
Wild Child Laboratories Pty Ltd 
16 Howe Street, 
Osborne Park, WA 6017   

Dear 

Subject: Onsite TGA GMP  Inspection Announcement of Wild Child Laboratories Pty Ltd - MI-2024-LI-
09302-1 

I am writing to confirm our email correspondence to announce the onsite GMP inspection of your 16 
Howe Street, Osborne Park, WA 6017 facility on (1st, 2nd and 3rd) of September 2025, commencing at 
approximately 9am. 

The purpose of the inspection is to establish compliance with the standard determined under the 
Therapeutic Goods Act 1989: the PIC/S Guide to Good Manufacturing Practice for medicinal products – 
PE009-16. 

Additional information on the inspection process is available from our website at Manufacturer 
inspections: an overview | Therapeutic Goods Administration (TGA) 

On this occasion, the inspection team will consist of 1 inspector: 

This inspection is now part of a firm schedule and will only be cancelled in exceptional circumstances. 

To assist in preparation for the inspection please note the following requests and information: 
• Please provide any documents requested in a searchable electronic format, e.g., PDF.
• The TGA website includes information on the inspection procedures and reporting processes that

will apply to this inspection. Please refer to the information available at:
Australian manufacturing  licences  and overseas  GMP certification  | Therapeutic  Goods 
Administration (TGA) 
• As per Australian Government requirements, inspectors cannot accept any gifts in relation to the

inspection.

The final compliance rating following this inspection will be determined after review of your response/s 
to the Post Inspection Letter. Information on the TGA’s system to determine manufacturer compliance 
can be found on the TGA web site at: 
Manufacturer GMP compliance history | Therapeutic Goods Administration (TGA) 

Once the inspection is closed out, a report will be sent to you to confirm close out, which will also advise 
on the final compliance rating. Subsequently, the compliance rating will be used as input to determine 
re-inspection frequency. Information on how this is done can be found on the TGA web site at: 
Manufacturer inspections - a risk-based approach to frequency | Therapeutic Goods Administration 
(TGA) 

PO Box 100 Woden ACT 2606 ABN 40 939 406 804 
Phone: 1800 020 653 or 02 6289 4124 Fax: 02 6203 1605 
Email: info@tga.gov.au  https://www.tga.gov.au 
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If there are any updates to the Site Master File previously forwarded, it would be appreciated if you could 
send them to me as soon as possible and prior to the inspection date. A request for documents to be 
provided prior to and during the inspection is attached in the email accompanying this letter. It would be 
appreciated if you could send them to me as soon as possible and at least one week prior to the inspection 
date. 

 
Should you have any questions regarding the inspection, please do not hesitate to contact me. 

 
Yours sincerely 

 
(Signed electronically; contains no visible signature) 

 
 

GMP Inspector 
Manufacturing Quality Branch 
25 August 2025 

Tel:  
E-mail: @health.gov.au 
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From:
To:
Subject: Closing Meeting Summary [SEC=OFFICIAL]
Date: Thursday, 4 September 2025 7:30:00 PM
Attachments: Closing meeting summary - Wild Child Laboratories Pty Ltd - MI-2024-LI-09302-1.pdf

image001.png

Dear 

Please find attached closing meeting summary for our close out meeting.

Kind regards, 

GMP Inspector
Inspection Section
Manufacturing Quality Branch

Medical Device and Product Quality Division | Health Products Regulation Group
Therapeutic Goods Administration (TGA) | Australian Government, Department of Health, Disability
and Ageing
Telephone:  or Mobile:   E-mail: @health.gov.au
Location: Level 15, 595 Collins St Melbourne VIC 3000
PO Box 100, Woden ACT 2606, Australia

The Department of Health, Disability and Ageing acknowledges First Nations peoples as the
Traditional Owners of Country throughout Australia, and their continuing connection to land, sea and
community. We pay our respects to them and their cultures, and to all Elders both past and present.
This response is general information given to you without prejudice; it is not binding on the TGA and you should get your own
independent legal advice to ensure that all of the legislative requirements are met.
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Please note: 
• The Manufacturing Quality Branch (MQB) is actively seeking manufacturers’ feedback 

following TGA inspections. The feedback will be used to improve inspection procedures 
and training. The MQB ensures that feedback provided will not have any negative impact 
on the manufacturer, the inspection and its outcome. The manufacturer is requested to 
complete and submit the relevant form. All relevant information can be found on the TGA 
website at: http://www.tga.gov.au/industry/manuf-forms-audit-feedback.htm 
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From:
To:
Subject: FW: Follow up on special inspection: MI-2024-LI-09302-1 [SEC=OFFICIAL]
Date: Friday, 12 September 2025 11:47:00 AM
Attachments: image001.png

FYI

From: 
Sent: Thursday, 11 September 2025 11:27 PM
To: @wildchild.com.au>
Subject: Follow up on special inspection: MI-2024-LI-09302-1 [SEC=OFFICIAL]

Dear 

Firstly, thank you for hosting the special inspection last week. 

I sincerely understood the pressure and I came to your site open minded and will continue
to be open minded.

Having said this -  would you be ok if I organise a meeting for us this coming Monday, 15th

September 2025 and potentially couple of meetings before I finalise the post inspection
letter,  my intention is to go through your complaint investigation (CAE129) findings so far?

I feel we had a good chat and I know this may appear as an out of box approach but I would
like to work with you and your team to make sure I get your investigation findings correct
and go with nothing but factual information and data, step by step so that I can make a
correct interpretation of your final findings.

Please let me know your thoughts on what I’m proposing. 

Please don’t hesitate to contact me if you have any questions.

Once again, thank you & I look forward to hearing back from you.

Kind regards, 

GMP Inspector
Inspection Section
Manufacturing Quality Branch

Medical Device and Product Quality Division | Health Products Regulation Group
Therapeutic Goods Administration (TGA) | Australian Government, Department of Health, Disability
and Ageing
Telephone:  or Mobile: ;  E-mail: @health.gov.au
Location: Level 15, 595 Collins St Melbourne VIC 3000
PO Box 100, Woden ACT 2606, Australia

The Department of Health, Disability and Ageing acknowledges First Nations peoples as the
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Traditional Owners of Country throughout Australia, and their continuing connection to land, sea and
community. We pay our respects to them and their cultures, and to all Elders both past and present.
This response is general information given to you without prejudice; it is not binding on the TGA and you should get your own
independent legal advice to ensure that all of the legislative requirements are met.
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From:
To:
Cc:
Subject: RE: Follow up on special inspection: MI-2024-LI-09302-1 [SEC=OFFICIAL]
Date: Monday, 15 September 2025 1:51:14 PM
Attachments: image001.png

Dear 

Thanks for the update.

