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Start Process step Decision
Data / 

automated 
process

Subprocess

Process step

Process step

Document

EndProcess step

No

Yes

Call outs for comments or further details

Introduction

This document is a current (as-is) state process map for Type 5 Major Veterinary Medicines which focuses on applications for approval of an active constituent. This page outlines the structure of the process map and a provides some 
guidance on how to read the map.

Structure of Process Maps

All the process maps have been designed to group various item numbers with similar outcomes under the different types of applications. The designation of Major or Minor represents the level of general complexity associated with 
assessing that application. The designation of Ag or Vet identifies the registration pathway. Further details on this can be found in the Product Descriptions document on the consultation page (https://www.apvma.gov.au/news-and-
publications/public-consultations/process-enhancement-initiative).

Each process map captures the key process steps, decisions, documents and subprocesses involved in delivering the relevant application assessment. Subprocesses have been captured at typical points along the application lifecycle, 
however these can be enabled at any time in the application progression – for example issuing an s159 Request for Further Information. 

Within each Type the application lifecycle has been divided into distinct stages called components that most applications go through. These include:

• Pre Application Assistance (PAA), Application Submission and Preliminary Assessment which covers the submission process, and the scope and approach of the application. 

• Triage and Planning, Application & Technical Risk Assessment and Application recommendation are more technical in nature. 

• Finalisation, Post Finalisation Support and End of Life which wrap up the application process.

How to read these process maps?

Each process map:

• consists of two swimlanes representing external and internal processes. 

• the external swimlane captures stakeholder inputs or processes,

• the internal swimlane represents APVMA's internal inputs or processes,

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

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

• 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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Applicant submits 
PAA application on 

APVMA website

CM forwards to Vet 
Admin

Application 
form created 
and sent by 

email to 
casemanage
ment@apvm

a.gov.au

Is specific advice 
required per PAA 

Instrument?

Applicant pays for 
PAA application 

(credit card)

Applicant closes 
PAA application 

before submitting 
application

END No
Does applicant notice 
PAA application  is not 

started?
Yes

Applicant contacts 
APVMA asking 

where PAA 
application is

Finance contacted 
to confirm 

application paid for 

Is application 
paid for?

Yes

Admin officer 
contacts IT to 

retrieve information

No

Has the applicant provided all 
documentation to Admin when 

following-up?

Yes

Applicant obtains 
Decision ID from 

Decision Tree

Applicant obtains 
Decision ID from 

Decision Tree

Applicant completes 
application 

questions and 
uploads 

attachments

Applicant pays 
(credit card)

Applicant completes 
application 

questions and 
uploads 

attachments 

No

Does applicant then 
submit application?

Yes

APVMA manually 
creates application 

for applicant 
company  in the 

PPLA and Objective 
files

PAA assigned to 
PEQ team RM or 
Chem Delegate

Application and 
supporting 
information 

checked

Has all data 
mentioned in PAA 

been received?
No

Admin officer 
contacts Applicant 
requesting relevant 

data

Admin emails 
Records & 
Knowledge 

Management team 
to create new user 

profile

Objective connect

APVMA sends 
secure link to 

applicant

APVMA uploads 
data into objective

Applicant uploads 
data and notifies 

APVMA

What method of 
submission will the 

applicant use?

Yes

Does the RM believe the 
PAA is in the wrong tier or 

critical details need 
changing (e.g. removal of 

meeting)?

RM seeks written 
authorisation from 
applicant to change 

PAA

Yes

IT provide 
application details 

to Admin

Yes

Email received
Admin start draft 
Written Advice No

RM assigned to pool 
in PPLA

Yes

Does the applicant 
have an existing online 

PPLA account?

No

Applicant submits 
APVMA new user 

form

Records Change 
check whether the 
form is complete, 

consistent with 
ASIC, and signed by 

appropriate 
authority

Applicant provides 
updated information

Online portal/
application form 

updated

APVMA creates 
PPLA entry not 
linked to online 
services portal

Records Change ask 
applicant to provide 
completed APVMA 

new user form

Does the 
applicant 

provide the 
online user 

form?

