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About the Therapeutic Goods Administration (TGA) 
• The Therapeutic Goods Administration (TGA) is part of the Australian Government 

Department of Health and Aged Care and is responsible for regulating medicines and 
medical devices. 

• The TGA administers the Therapeutic Goods Act 1989, applying a risk management 
approach designed to ensure therapeutic goods supplied in Australia meet acceptable 
standards of quality, safety and efficacy (performance), when necessary. 

• The work of the TGA is based on applying scientific and clinical expertise to decision-
making, to ensure that the benefits to consumers outweigh any risks associated with 
the use of medicines and medical devices. 

• The TGA relies on the public, healthcare professionals and industry to report problems 
with medicines or medical devices. TGA investigates reports received by it to 
determine any necessary regulatory action. 

• To report a problem with a medicine or medical device, please see the information on 
the TGA website <https://www.tga.gov.au>. 
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The currently available PPI dosage forms for children (> 1 year old) in Australia included granules in a 
sachet that are made into a suspension prior to dosing (esomeprazole) or as tablets dispersed in 
water (omeprazole). Pantoprazole and lansoprazole have granule and dispersible tablet forms but 
are not registered for use in children below 5 years. 

 

3.1.2. Clinical rationale 

In Australia there are no PPIs registered as a liquid suspension and no PPIs registered for use in 
infants under 1 year. 

Omeprazole oral suspension enables accurate dosing in children < 10 kg and from 1 month of 
age due to the dosage form. Safety and efficacy in infants was addressed in the COR evaluation. 

 

3.1.1. Formulation  

 

3.2. Regulatory history 
3.2.1. Australian regulatory history 

Omeprazole as Losec tablets was first approved 14 December 1998.  

Omeprazole as an oral suspension has not previously been registered. 

 

Losec tablets are currently indicated for: 

Gastro-Oesophageal Reflux Disease (GORD)  

1. Symptomatic GORD The relief of heartburn and other symptoms associated with GORD. 

2. Erosive oesophagitis. 

The treatment and prevention of relapse.  

 

Peptic Ulcers  

1. The treatment of duodenal and gastric ulcer.  

2. Combination therapy for the treatment of peptic ulcer disease associated with Helicobacter 
pylori infection.  

s47
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3. The treatment of gastric and duodenal ulcers and erosions associated with non-steroidal anti-
inflammatory drugs.  

4. The prevention of gastric and duodenal ulcers and erosions associated with non-steroidal 
anti-inflammatory drugs in patients assessed as being at high risk of gastroduodenal ulcer or 
complications of gastroduodenal ulcer.  

5. Long-term prevention of relapse in gastric and duodenal ulceration, in patients proven to be 
Helicobacter pylori negative, or in whom eradication is inappropriate, e.g. the elderly, or 
ineffective. Zollinger-Ellison Syndrome The treatment of Zollinger-Ellison Syndrome. 

 

Advice for use in children is specified in the dose and method of administration (4.2): 

Use in children  

For use in children one year and older the recommended dose is:  

Weight  Dose  

10-20 kg LOSEC Tablets 10 mg once daily for 2 to 8 weeks 

20 kg   LOSEC Tablets 20 mg once daily for 2 to 8 weeks 

If needed the dose may be increased to 20 mg and 40 mg respectively.  

The tablet may be dispersed in yoghurt or orange juice to assist with administration. 

 

3.2.2. Orphan drug designation 

Not applicable. 

 

3.2.3. Related submissions 

There are no related submissions. 

 

3.2.4. Overseas regulatory history 

The marketing authorisation status for Omeprazole 2mg/mL and 4mg/mL powder for 
suspension was provided in Module 1.11.1: 
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The Sponsor states no applications have been deferred or withdrawn. 

 

 

3.3. Guidance 
Pre-submission advice was sought by the Sponsor in relation to the COR pathway, trade name, 
product information, use of an overseas reference product and RMP (see Module 1.7.1 e006329 
(0000-) - 1.7.1 Details of compliance with pre-submission meeting outcomes). 

The Sponsor sought guidance on the PI for the oral suspension. A blend of the Australian PI for 
Losec and the EU approved Summary of product characteristics (SmPC) was proposed. 
Challenges in bridging the two were raised and included the wording for indications in the 
paediatric population, particularly children < 1 year and use in Zollinger-Ellison Syndrome.  