We will look forward to hearing from you in the coming weeks if you would like to
discuss anything further.

Kind regards, 

From: @Health.gov.au> 
Sent: Monday, 15 September 2025 9:40 AM
To: @wildchild.com.au>
Cc: @wildchild.com.au>; @wildchild.com.au>; 

@wildchild.com.au>
Subject: RE: Follow up on special inspection: MI-2024-LI-09302-1 [SEC=OFFICIAL]

Dear 

Thank you for the below. I understand that my colleagues in the Complementary and OTC
Medicines Branch are in the process of arranging a meeting with  tomorrow to
discuss the Florida Suncare testing report. 

To avoid any confusion, I propose that we hold off any further discussions until those
conversations have concluded. 

I will be in touch in the coming weeks.

Kind regards, 

GMP Inspector
Inspection Section
Manufacturing Quality Branch

Medical Device and Product Quality Division | Health Products Regulation Group
Therapeutic Goods Administration (TGA) | Australian Government, Department of Health, Disability
and Ageing
Telephone:  or Mobile: ;  E-mail: @health.gov.au
Location: Level 15, 595 Collins St Melbourne VIC 3000
PO Box 100, Woden ACT 2606, Australia

The Department of Health, Disability and Ageing acknowledges First Nations peoples as the
Traditional Owners of Country throughout Australia, and their continuing connection to land, sea and

s22
s22
s22

s22

s22

s22

s22

s22 s22 s22

s22

s22

s22

s22

s22 s22 s22

s22

FOI 26-2374 - Document 9



community. We pay our respects to them and their cultures, and to all Elders both past and present.
This response is general information given to you without prejudice; it is not binding on the TGA and you should get your own
independent legal advice to ensure that all of the legislative requirements are met.

 
From: @wildchild.com.au> 
Sent: Friday, 12 September 2025 7:41 PM
To: @Health.gov.au>
Cc: @wildchild.com.au>; @wildchild.com.au>; 

@wildchild.com.au>
Subject: RE: Follow up on special inspection: MI-2024-LI-09302-1 [SEC=OFFICIAL]
 

OFFICIAL

REMINDER: Think before you click! This email originated from outside our organisation. Only click links
or open attachments if you recognise the sender and know the content is safe.
 
 
 

Dear 
 
Thank you, and thanks again for your time on site last week. I really appreciated your
collaborative approach and support of our open investigation (CAE129).
 
We’re happy to meet on Monday.  

  and I will attend. Please let us
know your availability and we will try to accommodate it.
 
One additional note, we have engaged life-sciences counsel to support our interactions
with the TGA and would like to invite   to join the meeting so
she can be across the factual record and provide technical/legal support where needed.
 
We remain committed to full cooperation and to working constructively with you to ensure
the investigation and any subsequent reporting are accurate and evidence-based.
 
Best, 
 
 

OFFICIAL

From: @Health.gov.au> 
Sent: Thursday, 11 September 2025 9:27 PM
To: @wildchild.com.au>
Subject: Follow up on special inspection: MI-2024-LI-09302-1 [SEC=OFFICIAL]

 
Dear 
 
Firstly, thank you for hosting the special inspection last week. 
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I sincerely understood the pressure and I came to your site open minded and will continue
to be open minded.
 
Having said this -  would you be ok if I organise a meeting for us this coming Monday, 15th

September 2025 and potentially couple of meetings before I finalise the post inspection
letter,  my intention is to go through your complaint investigation (CAE129) findings so far?
 
I feel we had a good chat and I know this may appear as an out of box approach but I would
like to work with you and your team to make sure I get your investigation findings correct
and go with nothing but factual information and data, step by step so that I can make a
correct interpretation of your final findings.
 
Please let me know your thoughts on what I’m proposing. 
 
Please don’t hesitate to contact me if you have any questions.
 
Once again, thank you & I look forward to hearing back from you.
 
Kind regards, 
 

GMP Inspector
Inspection Section
Manufacturing Quality Branch
 

Medical Device and Product Quality Division | Health Products Regulation Group
Therapeutic Goods Administration (TGA) | Australian Government, Department of Health, Disability
and Ageing
Telephone:  or Mobile: ;  E-mail: @health.gov.au
Location: Level 15, 595 Collins St Melbourne VIC 3000
PO Box 100, Woden ACT 2606, Australia
 
The Department of Health, Disability and Ageing acknowledges First Nations peoples as the
Traditional Owners of Country throughout Australia, and their continuing connection to land, sea and
community. We pay our respects to them and their cultures, and to all Elders both past and present.
This response is general information given to you without prejudice; it is not binding on the TGA and you should get your own
independent legal advice to ensure that all of the legislative requirements are met.

 
"Important: This transmission is intended only for the use of the addressee and may
contain confidential or legally privileged information.  If you are not the intended
recipient, you are notified that any use or dissemination of this communication is
strictly prohibited.  If you receive this transmission in error please notify the author
immediately and delete all copies of this transmission."
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From:
To:
Subject: Images from facility walk through
Date: Wednesday, 3 September 2025 6:30:50 PM
Attachments:

REMINDER: Think before you click! This email originated from outside our
organisation. Only click links or open attachments if you recognise the sender and know
the content is safe.

Hello 

Please find images attached from todays walk through the Wildchild facility

Thank you

Wild Child Laboratories Pty Ltd
A 16 Howe St, Osborne Park, WA 6017
P  

E   @wildchild.com.au  W  wildchild.com.au 
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From:
To:
Cc:
Subject: Fw: Section 41AB Notice - Wild Child Laboratories Pty Ltd - TRIM: E25-381806 [SEC=OFFICIAL]
Date: Thursday, 4 September 2025 1:03:13 PM
Attachments: image001.png
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OFFICIAL

Hi 

Please find below the email sent to  to correct the list of current market
formulation of AUST L 332788 which is supplied to sponsors other than Grace & Fire
Pty Ltd for use as a sunscreen.

Please let me know if you require any further information

Thank you

Wild Child Laboratories Pty Ltd
A 16 Howe St, Osborne Park, WA 6017
P  

E   @wildchild.com.au  W  wildchild.com.au 

OFFICIAL

From:  @wildchild.com.au>
Sent: Wednesday, 3 September 2025 2:04 PM
To:  @health.gov.au>
Subject: Re: Section 41AB Notice - Wild Child Laboratories Pty Ltd - TRIM: E25-381806
[SEC=OFFICIAL]

Dear 

s22
s22
s22

s22

s22

s22

s22
s22

s22

s22

s22

s22

FOI 26-2374 - Document 11



FOI 26-2374 - Document 11



FOI 26-2374 - Document 11



progress is being made internationally toward in-vitro sunscreen testing (e.g. not on

human subjects), which will improve consistency of results, these methods are not yet in

place. 

