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Addition of scope of COVID testing facility in a 

laboratory

Application and Preparedness of Lab



Application – RT PCR RNA Virus/COVID-19



Application – RT PCR RNA Virus/COVID-19

 Accreditated Lab

❖ NABL Home page

❖ (nabl-india.org)

❖ Existing User

 New Lab/ Non 

Accreditated

❖ NABL Home page

❖ (nabl-india.org)

❖ New User
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Scope extension - Application
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New User - Register



New User – Preparedness

 Quality Manual

 QSP & Primary sample collection Manual

 Document Control

 Reference Labs & MOU

 Vendor Evaluation

 Nonconformities, CA, PA

 Internal Audit, Quality Indicators and Risk 
Assessment

 MRM.

 Technical – Adequate Infrastucture, Trained 
Personnel, Equipment, Quality control 
Processes.



Scope ext app - details



Discipline



Scope



Online Audit Preparedness

 Desktop or Laptop with Audio-Visual facility

 Network connection (> 2 mbps speed)

 Video Conferencing facility – Zoom, Google Meet, 

Microsoft line

 Online Audit time – 3-6 hrs

 4-5 Devices (Laptop + Mobiles)

 One Device (Laptop/Desktop) for Screen Share and 

conduction of the audit.

 Scanned documents ready in one place for audit and 

screen share

 Ready access to mail for sharing documents with the 

Assessors.



Organization - details

 Legal Identity

 Parent organization

 Management personnel – LD, QM

 Lab personnel – Technical, support staff

 Authorized signatory

 HR files of all the files of personnel 
scanned and ready

 Training of RT PCR



Scope Extension - Summary

 RTPCR RNA Virus other than COVID 19

 New Lab – Establishment of QMS along with 
Technical requirements

 Adequate Documentation

 Adequate preparedness for conducting Online 
Assessment

 SOPs including Primary sample collection manual

 Internal Audit, Quality Indicators, MRM.




