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Product no. and name: 

Evaluator: 

Institution:




<name>


Address:


City:


Country:

Official evaluator:



<name>

Phone (office):


Phone (mobile):

Fax:


E-mail:





Study group member (optional)

<name>

Phone (office):

E-mail:




Routine operators (optional)


<name>
Phone (office):

E-mail:




PerkinElmer Life and Analytical Sciences:

Evaluation study coordinator:


<name>


Phone (office):


Phone (mobile):


Fax:


E-mail:







Project Manager, R&D:


<name>


Phone (office):


Phone (mobile):


Fax:


E-mail:





Local support, PerkinElmer:


<name>

Phone (office):


Phone (mobile):


Fax:


E-mail:





PerkiElmer Life and Analytical Office address:
PerkinElmer Life and Analytical Sciences








Wallac Oy








P.O. Box 10








FIN-20101 Turku








Finland
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Appendices:

1. Certification
This certification should be signed by the evaluator and sent back to PerkinElmer prior starting the evaluation.

2. Evaluation Questionnaire

This questionnaire should be filled and signed by the evaluator and sent back to PerkinElmer after the evaluation.

1. Objectives of the evaluation
2. Confidentiality

3. Ethical Considerations

4. Safety

5. Materials and methods

5.1 Materials

· Controls

· Samples

· Reagents provided by PerkinElmer

· Reagents provided by the evaluator

5.2 Methods

· Calibration

· Runs

6. Training and Familiarization
Describe the training and familiarization needed before the evaluation start. Include instrumentation when new to the evaluators and the reagent product always.
7. Evaluation Study 
Describe the evaluation study as appropriate for the product and evaluation scope. The following is an example of the division of the study:
Evaluation Study Part A: Cut off/median set up runs (10-17 days)

Evaluation Study Part B: Precision runs (10-20 days)

Evaluation Study Part A: Correlation runs (10-20 days); comparing methods and evaluating bias
8. Data collection and study report

	
	



