New Test Introduction or Modification 

Check Off Sheet
	Health Department
	
	Site
	

	Test
	
	Manufacturer:


	Item Number
	Criteria
	Documentation Attached*

	1
	Both the Technical Coordinator and Laboratory Director have approved the proposed new test procedures or reagents.
	( Yes  ( No

go no further until answer is Yes!

	2
	Is this a waived or non-waived test?
	( Waived

( Non-Waived

	3
	Procedure calibration and control verification procedures are completed and documented.
	( Yes  ( NA

	4
	MSDS sheets on file for employee review/training.
	( Yes  ( NA

	5
	Equipment issues have been addressed: i.e., “Laboratory Equipment & Instrumentation, Pre-Purchase Check Off” form has been completed.
	( Yes  ( NA

Equipment: go no further until answer is Yes!

	6
	Laboratory information system concerns have been addressed and software has been tested including assay worksheets – where appropriate.
	( Yes  ( NA

	7
	The appropriate specimen collection unit has been designed or designated and approved by the Technical Coordinator and Laboratory Director
	( Yes  ( No

go no further until answer is Yes!

	8
	Procedure has been written (Manufacturer manuals alone are not sufficient)
	( Yes  ( No

go no further until answer is Yes!

	9
	Quality Control procedures and log sheets have been approved by Laboratory Director
	( Yes  ( No

go no further until answer is Yes!

	10
	Initial employee training is completed and competency records are on file.
	( Yes  ( No

go no further until answer is Yes!

	11
	Pre-clinical validation studies have been completed, including review by the Laboratory Director
	( Yes  ( NA

	12
	Enrollments in any proficiency testing programs have been completed as required.
	( Yes  ( NA

	13
	Procedure reviewed, approved and signed by the Laboratory Director.
	( Yes  ( No

go no further until answer is Yes!


Upon completion, this document must be maintained for two years with the Quality Control Logs by the site coordinator                         

Site Coordinator: __________________________________   Date _____________

Lab Director: _______________________________   Date _____________

RLF-38

Rev. 6/9/2006
