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Thank you, and welcome, Amy.


MS. TOSCANO:  Thanks, Andrea, and thank you to everybody for participating in this Webinar.  I'm hoping that it will give you all a better understanding of drug advertising and promotion, as well as the roles and responsibilities of DDMAC.


(inaudible)... get into what the presentation is going to cover.  I'm going to discuss what DDMAC's mission is, what our organizational structure is like, what gives us the regulatory authority to do our job, what our operational role is within the Agency, go over specifically what advertising and promotion are, and then wrap it up with some examples of enforcement actions that we've taken.


Just to get started here, what is

our mission, here, in DDMAC?  It's essentially twofold.  It's to protect the public health by assuring that prescription drug information is truthful, balanced, and accurately communicated, and also to guard against false and misleading advertising and promotion through surveillance enforcement and educational programs.


This slide gives our organization and I just wanted to kind of highlight on some of the positions and the structure that we have here.  We are headed up by our director, Tom Abrams, and within the director's office, it's our deputy director, Kristin Davis, who is an attorney, as well as our associate director, Mark Askins.


We also have, right now, just one regulatory council, but we typically have three.  We have a couple of vacancies.  The regulatory council, they're also attorneys, and they are really experts in the regulations around drug advertising.  They do things like issue guidances that industry use to help them interpret the regulations, and they're also an integral part of the enforcement actions that we take.


I also wanted to also just kind of explain the way we are structured.  If you look at the left side of the blue portion of the org chart, you'll see that there's four professional review groups.  The right side shows two direct-to-consumer review groups.


So, really, the way all of the reviewers are split up is that we each have a specific docket or therapeutic area that we're responsible for, and then we're further broken dow into whether we specialize in reviewing promotional materials that are directed to health care providers versus promotional materials that are directed to consumers.


So you can see from the chart, I'm actually on the professional review side and I'm responsible for neurology and psychiatry products.


A couple of other interesting positions.  we have a labeling specialist, who is really an expert in determining whether promotional language is included in some of the prescribing information.  I'll get into this more, all the reviewers have a role in this, but we have one person that really specializes in this, and we try to ensure that the labels for prescribers aren't promotional in tone.  So we try to get involved with that review process before the drugs are approved.


And another thing I wanted to point out is our evidence review and division support, which is Elaine Cunningham.  She is the person within our group that reviews specific times of claims, like patient-reported outcomes, quality-of-life claims, pharmacoeconomic claims.  So we do get involved in reviewing and assessing whether those types of claims are appropriate to make in promotion.


 So what gives us the regulatory authority to do our job?  We follow the regulations that are set forth in the Federal Food, Drug and Cosmetic Act, which states that prescription drug promotion must not be false or misleading, must have fair balance, which is basically saying that for any efficacy claims or information that are presented in promotion, there has to be a balance of risk presentation.


That the claims that are made in drug promotion have to be consistent with the approved product labeling, or the package insert, which is also referred to as the PI, and I may refer to it that way during the presentation.


And that prescription drug promotion must only include claims that are substantiated by adequate and well-controlled studies.


So under the Federal Food, Drug and Cosmetic Act, the Code of Federal Regulations are essentially interpretations of the act itself, and they regulate drug advertising.  These are, you know, just the specific regs that apply to most of the work that we do here, and I don't want to get into a lot of detail on this, but these are predominantly the ones that govern the work that we do here in DDMAC.


So once a drug has been approved, there are post-approval regulations that sponsors and drug companies must abide by.  And those are included in the CFR as well, and specifically they require that all promotional materials be submitted to us at DDMAC, at the time of initial dissemination or publication.


So basically anything that a company is going to use to promote their drug product.  For example, a TV ad, a pen or, you know, note pads that you see with drug names on them, an ad that maybe is going to go in a magazine, or in a medical journal.  Anything that is considered promotional has to be submitted to DDMAC on a Form 2253, once the company is going out with it, and only, only once, as long as the piece doesn't change.


If the piece changes at all, then they have to resubmit it on another 2253.  And on that, the 2253 form also has to include the current PI, or the prescribing information.  We receive about 70,000 submissions on 2253 each year.  But we do not preclear promotional materials.  I think this is a common misconception among the public as well as drug companies.


They will send things into us, and I think a lot of consumers also think that the FDA kind of preclears anything that's showing on TV, any types of advertising or promotion.  We do have to receive all that information from drug companies but they do not have to submit it to us.  With certain exceptions, they do not have to submit it to DDMAC before they're going to use it.


