8:00 am

Registration, Continental Breakfast, Introductions
Harry Sweeney:  
I’m Harry Sweeney, I am the chair of the Coalition for Healthcare Communications, and I would like to welcome you all this morning.  We have two outstanding panels, thanks to Bob Goldberg from CMPI, and John Kamp, from our coalition.  

The topics couldn’t be more timely.  The CME community is in an uproar.  The naked sword attack on the very existence of the commercial providers has awakened everybody up.  It’s been quite a few months here of all kinds of activities going on; the ACCME with their new proposed regulations and so forth.

This isn’t the first time that CME has been under attack.  The Coalition for Healthcare Communications was founded in 1991, when an overly aggressive government agency threatened to throw out the Constitution, and take CME under its wing.  We resisted the idea of censorship back then, and we continue to resist it now.

Censorship of health information is not only unconstitutional, it is really bad public policy, but the advocates of it never give up.  CME is only one form of commercially sponsored communications that have been under attack.  The entire commercial sponsorship of communication has been deconstructed, and almost every single element has come up for grabs.  After all, the one who controls communication controls the game.  So, institutions that for years have used editorial assistants, writers, junior medical staff and so forth, all-of-a-sudden are being very, very critical of using “ghost writers” for example.  It’s kind of a bad idea.   Professional advertising, consumer advertising, public and professional relations, detailing, lunch and learns, dinner meetings, distribution of journal reprints, even the research that makes communications more efficient as well as more effective; they have all come under continuous attacks, so CME is just the tip of the iceberg.

Why is that?  Well I have my answer.  My answer is that commercial speech is caught up in the larger, health reform issues; the conflict between access and innovation.  Less innovation’s cheaper; more innovation saves more lives.  But politically we have not found the right balance yet.  So while that is going on the one hand, we down in the trenches of communication are trying to defend our turf on the others.

I think that if you stop to think about it, destroying the public/private partnership that is responsible for probably the outstanding, unprecedented medical advances for three generations isn’t a very good idea, but that doesn’t seem to be coming under much discussion lately.

Anyway, we are going to hear this morning what the real experts think, and I’d like to introduce Bob Goldberg to make some introductory remarks as well.  Thank you for coming and we hope you enjoy the morning.

Robert Goldberg, PhD:  Good morning everybody, I’m Bob Goldberg.  I’m Vice President of the Center for Medicine in the Public Interest.  Peter Pitts [ph 00:04:24] is the President.  That means that I am Peter Pitts’s Sarah Palin; but not as good a shot without the glasses.  

I want to thank everybody for coming.  I want to thank in particular our talented staff:  Mario Coluccio [ph 00:04:43],  Caroline Patton [ph 00:04:46], Meryl Reichbach [ph 00:04:46], Ben Pitts [ph 00:04:48] for helping us put this together, and for the coalition for working with us to put together this important issue. 

I want to take us through a very quick thought experiment before we begin with our very illustrious and Key Note Speaker.  CME is very, very important and this is why we are here.  But there are a couple of other things going on in the country today as you probably know.  

Unfortunately, I was unable to attend a rally today in New York City; the President of Iran is again speaking at the United Nations, and a couple of years ago he spoke in Colombia, and I thought it quite ironic that under certain proposals, that Ahmadinejad [ph 00:05:41] could speak at Columbia,  but someone that received industry support, whether it would be Dr. Meyer, or a Pastor who received his funding from the beer and wine industry to do his experiments on fermentation, or a Gertrude Elione, who won a Nobel Prize, who worked at Burroughs Welcome at the time, could not; she’d be barred from providing her clinical expertise on Grand Rounds, because of certain proposals to be put in place, and I find that a commentary on just how far people have gone.

The second point, we’re now in the midst of a little of a financial crisis in the United States, and we need the financial community to put a massive amount of capital to back up the investment that the tax payers have made in these depressed financial instruments in order to have a successful work out.  Imagine if those banks were banned from injecting capital, equitity into those markets at a time when the gap between what’s available and what’s needed is most imperative.