In order to resolve this the Sponsor has submitted proposed therapeutic indications that specify 
age groups for treatment in adults and children which align with the EU SmPC. The proposed 
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5.1.2. Population PK model 

5.2. Evaluator’s overall conclusions on pharmacokinetics 

s47

s47

s47

FOI 27-3602 - Document 1



FOI 27-3602 - Document 1



FOI 27-3602 - Document 1



FOI 27-3602 - Document 1



FOI 27-3602 - Document 1



Therapeutic Goods Administration 

Submission PM-2022-02519-1-1 Clinical Evaluation Report for PediPPI [omeprazole 2mg/ml and 4mg/ml 
powder for suspension] 

20 of 31 

 

Electrocardiograph findings and 
cardiovascular safety 

N/A Yes  ☐    No  ☐ 

Vital signs and clinical examination findings N/A Yes  ☐    No  ☐ 

Immunogenicity and immunological events N/A Yes  ☐    No  ☐ 

Serious skin reactions N/A Yes  ☐    No  ☐ 

Other safety parameters N/A Yes  ☐    No  ☐ 

Other safety issues N/A Yes  ☐    No  ☐ 

Post marketing experience N/A Yes  ☐    No  ☐ 

 

9.4. Post marketing experience not assessed by COR report 
N/A 

9.5. Evaluator’s overall conclusions on clinical safety 
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14. First round evaluation errata 
N/A 

15. Second round evaluation 
N/A 

16. Second round benefit-risk assessment 
N/A 

17. Second round recommendation regarding 
authorisation 

N/A 

18. Second round comments on product documentation 
N/A 

19. References 
N/A 

20. Supporting information, tables and figures 
N/A 

21. Attachment: additional evaluation material 
N/A 
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1 The proposed name changed from PediPPI to Omeprazole ADVZ during the course of the 
evaluation 
 

Clinical Evaluation Report 
Prescription Medicines Authorisation Branch 
 
COR report-based process 
Active substance: Omeprazole 

Product name: Omeprazole ADVZ1 

Sponsor: Boucher and Muir 

Submission number: PM-2022-02519-1-1 

eSubmission number: e006329 

First round evaluator:  
Date of first round report: 19.10.22 
TRIM reference:  
Second round evaluator:  
Date of second round report: 30.01.22 
TRIM reference:  
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About the Therapeutic Goods Administration (TGA) 
• The Therapeutic Goods Administration (TGA) is part of the Australian Government 

Department of Health and Aged Care and is responsible for regulating medicines and 
medical devices. 

• The TGA administers the Therapeutic Goods Act 1989, applying a risk management 
approach designed to ensure therapeutic goods supplied in Australia meet acceptable 
standards of quality, safety and efficacy (performance), when necessary. 

• The work of the TGA is based on applying scientific and clinical expertise to decision-
making, to ensure that the benefits to consumers outweigh any risks associated with 
the use of medicines and medical devices. 

• The TGA relies on the public, healthcare professionals and industry to report problems 
with medicines or medical devices. TGA investigates reports received by it to 
determine any necessary regulatory action. 

• To report a problem with a medicine or medical device, please see the information on 
the TGA website <https://www.tga.gov.au>. 
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The currently available PPI dosage forms for children (> 1 year old) in Australia included granules in a 
sachet that are made into a suspension prior to dosing (esomeprazole) or as tablets dispersed in 
water (omeprazole). Pantoprazole and lansoprazole have granule and dispersible tablet forms but 
are not registered for use in children below 5 years. 

 

3.1.2. Clinical rationale 

In Australia there are no PPIs registered as a liquid suspension and no PPIs registered for use in 
infants under 1 year. 

Omeprazole oral suspension enables accurate dosing in children < 10 kg and from 1 month of 
age due to the dosage form. Safety and efficacy in infants were addressed in the COR evaluation. 

 

3.1.1. Formulation  

 

3.2. Regulatory history 
3.2.1. Australian regulatory history 

Omeprazole as Losec tablets was first approved 14 December 1998.  

Omeprazole as an oral suspension has not previously been registered. 