So we do have to receive it at some point but not necessarily before the drug company goes out with the material.


So what is our role?  I'm going to go into each of these in a little more detail, but essentially, we provide advice to industry, and also within the FDA, to other divisions that we work with.


We do surveillance and enforcement on violative advertising.  We issue guidances and policy development.  We also have a social science group that does research. 


So starting out with what our role is in terms of giving advice to industry.  We can provide advisory comments to sponsors on their draft promotional materials, and again, this is voluntary, in most cases.  So a drug company can send in a request to DDMAC for comments on materials before they are out in the public domain.


Once the materials are out in the public domain, we can no longer provide advice on whether they are violative, or if they're in compliance with the regulations.


So again, this is only on draft promotional materials and it's just our advice.  We're not preclearing the materials.  We are giving our advice on these draft materials, and the drug company can then decide what they want to do with our comments.


They may take all of them, they may take none of them.  It's a business decision that the drug companies make.  We are giving our advice as to whether--you know, any--any violations that we note in those promotional materials are communicated to the company, and the company can decide to do with them what they want.


Of course we want them to take all of our comments, and in some cases they do, in some cases they don't.  


This is typically done by the drug companies in certain situations, usually for launch materials for a new drug, or a new indication for a drug that's already out there.  They also often will send in a request for our advice on the DTC broadcast ads, for a couple of reasons.


First of all, they're very expensive to make, so if it turns out that the TV ad or the broadcast ad is violative, and they have to withdraw it, that will cost them quite a lot of money.  And also if the ad is so violative that we issue a warning letter for it, which I'll discuss in a little more detail--but basically, if we issue a warning letter on a, on any type of promotion, there has to be a corresponding corrective to go out with it.


So if it's a warning letter that applies to a TV ad, the company will not only have to withdraw that ad, but they may have to do another, make another commercial to correct the bad messages that went out.  So oftentimes, the sponsors will ask for DDMAC's input on DTC broadcast ads, for that reason.


As I mentioned, this is voluntary in most cases.  There are exceptions to this.  Specifically if a drug was approved under subpart H for drugs, or subpart E for biologics, they do have to submit their materials to DDMAC 30 days before they're planning to use them.


We may or may not be able to get comments back on those materials within that 30 day period, and then a gain, it's up to the company, if they want to wait beyond that 30 day time period, they may, they often do, but they don't always do.


Their obligation is only to send it in to us, in those cases, if--only if they're subpart H or subpart E, to send them in to us 30 days prior to use.  Once the 30 days have passed, they can decide to go out with the materials without our comments. 


And subpart H and subpart E drugs are what we--what are typically considered those drugs that were accelerated approval, meaning the Agency approved these drugs based on maybe a surrogate end point, and typically for--there's a lot of the drugs that fall into HIV products or oncology products where, you know, the need to get the drug out there is so great, that long-term studies maybe aren't appropriate in these cases.  Or they're doing ongoing studies but maybe they've noted efficacy at some, you know, intermediate point, or based on a surrogate end point, and because they, you know, maybe have significant risks or unknown risks, those drugs are required to have their advertising material submitted to us before going out with them.  That's the exception.


Otherwise, companies don't have to abide by that.  But any drugs that were approved under this subpart H or subpart E do have to submit those materials to us ahead of time.


Another task that we perform is providing advice within the FDA.  So we may provide consultation to other divisions within the FDA on draft labeling, product labels, medication guides, promotion package inserts, dear health care letters--I'm sorry--dear health care provider letters.


And again, this would just be advice that we're giving to try to prevent any kind of promotional messages from getting into the prescription label, getting into medication guides.


You know, we don't want to see anything in the prescribing information, you know, maybe making a claim about how this drug is the best drug out there, this drug is better than another drug, unless, in fact, it really is.


But, again, all these types of pieces--labeling, medication guides, they should not be promotional, and we like to see them before they're actually approved by the Agency, to make sure the language is in conformity with that.


And as I mentioned earlier, we also provide input on claims that relate to pharmacoeconomics, patient-reported outcomes, quality of life, and we have a person within our group that does that specifically.


We also perform surveillance.  One of the ways we do that is, as I mentioned, all of the promotional materials have to come in to us on a Form 2253, and as I mentioned, we get over 70,000 of those per year, and that number keeps going up.  So I expect it to be even higher for 2009.


