[image: image1.png]ADVERTISING STANDARDS AUTHORITY

[a)
=]
=
L)
-
2
4
-
n
o
o
>
Y
O







15/135

	COMPLAINT NUMBER
	15/135

	COMPLAINANT
	M. Rundle

	ADVERTISER
	TBL-12

	ADVERTISEMENT
	TBL-12 Website

	DATE OF MEETING
	28 April 2015

	OUTCOME
	Upheld


SUMMARY

The website advertisement for the dietary supplement TBL-12 (www.tbl12.com) contained numerous therapeutic claims about the product. It contained such statements as “TBL-12 deals with the cause of the cancer,” and “if taken as directed, provides people with a very real chance of fighting cancer.”  The advertisement stated TBL-12 had no known side effects and had stated “last year received orphan status with the FDA.”
The Complainant said the claims made about TBL-12 were not able to be substantiated and, as such, the advertisement was misleading.

The Complaints Board noted the confirmation sent by the Advertiser regarding the orphan status of the drug given by the US Food and Drug Administration. However, the Complaints Board said this was not substantiation for the strong claims made on the website about the product’s efficacy. 

The Complaints Board noted the preliminary trials sent by the Advertiser investigated the potential of TBL-12 in treating myeloma and prostate cancer. However, the Complaints Board said none of them conclusively substantiated the efficacy of the supplement in treating these cancers and all noted further studies would need to be undertaken. 
The Complaints Board also found the inconclusive results in the trials that were on myeloma and prostate cancer, had been incorrectly extrapolated to apply to all forms of cancer.
Accordingly, the Complaints Board ruled to Uphold the complaint.

[Advertisement to be removed]
Please note this headnote does not form part of the Decision.
COMPLAINTS BOARD Decision
The Chairman directed the Complaints Board to consider the advertisement with reference to Principle 2 and Part B1 Requirements 3, 4 and 4 (a), (b) and (c) of the Therapeutic Products Advertising Code. This required the Complaints Board to consider whether the advertisement contained truthful and balanced representations and claims were valid and had been substantiated. The Complaints Board was also required to consider whether the advertisement abused the trust, or exploited consumers’ lack of knowledge.

The Complainant said the claims made about TBL-12 were not able to be substantiated and, as such, the advertisement was misleading.

As in all cases, the Complaints Board said that where a claim in an advertisement was challenged by a complainant, the onus fell on the Advertiser to provide the Complaints Board with substantiation of that claim.

The Complaints Board then turned to the response from the Advertiser and noted where it stated: “… Our Web Site has been vetted by the United States FDA and meets their standards and is permitted by them. None of the Statements made breach any of their regulations, as our product, TBL-12 has been subject to Studies in a Phase II Clinical Trial and has been granted Orphan Drug Designation by the FDA.

 

All of the documents to substantiate this are listed on our Web Page for anyone to see, it includes our FDA Study Approvals and documents from the Research Facilities, including our Letter of Orphan Drug Designation. 

 

The fact that TBL-12 is not approved for its Orphan Indication, is because we have yet to complete its Marketing Approval Application. 

 

TBL-12 has been marketed as a Dietary Supplement for over 30 years, and in that time there has never been a reported adverse effect, and has been shown in Rat Toxicity Studies to be completely safe and non-toxic.

 

In addition we have a full, no questions asked, 100% money back guarantee on the product - even if they just don’t want to use it any more…”
 

The Complaints Board noted the Advertiser had sent verification that the product had been granted orphan drug status by the US Food and Drug Administration.
`

The Complaints Board did not dispute the orphan status of the drug. However, it emphasised its orphan designation was not substantiation for the product’s efficacy. 
The Complaints Board then turned to the preliminary trials sent by the Advertiser to substantiate its claims. It noted these trials had investigated the potential of TBL-12 in treating myeloma and prostate cancer only. However, the Complaints Board said none of them conclusively substantiated the efficacy of the product in treating these cancers and all suggested ongoing studies were required.
The Complaints Board said the Advertiser had used preliminary findings about the potential of the drug to treat myeloma and prostate cancer to make strong unsubstantiated therapeutic claims about the product’s efficacy which had neither been substantiated. Nor were the results able to be extrapolated from the two types of cancer at the centre of the trials, to apply to all forms of cancer. Consequently, the Complaints Board said the advertisement contained strong therapeutic claims about TBL-12 that were not valid, truthful or balanced representations of the product’s efficacy, and were likely to exploited consumers’ lack of knowledge abuse their trust.