The TGA does not accredit laboratories for SPF testing. Laboratories conducting SPF

testing are typically recognised through other forms of quality certification or operate

under a manufacturer’s GMP licence. 

 
Kind regards

 

Listing Compliance Section

Complementary and OTC Medicines Branch
Australian Government, Department of Health, Disability and Ageing
Therapeutic Goods Administration

Phone: 
Email: @health.gov.au

 
PO Box 100, Woden ACT 2606

[../../../../../th0022/AppData/Local/Hewlett-
Packard/HP%20TRIM/TEMP/HPTRIM.18288/www.tga.gov.au]www.tga.gov.au

 

This information is given to you without prejudice and is not binding on the TGA. It is the
responsibility of the sponsor to ensure that all of the legislative requirements are met.

 
Important: This transmission is intended only for the use of the addressee and may contain
confidential or legally privileged information. If you are not the intended recipient, you are
notified that any use or dissemination of this communication is strictly prohibited. If you receive
this transmission in error, please notify the author immediately and delete all copies of this
transmission.

 
From:  @wildchild.com.au>
Sent: Tuesday, 22 July 2025 5:42 PM
To:  @health.gov.au>
Cc:  @wildchild.com.au>
Subject: Re: Section 41AB Notice - Wild Child Laboratories Pty Ltd - TRIM: E25-381806
[SEC=OFFICIAL]

 
REMINDER: Think before you click! This email originated from outside our
organisation. Only click links or open attachments if you recognise the sender and
know the content is safe.
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Dear 
 
Thank you for your email.
 
Are you able to share any further information on the regulatory issues that you are
investigating in relation to Ultra Violette Lean Screen SPF50+ (AUST L 332788)
sponsored Grace & Fire Pty Ltd? We have on file all the requisite supporting
information and would be happy to share any information with you that would
support your investigation. We are confident that this product has been made in
compliance with your guidelines.
 
We are happy to respond directly to your two questions below. Respectfully, I would
like to request an extension to our deadline until the end of next week (1 August). This
will give us the time to compile a list of products and sponsors that are within expiry.
 
Due to the nature and timing of your request, are you able to assist us with the
following questions:

1. Is this information request in direct response to the CHOICE investigation into
SPF products that was published on 12 June 2025?

2. Assuming the above answer is yes, does the TGA still accept ISO 24444 &
AS/NZ testing reports from Princeton Consumer Research? 

3. If not, what is the timeframe the TGA will give brands to get re-tested / amend
formulas where needed?

4. What is the list of approved labs going forwards?
5. Can the TGA confirm that one 10 subject study is what is required? Or does the

TGA require more than one laboratory test result? 
6. If more than one SPF study has been completed with the same or multiple

laboratories, what is the TGA's protocol in determining the label claim if
expected interlaboratory variability is observed?  

 
 
Regards

 

Wild Child Laboratories Pty Ltd
A 16 Howe St, Osborne Park, WA 6017
P   
E   @wildchild.com.au  W  wildchild.com.au 
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From:  @health.gov.au>
Sent: Thursday, 17 July 2025 2:19 PM
To:  @wildchild.com.au>
Subject: Section 41AB Notice - Wild Child Laboratories Pty Ltd - TRIM: E25-381806
[SEC=OFFICIAL]

 
TGA Reference: LMP-SP-2025-00775

Dear Sir/Madam

 
RE: Ultra Violette Lean Screen SPF50+ (AUST L 332788) sponsored Grace & Fire Pty Ltd

 
The Therapeutic Goods Administration (TGA) has become aware of potential regulatory issues
regarding the abovementioned medicine manufactured Wild Child Laboratories Pty Ltd (you)
and an investigation has therefore been initiated.

 
Pursuant to section 41AB of the Therapeutic Goods Act 1989 (the Act), I (in my capacity as a
delegate of the Secretary of Health, Disability and Ageing) require you to provide the following
information:

1. Please confirm whether the current market formulation of AUST L 332788 has been used

in any other sunscreen products sponsored by Grace & Fire Pty Ltd. If so, please provide

the sunscreen name(s) and corresponding AUST L number(s).

 
2. Please confirm whether the current market formulation of AUST L 332788 has been

supplied to sponsors other than Grace & Fire Pty Ltd for use as a sunscreen. If so, please

provide the sponsor name, the sunscreen name(s) and corresponding AUST L number(s).

 
Please ensure that you provide your response to nonprescriptionmedicines@health.gov.au by
COB 24 July 2025.

 
If you do not comply with this further request for information notice by the due date or provide
false or misleading information, we may take further regulatory action, which may include civil or
criminal penalty (in accordance with, for example, sections 31 or 31AAA of the Act).

 
The Complementary & OTC Medicines Branch understands that you have included this email
address in eBS as a contact point. The TGA will only be sending this notice via email so it is
important that you keep your details up-to-date. If you wish to update your contact details with
the TGA, please login to your account through TGA Business Services or contact the eBS
Helpdesk on 1800 010 624 or ebs@tga.gov.au.

 
Please note that under the Electronic Transaction Act 1999, any notice sent via email is assumed
to have been received once it is delivered to the email address; not when it is opened.

 
If you have any questions about this notice, please do not hesitate to contact me.
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Kind regards

 

Listing Compliance Section

Complementary and OTC Medicines Branch
Australian Government, Department of Health, Disability and Ageing
Therapeutic Goods Administration

Phone: 
Email: @health.gov.au

 
PO Box 100, Woden ACT 2606

[../../../../../th0022/AppData/Local/Hewlett-
Packard/HP%20TRIM/TEMP/HPTRIM.18288/www.tga.gov.au]www.tga.gov.au

 

This information is given to you without prejudice and is not binding on the TGA. It is the
responsibility of the sponsor to ensure that all of the legislative requirements are met.

 
Important: This transmission is intended only for the use of the addressee and may contain
confidential or legally privileged information. If you are not the intended recipient, you are
notified that any use or dissemination of this communication is strictly prohibited. If you receive
this transmission in error, please notify the author immediately and delete all copies of this
transmission.