So the reviewers in DDMAC see those as they come in.  We get, you know, piles and piles of them.  We go through as many as we can.  We certainly can't, and don't, get to look at every single one of them.  But we do our best to kind of look at the ones that we deem to be, you know, maybe the highest risk, or if it's a new drug, we'll take a look at what kind of promotion they're doing for that particular drug.


Maybe an existing drug has an entirely new ad campaign.  We might, you know, scrutinize that a little more closely.  Maybe a drug that's been approved that has a lot of risks.  Maybe a drug that in the past has been putting out consistently violative advertising.


So we have ways of kind of monitoring certain drugs or certain companies' promotional activities, and we do our best to go through as many pieces as we can, and try to make the determination based on the impact it will have on public health.


We also attend conferences, like medical conferences, and pharmaceutical conferences, and we try to do them anonymously and just, you know, walk around the conference and the exhibit halls as a participant, and see what kind of exhibit booths drug companies have put up.


We also try to look at, or speak to the sales representative to see what types of things they're saying to the people that are attending the exhibit, what kind of messages they're putting out there, and w we also do surveillance through complaints that come in to us.


We get complaints from health care professionals and consumers, maybe, who have seen advertisements, and, you know, think that they're inappropriate or violative.


A lot of doctors will actually call or send materials in to us.  Maybe, you know, a sales rep came into their office, and they felt that the messages that the sales reps were communicating were inappropriate or violative.


But the majority of the complaints actually come in from competitors.  So I think it's somewhere about 75 to 80 percent of complaints that come in are actually from a drug company that's complaining about the promotion that another drug company is doing, and it's usually, you know, a company that has a product that competes with the other company.


So I thought that was interesting.  When I started here, I hadn't realized the extent to which that went on, and also the sophistication with which those complaints from the competitors are put together.  Sometimes, they'll even draft an entire warning letter or, you know, they obviously know the regs really well, and they typically know when something is violative.


So those are very helpful to us, and, you know, we certainly welcome any complaints, and encourage people, you know, consumers, health care providers, and competitors alike, to let us know if they see something that they believe is violative, because it certainly helps us kind of narrow down some of the scope, or look more closely at particular advertising.


So if something is in violation of the regs, we do have the authority to take certain actions.


These are the various types of action we can take.  We issue letters, either an untitled letter, which is also known as a notice of violation, or an NOV, or a warning letter.  Some more severe or high-level enforcement actions include injunctions and consent decrees, seizures, and criminal actions.


By far, we do much more of issuing untitled letters and warning letters.  The difference between those is not that great.  They're essentially the same type of letter.  We send a notice to the drug company, telling them, you know, that we identified a promotional piece that is in violation of advertising regulations, and we spell out those regulations for them, and we go into a description of the piece and what the violations were, and we ask for the sponsor to stop using that particular piece, as well as any other pieces that contain the same or similar claims.


And that would be for an untitled letter.  A warning letter takes it one step further.  It's for a piece that is considered to have a greater public health risk, and it's so great, that not only do they have to stop using that particular piece, and similar pieces, but as I mentioned earlier, they have to do some sort of a corrective action.


And that corrective action should be in the same format or venue as the original violative ad.  So if they had done a television ad that was violative, then the corrective for that television ad should be a television ad.


If it was a magazine, or something in a print journal, then they should issue a corrective action in that same format, ideally reaching the same audience.  That's not going to be difficult to ascertain, or to identify, but that would be what the company should strive for.


So there are different categories of promotional materials, and they can basically be broken down into either labeling or advertising.


This is not always the easiest thing to determine.  Sometimes, we even struggle with this a little bit.  But really, the easiest way to think about it is advertising is anything that the drug company has to pay for.  So that includes things like ads in journals, magazines, as well as any kind of broadcast advertising.  Anything else is typically considered to be labeling.


So labeling would include, you know, anything--audio, video, printed matters, things like brochures, booklets, sales aids that sales representatives are using, going to doctors' offices to detail also.


If it's considered advertising, which again is something that the sponsors pay for, it has to be accompanied by a brief summary of the prescribing information, whereas labeling has to be accompanied by the entire PI.


So if it's advertising, it's the requirement to have a full PI, if not there, they can use a more abbreviated version of that, and that's what's known as the brief summary.


So some of the categories of promotional materials.  The first three that I'm going to cover include health-seeking ads, institutional ads, and reminder ads.


