
1

Mary Jordan

From: Food Medicine Interface
Sent: Monday, 8 July 2019 10:27 AM
To: TGA FMI Coordinator 
Subject: FoodMed Interface Advice from QLD Health – Souvenaid - Nutricia 

[SEC=OFFICIAL]

Importance: High

Good morning   
 
Please see the below advice from QLD regarding the applicability of Food Standard 2.9.5 – Food for Special Medical 
Purposes to the above goods, Souvenaid by Nutricia.  
 
If you have any queries regarding the advice please liaise with QLD directly.  
 
We would appreciate if you could provide us the Assessment outcome when finalised to help facilitate notifying the 
FMI Contact Officers.  
 
Best regards 
 

 
Food Safety and Response Section 
 

 

t   
@foodstandards.gov.au  

www.foodstandards.gov.au  
Level 4, 15 Lancaster Place Majura Park, ACT 2609 
PO Box 5423, Kingston ACT 2604 
 

 
 
 
 

From:    
Sent: Tuesday, 18 June 2019 9:12 AM 
To: Food Medicine Interface <Food.MedicineInterface@foodstandards.gov.au> 
Subject: FW: FoodMed Interface draft Assessment outcome – Souvenaid ‐ Nutricia [SEC=OFFICIAL] 
 
Good morning   
 
Queensland has examined the product information in regards to the TGA assessment of the product Souvenaid from 
Nutricia. 
 
Standard 2.9.5‐4 states that a claim must not be therapeutic in nature and in relation to food for special medical 
purposes must not refer to the prevention, diagnosis, cure or alleviation of a disease, disorder or condition. 
Although the product Souvenaid is described as having vanilla, strawberry or cappuccino flavours, it is also described 
as “food for special medical purposes” and contains a range of vitamins, minerals and other ingredients purported 
to support memory function during the early stages of Alzheimer’s disease. The sponsor describes the product as 
“for the dietary management of early Alzheimer’s disease” 
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Subject: FoodMed Interface draft Assessment outcome – Souvenaid ‐ Nutricia [SEC=OFFICIAL] 
 
Dear Food Medicine Interface Contact Officers  
 
The TGA has informed FSANZ of the outcome of an Assessment of Souvenaid from Nutricia under the Food Medicine 
Interface Protocol. Documentation relating to this Assessment is attached and includes: 

 Completed Product Presentation Notification/Assessment form  

 Product pictures 
 
The TGA is of the view that Souvenaid is likely a therapeutic good for the following reasons:  

‐ It does not appear to meet the definition of a food for special medical purpose as the product is not for 
exclusive or partial feeding; there is no additional nutrient requirement for patients with early stage 
Alzheimer’s compared to the normal population. 

‐ There is not a use of the product as food for humans, though it does contain macronutrients, vitamins, and 
minerals. 

‐ The overall presentation of the goods suggests therapeutic purposes rather than dietary management. 
 
TGA are seeking input from food regulators on the interpretation and applicability of Food Standard 2.9.5 – Food for 
Special Medical Purposes to the goods, particularly NSW who appear to be the Home Jurisdiction, as the goods 
were previously determined to be unlikely a therapeutic good and captured under Standard 2.9.5 in August 2013.  
 
Should you have any queries about the outcome of the TGA’s assessment, including having a different view about 
the determination of the product please provide your response by COB Friday 05 July 2019. If you would like further 
time to review this product and assessment outcome, please let me know. 
 
If there are no queries, this matter will move into the Action phase under the Protocol.  
 
The completed notification assessment form has been uploaded into the FMI Bulletin Board site: 
https://extranet.foodstandards.gov.au/WG/FMI 
 
Kind regards 
 

 
Food Safety and Response Section 
 

 

t   
@foodstandards.gov.au  

www.foodstandards.gov.au  
Level 4, 15 Lancaster Place Majura Park, ACT 2609 
PO Box 5423, Kingston ACT 2604 
 

 
 
 
 
 

From:    
Sent: Friday, 14 June 2019 2:23 PM 
To: Food Medicine Interface <Food.MedicineInterface@foodstandards.gov.au> 
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communication is strictly prohibited. If you receive this transmission in error please notify the author immediately 
and delete all copies of this transmission." 

************************************************************************************* 
This email and any files transmitted with it are confidential and 
intended solely for the use of the individual or entity to whom they 
are addressed. If you have received this email in error please notify 
the system manager. 

Scanned by Clearswift SECURE Email Gateway at Food Standards ANZ. 
************************************************************************************* 

 

 

******************************************************************************** 

This email, including any attachments sent with it, is confidential and for the sole use of the intended 
recipient(s). This confidentiality is not waived or lost, if you receive it and you are not the intended 
recipient(s), or if it is transmitted/received in error. 

Any unauthorised use, alteration, disclosure, distribution or review of this email is strictly prohibited. The 
information contained in this email, including any attachment sent with it, may be subject to a statutory duty 
of confidentiality if it relates to health service matters. 

If you are not the intended recipient(s), or if you have received this email in error, you are asked to 
immediately notify the sender by telephone collect on Australia +61 1800 198 175 or by return email. You 
should also delete this email, and any copies, from your computer system network and destroy any hard 
copies produced. 

If not an intended recipient of this email, you must not copy, distribute or take any action(s) that relies on it; 
any form of disclosure, modification, distribution and/or publication of this email is also prohibited. 

Although Queensland Health takes all reasonable steps to ensure this email does not contain malicious 
software, Queensland Health does not accept responsibility for the consequences if any person's computer 
inadvertently suffers any disruption to services, loss of information, harm or is infected with a virus, other 
malicious computer programme or code that may occur as a consequence of receiving this email. 

Unless stated otherwise, this email represents only the views of the sender and not the views of the 
Queensland Government. 

********************************************************************************** 




