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Validation Checklist

We are often asked what Greiner Bio-One recommends for validation of VACUETTE® Blood Collection Tubes. In an effort to
assist customers with this process, we have developed a Validation Checklist that is based on CLSI guidelines for validation
studies. The checklist guides the customer through factors that should be considered and/or documented as part of a
validation protocol. The number of samples included, the specific analytes tested and the acceptability criteria are site
specific determinations based on what the medical director deems necessary.

The checklist includes the following sections:

1. Account Information: Captures the laboratory section and tube type being evaluated. Each laboratory department or
workstation should fill out a separate Validation Checklist.

2. Tube Information: Contains specific information on the customer’s current or control tube as well as the information
on the VACUETTE® tube. Information on specimen collection is documented as well because the equipment used
and sample handling can impact the analysis.

3. Centrifuge Conditions: Details on the centrifuge type and setting should be included especially if there are changes
from manufacturer’s recommendations. It may be prudent to suggest that an extra tube be collected in order to
evaluate the settings in the manufacturer’s instructions for use relative to the actual settings the site will utilize to show
that test results are not affected by the change.

4. Visual Assessment: Issues such as hemolysis, fibrin or poor gel barrier can have an impact on test results and
should be documented, identifying the specific tube(s) affected.

5. Analytes Tested: This section is preceded by information on the instrument used for analysis and includes a table
meant for documentation of what analytes will be tested and the associated acceptance limit for each (as determined
by the laboratory).

6. Storage Conditions: Various time points may be tested in determining sample and/or analyte stability. Therefore, the
storage conditions should be captured.

7. Statistical Analysis: The statistical method used for data analysis is determined by the facility. It is mentioned that
Greiner Bio-One offers this service utilizing EP Evaluator® as an assessment tool.

8. Points for Consideration: There are several things the laboratory should consider when developing the specific
protocol including preanalytic factors and procedural options for the testing itself.

This checklist is meant to provide customer’s with a tool to guide them through the validation or verification process. It may
be used as a companion piece to the Custom Conversion Program or as a stand alone for sites beginning an evaluation or
making changes from our documented recommendations. (Overview of checklist [L1043004RN] on reverse)
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Storage Conditions

|_Control Tube Evaluation Tube
Temperature: Temperature:
Time: Time:
Stability Time Points Tested: Stability Time Points Tested:

Account Information
Laboratory Department: Date:
Tubs Type

Testing Completed By:

Tube Information

Control Tube Evaluation Tube
. . Manufaoturer Part # Manufacturer Part #:
Statistical Analysis
Lot #: Lot #:
Perform statistioal analysis acoording to faiity policy. TEREI e b
Note: @remner Blo-Ons oMers dats Snalyais services uaing 5P EVEILSTo® S8 Dart of customer convarsion.
Draw volume: Draw volume:
When performing verification or validation testing, the following points should be considered: Number of Samples for Evaluation:
= The laboratary should comply with faceral and local regulations with respact to informad consant and participant soicitation, Phisbotamy Equpment:
= Tourniqust shouid never be left in placs for longer than ene minute. If venipunotur cannot ba carried out within 1 minute of tourniqust
application, the tournigust should ks removed for two minutes and then reapplisd. Needls Typs: . Setion set e noedis
= Adequate sample volume shouid be oallected to ensure completion of all testing.
w Order of collection and testing should be randomized. Manufagturer:
= Samples should be appropriataly mixad with gentls inversion according to manfacturer spacifioations. Tibe m or Syringe T a T Devios i s No
™ Serum sampias shouid be alowsd to sit in an upright position for 30 minutes for formation prior to
= Samples should be centrifuged within 2 hours of colection. Number of Tubes per patient:
™ Samples should be reprasantative of the tast referance range inaluding bath normal and pathological valuss. .
Control Evaluation:
= Consideration should be mads for measuring repsatability and reprocucibiity when developing the validation/verification protocal.
= Both control and evaluation tubes should ba analyzed within the sams testing batoh with appropriate calibration and QG performed and Number of Inversions [nots if different from manufacturer’s recommendation):
sufficient reagent loaded.
= R or frozen brought to the ‘o testing according to manufacturer instructions. Control: Evaluation:
“NOTE: iy mage fonitys Mockoal
Orector Tastg borstory
s 1
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Centrifugation Conditions Analytes Tested
‘Centrifuge Manufactursr: Modal:
Analyte Acceptance Limit Analyte Acceptance Limit
{with units of measurs) {with units of measurs)
Control Tube Evaluation Tube
Time: Tims:
RCF: RCF:
RPM setting: RPM sstting:
Temperature: Temperature:
Note: st oan RPM UBINg 3 NOMOGraph or NS TolowINg formuie:
ROF(g)=1.118 x 10 x rx APM® whers r = radius of rotor in om

Visual Assessment

Control Tube Tube (identify affected tubes)
Poor Barmer Formation Poor Barrier Formation
Fibrin Fibrin
Hemolysis Hemolysis
Note: Fsd not aign
Platelet count (if verification of adequate centrifugation is required):
Instrurnent Manufacturer. Model:

Cap Pieroing? = Yes No Uncapped tubs? = Yes No

Primary tube or aliquot tested?

Single or duplicate sampling per tube?
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