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Who is SMILE? 



Major Functions of SMILE 
• Action Plans  

• Validation Review 
• Protocol Analyte Lists 

• EQA Review 
• Investigations 

• Resources/Training 



Who are the partners? 

DAIDS 

PPD 

SMILE 

Site 
Laboratories 

Other Affiliated 
Networks 

PNL 



Laboratory Audits 
Independent assessments are performed 

annually by PPD or DAIDS 
 

 
 
 
 

 
Based on the standards of Good Clinical Laboratory 

Practice (GCLP) 



• Ordered by the DAIDS POC for your site 
• Pre-visit checklist sent about 2 weeks before audit 





Audits and Action Plans 

1. Audit report sent to SMILE 

2. Action Plan is prepared 

3. SMILE returns the AP to DAIDS POC for 
distribution to the affiliated networks 

4. Networks designate critical items 

5. Action Plan and audit report sent to lab by 
DAIDS POC 





Validation Review and Assistance 

• Common findings from PPD audits 
• New protocols/new tests 
• New instrumentation 
• Request from networks  
• Lab moving 





Types of validation resources 

• Total Allowable Error (TEa) limits table 
• Validation Overviews 
• Detailed validation guidelines/instructions 

– Chemistry, Hematology, HIV EIA, Rapid HIV, Viral 
Markers EIA, Coagulation 

• Statistical calculation tools 
• Plan and Summary templates for each type of 

assay 



What are we looking for?? 

• Precision 
• Accuracy 
• Linearity (Analytical Measurement Range + 

Clinical Reportable Range) 
• Sensitivity and Specificity 
• Reference Ranges 





For each of the required elements… 

• Minimum number of samples tested 
• Appropriate samples selected 
• Comparison to a previously validated 

method 
• Evaluation criteria clearly stated 
• Evidence of comparison to manufacturer’s 

specifications 
• Raw data that supports conclusions 

 





What is an auditor looking for?? 

• All of the above PLUS… 
• All data summarized in an easy-to-understand, 

organized report 
• Raw data that supports the conclusions 
• LABORATORY DIRECTOR SIGNATURE 





Protocol Analyte List (PAL) 

• Protocol analytes 
• Instrumentation in use 
• FDA Approval status 
• Back-up plans 
• Specimen flow 
 

 







Proficiency Testing (EQA) 

Proficiency Testing (PT) is a means of 
evaluating a laboratory's performance 
through analysis of unknown samples 

provided by an external source. 

http://www.cap.org/apps/cap.portal


EQA Summary Schedule 





EQA Review 



Manual Evaluation 







SMILE Investigation Form 



Root cause analysis 





Document Repository 

EQA surveys, reviews and investigations on 
www.psmile.org 

– Available to site labs (privately by log-in) 
– Available to DAIDS and the Networks  
 



 
Where do we store all of this documentation? 

 





Document Repository 

Also on www.psmile.org: 
– Audits (DAIDS and PPD) 
– Action Plans 
– Protocols and Protocol Analyte Lists (PAL) 
– Multitudes of other resources 
 



 
Looking for example SOPs or other documentation? 

 



Resources on pSMILE.org 





SMILE Site Assistance and Training 

• Email 

• Phone 

• Web conference  

– Adobe Connect 

• At conferences 

• On site  



Major Functions of SMILE 
• Action Plans  

• Validation Review 
• Protocol Analyte Lists 

• EQA Review 
• Investigations 

• Resources/Training 



Anne Sholander: asholan2@jhmi.edu 
 
Mark Swartz: mswartz4@jhmi.edu 
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