APVMA creates 
online company 
account linked in 

online services 
portal

Yes

Are the details 
correct?

Yes

No

Form returned to 
applicant for 

correction

No

No

Are there any obvious 
errors in application 

(e.g. request for 
multiple products)?

Yes

Applicant asked to 
clarify/comment

RM reviews PAA

RAC assigns PAA to 
suitable staff

RAC staff provides 
advice

Applicant authorises 
change to PAA 

application

CM updates PPLA 
and raises invoice or 

issues refund (if 
needed)

CM sends invoice to 
applicant

Applicant pays 
invoice

CM updates PPLA

Meeting requested 
(T2 and T3 ONLY)?

RM reviews questions 
from applicant  and 
provides details to 

RAC areas in 
preparation for PAA 

meeting

RM drafts  / amends 
PAA advice with 

assistance from RAC 
areas 

PEQ RM collates 
advice  into draft 
written response

Applicants contacts 
CM with questions 

and agenda for 
meeting

Yes

Delegate 
satisfied advice 

complete?

No, asks RM to coordinate RAC areas

Is the PAA for a Tier 3 
PAA protocol appraisal?

Yes

Specialist internal 
advice needed from 

RAC?
No

PEQ RM prepares 
draft PAA advice to 

applicant

Yes

Yes

No

Meeting conducted No

Yes

Does applicant 
still want a 
meeting?

Application 
updated, meeting 

fee refunded
No

Delegate approves 
PAA advice

CM sends approved 
advice to applicant

 Applicant receives 
PAA advice

Yes

Yes
RM consults with 

RAC area and 
amends PAA

Applicant informed 
to submit 

subsequent PAA or 
application

Applicant asks for further 
clarification on PAA as 

required
No GOTO Application Submission

Is the request within 
the scope of the 

original PAA?
No

CM finalises 
application in PPLA 

system

END

Applicant advised 
that a PAA is 

necessary

General advice 
provided to 

applicant

No

Applicant notifies the APVMA 
that they are interested in an 

application

Applicant elects to 
submit PAA 
application?

START

Yes

Applicant uses 
online services 

portal?

Yes

No

No

PAA 
application is 
not saved to 

Portal

No

Meeting chaired by 
RM 

No
Meeting 

requested?

Yes

Yes

Ask applicant to 
check records and if 
definitely no, start 

again

No
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 APVMA notifies the 
applicant that an 

application may be 
required 

GOTO Application 
Submission

Does applicant 
submit application?

No

Is the 
application 
required?

No, it was optional or
rectified by other means

End

No, compliance issue
Refer 

compliance

Yes

Applicant follows-
up/investigates

Is PAA 
application 

appropriate?

Yes

 

Yes

Yes

APVMA is unaware this has 
occurred until contacted by 

applicant
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START

Visits the APVMA 
website and enters 
into online portal  

Clicks 'Registration 
and Permits' and 

clicks 'Decision Tree' 
to receive a 
Decision ID

Completes the form 
by entering in 
information 

requested including 
the Decision ID

Uploads data and 
datalist that's 

required

Decision Tree
Completes an 8M 
application where 

required

Application 
received by the 

APVMA and 
transferred from 

external to 
internal portal

GOTO Preliminary 
assessment

Minimum 
application fee (or 
all if available) paid

Is additional data 
required?

Objective connect
APVMA sends 
secure link to 

applicant

APVMA uploads 
data into objective

Email

Applicant uploads 
data and notifies 

APVMA

Does the applicant 
‘Lodge’ or ‘Submit’ the 

application?