 
"Important: This transmission is intended only for the use of the addressee and may
contain confidential or legally privileged information.  If you are not the intended
recipient, you are notified that any use or dissemination of this communication is
strictly prohibited.  If you receive this transmission in error please notify the author
immediately and delete all copies of this transmission."
"Important: This transmission is intended only for the use of the addressee and may
contain confidential or legally privileged information.  If you are not the intended
recipient, you are notified that any use or dissemination of this communication is strictly
prohibited.  If you receive this transmission in error please notify the author immediately
and delete all copies of this transmission."
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From:
To:
Cc:
Subject: Open Howe St Change requests
Date: Thursday, 4 September 2025 1:37:31 PM
Attachments: image.png

REMINDER: Think before you click! This email originated from outside our
organisation. Only click links or open attachments if you recognise the sender and know
the content is safe.

Hi 

Please find attached the list of CC records and action in progress from the move from
Malaga to Osborne Park.

Thank you

Wild Child Laboratories Pty Ltd
A 16 Howe St, Osborne Park, WA 6017
P  

E   @wildchild.com.au  W  wildchild.com.au 
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 OFFICIAL
Change Control for Move to Howe St

 OFFICIAL
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From:
To:
Cc:
Subject: list of products and first batches of 
Date: Thursday, 4 September 2025 2:01:18 PM
Attachments: image.png

list of first batch manufactured.xlsx

REMINDER: Think before you click! This email originated from outside our
organisation. Only click links or open attachments if you recognise the sender and know
the content is safe.

HI 

Please find attached requested document

Thanks

Wild Child Laboratories Pty Ltd
A 16 Howe St, Osborne Park, WA 6017
P  

E   @wildchild.com.au  W  wildchild.com.au 
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 OFFICIAL#

Brand Product Name ARTG Batch DOM

Naked Sundays Collagen Glow Mineral Sunscreen 356754 A1089 6-May-21
Ethical Zinc Daily Wear Light Sunscreen 333136 A0907 28-Jul-20
Ethical Zinc Daily Wear Tinted Facial Sunscreen (Dark) 384897 A1424 12-Jul-22
Ethical Zinc Daily Wear Tinted Facial Sunscreen (Light) 384897 A1423 7-Jul-22
Endota Mineral Protect SPF50 Sunscreen 333138 A0984 24-Nov-20
McoBeauty SPF50+ Mineral Mattifying Sunscreen 420373 A1334 3-Mar-22
We Are Feel Good Inc Mineral Sunscreen SPF50+ 409094 A1854 20-Sep-23
Aesthetics Rx Aesthetics Rx Ultra Protection Sunscreen Cream 364858 A1133 21-Jul-21
New Day Skin Good Vibes Sunscreen SPF50+ 339406 A0989 3-Dec-20
New Day Skin Happy Days Sunscreen SPF50+ 339819 A0988 3-Dec-20
Aspect Sun Aspect Sun SPF50+ Physical Sun Protection 365276 A1184 1-Oct-21
Aspect Sun Aspect Sun SPF50+ Tinted Physical Sun Protection 389983 A1629 21-Feb-23
Beauti-FLTR Beauti-FLTR Lustre Mineral SPF50+ 383583 A1404 23-Jun-22
Found My Skin Found My Skin SPF 50+ Tinted Face/Body Cream 408261 A1325 11-Mar-22
GlindaWand The Fountain of Youth Environmental Defence Cream SPF50+ 392832 A1592 3-Feb-23
Outside Beauty & Skincare SPF 50+ Mineral Primer 411860 A1902 24-Oct-23
Salus SPF50+ Daily Facial Sunscreen Broad Spectrum 401588 A1707 13-Jul-23
People4Ocean SPF 50+ Mineral Bioactive Shield Lightly Tinted Cream 412979 A1915 5-Dec-23
Allganics Allganics Light Sunscreen SPF50+ 346159 A1039 12-Feb-21
Ultra Violette Ultra Violette Lean Screen SPF50+ 332788 A0901 16-Jul-20
Salt and Stone Daily Lightweight Sunscreen SPF40 338974 A1043 19-Feb-21
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From:
To:
Subject: Post Inspection letter & Close Out Record for Wild Child Laboratories Pty Ltd - MI-2024-LI-09302-1

[SEC=OFFICIAL]
Date: Thursday, 16 October 2025 3:19:00 PM
Attachments: image001.png

Post Inspection Letter - Wild Child Laboratories Pty Ltd - MI-2024-LI-09302-1.pdf
Close-Out-Record - Wild Child Laboratories Pty Ltd - MI-2024-LI-09302-1.docx

Importance: High

Dear 

RE: Post Inspection Letter & Close Out Record for Wild Child Laboratories Pty Ltd  -  MI-2024-LI-
09302-1

Please find attached to this email the following documents:

Post Inspection Letter
Close Out Record for your use to provide response for each listed deficiency.

Please do not hesitate to contact me if you have any questions and kindly acknowledge the
receipt of this email and the two attachments.

Kind regards, 

GMP Inspector
Inspection Section
Manufacturing Quality Branch

Medical Device and Product Quality Division | Health Products Regulation Group
Therapeutic Goods Administration (TGA) | Australian Government, Department of Health, Disability
and Ageing
Telephone:  or Mobile:   E-mail: @health.gov.au
Location: Level 15, 595 Collins St Melbourne VIC 3000
PO Box 100, Woden ACT 2606, Australia

The Department of Health, Disability and Ageing acknowledges First Nations peoples as the
Traditional Owners of Country throughout Australia, and their continuing connection to land, sea and
community. We pay our respects to them and their cultures, and to all Elders both past and present.
This response is general information given to you without prejudice; it is not binding on the TGA and you should get your own
independent legal advice to ensure that all of the legislative requirements are met.
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PO Box 100  Woden ACT 2606  ABN 40 939 406 804 
Phone: 02 6232 8444  Fax: 02 6232 8605  Email: info@tga.gov.au  www.tga.gov.au  
  

 

 
 

Wild Child Laboratories Pty Ltd  
16 Howe Street, 
Osborne Park, WA 6017 
 
Ref: PH24/3927 
  
RE:  The Therapeutic Goods Act 1989 

On-site Special Inspection of Wild Child Laboratories Pty Ltd  
Inspection Tracking Numbers:  MI-2024-LI-09302-1 
 

Dear  

I would like to thank you and the management and staff for the courtesy and attention extended 
during the on-site special inspection of your 16 Howe Street, Osborne Park, WA 6017 facility on (2nd, 
3rd and 4th) of September 2025. 
 
During the inspection, a number of inspection findings, listed as deficiencies in the appendix to this 
letter, have been identified, that indicate a departure from acceptable GMP standards, and these 
items require prompt resolution. 
 