These three types of ads are--it's not permitted for those types of ads to make any representations about a product.  So they can't make any claims about the efficacy of the product, what it's indicated for, what it treats, how well it works, and because of that, it doesn't require any fair balance.


So there's not a need to present balancing risk information in those cases.  However, and if you look at the yellow portion of the box there, the full product ad, that would require balance because a full product ad includes both efficacy and risk information.


So I'm going to go through just some brief examples of what the different types of ads might look like.


So the first one, a health-seeking ad, is something that people are probably quite familiar with.  It's usually a discussion of a medical condition or a disease state.  It can include the company name but it can't include the drug name.  So again, usually drug companies will put these out if they have a drug that treats a particular condition, and sort of encouraging patients and consumers to go seek help for this condition, go see your doctor about it.


Again, though, no mention of the drug name and can't make any kind of product efficacy claims, at all.  So this is an example of an older health-seeking ad.  I think people probably were familiar with this when it was around.  It's a picture of Bob Dole saying, "It may take a little courage to ask your doctor about erectile dysfunction but everything worthwhile usually does."


You can't really read the information below that clearly, but there isn't anything in there that's mentioning any drug name.  But it's just encouraging patients who may suffer from erectile dysfunction to ask their doctor about the condition. 


And then you see at the bottom, it says, "Get educated about ED, with the Pfizer logo.  So again, you know, most people know that Pfizer does have a drug called Viagra to treat erectile dysfunction, and that is why they're probably putting this ad out.  But really, there's no mention of the drug, Viagra, in this ad.


So the next type of ad is an institutional ad.  It's really just an ad for a drug company.  It may mention the company name, the area of research, but again, can't mention any drug name.  So this is an example of an institutional ad for Aventis, and it's just providing information on the company itself and what kind of research they're doing, but not advertising any drug.


Reminder ads are interesting.  They can include some information about the drug.  Specifically, they can include the proprietary and established name, in other words, the brand name and the generic name, and they can call attention to the drug name; but they can't make any representation or suggestion about the drug product itself.


So again, no information about what the drug does, what it treats, how good it is, how effective it is.  It can only contain the drug name as well as certain other information, like the dosage form, the package contents, the price, the manufacturer name, packer, distributor.  And this type of advertising is also not allowed for drugs that have a box warning.


So box warnings are reserved for cases where there's a significant and important risk that prescribers should know about, and that information is included in the PI in a black box.  that's why it's called the box earning.  So any drug that has a box warning can't do these types of advertisements.


And here's just an example of a reminder ad for Pulmicort.  You can see it includes the drug name, both the brand and generic, it shows the dosage strength there, and just refers people to a Web site for Pulmicort.  But again, it's not--you wouldn't look at this and make any determination, necessarily, about what the drug is used for, what it treats, how good it is, etcetera.


Finally, full product claim ads are the ads that people are probably the most familiar with, where they include a representation or suggestion about the drug product itself, and because they typically are presenting a lot of efficacy information in these ads, they need to balance that with a presentation of the risk, so that the ad is fair, balanced.


And these types of ads have to include either a brief summary or a PI, meaning they're not going to hit upon all of the information that is included in the labeling for the drug in an ad.  So because of that, it has to be accompanied by the prescribing information, so that prescribers know all the details of the drug, and that way, consumers also can get the complete information.  If it's not included in the ad, they have a way to get all of that information.


This is an example of the whole product claim ad, directed to consumers.  Again, I don't know how much of it you can see, but it's an ad for Actonel, and you see a woman standing in front of a ruler, showing her height, and she says, "Oh, no, I lost an inch, but I found a way to fight osteoporosis with Actonel."  And the ad goes on to talk about the effectiveness of Actonel in treating osteoporosis, and you probably can't read it, but you can take my word for it.  At the bottom of the ad, in the italicized print, is information about the risks associated with Actonel.


Again, it's not a complete list, but they do have to include a portion of the ad that highlights important safety information, and then, in this case, the next page of the ad included a brief summary of the full prescribing information.


So this is where all the rest of the information for consumers should be included.  So this was a two-page ad.  


Broadcast advertising has a couple of interesting exceptions, or noteworthy things.  Because of the nature of broadcast advertising, it's not feasible to include all of the information from the PI.  Not only is it too lengthy to even include that, if it were included, it would make it quite confusing for people who were listening to or viewing this ad, and would probably make the risks less meaningful, since, you know, getting too much information is often worse than getting no information, and, you know, you could kind of cloud your interpretation of the material.


