
Presented by:
Stephen Wesson, Director of Sales
Accelerated Technology Laboratories

USING LIMS TO STREAMLINE YOUR

QUALITY MANAGEMENT SYSTEM (QMS)
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What is a Laboratory Quality Assurance Manual?

•A living document stating the Laboratories 
Policies and Procedures designed to manage 
quality in accordance with the requirements 
established by a governing Agency or 
Agencies.

“Say what you do! Do what you say!  

And Document the heck out of it!”



The Modern LIMS

• Today’s LIMS provide laboratories with functionality that extends 
well beyond – A Database for Sample Tracking, Data Entry and 
Reporting. 

• A modern LIMS should be the backbone of the Lab’s QMS, 
offering support for regulatory compliance like ISO 17025, NELAC
and related regulations.



Sections of a Quality Assurance Manual

1) Title Page
2) Table of contents
3) Introduction and Scope
4) Organization
5) Management
6) Document control
7) Review of Requests
8) Subcontracting
9) Purchasing
10) Service to clients
11) Complaints
12) Control of Non-conformance
13) Improvement
14) Corrective Actions

15) Preventive Action
16) Control of Records
17) Audits
18) Management Review
19) Data Integrity Investigations
20) Personnel
21) Accommodations and 

Environmental Conditions
22) Methods and Method validation
23) Calibration Requirements
24) Measurement Traceability
25) Collection of Samples
26) Handling Samples and Test Items
27) Quality Assurance for Testing
28) Reporting and Results

* TNI 2016 Quality Manual Template



4 – Organization  &   20 - Personnel

Specify the responsibility, 
authority and interrelationship 
of all personnel who manage, 
perform or verify work affecting 
the results of laboratory 
activities 



6 – Document Control

• Ensure that all documents are approved, reviewed, with 
current versions identified.  “Controlled Documents”



7 - Review of Requests, Tenders & Contracts

Ensure that requirements 
of requests, tenders and
contracts are adequately 
defined, documented 
and understood.



8 - Subcontracting of Tests



8 - Subcontracting of Tests



9 – Purchasing Services & Supplies

Approval of Suppliers and a documented procedure for 
tracking supplies and quality records.



11 – Customer Complaints

The laboratory shall 
have a documented 
process to receive, 
evaluate and make 
decisions on 
complaints. 



12 – Control of Non-conforming Work

Ensure that nonconforming test and calibration results are 
adequately followed up, and that corrections are initiated.



Data Qualifiers



Corrective Actions - (CAPA)
a) React to nonconformity (Investigate 

Incident)
b) Evaluate the need for action (Root Cause)
c) Implement action (Action Plan)
d) Review the effectiveness (resolution)
e) Make changes to management system

13/14/15 – Improvement, Corrective & 
Preventative Actions



Corrective along with preventive actions can easily be managed, and automated alerts can be
sent out to key individuals to ensure effective and timely management of any open issues.

CAPA creation, evaluation, Action and Resolution



CAPA Calendar



16 - Control of Records

• Records allow for the historical reconstruction of laboratory 
activities related to sample-handling and analysis and may include:

Sample information

Sample Receipt conditions

Storage information

Internal Chain of Custody

Sample Prep. Information

Raw data

Hard copy data

Dates/times for all steps

Instrument ID

Instrument calibration

Analysts 

Analyst training records

Standard traceability

Inventory traceability

Temperature Records

QC records

Method Specifications

Client specifications

Proficiency results

Records of DOCs

SOPS used

Review sign offs

Audit Trails

Audit records

CAPA Records

Data Calculations

Final results

Final reports



16 - Control of Records – Legal Chain of Custody



19 - Data Integrity

• As companies move to more 
automated laboratories with 
computerized systems, most of the 
fundamental ALCOA+ principles are 
satisfied by an automatically 
generated audit trail providing the 
who, the when, accuracy, originality, 
and legibility, all on the system with 
the raw data.

For data to be acceptable, it should meet certain fundamental elements of quality whether collected 
or recorded electronically or on paper (1999 FDA Guidance.)

World Health Organization (WHO) - QAS/15.624 –

Paper addressing Data Management practices in Labs, Water, and Food & Drug environments.



20 - Personnel (Employee Training)

A. SOP Review

B. Work with trained Analyst

C. Demonstration of Capability

D. Perform PE Sample



23 – Calibration Requirements

• The laboratory has procedures for the use, maintenance, 
handling and storage of equipment and they are readily 
available to laboratory personnel.

