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Instructions for use

To order Blood Collection Tubes:

KIT CFDNA COLLECTION TUBE 50 CEIVD (07785666001) – £437.59 + VAT (50 tubes in a pack)
Price valid till 31.03.26

Orders can be placed with Roche Diagnostics UK via the following routes:
· Send PO to customer services (burgesshill.customerservice@roche.com)

· Use the online ordering portal.
· Register for the navify® Portal at navifyportal.roche.com and ensure all required staff can access the Online Ordering eService.
· The navify® Portal administrator can invite staff to register to the navify® Portal and assign the Online Ordering eService using the User Management feature. 
· If you are unsure who your administrator is, any of your staff with navify® Portal access can check within their profile settings, as shown below.
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Please note only the Roche cell-safe blood tubes can be accepted for testing.




Instructions for Sample Collection:
Check blood tube expiry date and tubes contain only clear liquid and are free of any foreign matter.

Collect 2 x tubes of whole blood – 8.5ml per tube

Prevent backflow; tubes contain chemical additives and it is important to avoid backflow into the patient.

Collect specimen by venipuncture according to CLSI H3-A61

DO NOT FREEZE OR REFRIGERATE blood samples. Temperature is important. Keep at ambient temperature.

Label tubes with a minimum of 2 patient identifiers

Mix Tubes by inversion – mix by gentle inversion 8 to 10 times


Place labelled tubes with enough absorbent material to contain any leakage in a sealed plastic bag or 50 ml screw cap tube. Pack this bag or container in a box or other suitable packaging, cushioned so that the blood tube is protected from breakage, and include the completed request form.

Send to:
NW Genomic Laboratory Hub
Sample Reception
6th Floor
St Mary’s Hospital
Oxford Road
M13 9WL
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CELL-FREE DNA COLLECTION TUBE SPECIFIC INFORMATION

‘The following information is provided for the Cell-Free DNA Collection Tube included in the FoundationOne Liquid CDx
‘Specimen Collection Kit. The Cell-Free DNA Collection Tube is CE Marked and manufactured for Roche Molecular Systems, Inc.

Cellres DNA Collection Tube Prncipi of the Procedure Limitations
Intended Use ‘The Cell-Free DNA Collection Tube is a sterile, + For In vitro diagnostic use.
The Call-90 DA Collscion Tube inclucad  evacuated tube that contans KSEDTA Pkt For profesionaUss Ol
R e A TR e e T ot
whole blood colloction tube ntanded for corract blood draw volume. The KSEDTA.  * 1he ClbFres DNA Colection Tubo snot
collection, stabilization, and transportation chelates calcium ions, and thereby prevents s T o than
of whola blood specimens, andfor the . blood coagulation an th coll reservative
e e e e T
ey of ol og ONA

MATERIALS + METHODS

Materials Provided
e package contans:

convorenr oescarmon sarer o sveer
The FoundaionOne'Liukd CDx (ILCDY Collction . contains 2
Crmmn | S mi e e mre S e || ARSI e
Colection Tube | iquid capacty, designed to be sed inconjunction withstandard EnECEEL N

phlebotomy equipment to collect whole blood by venipuncture.

Materials Required But Not Provided Storage, Shipping and Handling

- Disposable gloves and personal protective equipment « Prior to blood colection, the Call-Free DNA Collection Tube s stable

A Sy through the expiration date when storad or shipped between 18-25°C.
16 mm X 100 mm tubes + When used for FoundationOne" Liquid CDx testing, blood specimens

e ——_—— collected i the Call-Fraa DNA Collection Tuba ara stable for up to 14
i days when stored or shipped between 4-35°C.
o Instructions for Use.

B9 - Sea Pages 1and 2 of this document for FoundationOne"Liquid CDx
Sz specimen collection instructions.
- Sharps disposal container for disposal of used material e n

- Pleasa contact Roche customer sarvice.
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WARNING + PRECAUTIONS

+No tube shouid be filled below the minimur fil ine of 6.5mL (smallblack
rectangle on tube labeh.

+ Do not use products after their expiration date.

« Do ot refrigerate or freeze.

+ Avoid contact of reagents with skin and mucous membranes. In case of eye
‘contact, rinse thoroughly with plenty of water for atleast 15 mintes. In case of
‘skin contact, wash off with s0ap and plenty of water.

« Treat all biclogical specimens and materials coming in contact with them as
biohazards. Handle with proper caution and dispose of in accordance with the
policies and procedures of your acilty.

« Practice universal precautions. Use protective personal equipment and other
‘engineering controls to protect from biood splatter, blood leakage, and potential
‘exposura to blood borne pathogans.

+ Use caution when handiing to avoid dropping or breakage of the Coll-Free DNA
Collection Tube.

+ Do not use the Cell-Free DNA Colection Tube if the contents are cloudy of if
foreign matter is present.

+ Do not transfer a collected specimen into the Call-Fres DNA Colection Tube using
‘2 needle and syringe. Additional manipulation of sharps increases the sk of injury.

+ Check venipuncture collection system bafore use.

+ Do not fll the Call-Free DNA Collection Tube above the nominal fll ine (black
square on tube labeD.

+ For any serious incident that has occurred inrelation to the FoundationOnerLiquid
CDx Specimen Collection Kit, please report to Foundation Medicine, Inc. and
the competent authority of the Member State in which the user and/or the
pationt s estabiished.

HAZARD INFORMATION

« H15: Causes skin iitation.

« H317 : May causa an allergic skin reaction.

« HA19: Causes serious eye irtation.

« H335  May cause respiratory iitation.

« P261 Avoid breathing dust/ fume/ gas/ mist/
vapours/ spray.

« P264 Wash skin thoroughly after handiing.

« P280 Wear protective gloves/ eye protection/
face protection

« P304 + P340 + P312 IF INHALED: Remove person
to fresh air and keep comfortable for breathing
Call a POISON CENTER/doctor if you feel unwell

- P33 + P3I3 If skin iritation or rash occurs:
‘Get medical advice/ attention.

« P337 + P13 If eya imitation persists: Get medical
advice/attention.

« Note: Product safety labeling primarly follows
EU GHS guidance

R
=Tew] £ (€ (AR [EET———
L
e
FO——
[——
wl e
SR e

Garmany.




image4.png
NHS|

North West
NHS Genomic Laboratory Hub