You are requested to respond to the deficiencies recorded below within four (4) weeks from the 
date of this letter. A standard form (in Word) to prepare the response has been issued with this 
letter. The preferable format for your response is: 

 For the response form (Close out record): as a Word document that is not marked as 
final. 

 For all other documents: in any searchable electronic format, e.g., PDF. 
 For all deficiencies categorised as ‘critical’ or ‘major’ a CAPA plan should be submitted 

that includes root cause analysis, corrective action/s to the root cause, preventative 
action/s to the root cause, corrections to observed examples, and due date for 
completion of actions. 

 For the deficiencies categorised as ‘other’, a CAPA plan is not required; however, the 
response date, the correction and due date for completion are required to be provided. 

 
All correspondence regarding the inspection should be addressed to me at the email address below. 
 
Yours sincerely 
(Signed electronically; contains no visible signature) 
 

 
Lead GMP Inspector  
Manufacturing Quality Branch  
Date: 16 October 2025 
Tel:  
E-mail: @health.gov.au 
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PO Box 100  Woden ACT 2606  ABN 40 939 406 804 
Phone: 02 6232 8444  Fax: 02 6232 8605  Email: info@tga.gov.au  www.tga.gov.au 

Wild Child Laboratories Pty Ltd 
16 Howe Street ,  
Osborne Park- WA 6017 

Ref: E23-517357 

Dear 

RE:  GMP INSPECTION of Inspection of Wild Child Laboratories Pty Ltd 

Please find attached the inspection report for the inspection that took place at your Osborne Park WA 
site on 17-19 July 2023. 

Your response(s) to the deficiencies reported in the post inspection letter have been evaluated and 
have been accepted.  Effective implementation will be reviewed at the next GMP inspection.   

Should you have any questions regarding the inspection, please do not hesitate to contact me. 

Yours sincerely 

Signed and authorised by Lead Inspector 
Manufacturing Quality Branch  
Date: 17/11/2023 
Tel: 
E-mail: @health.gov.au 

s22

s22

s22
s22

s22

FOI 26-2374 - Document 15



   

 Page 2 of 2 
   

Inspection Report 
Manufacturer: 
 

Wild Child Laboratories Pty Ltd 
 

Inspected site/s: 
 

16 Howe Street, Osborne Park WA 6017 

Activities carried out by 
manufacturer: 
 

Manufacture of finished medicinal product

Manufacture of intermediate or bulk

Packaging

Laboratory testing

Release for supply

Other:  
 

Type of inspection: 
 

Initial inspection Re-inspection  
Full inspection Special inspection  
Reduced scope inspection  

Applicable sections of the Therapeutic Goods Act 1989: 
section 37(2)(b) (licence application)  
section 40B(10)(a) (licence variation)  
section 40(4)(b) (re-inspection of licensed site)  
section 25(1)(g) (overseas in relation to registration)  
sections 26(1)(g), 26A(3) (overseas in relation to listing)  

 
Scope of Inspection 
 

Finished Product Manufacture of listed medicines- Dosage 
Forms: Liquids-Solutions, Lotion, Cream and Topical Sunscreen, 
and gel. API packaging and labelling 
 

Inspection date/s: 
 

17-19 July 2023  

   
Inspector/s: 
 

 
 

Manufacturing Standard used:  
 

PIC/S Guide to Good Manufacturing Practice for Medicinal 
Products - 1 May 2021 

References: 
 

Manufacturing Licence number: MI-2023-LI-02284-1 
File reference number/s: PH23/20806 
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PO Box 100  Woden ACT 2606  ABN 40 939 406 804 
Phone: 02 6232 8444  Fax: 02 6232 8605  Email: info@tga.gov.au  www.tga.gov.au  
  

 

Introduction 
 

Wild Child Laboratories Pty Ltd herein known as ‘Wild Child’ is a wholly owned subsidiary of 
Wild Child Pty Ltd.  The company has held a TGA licence for the manufacture and packaging of 
sunscreen products, complimentary and listed OTC medicines along with the repackaging of APIs 
and finished product since October 2016.  

 

 
  

 
 

 
Date of previous inspection: Not applicable 
Names of inspectors involved in previous inspection: Not applicable 
 
Brief report of the inspection activities undertaken 
Scope of inspection 

The inspection was performed to assess manufacturer compliance with the PIC/S Guide to Good 
Manufacturing Practice for Medicinal Products – 1 May 2021 for the following manufacturing 
steps, dosage forms and conditions: 

Manufacturing Type Sterility Dosage 
Form 

Product 
Code 

Manufacturing Step 

Medicine Manufacture Non-
Sterile 

API – Not 
Defined 

Raw 
Materials 

Packaging and Labelling 

Medicine Manufacture Non-
Sterile 

Liquids - 
Solutions 

Listed 
Therapeutic 
Good 

Full Product Manufacture -
excluding Microbiological 
Testing 

Medicine Manufacture Non-
Sterile 

Cream Listed 
Therapeutic 
Good 

Full Product Manufacture -
excluding Microbiological 
Testing 

Medicine Manufacture Non-
Sterile 

Lotion Listed 
Therapeutic 
Good 

Full Product Manufacture -
excluding Microbiological 
Testing 

Medicine Manufacture Non-
Sterile 

Topical 
Sunscreen 
Forms 

Listed 
Therapeutic 
Good 

Full Product Manufacture -
excluding Microbiological 
Testing 

Medicine Manufacture Non-
Sterile 

Liquids -
Emulsion 

Listed 
Therapeutic 
Good 

Full Product Manufacture -
excluding Microbiological 
Testing 

Medicines 
Manufacture 

Non- 
Sterile 

Gel Listed 
Therapeutic 
Goods 

Full Product Manufacture -
excluding Microbiological 
Testing 

 
Inspected areas 
Onsite inspection to verify site qualification and suitability of design, this included facility design 
and qualification, including warehouse, manufacturing, packaging, utilities and equipment 
qualifications. In addition, assessment of some CAPA completions from the previous inspection of 
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the Malaga site, as required by previous Malaga inspector; those deficiencies that would 
potentially impact this new site.  

 

Personnel met during the inspection  
Refer to attached attendance sheet.  
 
Inspection findings and observations 

Major changes since the previous inspection: New site 
 
Future Planned Changes: 
Transfer of manufacturing and testing operations to this new facility and completion of 
validations.  
 
Overview of 
inspection 
findings from last 
inspection and 
the corrective 
action taken 
 

The inspector reviewed the effectiveness of selected corrective actions from 
the previous TGA inspection of Malaga site, these that would potentially 
impact the operation of this new sites. Some of the CAPAs were still in 
progress.  