So because of this, broadcast ads include what is called a major statement, and it's a portion of the ad that actually discusses information relating to the major side effects and contraindications of the drug, and this is something that people have probably heard it when you, you know, see an ad on TV, and at the end of the ad they kind of go through, you know, this drug may cause heart palpitations, or, you know, shortness of breath, may make you drowsy.


But that's part of the major statement.  There's also something called adequate provision, which directs consumers, or viewers of these ads, on how to get full prescribing information, and this is really, you know, something that just recognizes the inability of broadcast ads to present and communicate the entire package insert, or all of the prescribing information.


So, again, it's just a way to refer reviewers of the ad to get that information some other way.


So there are various ways that this can be accomplished, and ads have to include some way for viewers to get the full prescribing information from all of these venues.  So it would be by calling a toll-free number, by running a magazine ad.  There's also reference to a health care provider, like see your doctor for more information on this drug, and also refer viewers to a Web site.


We have an example of adequate provision and there's going to be a video clip that runs with that information.


MS. FURIA:  This is Andrea.  I'm going to play the video, and I'm going to play it also through my speakers for those that are not on the computer, they are not in front of a monitor, so that can at least hear it.  So for those of you that have speakers, it might sound in stereo.  So sorry.


[Video clip playback]


MS. TOSCANO:  Okay.  So I don't know if you were able to pick up on the adequate provision in there.  But hopefully, you were.  There was inclusion of a toll-free number.  There was also information on a magazine ad in there, that said, "See our ad in Fitness magazine." There was reference to a health care provider at the bottom of the screen that said, "Talk to your doctor."  And finally, there was reference to the Web site for Flonase.


So that video clip showed how adequate provision is communicated, and this one had all four components.  So that was good.


The next part is--I was going to run through several, I think there's about four or five examples of some enforcement actions that DDMAC has taken in the past.


If you're interested in seeing an actual warning letter or untitled letter, they're all included on our Web site.  These letters are available for public viewing.  They're public information.  Once the letters are issued, they become available for anyone to look at.  While we're working on them, they are not.  We can't discuss which ones are ongoing, but once they're issued, they're publicly available.  So that's the link to the Web site, if you're interested in looking at an entire warning letter, to see what it's all about.


The first one that I included here is a journal ad for a generic version of Wellbutrin which is an antidepressant drug.  So this ad was run and it claims, "Now available, a complete line of Buproprion ER, AB rated to Wellbutrin SR."


So this ad wasn't making any advocacy claims about the drug.  It wasn't really making any representations about the drug either.  So what they were trying to do was run a reminder ad for this particular generic version of a branded antidepressant.


The problem with this was that since it's an antidepressant, they can't do reminder ads because, as I mentioned earlier, reminder ads are not permitted for drugs that have a box warning.  Antidepressants have a box warning for suicidality in their labeling.  So because of this we issued an untitled letter to this generic company and said that the reminder ad was not permissible, and also, because this type of ad isn't allowed for an antidepressant drug, it should have also included a brief summary of the risks associated with the drug, which it did not.


The net ad is a video clip for Viagra, and this was also an attempt at a reminder ad, but we ended up issuing a warning--I'm sorry--an untitled letter about this video--about this reminder ad as well.


So we'll play the video clip now and I'll highlight some points from it.


[Video clip playback]


MS. TOSCANO:  So this is an ad that actually was aired in 2000, so it's a little bit on the old side.  It's probably around the time that Viagra was just becoming available, and it was an attempt at a reminder ad by Pfizer.


However, we did issue a notice of violation for that ad because the ad certainly makes representations about Viagra.  And because it made representations about what the drug is used for, or treat--or a condition that it could be used to treat, it would also need to present a balanced presentation of risk, which it did not.


So we said that the ad made efficacy claims and didn't balance it with any risk presentation at all.  I don't know if you picked upon that.  But there was no risk, no presentation, no information, at all, about any risks associated with Viagra.


We also said that while the drug made certain representations about Viagra, they really never gave the full product indication.  They never said that the drug was actually approved for erectile dysfunction.  You know, they certainly alluded to some type of sexual dysfunction that maybe the drug could be used to treat, but they never gave any inclination as to what the drug was approved for treating.


We also cited them for an overstatement of efficacy, basically saying that the ad implies that patients will return to their previous level of sexual desire and activity.  They refer to the guy in the ad, his past--you know, remember that guy who used to be called "the wild thing," and declare that "he's back."  there's no evidence to support any, any type of efficacy claims like that.  So for those three reasons, really, we issued an untitled letter to Pfizer for that ad.


