Introduction
This document is a current (as-is) state process map for Manufacturing Quality and Licensing Audit Process. This page outlines the structure of the process map and a provides some guidance on how to read the map.

Structure of Process Maps
The process map has been separated into the major components of the process including:
e Organising the audit
e Conducting the audit
e Reviewing the audit
e Dispute resolution.
How to read these process maps?
Each process map:
e consists of two swimlanes representing external and internal processes.
e the external swimlane captures stakeholder inputs or processes,
e the internal swimlane represents APVMA's internal inputs or processes,

e has a start, next step (GOTO) and / or end,

e consists of a number of process steps and can include decision points, subprocess, automated steps,, comments / call outs or documents,

e has components on separate pages where distinct stages of the application are detailed.

An example map and legend is provided below
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MQL Audit — Australian Licence Holders — Organising audit (APVMA)
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MQL Audit — Australian Licence Holders — Conducting audit (APVMA)
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MQL Audit — Australian Licence Holders — Review audit
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MQL Audit — Australian Licence Holders — Dispute Resolution (APVMA)

External

Internal

Meeting held to
discuss NC/s

Is there
agreement

between auditor
&
gnufacturg

START Dispute

APVMA organise
meeting with
auditor and
manufacturer

APVMA notifies
Delegate makes
X L manufacturer &
final decision on .
auditor of outcome
NC/s .
of dispute

Dispute over a
single NC?

Dispute over
several NCs

been requested
to close out
audit?

Yes

Reconciliation
possible?

FINISH Dispute

APVMA organise
meeting with
auditor

Discuss the situation
and that the APVMA
will be taking over
the close out of the
audit

APVMA notifies all
parties of the
outcome of request

Start / End

Legend

Process

Document

Subprocess

Call outs

Process flow direction

—

Output only flow




	Tier2_MQL_Audit process (A3467185).vsdx
	Overview
	Organise Audit
	Conduct Audit
	Review Audit
	Dispute resolution


