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ABRACADABRA, HOCUS-POCUS: FDA ISSUES A “MAGICAL” WARNING 
LETTER

The Food and Drug Administration recently issued a Warning Letter to a 
pharmaceutical company based on a consumer-directed patient testimo-
nial DVD, which was also included on the company’s webpage.  While the 
Warning Letter is publicly available, we will not identify here the company or 
prescription drug product.  FDA contended that the promotional DVD, which 
included basketball legend, Earvin “Magic” Johnson, misbranded the product 
by minimizing the drug’s serious risks, overstating its efficacy, and including 
unsubstantiated claims.  The product labeling included with the DVD was also 
outdated.  It is noteworthy that FDA previously sent the company an untitled 
letter for a print ad and poster for the same drug.  FDA required the company 
to issue corrective information.

Minimization of Risk Information
The first 11½ minutes of the celebrity interview with Magic Johnson on the 
DVD discussed his personal experience with the disease and the drug prod-
uct.  However, the DVD presented the risk information at the end, after the 
interview was over.  According to FDA:

it is unlikely to draw the viewer’s attention, and is displayed as a 
running telescript.  The only risk information included during the 
interview are a brief acknowledgement by Magic Johnson that he 
experiences “fatigue [] sometimes” and disclosures in SUPERs that 
[the drug] “is not a cure for HIV infection,” that “[t]he most commonly 
reported side effects of moderate severity that are thought to be 
drug-related are: abdominal pain, abnormal bowel movements, diar-
rhea, feeling weak/tired, headache, and nausea,” and that “[C]hildren 
taking [the drug] may sometimes get a skin rash.”  The discussion/
interview portion of the promotional DVD omits any discussion of 
serious risks, such as contraindications, warnings, and precautions 
associated with [the drug].  This overall presentation misleadingly 
minimizes the serious risks associated with [the drug] because it fails 
to convey this important risk information with a prominence and 
readability reasonably comparable to the claims of effectiveness.  
The overall effect of this presentation undermines the communica-
tion of important risk information, misleadingly suggesting that the 
drug is safer than has been demonstrated by substantial evidence 
or substantial clinical experience.

Overstatement of Efficacy and Unsubstantiated Claims

Magic discussed his personal medical condition and the drug’s benefit.  While 
FDA acknowledged this might be an accurate reflection of his personal expe-
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rience, the agency took exception to the claim that the drug could work as long and well for others as it did 
for him: “The personal experience of a [. . . ] patient such as Magic Johnson does not constituent such [sub-
stantial] evidence.”

The DVD had a SUPER stating that “Individual results may vary,” but FDA said it was insufficient.  According to 
the agency, the disclaimer did not:

mitigate the misleading impression created by the promotional DVD that all or most treatment-
experienced patients taking [the drug] can expect to survive and be healthy for at least five years.
In addition, these claims misleadingly overstate the efficacy of [the drug] by suggesting that the 
usual outcome of treatment with [drug] is the preservation and continuance of a “normal life,” in-
cluding activities of daily living, work productivity, and social, emotional, and physically function-
ing, for at least five years.  FDA is not aware of substantial evidence or substantial clinical experience 
to support such effects of [drug] treatment for patients.

In fact, FDA noted that the product’s Package Insert did not support the claim and identified adverse drug 
events that would affect a normal life or job.

AGG Observations and Recommendations

1. Risk information must be displayed prominently and conspicuously.  Relegating risk information to 
the end of an 11½ minute DVD, with a running telescript, is insufficient.  Companies should review 
FDA’s Draft Guidance on Presenting Risk Information in Prescription Drug and Medical Device Pro-
motion for more information.  An AGG Bulletin that summarizes this document can be found here.

2. FDA continues to hold companies responsible for individual endorsements or testimonials it dis-
seminates, particularly if the activity is unlawful.

3. FDA continues to maintain that, while an individual’s personal experience may be accurate by 
itself, if it is not representative of the experience indicated, companies cannot extrapolate the ex-
perience to overstate benefit or broaden the product’s indication.

4. A disclaimer or qualifier may attempt to clarify a statement but, if the overriding message in con-
text is unlawful, the disclaimer will not mitigate the risk.

5. It is essential that old PIs be discarded and replaced with the most current FDA- approved labeling.

6. Direct-to-consumer promotion remains a high enforcement priority area for FDA and, particularly, 
when the agency has previously warned a company against unlawful activity.

http://www.agg.com/media/interior/publications/Minsk_Blakely_burris_FDA_Guidance_Presenting_Risk_Information.pdf