APVMA monitors 
channels for data

Submitted

Has the application 
been submitted 

already?
Yes

No Lodged

No
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START

Raise IT ticket when 
required if missing 

data (e.g.: 
corrupted  data 

(special characters))

Yes

No
Create 

application in 
PPLA

Minimum fee 
checked

Is there an IT issue 
with the application?

IT Resolve 
application issue

Minimum fee 
paid?

No

Issue Invoice 
for minimum 

fee

Yes
Initiate Objective 

file migration

Objective 
folders 
created

Has file been 
migrated correctly?

Raise IT ticket for 
when required if 

missing data/
folders)

IT Resolve application 
issue

No

Yes
Combine data in 

Objective 
Check the incoming 

datalist
Can the datalist 

import?

No

Manually create 
datalist / rectify 
with applicant

Yes
Upload datalist to 

portal
Save datalist as PDF 

into Objective

Rename data in 
Objective to include 
data item number

Is there data 
missing?

Yes, data not provided

Request data from 
applicant

Yes, ICT
problem

Raise ICT ticket to 
find/resolve

Did IT find the data 
in our system

Applicant provides 
data

Yes

Data added to file/
Objective

Check data for 
completeness

No
Is the data 
complete?

Yes
Complete PA 

checklist (include all 
fees)

Outstanding 
fees?

Yes

Complete invoice

Send Notice to 
applicant

No

PA Notice including 
8M (where 
required)

Was invoice 
included?

No

Commence 
evaluation

Publish 
Application 
summary

GOTO Triage and 
Planning

Yes Check if fees paid

Fees paid within 28 
days after invoice? Yes

Issue Proposal 
to refuse 
(8S(1)(a))

No

Are fees paid 
within additional 

28 days?
No Yes

Starts PPLA 
Milestone 
for each 
technical 
module

Is a fee waiver 
required?

Fee waiver

No

Yes

Admin hit ‘process’ 
to start PPLA 
application

Admin receive and 
review application

Is the application a 
24V?

No

GOTO Type 6 Minor

Yes

Notify applicant of 
receipt of 

application

No

No

PDF key documents 
for ‘Point-in-time’ 

reference

Meets application 
requirements? 

(Legislation Instrument)

Refer to Chemistry 
for advice

No but rectifiable

Rectifiable by  
defecting?

Issue Refusal 
Notice (8G)

No

Rectifiable by 
Chemistry?

No

Rectifiable by 
Admin officer?

Admin fix 
application

Yes

Yes

Draft PA NoticeYes

Yes
Rectified within 

one month?

END

Issue defect 
notice

Was there 
a PAA?

No

Yes

Reduce fees in line 
with requirements of 

regulation 70

Issue Refusal 
Notice (s8G)

END

No

Yes

Not rectifiable

Verify 8M 
application 

(where 
required)
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Are the modules 
appropriate to 

application?
Yes

Is there Limits of use  on 
an approved source of this 

active? 

Does the applicant 
have consent to use 

the data?

Is the applicant 
the holder?

Yes, consent
implied

 Is information 
sufficient to 

commence technical 
assessment?

Yes

No

Identify missing 
data

Issue s159

Yes

No

Yes

No

No

Issue 159 
requesting 

consent
Consent received

Issue r70B

No

START
Delegate completes 
data protection field 

in PPLA

Delegate confirms 
application in the 

right stream

Delegate confirms if 
public consultation 

is required and 
notes in PPLA 

Delegate assigns to 
suitable Chemistry 

evaluator

No

Has the applicant provided 
equivalent standalone data to perform 

the assessment and selected the 
correct module and item number? 

Yes

No
Is it a new source 
pharmacopoeia 

active?  

Has the applicant 
provided only 3 

Certificate of Analysis 
(CoAs).

No

Yes

Issue s159

Yes

DD
Will this application be 

assessed under a Minute 
or DD?

Minute
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assessment
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Does the report 
support the 
application?

