




other (details):

No comment made

15  Do you find the evidence requirements for weight loss indications clear and easy to understand?

Not Answered

Please describe why or why not:

This is an inappropriate question.
Aside from issues of clarity, there are major issues with this section. See 4.4.4 below.

16  Do you have any other comments or feedback regarding section 4?

Section 4 comments:

4.4.1 4.4.1 Using ‘clinically proven’ in your indications
The first paragraph about clinically proven is supported. The wording of the second paragraph should be strengthened so as to say that the TGA regards such words 
as conveying the same implication as clinically proven.

4.4.4 Study duration for temporary weight loss indications
This section has no evidence basis. No references are cited. It may be that there are some special clinical circumstances supporting a need for temporary weight 
loss over three months but there is no clinical justification for the unfettered temporary weight loss indication and the absence of supporting evidence. The label 
statement "Weight loss may not be maintained for longer than 3 months" does not sufficiently convey that such a treatment is not intended to be repeated and 
does not guard against Inappropriate Use of the medicine.

Tell us what you think about section 5 of the proposed Guidelines.

17  Is it clear what the TGA might consider as gaps and discrepancies in the evidence source?

Not Answered

Please describe why or why not:

No comment made

18  Is it clear why it is important to include a persuasive critical appraisal of the body of evidence in an evidence package?

Not Answered

Please describe why or why not:

No comment made.

19  Do you have any other comments or feedback regarding section 5?

Section 5 comments:

No comments made.

Tell us what you think about the Appendices of the proposed Guidelines.

20  A case study showing an example evidence package for vitamin B12 has been developed for the Guidelines, demonstrating an example 
critical appraisal format that sponsors may wish to follow for their own medicine evidence package. Do you have any comments or feedback 
on the example evidence package for vitamin B12?

Vitamin B12 package comments: This Appendix 3 example is inadequate and should be withdrawn. The inadequacy flows from the last two paragraphs of the 
critical appraisal: 
"The individual trials above included populations that may not be entirely representative of the Australian population. However, the body of evidence taken as a 
whole, shows that oral supplementation with vitamin B12 can increase plasma B12 levels and decrease MMA levels irrespective of differences in populations 
studied. While there is some evidence of genetic variants affecting vitamin B12 status in particular ethnicities , in the absence of information establishing 
significant impact on absorption in a particular ethnic group, the results from the RCTs are considered to be applicable to a generally healthy Australian population. 
For these reasons, the evidence presented in this statement is sufficient to establish that supplementation with vitamin B12 would maintain B12 levels in the 
bloodstream and within a normal range in generally healthy individuals with no B12 malabsorption conditions. Therefore by extrapolation, oral supplementation 
with vitamin B12 is likely to reduce the risk of a vitamin B12 dietary deficiency and thus assist in its prevention. This evidence however, does not extend to the 
treatment of either a dietary or clinical vitamin B12 deficiency." 

The information provided does not establish that generally healthy individuals need supplementation with Vitamin B12 to maintain their B12 concentrations within 
the accepted normal range and does not establish that such individuals are at any risk of a vitamin B12 dietary deficiency that needs prevention. The sponsor is 
seeking to market a sop to the worried well.






