comprom sed by samp e hand ng,
shipp ng and processing, caus ng lysis of nucleated b ocod ce s and subsequent
release of cellular genomic DNA. The preservative reagent conta ned in Ce -Free
DNA BCT reduces the re ease of ce uar genomic DNA. The blood co lection tube s
intended for the preservat on of cel -free DNA.

Blood collection tube reagents

Cell-Free DNA BCT conta ns the anticoagu ant K3EDTA and a ce p ese vative in a
liquid medium.

Limitations
Do not store outside of established cond t ons.

Do not transfer samples drawn into tubes containing other anti-coagulants and or
preservat ves into Ce |-Free DNA BCT.

Do not use past expi ation date printed on abe
Do not use for cl n cal chemistry assays.
Do not use for collection of mater a s to be in ected into pat ents.

Cell-Free DNA BCT is not ntended for the stab zat on of RNA nor is it ntended for v ral
or microbial nucleic acids.
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" — 6. Place the filled foil pouch into the
() Do not cover expiration date.
box and close.

Before you begin Shipping instructions
d PpPIng
9 From the foil pouch, remove the biohazard bag containing the absorbent sleeve,
blood collection tubes, and barcode labels. Leave the gel pack in the foil pouch. 1. Fill out the blood collection 4. Place the filled absorbent sleeve
v e e tube labels: into the biohazard bag and close.
~— Q Blood collection instructions i WN““ i ~
~ \0 SN \\\X\\\%Wm\ * Patient name If applicable, complete the Test
Q 1. Collect specimen by venipuncture according to CLSI GP41! "QW « Medical record number Requisition Form (TRF), then fold and
= é Follow recommendations for order of draw outlined in CLSI GP41.2 W‘“ s (MRN - optional) insert the TRF inﬁo the outer document
S| BN For best results, a 21G or 22G needle is advised. Slower fill times may be observed when using a Tl (2 . . pocket of the biohazard bag.
§ m smaller gauge needle. Fill tube completely. va;mf * Patient date of birth (DOB)
= E 2. Remove tube from adapter and immediately mix by gentle inversion 10 times. * Specimen collection date 5. Place the filled biohazard bag into
Wy, . One inversion is a complete turn of the wrist, .
¢ “\\% §J€“Dlesc Q~ 180 degrees and back. the foil pouch and close.
ISV .‘% @ Inadequate, delayed, or over-mixing impacts assay ‘ { \ X1O 2. Place alabel on each filled {i} SRS IS oS PRk B IS RN et
performance and may result in incorrect resullts. . blood lecti suls i b @ Do not freeze or refrigerate the gel pack.
3. Repeat with second tube. : OHE CONCELION TUDEWI N Use gel pack at room temperature.
4, After collection, transport and store tubes \ ]

within recommended temperature range.

Blood collection notes

1 Prevention of Backflow: Since Cell-Free DNA BCT contains chemical additives, it is important to avoid possible 7. Place the filled box into the

kflow fi h L T i i ions: H H :
Package contents: backflow from the tube. To guard against backflow, observe the following precautions prowded shlpplng envelope and

) ) . . * Keep the patient’s arm in the downward position during the collection procedure. 3. Place the filled blood collection sh|p t6 Eregnofia
a Patient insert ° Biohazard bag with document pocket + Hold the tube with the stopper in the uppermost position so that the tube contents do not touch the stopper or tubes into the absorbent sleeve. . . )
9 Instructions for use o Foil pouch ;ZT;ZZ ZZ:?: needle . o , o Kit 5h0U|d'be shlpped onthe S.Ome day
. quet once blood starts to flow in the tube, or within 2 minutes of application. that specimen is collected as it must be
o Two (2) blood collection tube labels o Ambient gel pack When using a winged (butterfly) collection set for venipuncture and the Streck Cell-Free DNA BCT is the first tube drawn, processed within 7 days of collection.

a non-additive or EDTA discard tube should be partially drawn first in to eliminate air or “dead space” from the tubing.
o Absorbent sleeve o Shipping envelope Cell-Free DNA BCT does not dilute blood samples; therefore, no dilution factor correction is necessary.

2 Cell-Free DNA BCT should be drawn after the EDTA tube and before the fluoride oxalate (glycolytic inhibitor) tube. If a
@ Quter box Cell-Free DNA BCT immediately follows a heparin tube in the draw order, Streck recommends collecting a non-additive or
EDTA tube as a waste tube prior to collection in the Cell-Free DNA BCT.
Materials that may be required but are not provided: Needle, tube adapter, alcohol swab, bandage, gloves, gauze, tourniquet . J

o Two (2) 10.0ml blood collection tubes






