 SEQ CHAPTER \h \r 1Module 2 - Pre-Assessment Review
During the pre-assessment review, you should answer the following questions:

1. 
Do initial signs point toward a well-established internal assessment/corrective action program?

· Check the quality systems manual and recent assessment reports
-Are internal assessments performed regularly?

-Do they include data surveillance?

-Is corrective action prompt and well-documented?

2. 
Does the pre-assessment submittal document proficiency in requested services?

· Check the SOPs, PT sample results and data packages
-Are SOPs up-to-date, and do they meet method requirements?  

 Are any project-specific method modifications appropriately noted?

-Do PT sample data reports provide any warning signs of repeated 

 patterns of weaknesses?

-Are data packages complete?  Does the format meet the relevant

 specifications?

3.   Does the technical depth appear to be adequate?

· Check professional profiles key staff
-Is the employee’s education and experience appropriate for level of responsibility?

-Is additional relevant training summarized?

4.   Have there been recent, significant, organizational changes

· Check the qualifications statement, website, and quality systems manual
-Has the laboratory changed ownership in the last year?

-Is the workforce stable, or does the staff turnover rate appear to be

 high?

-Have there been recent changes in key positions?

5. 
 Was the laboratory’s initial response prompt and professional?

· Describe your initial experience:
-Were you readily able to make contact and schedule the  assessment?

-Did management willingly supply the requested information?

-Was the pre-assessment submittal timely and responsive?

6.
Is  management’s commitment to data integrity clearly spelled out?

· Check the organization chart and quality systems manual

-Does the QA manager have a direct line to senior management?

-Does the QSM contain the necessary elements, and does it meet

 the relevant specifications?

-Is a data integrity/ethics policy included?

-Is there regular, formal, training for all staff in data integrity?