START 

Technical risk assessment 
commenced (as relevant)

Chemistry

Health

Chem evaluator 
compiles technical 

reports and 
assesses available 

information

Yes

No

Issue s8S

Partially

Were the 
identified 
issue(s) 

addressed?

Yes

Yes

Chemistry evaluator 
drafts proposed 

non-standard 
conditions

Does the condition 
require discussion 

with applicant?

Yes
Condition agreed to 

with Applicant

Delegate supports 
proposed non-

standard condition

Application 
meets safety 

criteria?
Yes

No

Mark ‘relied on’ 
status for data 

protection 
identification

Does this require 
public consultation?

Yes

GOTO Public 
Consultation

No
GOTO Application 
Recommendation

No

Can the issues be 
addressed using non-
standard conditions?

Satisfied no risk 
(s14A)?

Active to be 
approved under 

s14A

No

No

Yes

Was this assessed using a 
Minute?

Yes

Chemistry evaluator 
compares CoAs with 

pharmacopoeia 

Chemistry Evaluator 
compares CoAs with 

VICH GL18(R2)

Chemistry Evaluator 
drafts minute with 

statement of reason 
why statutory 
criteria can be 

satisfied

Yes

Can statutory criteria 
be satisfied?

No

Minute is not 
suitable for 

situations where 
statutory criteria 

not satisfied

No

Partially, New info

Issue s159

Partially, 
clarify information

Issue r8AHAA

Issue s8G
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GOTO Application 
Recommendation

Gazette  

Public 
consultation 

occurs

Feedback 
received?

Decision document 
and/or technical 

assessments 
amended to reflect 

feedback

No

Yes

Feedback collated 
and forwarded to 

Chemistry Evaluator

Chemistry Evaluator 
consults with Health 

stafff if they are 
concerned that 

feedback changes 
Satisfaction of 

safety criteria with 
respect to 
toxicology

s12 Chemistry 
Gazette notice 

drafted by 
Chemistry Evaluator

 
S12 Gazette notice 

approved by 
delegate

 

Gazette notice 
forwarded to 
gazette team

Feedback received

START
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GOTO Finalisation

START  

Risk Manager drafts  
recommendation

Risk Manager signs off 
recommendation

(Draft Decision Document/
Minute)

Draft decision 
document

Delegate reviews 
Draft Decision 

Document/Minute

The Delegate is satisfied all 
legislative requirements of the 

application are met.

Yes

Approved 
Decision 

Document/
Minute by 
Delegate 
sent to 
Admin

Delegate approves 
Decision Document/

Minute

Yes

Has a sample been 
sent to the NMI?

Applicant requested 
to send samples to 

NMI

No

Application 
on hold until 
The Poisons 
Standard is 
finalised.

No

Applicant sends 
email confirming 

samples sent

The Poisons 
Standard updated 

to include new 
active constituent(s)

Yes

Is the active a non 
pharmacopoeia API?

No
Has poison scheduling 

occurred?
Yes / not requiredDraft conditions of 

registration

Draft finalisation 
database entries

Provide input to 
section 8F notice 

and gazette

Draft additional non-
standard conditions 

(where required)
Yes

Are there any 
outstanding amounts 

due and payable?

Yes

Delegate checks 
Outstanding Debit 

Reports for 
outstanding fees

Confirm with 
relevant area if 

amount is 
payable

No

No

GOTO 
START Risk 
Assessment

No

May go to any point in the risk 
assessment stage

Was this 
assessed under 

a Minute?

Complete Minute 
document

Yes Was this a brand new 
active constituent?

Yes

No

Start / End Process Data  

Decision Subprocess
Document

Process flow direction

Output only flow

Call outs  

Legend

Start / End Process Data  

Decision Subprocess
Document

Process flow direction

Output only flow

Call outs  

Legend

NOTE: From this point the applicant cannot 
withdraw the application

This process will occur for each product/active. May occur concurrently
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s8F Notices, 
information lists & 

anything else 
required sent to 

applicant

Notice received

PPLA & 
PUBCRIS 
updated

START

No

No

Finalise application 
on PPLA & finalise 

s8F notice

Is the applicant 
from overseas?