Quality 
Management 
 

Wild Child had established a Quality management system to meet the 
requirements of the PICS Guide to GMP.  There were deficiencies against 
elements  of the Guide noted; these have been recorded in the relevant 
sections of this report. 

Inspection of the quality system was not conducted as this was the same in 
operation at Malaga that was closed out a week before this inspection. The 
inspector could not review examples of incidents as there were none 
generated from this new site (not in operation as yet). 
 
The quality system covered elements of the Guide including risk 
management, deviations, CAPA,  change control, release for supply, annual 
product review and others. Details of those systems were recorded in the 
Malaga inspection. 

Personnel 
 

Wild Child had established position descriptions for key personnel and 
company organisation charts provided clear reporting and authority flows.  
The inspector confirmed that the newly appointed heads of production and 
quality were independent from each other. 

There was a training programme in place that covered induction, GMP and 
on going training with a training matrix. A deficiency was raised at the 
Malaga inspection that was still not completely corrected (Deficiency 8). 

The gowning procedure defined the different gowning requirements and 
washing and sanitisation that were found to be generally appropriate, it 
was noted however that there was  

Deficiency 3a).  

The company had implemented appropriate systems to ensure that staff 
with infectious diseases, or other relevant health issues could not adversely 
affect product quality.  Medical checks were requested upon recruitment. 
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Premises and 
Equipment 
 

 
. The  design for 

personnel and material flows were generally appropriate for the activities 
to be undertaken on site.  

 
. However, the inspector noted the site was

 
(Deficiency 2). The inspector 

noted that the design of doors was acceptable with a combination of 
conventional doors and rapid roller doors (RRD) for equipment entry/exit 
to establish air locks. 

 (Deficiency 1d).  

The site did not require any storage for any temperature sensitive products. 

The company had established a manual status control system with physical 
locations and status control labels. However will transfer to  

  

The sampling room was located  with at the 
door.  

 (Deficiency 3a). 

 
The inspector noted potential cross 

contamination issues with current air flow set up (Deficiency 3c).  

However, the company had not completed full qualification and transfer of 
equipment from Malaga at the time of inspection (Deficiencies 1,2 and 4). 

The company had a calibration and maintenance program at the Malaga site 
that was compliant as noted at the Malaga inspection, however, the 
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program  
(Deficiency 5).  

 (Deficiencies 1e,1i and 3b). The 
company intended to finalise system qualification and ensure that the 
system maintained a minimum of  pressure differential for  
areas to minimise potential cross contamination. The system would be 
monitored via the .  

The water system generated purified water by  
 The system was 

equipped with  
The system was  as required by procedure 

and intended to be weekly monitored chemically and microbiologically. 
However, the system had not been fully qualified to date of inspections 
(Deficiency 1a).  

 
 The system was 

equipped with  and was qualified.  

The site does not have a  

The manufacturer had not yet established a pest control system with 
relevant documents, though pest control was service contracted with bait 
plans  (Deficiency 2b). 

 Secure waste disposal   

Documentation 
 

Wild Child had an established documentation system that would be 
transferred to  

 
 

  

Master documents are printed on coloured paper with any photocopies on 
white paper.  

Master Work Orders (batch records) were generated in word. These were 
also saved as master PDF documents.  

 
 There was a document design issue that was identified at the 

current site last inspection that had not been fully corrected (Deficiency 6). 

Specifications documents were in place transferred from the old site for 
raw materials, and products.  

No batch records were reviewed at this site. 

Production 
 

There was no production at the site. Production processes would be 
recorded in . 

 was inspected at the last inspection of current  
operating site with issues that were not fully corrected (Deficiency 7). 

The inspector briefly verified that all production systems would be 
transferred to current site. 
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The company had a validation master plan (VMP) that detailed the 
company’s approach to validation.  

 
 

 The inspector reviewed a number of 
validation and qualification documents and noted a number of gaps in the 
documents; also  

 (Deficiency 1). 

 
Quality Control 
 

There was  and the  
was in the process of being set up. The inspector verified that the  
was well designed with required services for  As the  
was still in operation at the current site, none of the equipment were 
transferred at the date of inspection (Deficiencies 1e and 2a). 

The inspector verified that the FTIR audit trail deficiency from the previous 
inspection was still open and required correction (Deficiency 10).   

The  inspector did not cover any laboratory procedures and systems at the 
inspection, as these would be the same as for the Malaga site that was in 
operation. 

 

Outsourced 
Activities 

Complaints and 
Product Recall 
 

There was a complaint management system in operation and a recall 
procedure at Malaga, which would be transferred to this site. Deficiencies 
against the system were corrected and accepted by previous inspector at 
Malaga. 

 

Self-Inspection 
 

The company had a generally compliant system for self-inspection.  The 
inspector verified the presence of an  inspection schedule.   

 
Compliance with 
Marketing 
Authorisations 
 

Compliance with market authorisation aspects for products were inspected 
at the Malaga site. Not reviewed at this new site.  

 

Specific Annexes 
 

The Annexes of the Standard applicable to the inspection were Annexes 8, 9, 
11, 15, 19 & 20) 

 
Other specific issues identified  

- The manufacturer was not fully ready for the inspection, the  
 on the proviso that a close out inspection will take place to verify facility readiness 

with qualification finalisation of equipment and areas. 
- The inspection of the Malaga facility was closed a week before this inspection of new site at 

Osborne Park. A decision NOT to cover certain aspects of the routine inspection as these were 
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reviewed and closed at the Malaga inspection. The focus of this inspections was on the new 
facility and related new systems, as the quality system will be transferred from Malaga. 

  
Site Master File  
The company provided a copy of their  version 1 dated 31 March 2023, which covered 
the company’s site and  activities undertaken. 

 
Miscellaneous 
Samples taken:  
None. 
 
Distribution of Report:  
Wild Child Laboratories and filed in TGA Trim file: E23-517357 
 
Attachments: 
Attendance record  
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Comments 
No further comments 

 
 
 
Summary and conclusions 
 
Assessment of manufacturer’s responses 
A response to the deficiencies reported to the manufacturer was received on 19/08/23. This 
inspection will be closed after the close out inspection conducted on 9 November 2023, if all 
corrections are finalised and/or had suitable effective completion date. 

The manufacturer’s corrective actions have been evaluated and accepted, based on the agreement that 
all corrective actions will be carried out as described in the inspection close out correspondence.  
 
 
Final evaluation and recommendations: 
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1. The manufacturer operates in accordance with the relevant GMP requirements.     
 