 

Losec tablets are currently indicated for: 

Gastro-Oesophageal Reflux Disease (GORD)  

1. Symptomatic GORD The relief of heartburn and other symptoms associated with GORD. 

2. Erosive oesophagitis. 

The treatment and prevention of relapse.  

 

Peptic Ulcers  

1. The treatment of duodenal and gastric ulcer.  

2. Combination therapy for the treatment of peptic ulcer disease associated with Helicobacter 
pylori infection.  
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3. The treatment of gastric and duodenal ulcers and erosions associated with non-steroidal anti-
inflammatory drugs.  

4. The prevention of gastric and duodenal ulcers and erosions associated with non-steroidal 
anti-inflammatory drugs in patients assessed as being at high risk of gastroduodenal ulcer or 
complications of gastroduodenal ulcer.  

5. Long-term prevention of relapse in gastric and duodenal ulceration, in patients proven to be 
Helicobacter pylori negative, or in whom eradication is inappropriate, e.g. the elderly, or 
ineffective. 

Zollinger-Ellison Syndrome  

The treatment of Zollinger-Ellison Syndrome. 

 

Advice for use in children is specified in the dose and method of administration (4.2): 

Use in children  

For use in children one year and older the recommended dose is:  

Weight  Dose  

10-20 kg LOSEC Tablets 10 mg once daily for 2 to 8 weeks 

20 kg   LOSEC Tablets 20 mg once daily for 2 to 8 weeks 

If needed the dose may be increased to 20 mg and 40 mg respectively.  

The tablet may be dispersed in yoghurt or orange juice to assist with administration. 

 

3.2.2. Orphan drug designation 

Not applicable. 

 

3.2.3. Related submissions 

There are no related submissions. 

 

3.2.4. Overseas regulatory history 

The marketing authorisation status for Omeprazole 2mg/mL and 4mg/mL powder for 
suspension was provided in Module 1.11.1: 
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The Sponsor states no applications have been deferred or withdrawn. 

 

 

3.3. Guidance 
Pre-submission advice was sought by the Sponsor in relation to the COR pathway, trade name, 
product information, use of an overseas reference product and RMP (see Module 1.7.1 e006329 
(0000-) - 1.7.1 Details of compliance with pre-submission meeting outcomes). 

The Sponsor sought guidance on the PI for the oral suspension. A blend of the Australian PI for 
Losec and the EU approved Summary of product characteristics (SmPC) was proposed. 
Challenges in bridging the two were raised and included the wording for indications in the 
paediatric population, particularly children < 1 year and use in Zollinger-Ellison Syndrome.  

In order to resolve this the Sponsor has submitted proposed therapeutic indications that specify 
age groups for treatment in adults and children which align with the EU SmPC. The proposed 
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5.1.2. Population PK model 

 
 

 
 

 

5.2. Evaluator’s overall conclusions on pharmacokinetics 
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Electrocardiograph findings and 
cardiovascular safety 

N/A Yes  ☐    No  ☐ 

Vital signs and clinical examination findings N/A Yes  ☐    No  ☐ 

Immunogenicity and immunological events N/A Yes  ☐    No  ☐ 

Serious skin reactions N/A Yes  ☐    No  ☐ 

Other safety parameters N/A Yes  ☐    No  ☐ 

Other safety issues N/A Yes  ☐    No  ☐ 

Post marketing experience N/A Yes  ☐    No  ☐ 

 

9.4. Post marketing experience not assessed by COR report 
N/A 

9.5. Evaluator’s overall conclusions on clinical safety 
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14. First round evaluation errata 
There were no Errors or Omissions raised by the Sponsor. 

15. Second round evaluation 
Note was made of a change in the trade name to Omeprazole ADVZ. The product will be 
referred to as Omeprazole ADVZ in the remainder of this report. 

The Sponsor provided an update that the PI has been revised in line with the latest updated PI of 
Australian innovator product: Losec tablets dated 21 November 2022. 
These changes update the safety warning on hypomagnesaemia and are accepted. They are 
summarised in Section 18. 

15.1. Response to Clinical Questions 

16. Second round benefit-risk assessment 
There is no change to the benefit-risk assessment. 

17. Second round recommendation regarding 
authorisation 

Based on the evaluation of the clinical data, and the sponsor’s response to the first-round 
evaluation, the evaluator recommends approval of Omeprazole Powder for oral suspension. 
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