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Responsibility 

Quality Risk 
and Case 
Management 
Director and 
Quality 
Manager 

To prepare the annual internal audit schedule 

To ensure internal audits are performed as per the Internal Audit Schedule and by 
staff that work outside the audited area 

To manage the internal audit program and report on it 

To maintain records related to internal audits 

To communicate internal audits outputs 

To drive the completion of tasks relating to internal audits, including reporting 
data analysis, management of CAPA as required and trending for Branch 
Management 

To assist in performing internal audits as required 

To maintain TRIM container/s of internal audits 

To prepare and present internal audit briefings to the MQB Branch Head and MQB 
Management team where required. 

Assistant 
Secretary 

To ensure provision of resources is allocated to internal audits. 

To intermittently review progress and effectiveness of the internal audit program. 

MQB Directors To ensure provision of resources is allocated to internal audits 

To make staff available for performing internal audits, or attend internal audits 
received 

All MQB Staff To be available to perform or participate in  internal audits in accordance with  the 
internal audit schedule 

To contribute to timely corrective  and preventive action completion 
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Method: 

Review of the below against the key documents: 

• A selection of inspection training forms / status / documentation from TRIM or other sources. 

• Review of SOP’s, Work Instructions, Forms etc relevant to the training program for 
inspectors. 

• Review of CAPA’s generated from previous internal audit in November 2019 and EU Audit 
2019. 

Key Documents: 

• R13/946652 – MQB Training Program  
 

• Forms 2.1.1a – Form 2.1.1f; Form 2.1.1h – Form 2.1.1i; Form 2.1.1m, Form 2.1.1n  
 

• D21-2118901 – Undertaking a Witness Inspection 
 

• D19-6571038 – MQB New Starter Induction 
 

• D18-10963655 – Inspector competency spreadsheet. 
 

• D21-2484205 – MQB Induction Checklist 

Findings/Proposed Actions  

There are numerous potential actions and they depend on findings. These actions need to be 
considered case-by-case and some should only be considered as consequences of previous 
actions. Actions which are frequently appropriate include: 

• Follow the internal Issues and CAPA process for the management of findings. 

• Conduct a thorough review of the issue “deep dive” and document the findings in Table 1: 
Additional Investigation “deep dive” findings. 

• Present findings to the MQB Branch Management with classification as follows: 

o Nonconformity (NC): Non-fulfilment of a requirement (ISO 9000:2005) 

o Recommendation (R): Is an opportunity identified for continuous improvement of 
the TGA QMS during internal and external audits but do not include or recommend 
specific solutions (ISO 17021: 2011, 9.1.10.) 
 

o Observation (O): A statement of fact made in an audit team’s report that something 
was found during the audit that doesn’t rise to the level of nonconformity (no 
objective evidence of nonconformity, doesn’t require a corrective action) but which, 
if left alone, could result in a future audit finding. Sometimes referred to as an 
“opportunity for improvement”. (ISO definitions) 
 

o Continual Improvement (CI): Recurring activity to increase the ability to fulfil 
requirements. (ISO 9000:2005) 

 

Implications for MQB QMS 

Any Corrective Actions or improvements identified will be managed via MQBs Quality Management 
System.  

Document 3



Document 3



Document 3



Document 3



Document 3



Document 3



Document 3



Document 3



Document 3



FORM 1.6.b - Internal Audit Record - Version 1.3 

For official use only Page 11 of 11 

Name 

Signature  Date 03 December 2021 
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Name       

Signature  Date       
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Secondary Objectives Report (Addendum): 
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e) Status of corrective 
actions 

Review TRIM CAPA log status for 

number of CAPA and current status 

(TRIM 2015/001594) 

Corrective and Preventative Actions (CAPA) and Planned Deviations (PD) in the 
2023-24 FY: 
 
Total PD and CAPA Raised: 46 
 
- Inspections: 27 
- Clearances: 3 
- Recalls: 0 
- GOSS: 16 
 
The 46 raised PD and CAPA is an increase from the 2022-23 FY, where only 32 
were raised (44% increase from the previous FY). 
 
Trends of CAPA and PD: 

1. Incorrect information on licence or certificate requiring a re-issue. 
2. Requests to issue a licence or certificate earlier in the process (i.e. 

before inspection report written). 
3. Missing inspection report / inspection report not written. 
4. Extended expiries for GMP Certificates due to protracted inspection 

close-out / inspection scheduling. 
 
