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Cryptosporidium & 
Giardia 



STEP 1: RESEARCH 

• Locate list of approved methodologies 

• Determine certification/accreditation 
requirements 

• Evaluate method performance criteria 
for best fit 

• Establish specifications and vendors for 
raw materials 

• Locate potential training opportunities 

• Identify customer needs and other 
stakeholders 

• Contact laboratories or individuals that 
have experience with the method 

• Examine any legal or jurisdictional issues 

• Identify any safety concerns 
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• Equipment & Instrumentation? 

• Staffing? 

• Expertise? 

• Availability of Consumables? 

• Workload? 

• Infrastructure? 

• Quality System implications? 

• Impact on LIMS? 

 
=$  

(Time & Cost Estimate) 

STEP 2: LAB CAPACITY 
ASSESSMENT 
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STEP 3: SECURE 
AUTHORIZATION AND 
FUNDING 
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• Instrumentation & 
Equipment 

• Standard Reference 
Material 

• Consumables 

• Training 

• Infrastructure 

• Procurement Challenges 

 

 

STEP 4: RESOURCE AND 
RAW MATERIAL 
ACQUISITION 
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• Validate instrumentation/equipment 

• Ensure traceability of all materials 

• Define data quality objectives for the 
method 

– Analytes of interest 

– Detection & quantitation limits 

– Type, concentration, and frequency of QC 
samples 

• Training 

• Contingencies 

• Experimentation with documentation 

• More experimentation with documentation 

• Even more experimentation with 
documentation 

• Draft SOPs with supporting documents 

STEP 5: METHOD 
DEVELOPMENT 
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Identity 

Specificity 

Sensitivity 

Range 

Reproducibility 

Robustness 

Finalize the Standard Operating Procedures 

Establish Fee 

STEP 6: 
METHOD 
VALIDATION 
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• SOP 

• Instrument Calibration 

• Detection Limit Studies  

• Technique Standardization 

• Initial Demonstration of 
Capability (IDC) 

• Proficiency Testing (PT) 

• Program Support DQO’s 

• Training Logs 
– Ethics 

– Safety 

STEP 7: ANALYTICAL 
COMPETENCY 
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Step 8: Certification/Accreditation 

• Application to Accrediting Authority 

– Quality Manual 

– Personnel Qualifications 

– Analytical Competency 

– SOP’s 

– QC Control Charts 

– Proficiency Testing History 

– Maintenance Records 
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• Document Review 

• Process Assessments 

– Analytical 

– Operational 

– Data Management 

• Analyst interviews 

• Practical Bench Audits 

• Safety Protocols 

• Records Management 

• Findings & Recommendations 

– Corrective Actions 

 

STEP 9: ON SITE 
AUDIT 
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Roadmap to 
Competency and 
Accreditation 



Timeline 
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(page 1) 

• Every 2 Years 
– On site audit 

• Annually 
– QAP 

– Internal Audits  

– SOP Revisions 

– Strategic Planning (PIPs) 

– Ethics Training 

• Every 6 Months 
–  Detection Limit Studies 

–  PTs 

– EPA Compendium Update 

AND THEN… 
MAINTENANCE OF 
LABORATORY 
ACCREDITATION 
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• Monthly 

– Trend Analysis 

– QA Performance Reporting 

• Daily 

– Method Performance 
Verifications 

– QC Tracking and Charting   

– Equipment Verification 

– Instrument Maintenance   

– Data Management  

 

MAINTENANCE OF 
LABORATORY 
ACCREDITATION 
(page 2) 
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Questions? 

Contact Information 

  Jeff Franklin 

jeff.franklin@deq.ok.gov 

405-702-9129 
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