• There is a lot of ground to cover here:

Laboratory Equipment Lists

Laboratory Instrument Lists

Support Equipment Calibration

Support Equipment Maintenance

Calibration Acceptance Criteria

Routine Maintenance Schedules

Routine Maintenance Records

Vendor Maintenance Records

Instrument Calibrations

Temperature Monitoring



23 – Calibration Requirements

The laboratory has procedures for the use, maintenance, handling 
and storage of equipment and they are readily available to laboratory 
personnel 



23 – Calibration Requirements



Monitor Plus – Remote Temperature Monitoring

Replacement of mundane tasks – Temperature Monitoring daily 

recording of incubators, fridges and freezers

23 – Calibration Requirements

Summary Report "Weekly Monitoring 
report" for Element-A 0081F90ECF8200A1



24 – Measurement Traceability



24 – Measurement Traceability



25 – Collection of Samples

Retain Records including:

•Reference to sampling methods

•Date, time and conditions of 
sampling

•Person collecting the samples

• Location information/site 
identification

•Field Results

•Comments



26 – Handling Samples and Test Items

Lab shall have Procedures to track:
• Transportation
• Chain of Custody
• Receipt – Sample Acceptance
• Preservation Checks
• Subsampling
• Storage
• Retention
•Disposal
• Comments



26 – Handling Samples and Test Items



Data Review

27 – Quality Assurance for Testing



27 – Quality Assurance for Testing

Control Charts



27 – Quality Assurance for Testing

MDL Calculator



28 – Reporting and Results

Reports should include:
• Title
• Names and Address
• Identification of method
• Date, time of activities
• Results with appropriate units of measure
• Specifications where appropriate
• Deviations & Exclusions (Qualifiers)
• Identification of Authorizing person

EDDs – Electronic Data Deliverables



Laboratory Documents that come from the LIMS

• Quotes

• Bottle Orders

• Labels

• Chain of Custody

• Sample Log-in Report

• Backlogs

• Worklists

• Prep. Logbooks and/or Sheets

• QC Batch Summary

• Results reports

• Certificates of Analysis

• Invoices

• Production Reports

• Control Charts

• Sample Inventory

• Disposal reports

• Expiring Training records

• Expiring Maintenance

• Complaints Reports



Laboratory Documents that come from the LIMS

• Analysis Due Today

• Auto Report Status

• Backlog

• Barcoded Label Report

• Bottle Order

• Calibrations Expiring

• Certificates Expiring

• Chain of Custody Internal

• Chain of Custody

• CRM Customer History

• CRM Summary by Type

• CRM Open Complaints by Severity

• CRM Executive Summary

• Disposal Report

• Invoice

• Invoice Sales Tax

• Orders

• Orders Summary

• PreLog Detail

• PreLog Order Details

• PreLog Summary

• Prep Batch

• Prep Due Today

• Production

• QC Batch

• QC Batch Bench Sheet

• QC Batch Run Sequence

• QC Control Chart



Laboratory Documents that come from the LIMS

• QC Control Charts Data

• Quote

• Results Audit Trail

• Run Sequence Bench Sheet

• Sample Labels

• Sample Routing Sheet

• Sample Conditions

• Supply Below Warning Limit

• Supply Expiring

• Trend Analysis Chart 

• Test Due Today

• Turn Around Time (TAT)

• Worklist

• Worklist Bench Sheet

• Reports Used from Result Reporting:

• COA Basic

• COA Basic QC

• COA Chemistry

• COA By Parameter

• COA By Parameter with QC

• COA By Parameter with Surrogate

• COA By Parameter with Surrogate and QC

• COA By Sample

• COA By Sample with QC

• COA By Sample with Surrogate

• COA By Sample with Surrogate and QC

• Results by Order ID

• Results By Order ID With QC

• Results By Order ID With Surrogates

• Results by Parameter

• Results by Sample Number

• Results by Test



USING LIMS TO STREAMLINE YOUR

QUALITY MANAGEMENT SYSTEM (QMS)

So, which is easier a LIMS as the 
backbone to your Quality Management 
System or all of those Logbooks, 
Spreadsheets, worksheets, and hand 
written records that you currently have?



Stephen Wesson, Director of Sales

Accelerated Technology Laboratories

• Email: swesson@atlab.com

• Stop by Booth #17

THANK YOU!

Evaluate 
New LIMS

Purchase 
New LIMS

This is the 
year!

6 Months

By: EOY

mailto:swesson@atlab.com