Total PD and CAPA Completed: 40 
 
- Inspections: 13 
- Clearances: 5 
- Recalls: 0 
- GOSS: 22 
 
The 40 completed PD and CAPA is an increase from the 2022–23 FY, where only 
13 were completed (208% increase from the previous FY). 
 
Currently Ongoing / Open PD and CAPA: 56 (as of 3 February 2025) 
 
- Inspections: 40 
- Clearances: 1 
- Recalls: 0 
- GOSS: 14 
- QMS: 1 
 
Note: for future QMR reports, the combined numbers above will be separated 
into planned deviations and CAPAs. 
 
QMS Investigations Performed: 
 
Identified Trend: Incorrect information on licence or certificate requiring a re-
issue. 
 
Outcome/s: 
- Discussions held with impacted areas (Delegates, AFT, Directors of GOSS 

and Inspectorate). 
- Procedural changes and training sessions held. 
- Following the commencement of this investigation into the licence / 

certificate re-issue requests, we have noted that number of CAPAs have 
significantly dropped from 8 in 2023 to 5 in 2024 (with only 1 being 
requested since the investigation has commenced). 

 
TRIM: E24-406008 
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h) Follow-up actions from 
previous management 
reviews: 

Review previous QMR report to 

identify any potential recurring 

challenges and verify 

recommendations have been 

completed. 

1) Simplification of select QMS procedures to make them easier to follow, 

such as those relating to: 

- Documentation system and document change management, 

- PD and CAPA management, 

- Change management. 

Update: drafts have been circulated among Section Quality Coordinators as part 

of a project to refresh and simplify the QMS. Expected to be completed by June 

2025. 

2) Review of existing SOPs and WIs to improve alignment with updated 

quality manual and removal of documents which are not required, 

Update: 70 documents removed from the QMS during the 2023-24 FY.  

10 documents removed from Part 1 of the QMS which were outdated and not 

required underneath the new quality manual and the remaining 60 outdated 

documents removed from Recalls, Inspections and GOSS. 

3) Review of the existing SOPs and WIs to ensure that process owners are 

identified, and that periodic review and update of documents is occurring, 

Update: process owner review conducted in February 2024. 148 documents 

were updated to have a new process owner. As a result, all documents in the 

QMS now have an identified process owner (which is either the AS or a relevant 

Director). 

4) Further training of quality coordinators, 

Update: a new quality coordinator training form was developed (FORM 2.1.1.p) 

and all quality coordinators have a training form saved in TRIM - E24-16396. 

Monthly quality meetings are held to discuss ongoing issues and to seek 

feedback on the QMS. 

5) Ongoing management of the PD and CAPA processes to ensure 

completion, 

Update: QM following up with SQCs and relevant Directors to ensure that PD 

and CAPA processes are closed out. PD and CAPA close-out rate up 200% 

compared to the 2022-23 FY. 

6) Broader awareness and understanding of QMS across MQB. 
 
Update: a Branch QMS Qlik app has been developed to give Branch visibility – 
https://qlik.central.health/sense/app/e0a52404-d502-403f-a3e7-
1862ef537583 
 
A review and streamlining of the QMS TRIM structure was performed - 
PH12/343. 
 
A review and streamlining of the master index was performed - R14/937422 - 
and the naming convention of all QMS documents was updated to ensure they 
are easily identifiable and the correct version number was referenced. 
 
All QMS changes are communicated to the Branch via the SharePoint message. 
Additionally, section quality coordinators are responsible for communicating 
the updates within their own sections. 
 
Ad hoc updates are provided to the Branch via the Branch meeting. 
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Compliance to marking authorisation  

• During inspection preparation: collect ARTG description of the contents of selected 

products. 

• During inspection: compare these with manufacturing formulae and with the bill of 

materials / weighing record in completed batch records. 

• Be mindful of any ingredients in ARTG that are not weighed as such, e.g. components of 

coating liquids, components of empty capsules etc. It is an ARTG requirement to have 

then stated per unit. 

• If a discrepancy is identified: 

o Give the manufacturer an opportunity to explain. 

o Consider where it is a grandfathered product. 

o Check who is responsible: manufacturer or sponsor. 

o Ask whether /when a variation was submitted. 

o Identify the date since discrepancy introduced. 

o Consider the therapeutic relevance to determine seriousness of the discrepancy. 

o Consider whether sampling / Laboratories testing is justified. 

o After inspection: involve regulator where relevant. 
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