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INITIAL BARRIERS: 
 
•  CONVINCING MYSELF IT WAS THE RIGHT THING 

TO DO 

•  CONVINCING UPPER MANAGEMENT IT WAS THE 
RIGHT THING TO DO 

•  FINDING OUT THE SCOPE OF THE EFFORT 
 
•  FINDING OUT THE “POLITICS” OF THE 

PROCESS 



FIRST STEPS: 
 
•  STARTED ATTENDING MEETINGS OF THE 

ORELAP TECHNICAL ADVISORY COMMITTEE 
(OTAC) IN FEBRUARY 2004 

•  GOT APPOINTED TO “OTAC” IN DECEMBER 2007 

•  CONVINCED UPPER MANAGEMENT TO 
PURCHASE A NEW LIMS IN LATE 2007 

•  NEW LIMS GO-LIVE IN NOVEMBER 2010 



FIRST MISTAKES: 
 
•  STARTED SOP & QAM WRITE/RE-WRITE EFFORT 

ONLY 5 MONTHS AFTER LIMS GO-LIVE 

•  GIVING UPPER MANAGEMENT A HOPELESSLY 
OPTIMISTIC ACCREDITATION TIMELINE 

•  PILING NEW LIMS AND NELAC EFFORT ON 
SENIOR STAFF ALMOST AT THE SAME TIME 



PROMISES VS. REALITY 

PROJECTED REALITY
WRITING/RE-WRITING SOPs (74)

START 4/11 6/11
FINISH 8/11 5/13

QAM RE-WRITE USING TNI TEMPLATE
START 4/11 6/11
FINISH 8/11 6/13

INTERNAL AUDITS
MANAGEMENT #1 7/11 2/12
QA 7/11 4/13
MANAGEMENT #2 --- 8/13

PRE-APPLICATION AUDIT 9/11 10/11
ONLINE APPLICATION 2/12 7/13
ORELAP AUDIT --- 9/13
ACCREDITATION 8/12 9/13



CATASTROPHES & RUDE AWAKENINGS… 
 
•  QA OFFICER/PROJECT LEAD RESIGNS 1/13 

•  NO WAY COULD AN EXTERNAL PERSON 
ASSUME QA & PROJECT RESPONSIBILITIES 

•  SOP & QAM WRITING SPLIT BETWEEN NEW QA 
OFFICER (OLD PRODUCTION COORDINATOR) & 
LAB MANAGER 

•  EXTERNAL AUDIT REVEALS LOTS, AND LOTS, 
AND LOTS OF PROBLEMS….. 





383 5.2 Personnel

The laboratory management shall ensure the competence of all who 
operate specific equipment, perform tests and/or calibrations, evaluate 
results, and sign test reports and calibration certificates. (See Section 1.6 
of the technical modules)

Records are not consistent with these 
requirements and are not up to date to 
demonstrate qualification based on 
performance of test within last year.

498
5.4 Environmental 
Test Methods & 
Method Validation

Laboratory-Developed Methods (ISO/IEC 17025:2005(E), Clause 5.4.3)

Some research methods have been 
developed in - house by staff and 
accepted by EPA.  No procedure exists 
for this practice.

571 5.6 Measurement 
Traceability

Measurement Traceability

Demonstrated in most areas, but some 
areas are overlooked and not fully 
implemented.  Reagents (e.g.; 
preservatives) or chemical standards 
(salts) need additional record keeping 
and review

596
5.6 Measurement 
Traceability

Documentation and Labeling of Standards, Reagents, and Reference 
Materials

All these elements must be addressed - 
This is changed from the 2005 and 
must be implemented in all areas of the 
laboratory.  It is recommended that 
reagents, standards and reference 
materials be handled in the same 
manner.

725
5.10 Reporting 
Results Reporting the Results

Procedure using new LIMS required.  
Process for review,  handling changes 
to data and reports needed.  Process 
has evolved since initial writing of 
documents

368 Data Integrity Investigations Needs procedure and 
implementation

334 Internal Audits (ISO/IEC 17025:2005(E), Clause 4.14)
Needs to be implemented - Data 
review part of routine work, but 
system audit not performed.



RACE TO THE FINISH: 
 
•  FIRST QA AUDIT BY JAN WILSON 4/13 
 
•  SOPs COMPLETED 5/13 

•  QAM COMPLETED 7/13 
 
•  ONLINE APPLICATION 7/13 

•  AUDIT 9/24-25/13 

•  ACCREDITED FOR 520 FIELDS 9/26/13 



IT’S NOT OVER UNTIL IT’S OVER: 
 
 
•  AUDIT REPORT RECEIVED 10/9/13 

 NO DEFICIENCIES REQUIRING IMMEDIATE CORRECTIVE ACTION 
 

 18 DEFICIENCIES TO BE ADDRESSED IN THE CORRECTIVE ACTION 
  PLAN 

 

•  SUBMITTED CORRECTIVE ACTION PLAN 10/31/13 
   



SUCCESS FACTORS – SLIDE #1: 
 
•  FINANCIAL SUPPORT FROM UPPER MANAGEMENT 
 
•  NEW LIMS 

•  THIRD PARTY PRE-AUDIT BY MARLENE MOORE 

•  THIRD PARTY QA AUDIT BY JAN WILSON 

•  HANDS-ON PROJECT MANAGEMENT SHARING 

•  EXTREME DEDICATION OF SENIOR STAFF 
 JENNIFER SHACKELFORD, PRODUCTION COORDINATOR, NEW QA 
  COORDINATOR, LIMS ADMINISTRATOR, CHEMICAL HYGIENE 
  OFFICER, BENCH ANALYST DURING SICK LEAVE DAYS 
 KRISTEN THOMAS, NEW PRODUCTION COORDINATOR, BENCH  
  ANALYST IN CHARGE OF NUTRIENTS SECTION 
 EVERYBODY ELSE IN THE LAB 

 



SUCCESS FACTORS – SLIDE #2: 
 
•  FOUR OREGON ENV. LAB. ASSOC. ANNUAL MEETINGS DEVOTED TO NELAP 

•  ILONA TAUNTON & SCOTT HOATSON ½ DAY REVIEW OF THE NEW TNI QAM 
TEMPLATE AT OELA ANNUAL MEETING 

•  TWO LOCAL, TWO-DAY TRAINING CLASSES GIVEN BY MARLENE MOORE 

•  TNI WEBINAR ON TECHNICAL ASPECTS OF THE QAM 

•  SUPPORT & HELP FROM THE CITY OF PORTLAND DRINKING WATER 
LABORATORY (BERT SEIERSTAD & MARSHA FAROOQUI) 

•  THE ORELAP PROGRAM UNDER ADMINISTRATOR GARY WARD 
•  REDUCED BACKLOGS 
•  ADDED FOCUS OF HELPING LABS GET ACCREDITATION 
•  HUGE UNDERSTANDING OF INSTRUMENTAL ANALTICAL 

CHEMISTRY 
•  AUDITORS W/ HIGH LEVEL OF EXPERTISE 



JENNIFER SHACKELFORD      KRISTEN THOMAS 
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