TH=RADIS . EU-SolidAct @
PHARMA Centralisation of Analyses - Visit Baseline (D1), D3, D8, D15 and D22 SOLIDACT
(EDTA-Plasma and Serum Samples)
. . . Storage .. Transport .
Analyses Sampling Materials Transfer Materials Conditions Recipient Conditions Carrier
Biobanking (ser rissz t:rliort be 2 x 2ml cryotubes
Serum sample .u parator tu (1 Main and 1 Back up)
with clot activator)
-80°C Theradis Pharma With Dry ice Specialised carrier

EDTA tube
(without gel)

Biobanking
EDTA-Plasma sample

2 x 2ml cryotubes
(1 Main and 1 Back up)

A Please note that sampling tubes will not be provided in the sampling Kits
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Cryotubes

Use the sampling kit identified: « Visit D3» (Example)
Verify the expiry date noted on the sampling kit - Never use a kit which has expired !

Prepare and identify all the necessary materials prior to each visit

Complete the labels for the sampling tubes and the cryotubes

Theradis Pharma Study File

OSH1_Synopsis_PS_VGB2

Take the patient requisition form from the sampling kit corresponding to the visit
Complete the sections reserved for the investigator and sampler

Send the Patient Requisition Form (white copy) by email or by fax to THERADIS
PHARMA within 24 hours.

E-mail: solidact @theradispharma.com

Fax: + 33 (0)497 10 08 78

Keep the pink copy of the patient requisition form in the study file

Refer to the Operating Manual for further details concerning the different steps
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Blood Sampling

Preparation

Storage

OSH1_Synopsis_PS_VGB2

to clot in the b
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HARMA Centralisation of Analyses - Visit Baseline (D1), D3, D8, D15 and D22 SOLIDACT
(EDTA-Plasma and Serum Samples)
Serum Samples EDTA-Plasma Samples Transport
Homogenise gently by inverting 8 to Homogenise gently by inverting 8 to
10 times the tube without shaking it 16 times the tube without shaking it
Allow the blood Please fote that ]
sampling tubes will not E
content of the tube . c c
be provided in sampling

|
kits. Also, tube and cap é

upright position at . Main cryotubes Back-up cryotubes
room temperature SST tube colours may adlitor EDTA tube
for approximately (ser.'t‘,:" o arf.t ortt";’e depending on the (preferably without gel) For one patient, the main and the back-up
30 minutes. i e ac ator manufacturers. r cryotubes must be sent separately (two different
shipments)
s> Centrifugation for ® 10’ {ﬁ = Centrifugation for ® 15” at 3000g at 4°C \l/ \l/
‘"@‘ at 2000g within 2 hours P . (within 30 minutes, latest within 60 = —
.' y minutes)
- +4°C
Distribute equally 1,5-2 mL of serum (leave Distribute equally 1,5-2 mL of plasma (leave +
approximately 0,5 cm above the cell layer) into each approximately 0,5 cm above the cell layer) into
of the 2 transfer tubes each of the 2 transfer tubes
I I \ )
Main  Back-up Main  Back-up
The cryotubes should be frozen at -80°C as soon as The cryotubes should be frozen at -80°C as soon
possible and latest within 12 hours as possible and latest within 12 hours With Dry Ice
Place the “Main” cryotube in the cryobox identified for the study ‘““2ml Main cryotubes™
and the back-up cryotube in the cryobox identified for the study ‘“2ml Back-up cryotubes”
Storage
——— : S0 THERADIS
Cryobox for 2 ml cryotubes for storage on site : PHARMA
at -80°C and for shipment to Theradis Pharma - Specialised carrier
Refer to the Operating Manual for further details concerning the different steps 2/2