 This next one here, this is, you know, pretty--it seems pretty simple and straightforward.  It's a magnet for a drug called Trileptal, which is an anti-epileptic used to treat seizures.  This particular magnet was basically a hologram.  So what I've included on the slide are the two images that viewers would see, depending on the angle that they were viewing the magnet from.


So you see on the left of the slide, that's one image that viewers would see for every patient with a generalized seizure.  And then you see the image of a woman, and underneath is the drug name, Trileptal, and then the second image that people might see, depending on their angle, is for every patient with a generalized seizure, there are four with partial seizures.


So in this, for this particular promotional piece, which again was a magnet, we issued a warning letter, for various reasons.  First of all, we said that all of the information about the drug's indications and risks were, in essence, not presented.


Going back and looking at the slide again, they do make claims about what the drug is used for.


They make reference to seizure, and they include the drug's name on the front of the magnet.  All of the information pertaining to what the drug was approved to treat, and also the risks associated with that drug, were on the back of the magnet.


So, really, you would never look at that information or act with that information unless you actually took the magnet off the surface from which it was adhered to, and flipped it over and read it.


And really, for all intents and purposes, we said that, you know, as a practical matter, that information was not included, because the likelihood of someone actually taking that off of the surface to which it had adhered, and reading that, was pretty unlikely.


We also said that the indication for the product was broadened, and it encouraged the use of Trileptal in circumstances other than those for which it was shown to be safe and effective.


The drug is only approved for partial seizures, but the image on the left-hand side of the magnet, if you only saw this, the image on the left-hand side, you might think that the drug was approved also for generalized seizures.


And it was particularly troublesome because of the claim for every patient with a generalized seizure, and a image of a woman with the logo beneath her for the drug.


So if you never saw that other image, you might not understand or appreciate that the drug is actually only approved for partial seizures.


So the next video clip shows an ad for Enbrel which is used to treat psoriasis, and this is an example of a TV commercial that we issued a warning letter for in 2005.  So we'll let that run, and this one also got a corrective action which is interesting to see as well.


[Video clip playback]


MS. TOSCANO:  Okay.  So again, as I mentioned, DDMAC issued a warning letter for that ad in 2005, for various reasons.  First of all, we said that the ad overstated the efficacy of the drug product.  They make claims, throughout the ad, that they (inaudible)... where to get off.  The super mentions, you know, that results may vary, but we said that that was not sufficient to overcome the misleading implication that the drug would be effective for everyone, and would be fully effective in clearing psoriasis in patients.


The ad also mentioned that Enbrel is a breakthrough, but there really wasn't any evidence to support that claim, that, you know, maybe--that the ad is suggesting that Enbrel has a significant advantage over other drugs that are used to treat the same condition.  And they don't have the evidence to support such a claim.


And we also cited them for a misleading claim that pertained to the onset of efficacy of the drug.  The ad told viewers that Enbrel would "dramatically clear skin fast," and I don't know about you, but if I had psoriasis, and I was taking this drug, and I heard that, I would think dramatically clear skin fast would be a pretty short amount of time, especially for a condition where, you know, you might feel sort of self-conscious and want to see something like that cleared up quite quickly.


However, the prescribing information, which contains information about the clinical trials that were done on this drug, showed that that timeframe is actually two months  So we said that that was misleading to consumers, because most people would not interpret "dramatically fast" as two months.


We also cited the company for not making it clear that the drug is only indicated for moderate-to-severe psoriasis.  You know, the ad kind of, you know, gave this overwhelming message that the drug was used to treat psoriasis, and really didn't specify what group of patients with psoriasis might benefit most from it.


And finally, we said that the drug--that the ad minimized the risk of the drug.  There was a lot of music playing in the background, a lot of fast music, a lot of changing visuals, and images, that kind of were appearing, going in and out, especially while they were talking about the major side effects of the drug, and this drug, in particular, has a lot of serious side effects.


So we said, you know, that consumers are distracted by all those visuals, and music, and images, and they're not able to effectively process, or pick up on what the risks are that should be communicated during the ad.


So because of all that, we issued a warning letter and since it was a warning letter, the drug company had to not only stop using this ad and similar--and any promotional materials that contained similar [audio blip] as were presented in this ad, but they had to also run a corrective.