2. TGA records have been updated to show a final compliance rating of your facility of  
 with the manufacturing standard established under the Therapeutic Goods Act 

1989.  
 

3. There will be a scheduled re-inspection within .  
 
 
Signed and authorised by Lead Inspector 
Manufacturing Quality Branch 
Date: 17/11/2023 
 
Tel:   
E-mail: @health.gov.au  
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DEFINITIONS 

 

Marketing Authorisation 

Compliance with regulatory requirements specified in the ARTG and any other requirements imposed 
by a relevant Delegate of the Secretary, upon product listing or registration.  

Examples of regulatory requirements include but not limited to the following: compliance with 
registered formulations, special storage and transportation conditions, shelf life, labelling, batch 
release testing requirements etc. 

 

Critical Deficiency  

A deficiency in a practice or process that has produced, or may result in, a significant risk of producing 
a product that is harmful to the user.  Also occurs when it is observed that the manufacturer has 
engaged in fraud, misrepresentation or falsification of products or data. 

 

Major Deficiency 
 
A non-critical deficiency that: 

• has produced or may produce a product which does not comply with its marketing authorisation;  
and/or 

• indicates a major deviation from the Good Manufacturing Practice; and/or 

• indicates a major deviation from the terms of the manufacturing licence or GMP approval 
(overseas manufacturers);  and/or 

• indicates a failure to carry out satisfactory procedures for release of batches;  and/or 

• indicates a failure of the person responsible for QA/QC to fulfil his/her duties;  and/or 

• consists of several other deficiencies, none of which on its own may be major, but which may 
together represent a major deficiency and should be explained and reported as such. 

 

Other Deficiency 

A deficiency that cannot be classified as either critical or major, but indicates a departure from good 
manufacturing practice. 

A deficiency may be “other” either because it is judged as minor, or because there is insufficient 
information to classify it as major or critical.  

One-off minor lapses or less significant issues are usually not formally reported, but are brought to the 
attention of the manufacturer. 

 

Note: 

1. Classification of a deficiency is based on the assessed risk level and may vary depending on the 
nature of products manufactured, e.g. in some circumstances an example of major deficiency may 
be categorised as critical. 

2. A deficiency that was reported at a previous inspection and not corrected may be reported in a 
higher classification. 

  

FOI 26-2374 - Document 15



FOI 26-2374 - Document 15



PO Box 100  Woden ACT 2606  ABN 40 939 406 804 
Phone: 02 6232 8444  Fax: 02 6232 8605  Email: info@tga.gov.au  www.tga.gov.au 

Wild Child Laboratories Pty Ltd 
2 Action Road, Malaga,  
Western Australia 6090 

Ref: E19-609003 
Dear

RE:  GMP Inspection of Wild Child Laboratories Pty Ltd 

Please find attached the inspection report for the inspection that took place at your Malaga, WA site on 
9, 10, 11 & 12 (Part Day) of June 2020. 
Your response(s) to the deficiencies reported in the post inspection letter have been evaluated and 
have been accepted.  Effective implementation will be reviewed at the next GMP inspection.   

Should you have any questions regarding the inspection, please do not hesitate to contact me. 

Yours sincerely 

Signed and authorised by Lead Inspector 

Manufacturing Quality Branch 
Date: 07 November 2020 

Tel:   
E-mail: @tga.gov.au 

Inspection Report 
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Manufacturer: 
 

Wild Child Laboratories Pty Ltd 
 

Inspected site/s: 
 

2 Action Road, Malaga, WA 6090 
 

Activities carried out by 
manufacturer: 
 

Manufacture of finished medicinal product

Manufacture of intermediate or bulk

Packaging

Laboratory testing

Release for supply

Other:  
 

Type of inspection: 
 

Initial inspection Re-inspection  
Full inspection Special inspection  
Reduced scope inspection  

Applicable sections of the Therapeutic Goods Act 1989: 
section 37(2)(b) (licence application)  
section 40B(10)(a) (licence variation)  
section 40(4)(b) (re-inspection of licensed site)  
section 25(1)(g) (overseas in relation to registration)  
sections 26(1)(g), 26A(3) (overseas in relation to listing)  

 
Scope of Inspection 
 

Finished Product Manufacture - Dosage Forms: Gels, Liquids-
Solutions, Lotion, Cream and Topical Sunscreen Forms. 
Packaging and Labelling – API Not defined 
 

Inspection dates: 
 

9, 10,11 & 12th (Part Day) June 2020 

Inspector: 
 

 

Manufacturing Standard used:  
 

PIC/S Guide to Good Manufacturing Practice for Medicinal 
Products - 1 July 2018 

References: 
 

Manufacturing Licence number: M1-2013-L1- 0560-I 
Tracking Number: MI-2019-LI-08519-1 
File reference numbers: E19-591017 & 2016/001072  
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PO Box 100  Woden ACT 2606  ABN 40 939 406 804 
Phone: 02 6232 8444  Fax: 02 6232 8605  Email: info@tga.gov.au  www.tga.gov.au  
  

 

Introduction 
 

Wild Child Laboratories Pty Ltd herein known as Wild Child is a wholly owned subsidiary of Wild 
Child Pty Ltd.  The company has held a TGA licence for the manufacture and packaging of 
sunscreen products, complimentary and listed OTC medicines along with the repackaging of APIs 
and finished product since October 2016. 
 
 
Date of previous inspection: 26 – 28 September 2017 
 
Names of inspectors involved in previous inspection:  
 
 
Brief report of the inspection activities undertaken 
Scope of inspection 

The inspection was performed to assess manufacturer compliance with the PIC/S Guide to Good 
Manufacturing Practice for Medicinal Products – 1 July 2018 for the manufacture as covered in 
the previous table (reinspection Tracking Number – MI-2019-LI-08519-1). 

The inspection also reviewed QC related activities in line with Variation Application Number: LI-
2020-LI-08519-1) to include physical and chemical testing of dosage forms manufactured in site. 
The revised manufacturing table is included at the end of this report for information. 

This Inspection was performed Remotely/virtually due to COVID 19 limitations with no 
presence on site at all. 
 
 
 
Inspected areas 
General areas covered at the main site included receipt, sampling, dispensing, powder blending, 
hard shell encapsulation, primary & secondary packaging, warehousing, Quality Control (QC) 
chemistry laboratory, some utilities for the site. In addition, the quality system and associated 
records for compliance to the GMP code were reviewed.  This inspection also included an 
assessment of corrective and preventative actions that were implemented to address the 
deficiencies identified in the 2017 TGA inspection. 