Therefore, the Complaints Board ruled the advertisement was in breach of Principle 2 and Part B1 Requirements 3, 4 and 4 (a), (b) and (c) of the Therapeutic Products Advertising Code.
Accordingly, the Complaints Board ruled to Uphold the complaint.

Finally, the Complaints Board noted that the Therapeutic Advertising Pre-Vetting Service (TAPS) was a user-pays service available to all advertisers making therapeutic claims to help minimise the risk of breaching the ASA Codes of Practice as well as other industry codes and relevant legislation.  Information about TAPS is available at www.anza.co.nz.  It was recommended that therapeutic advertisements use the TAPS process to help with code compliance.

Description of Advertisement

The website advertisement for the dietary supplement, TBL-12, contained numerous therapeutic claims about the product such as “TBL-12 deals with the cause of the cancer,” and “if taken as directed, provides people with a very real chance of fighting cancer.”  The advertisement stated TBL-12 had no known side effects and had stated “last year received orphan status with the FDA.”

Complaint from m. rundle
The TBL-12 packaging describes it as a Dietary Supplement. However the website content seems to make therapeutic claims for cancer patients and the FDA status does not seem to be correct. Does the website meet the advertising standards for dietary supplements?

e.g. "TBL-12 deals with the cause of the cancer" "a very real chance of getting rid of cancer completely." Full texts from website are:
In other words, TBL-12 deals with the cause of the cancer, whereas conventional treatments such as chemotherapy, radiation therapy and surgery deal with the symptoms. In many cases, this is the reason why cancer reoccurs, because the underlying cause has not been addressed.
TBL-12 has no known side effects and works very quickly and effectively. Most people will notice a difference in their well being within a month, and if taken as directed, provides people with a very real chance of getting rid of cancer completely.

And
"last year received orphan drug status with the FDA."
http://www.accessdata.fda.goviscripts/opdlisting/oopd/O0PD_Results_2.cfm?Index_Number=368612 
Shows FDA Orphan Approval Status: Not FDA Approved for Orphan Indication

Therapeutic Products Advertising Code
Principle 2 - Advertisements must be truthful, balanced and not misleading. Claims must be valid and have been substantiated.

Part B1 Requirement 3 – To assist consumers to make informed decisions, advertisements must contain truthful and balanced representations and claims that are valid and have been substantiated
Part B1 Requirement 4 – Advertisements must not directly nor by implication, omission, ambiguity, exaggerated claim or comparison:

a) mislead or deceive, or be likely to mislead or deceive; or

b) abuse trust, or exploit lack of knowledge
c) exploit the superstitious or, without justifiable reason, play on fear or cause distress.
Response from Advertiser, tbl 12
…

Our Web Site has been vetted by the United States FDA and meets their standards and is permitted by them. None of the Statements made breach any of their regulations, as our product, TBL-12 has been subject to Studies in a Phase II Clinical Trial and has been granted Orphan Drug Designation by the FDA.

 

All of the documents to substantiate this are listed on our Web Page for anyone to see, it includes our FDA Study Approvals and documents from the Research Facilities, including our Letter of Orphan Drug Designation. 

 

The fact that TBL-12 is not approved for its Orphan Indication, is because we have yet to complete its Marketing Approval Application. 

 

TBL-12 has been marketed as a Dietary Supplement for over 30 years, and in that time there has never been a reported adverse effect, and has been shown in Rat Toxicity Studies to be completely safe and non-toxic.

 

In addition we have a full, no questions asked, 100% money back guarantee on the product - even if they just don’t want to use it any more.

 

I thank you for your time, and hope this answers your questions and if you have any more please don’t hesitate to contact me.
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