So they did an advertisement on TV in 2006, and they ran this, in hopes of correcting the bad messaging that got out there with the initial violative ad.   So you'll see that corrective video play now.


[Video clip playback]


MS. TOSCANO:  Okay.  So that was a pretty good corrective because it addressed all of the concerns and issues that we had raised in the warning letter, and you can  see that, you know, still, the same images and the same actor, and similar music, but everything was just slowed down a lot, giving viewers the ability to hopefully process the information more clearly.  So that was a pretty good example of a corrective ad that was done.


The last ad that I've included--there's actually two ads, that are both for Yaz, which is birth control, and I included these because they're very recent.  The ads ran in the spring of 2008, and we issued a warning letter for both of the ads in October 2008, and the corrective is apparently running.  I think it started running some time in late January.  But I haven't seen it myself on TV but I've heard other people talking about it, and that they have seen it.


So I'm not sure if anybody that's on the call has actually seen this, but I just think it was interesting because it was so recent.


So I'm going to show the two ads that are cited in our letter.  One of them is called Balloons and the other one is called We're Not Gonna Take It, and both of these ads were in our warning letter.  So we'll show the ads first, and then kind of highlight some of the problems with them, and then show the correctives that went out last month.


[Video clips playback]


MS. TOSCANO:  Okay.  That was one ad--


[Video playback overriding Ms. Toscano]


MS. FURIA:  Did you want to say something?  I'm sorry?


MS. TOSCANO:  It's okay.  I was just saying that's Balloons, and now the next ad is We're Not Gonna Take It.  So go ahead.


MS. FURIA:  Sorry about that.


[Video clip playback]


MS. FURIA:  I think that was the end of that one.


MS. TOSCANO:  Oh, okay.  Okay.  So we issued--I'm sorry that the other one cut out a little bit, but I think the message still was communicated through both of those ads.


We issued a warning letter for both of these ads, for several reasons.  First of all, we said that the ads sort of brought in the indication for the drug, meaning it's suggesting that the drug is more effective--or effective in more conditions than which have been approved for use by the FDA.


So in this particular case, we cited them for suggesting that the drug is effective in possibly treating PMS, instead of just PMDD.  PMDD is a condition called premenstrual dysphoric disorder, and it's much more serious than PMS.  And while there was like a little blurb about it in the ad, a super that was imposed on the ad, there really wasn't any mention of the distinction between those conditions, and the labeling for Yaz specifically states that Yaz has not been evaluated for the treatment of premenstrual syndrome or PMS.


So we said that the ads overwhelming suggested that Yaz would be effective for PMS.  There's a lot of overlap in the symptoms of PMS and PMDD, and we didn't feel that the distinction was even, you know, was made in those ads, and that viewers of the ads might think that the symptoms of PMS, which sound similar to PMDD, might also be treated by Yaz.


And that could be the case, but because it's not included in the drug's labeling, it can't be promoted for that use.


The second condition that we said was, the efficacy of the drug was overstated for was acne.  Yaz is approved to treat acne of moderate severity, but the ad didn't clarify that, and suggested that the drug was effective in treating all severities of acne, when that's not the case.


We also said that the ads overstated the efficacy of the drug. You know, in the Balloons ad, you could see that there were balloons that were, kind of floated away with the symptoms, like moodiness, bloating, fatigue, headache, etcetera, kind of suggesting that women can say goodbye to these things, and I don't know if you could hear the audio that well but there was actually music in the background with the song Goodbye To You playing.


So we said that that, you know, kind of suggested that those symptoms would all clear, or be completely gone, when that's not the case.


According to the clinical trials that were done, the symptoms improved and, you know, were alleviated, but did not disappear.  


And finally, we said that there was minimization of risk in the ad, again similar to the Enbrel ad, a lot of music, competing visuals, a lot of scene changes going on, while the risk information was being presented or discussed, and again, hard for consumers or viewers to really process that information and interpret it when there's a lot of distracting music and visual scene changes going on.


So for all those reasons, we issued a warning letter to Yaz, and again because it was a TV ad, and because it was a warning letter, the company had to do a corrective TV ad, which as I mentioned, is currently running, and we can kind of see that ad now.


[Video clip playback]


MS. TOSCANO:  So again, that was a pretty good corrective.  It addressed the points that we made in the warning letter, and, you know, all the visuals slowed down, there wasn't the distracting music in the background, and, you know, as you can see from that, besides if being very costly for drug companies to kind of create an entirely new ad to be broadcast on TV, it can be kind of embarrassing for the company as well.


