
Instructions for Customization of the

Michigan Regional Laboratory Quality Assurance Manual

The Regional Laboratory Quality Assurance Manual is available from the MDCH Regional Laboratory web site. Navigate to: www.michigan.gov/mdch and select Providers, then Lab Services, then Regional Labs, then Regional Lab Manual. This document includes and replaces two older documents; Standard Laboratory Procedures and Quality Control, an Overview. These documents should be retired and this document becomes the primary source document.  The other major revision is the inclusion of areas for each site to ‘personalize’ or modify their own copy so that it reflects procedures at their site; you will not be able to simply insert the document into a binder and say “we have a QA manual”.  However, the job has been made easier for you by the use of ‘key phrases’ which you can use your word processor to find and replace.  For example;


‘Your Site’ should be found and replaced with the name of your facility


‘Your Site Coordinator’ should be found and replaced with the name of the Site Coordinator

‘Your Technical Director’ should be found and replaced with the name of your Technical Director.

‘Your Laboratory Director’ should be found and replaced with the name of your Laboratory Director.

Just be sure to find the entire phrase, not just part of it.  Where the term ‘Laboratory Director’ has been used alone without indicating ‘Your’ in front of it, the term is generic and should not be replaced.


Insert the document, “Organizational Structure” with your names and coordinators along with copies of your HCFA/CMS form 209 in Section III in the manual.  The Quality Assurance Manual should be placed in the laboratory procedure manual in a separate section.  It must be available to (and read by) all testing personnel.


Remember: when you replace an older procedure, guideline or worksheet with a newer version in your laboratory manual at the bench, you must do the following;

A. File the older version in an archive file for 2 years. Mark the date it was archived at on the first page of the document.

B. Mark the date installed on the new version on the last page of the new document in the space that says ‘installed on: ___ ‘

C. The Site Supervisor should sign the document under the ‘installed on ___ ‘ line.

D. Like every other laboratory document, this one needs to be reviewed once a year and signed by the Site Coordinator or the Laboratory Director.


If you have trouble or questions, feel free to call and ask for help.

William Sottile, PhD ABMM

Regional Laboratory Coordinator

voice 906-482-3011   fax 906-482-7550

email: sottilew@state.mi.us
December 15, 2003
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