 
 
 
Personnel met during the inspection  

Please refer to the Inspection Attendance Sheet 

 
 
 
Inspection findings and observations 
Major changes since the previous inspection:  
 
 Since the last inspection the following changes were made: 

o An additional clean room (ungraded) 
o Some equipment 
o Regulatory changes  

 New QC testing equipment/procedures/methods and the intention to move some QC 
testing in house following approval of the variation application. 

 
Future Planned Changes: 
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No future changes were advised during the inspection. 
 
Overview of 
inspection 
findings from last 
inspection and 
the corrective 
action taken 
 

The inspector reviewed the effectiveness of selected corrective actions from 
the previous TGA inspection. The Close Out Report with the stated actions 
was consistent with evidence examined on site and found to be acceptable. 
 

Quality 
Management 
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Personnel 
 

The organisational chart within the site master file, defined key personnel 
and position descriptions with separation of production and quality 
assurance responsibilities.  

 

 (Deficiency 3) 
 
A training program was in place for 2020 that included an induction 
training program. Full-time employees attended GMP refresher training 
courses biannually;  

 (Deficiency 4b) The training courses were recorded on a training 
record and placed into personnel training files. Employees training included 
procedural reading for new changes. Personnel training requirements 
stemmed from a spreadsheet matrix with links to a job function. Specific 
procedures were assigned for completion and readily identifiable by the use 
of different colours.  
 

Premises and 
Equipment 
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Documentation 
 

Production 
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Quality Control 
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Outsourced 
Activities 
 

GMP contracts were not reviewed due to time constraints; however, this 
area was reviewed at the last TGA inspection conducted in September 2017. 

Complaints and 
Product Recall 
 

An SOP, form and a Compliant/Adverse Events log were in place for the 
recording of customer complaints.

 
Complaints were 

classified based on complaint types with statically review and Pareto chart 
used for trend analysis. The company forwarded complaints onto the 
product sponsor and provided input where necessary.  
 
 

Self Inspection 
 

There was an internal audit procedure and an audit plan was in place for 
2020. Audits were generally conducted on an annual basis. The audit 
process covered all relevant areas applicable to GMP requirements and a 
checklist was used. The QA/Production Managers performed the internal 
audits and observations were recorded on a controlled form. Where 
observations were noted, Wild Child raised deviations and/or CAPAs as 
required with close out by the QA manager. 
 
 

Compliance with 
Marketing 
Authorisations 
 

Wild Child had established an appropriate process to ensure that market 
authorisation aspects for products were adequately covered 

Specific Annexes 
 

The Annexes of the Standard applicable to the inspection were Annexes  8, 
9, 15, 19 and 20. 

 
 
Other specific issues identified  
Licence Variation MI-2020-LI-05659-1 was submitted by the Manufacturer to have a scope change 
included in the Inspection with an additional half day added. The variation was to add chemical and 
physical testing to the current licence authorisations. 
 
Site Master File  
The company provided a copy of their SMF (POL 001 version 4 dated May 2019), which appropriately 
covered the company’s activities. 
 
Miscellaneous 
 
Samples taken:  
N/A 
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Distribution of Report:  
 
Copy to the company and filed in TRIM E19-591017 & 2016/001072 
 
Attachments:  
 
Inspection attendance sheet. 
 
List of Deficiencies observed during the inspection 
 
Critical deficiencies: 
None observed 
 
Major deficiencies: 

 
Other deficiencies: 
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Comments 
 
None. 
 
 
Summary and conclusions 
 
Assessment of manufacturer’s responses 
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A suitable response to the deficiencies reported to the manufacturer was received on 21/08/2020. No 
further responses were requested. 

The manufacturer’s corrective actions have been evaluated and accepted, based on the agreement that 
all corrective actions will be carried out as described in the inspection close out correspondence. 
 
 
Final evaluation and recommendations: 
 

1. The manufactureroperates in accordance with the relevant GMP requirements. 
 

2. As discussed during the inspection and throughout the close out process, the following 
variations to your Licence for approved steps in manufacture, known as authorisations under 
section 40A of the Therapeutic Goods Act 1989, or variations to conditions under section 40 of 
the Therapeutic Goods Act 1989, have been submitted to the delegate for approval: If approved, 
the Licence will be re-issued with these amendments. (see table below) 

 

 
 
 
3. TGA records have been updated to show a final compliance rating of your facility of A2: 

satisfactory  compliance with the manufacturing standard established under the Therapeutic 
Goods Act 1989.  
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4. The next re inspection is expected to be performed within 20 months.  
 

5. The duration of the next inspection is estimated at this time to be 3.5 days. 
 
 
Signed and authorised by: 

 
Inspector 
Manufacturing Quality Branch 
Date: XX November 2020 
 
Tel:     
E-mail: @tga.gov.au  
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DEFINITIONS 

 

Marketing Authorisation 

Compliance with regulatory requirements specified in the ARTG and any other requirements imposed 
by a relevant Delegate of the Secretary, upon product listing or registration.  

Examples of regulatory requirements include but not limited to the following: compliance with 
registered formulations, special storage and transportation conditions, shelf life, labelling, batch 
release testing requirements etc. 

 

Critical Deficiency  

A deficiency in a practice or process that has produced, or may result in, a significant risk of producing 
a product that is harmful to the user.  Also occurs when it is observed that the manufacturer has 
engaged in fraud, misrepresentation or falsification of products or data. 

 

Major Deficiency 
 
A non-critical deficiency that: 

• has produced or may produce a product which does not comply with its marketing authorisation;  
and/or 

• indicates a major deviation from the Good Manufacturing Practice;  and/or 

• indicates a major deviation from the terms of the manufacturing licence or GMP approval 
(overseas manufacturers);  and/or 

• indicates a failure to carry out satisfactory procedures for release of batches;  and/or 

• indicates a failure of the person responsible for QA/QC to fulfil his/her duties;  and/or 

• consists of several other deficiencies, none of which on its own may be major, but which may 
together represent a major deficiency and should be explained and reported as such. 

 

Other Deficiency 

A deficiency that cannot be classified as either critical or major, but indicates a departure from good 
manufacturing practice. 

A deficiency may be “other” either because it is judged as minor, or because there is insufficient 
information to classify it as major or critical.  

One-off minor lapses or less significant issues are usually not formally reported, but are brought to the 
attention of the manufacturer. 

 

Note: 

1. Classification of a deficiency is based on the assessed risk level and may vary depending on the 
nature of products manufactured, e.g. in some circumstances an example of major deficiency may 
be categorised as critical. 

2. A deficiency that was reported at a previous inspection and not corrected may be reported in a 
higher classification. 
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