I don't think that really looks very favorably upon the company.  You know, like we put this ad out there that was misleading, and violative, and now we have to do this corrective ad for it.


So besides being expensive, it's also, you know, not good for the public relations of the company, I suppose.


So just a couple more slides, points I wanted to make.


In general, when we issue enforcement letters, you know, we cite violations of the regulations, and within those letters--or I'm sorry.  The number of warning letters in the past was generally four to five letters per year.  In 2008, we issued ten, in 2007 we issued nine.  So there has been discussion, or, you know, you may see things in the media, or criticism of  DDMAC about, you know, why are we not doing more, why are we not issuing more letters.


Again, we issue warning letters for more concerning violations from a public health perspective.  So in the past, we had issued more untitled letters, less warning letters.  The focus has kind of shifted, so that we're issuing more warning letters and probably less untitled letters.


Some reasons for that include, y k we have to prioritize our workload, and the limited resources we have, where we want to really get letters out there to address the advertising that is most concerning, or most violative from a public health perspective.


Unfortunately, there's probably a problem in just about any ad that you see.  Whether it's, you know, kind of worth the resources that we have here, going after it, for something that may be a minor violation of the regs but not necessarily hugely concerning from a public health perspective, may not be the use of time and resources here.


So we try to really focus on getting warning letters out there for the ads that we feel are the most violative and that, you know, could sort of really adversely impact public health or the--cause concern for consumers.


Also sometimes, especially regarding complaints, we get a lot of concern, or feedback from the public, about ads that they are concerned about, that they don't like, that they feel are violative, and they want to know why we are not doing anything about it.  Sometimes, it can just be that companies are really "pushing the envelope."  They're doing very aggressive promotion, but when it boils down to the regulations, they're not in violation of the regs.  So while we can dislike something here, and the public can dislike something and complain about it, if it's not an actual violation of the regs, we can't really do anything about it.


What we may do is continue to watch promotion for that drug, and maybe finally, the advertising will come across that line, into something violative.  But there are definitely cases where the ads are concerning, but maybe not violative, therefore precluding us from really doing anything about it in terms of issuing an enforcement action.


So if you look at our letters, our warnings letters, and our notices of violation, you may see some common violations that are cited in those letters.  Things that we try to focus on, specifically, are ads that, you know, omit, or minimize the risks associated with the drug, promotion of an unapproved use.  And maybe I should clarify that a little bit.


Drugs can be used and prescribed by doctors, for any reason that they see appropriate.  So doctors are certainly not limited to using a drug only for which it's been approved by the FDA.  However, drug companies cannot advertise, or promotion the drug, for anything other than what it's been approved for.


So the FDA, or, you know, the regulations were never meant to sort of prevent doctors, and prescribers, from using the drugs for however they feel appropriate.  Maybe they have experience in their practice with this particular drug, and it's been effective, and this patient population, maybe there's data out there, studies that have been published, and information that shows that the drug is efficacious, and safe to use in certain patients.


But unless it actually gets approved by the FDA for that use and it's included in the prescribing information, drug companies cannot promote for the use of that drug.
So we're very interested in those types of violations as well.


We also focus in on unsubstantiated claims of efficacy or safety, as were highlighted in the Yaz and Enbril ads, where we said it overstated the efficacy of the drug, or overstated the safety of the drug, perhaps.


And finally, we really focus in on unsubstantiated comparative claims.  Any kind of promotion that says Drug X is better than Drug Y. There's a lot of that going on, and if drug companies want to make claims about their drug being better than another drug, it has to be supported by appropriate, substantial evidence, and usually that means a head-to-head trial, or, ideally, two drug trials with those, the drugs that are being compared, showing the results.


And it can't be a, you know, you look at the label of one drug and see what kind of information is presented in there, look at the other, and if the numbers are higher in one, that does not mean that you can say that Drug X is better than Drug Y, because in order to make those claims, trials have to be designed in a very specific way, and if they were set up with different parameters and different end points, and different, you know, kind of efficacy end points, that they're not going to be comparable, and they're not allowed to make those types of claims from one drug to the other.


This is our contact information.  You know, I'll obviously address questions that people have brought up during the presentation, but, you know, if you have any information that you'd like to contact us about, there is information in this presentation as well as on our Web site, and as I said, we welcome any complaints or concerns that you may have with advertising that you've seen, and I guess from here on out I'll take questions that people have.


[END OF SPEAKER] 
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