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CLINICAL RESEARCH

Training statement
Janssen V&P trial:
Assay:

SOP reference:

VAC181956RSV1001 Sr
{solation, cryopreservation and thawing of PMBCs

PBMC and plasma processing from whole blood specimens for JVP

clinical trials Version 5.0; PBMC thawing SPL training v1.0

O Small whote blood volumes (< 5 mL)
X Large whole blood volumes (> 10 mL)

Worksheet reference:

Date training performed: 16MAY2022

X Full training

The trainee has obtained the required relevant
experience through training by an experienced
operator. During training the trainee performed
at least 3 isolations from 3 donors. The below

Sample data sheet for Janssen PBMC processing / SOP Thawing
form Thaw Count v4.0

O Re-training

The trainee has maintained a qualified status
by performing at least one isolation including
cryopreservation within six months after the
previous training. The below described

described isolation criteria were met. See criteria after isolation (viability and yield) were
appendix 1 for quality data. met. See appendix 1 for quality data.
Criteria after isolation
e Viability: 285%
e Yield
« Adults: 0.8%10° - 3.2*10¢ PBMC/mL whole blood
« 2-5years: 1.0*10°- 6.0*10¢° PBMC/mL whole blood
-« 6 monhts-2y's: 2.0%10°-9.0%10° PBMC/mL whole blood
<6 months: 3.0*10° - 10.0*10° PBMC/mL whole blood
Criteria after thawing
e Viability: 280%
* Recovery: 80-120%

Trainee: Branco Porcile (BP)

Date: O ‘%\11

Signature:

~

Trainer/supervisor:

/)‘o € Awm fb/(

Date: oM z’ "LO'L’L

Soraars ) / W

E-signature Janssen V&P SME:
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