Yes
Finalise 8M 
application

Mark to notice
Pass mark to 

notice?
Yes

Urgent  
finalisation 
required?

No

RM/Delegate 
address issue

DD/Minute requires 
administrative error 

correction?

No

Yes
Delegate corrects DD 

and/or Minute

No

Application assigned 
to finalisation pool

Relevant particulars 
entered in the PPLA 

Draft s8F notice

Conduct peer 
review

Is peer review 
required?

Are corrections 
required?

Yes

Application assigned 
to Admin Officer

Yes

YesPass QA?

RM/Delegate 
address issue

DD/Minute requires 
administrative error 

correction?

Yes

Delegate corrects 
DD and/or Minute

No

No

No

Yes
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GOTO Post-
finalisation support

Gazette table 
copied from s8F 

notice and saved to 
relevant draft 

gazette document 
(where specified)

Team leader 
compares Gazette 
Document against 

finalised 
applications for 

completeness and 
correctness

Draft gazette 
documents 

forwarded to 
Communications 

team

Reissue s8F notice 
with Gazette text

Admin notify RM 
Gazette is required

RM amends DD 
reflecting 

requirement to 
Gazette

Delegate approves 
amended DD

Gazette
Was a Gazette 

missed?
No

Yes, missed in DDYes, missed in 8F copying
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START

APVMA 
conducts 

internal review

Product is detected 
in compliance 

activities
Compliance

Data protection 
given to the active 
constituent(s) if it 
meets legislative 

criteria

APVMA ensures 
that other products 
and actives can not 
use the protected 
information unless 

authorised 

End

Internal review 
requested?

Yes

No

Review by 
Administrative 

Review Tribunal 
(ART)

Yes

ART Review

No
Product and/or active 
variation (including 8L, 

8M, 8P and 8Q)?

Yes

Application STARTS 
pre engagement/

PAA

No

Submit a permit 
associated with the 

active?

Yes

No
Does an adverse 

experience occur? 

Yes

AERP

No

Is information provided 
that may require a 

recall?

Yes

Recall

No

Yes

No

Is new information 
provided that may result 

in the product not 
meeting the legislation?

Yes

Chemical 
review

NoNo

Has a complaint 
been referred to the 

APVMA or the 
Commonwealth 

Ombudsmen

No
Has the APVMA been 

taken to court?

Yes

Complaints

Yes

Court

Has the 
applicant 

notified the 
APVMA under 

s161?

Yes

Issue S161

No

Has access to 
information held 

by the APVMA 
been requested?

Yes

AgVet Code 
and FOI 
requests

No

Has a certificate 
(export and non 
exports) been 

requested?

Yes

Certificates of 
export

No
Has a media 
enquiry been 

received?
No

Has an enquiry 
been received?

Yes

Yes

Media

No
Has a ministerial 

enquiry been 
received?

Yes

Ministerial No

No
Has the MQL audit 

raised issues?

Yes

Is information 
provided to the 

APVMA that may 
involve compliance 

activities
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Applicant requests 
cancellation of   

active by 
completing form on 
the APVMA website

Active is involuntary 
cancelled by the 
APVMA under 

division 5 of the 
AgVet Code

Chemical 
review 

outcome 

Cancellation 
approved by 

delegate

Minute drafted to 
send to states and 
territories giving 

them 10 days notice 
if there is a reason 

active should not be 
cancelled

Yes

States and 
territories draft 

response and send 
to chem review

Delegate approves 
final cancellation

Gazette notice 
drafted 

Gazette notice 
approved by 

delegate
Gazette 

Active cancelled in 
the PPLA

Letter/notice 
drafted and sent to 
holder saying the 
active is cancelled

Letter received

END
Was feedback 

received?

STARTSTART
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