We have the same crisis, the same gap in primary care in the United States today, particularly where the need is greatest.  In medically underserved communities around this nation, pediatricians, primary care physicians, family physicians who are the front line of providing care in minority communities where the incidence of diabetes, heart disease, depression, infant mortality, low birth rate are the highest.  Because that is where the academic medical community and the government is falling short in resources, and at this point in time to basically say to an industry, which is now turning tail and running, because of the pressure and the negative publicity, not to fund additional CME through transparent, peer reviewed partnerships, would be to undermine what we need now, which is a surge against health disparities in this country, and that is why we are holding this conference today.

Let me say one other point, because this is a personal matter.  A lot of this is geared towards the proposition that a lot of CME is just paid infomercials, and that blocking it would somehow reduce the use of unnecessary, expensive products that could be substituted with generic drugs.  Now I take personal exception to that, and I have gotten permission to talk about this.  My daughter had an eating disorder, and she suffered from manic depression.  She was in an eating disorder unit; she was unable to take down food because she was too panicked to eat.  She was afraid of the weight gain that would be induced from taking the typical—the other atypical anti-psychotics.  It was because of Grand Rounds that were provided by Joseph Biederman [ph 00:09:00], who has been land-blasted in the press, and land-blasted by certain members of Congress, that her attending psychiatrist was able to prescribe the proper medication that allowed her to stabilize and go on to go to school, hold down a job and deal with a second problem; continuing sinus infections.  We did not know where those sinus infections were coming from.  It turns out she goes to this pretty good allergy and immunologist who went to another CME course, who found out that GERD, which is a bi-product of being bulimic—if you throw up, you get a lot of acid reflux, can be treated with a triple dose of Nexium—the little purple pill that we’ve all loved to hate.  That was treated through a course that Lenny attended through CME, and that was cured. 

Now I’m not saying, and I don’t think anyone here in these panels here would say that anyone’s hands are clean.  Just like politicians that take campaign contributions are all hands are clean.  But we all think we have to work together to solve larger issues.  So I’m glad we’re all here to deal with this, I think to deal with larger issues of providing the best care possible, improving outcomes, improving clinical practice, and I am really pleased that we have a very robust set of panelists to do it, and I think at the end we’ll be able to answer a lot of important questions, and most importantly, to find out what the GAO Modular Furniture Renovation Project is, because I’m trying to figure out what that is down the hall.  

So thank you very much for attending, and I think Dr. Lundberg is our first speaker and as everyone may well know, he is the founder and President of Medscape, which is one of the largest online—I’m going to let you do it.  Thank you very much.

8:30 am

Keynote Lecture:   The American Siege Against Continuing Education in the Health Professions
George Lundberg, MD: 

Thank you.   Dr. Goldberg, Mr. Sweeney, Dr. Kamp [ph 00:11:39], fellow speakers, fellow physicians; how many of you are physicians?  Okay, about 40 percent.  Fellow educators, perhaps many, most of us, various guests and fellow students—how many of you are students?  If you don’t raise your hand, you don’t belong here.  We’re all students, we’re here today to learn; fellow students, that’s all of us, okay.  Good morning.  

My job title is Editor-in-Chief of The Medscape Journal of Medicine, Medscape Core, and eMedicine.  I am not President of Medscape, and I’m not the founder of Medscape; Peter Frischoff [ph 00:12:18] was the founder in 1995, and I didn’t go to Medscape until 1999.   I’m an academic; I’ve held professional professorial titles at such places as the University of Southern California, University of California Davis, and Northwestern University Medical School, Harvard School of Public Health and Stanford Medical School over one year or another.

I consider it an honor and a privilege to have the opportunity to address this gathering today on the assigned topic of “The American Siege Against Continuing Education in the Health Professions.”  The title comes basically from an editorial that I published in the Medscape Journal of Medicine in June of this year in our triple media approach; concurrent text, audio and video, which we pioneered in 2004.

I have been given 20 minutes for my talk, and I will adhere to my 20 minutes.  Unfortunately, I have other urgent editing duties, would you believe urgent editing duties?  An editorial emergency type thing?  In Chicago, so I have to leave right after my talk, I won’t be able to hear everybody else, which is kind of a shame, but I have to meet with other folks back in the Midwest, so I will leave as soon as I’ve finished my presentation.

I do wish you well in the proceedings of the rest of the morning.  It looks like an interesting program.   

The science of medicine changes every day, although it is true that a great deal of physicians actions stem from habits learned in residency and fellowships, to be truly successful, all physicians must be lifetime, lifelong learners.

Since the average American physician may practice medicine for some 30 to 40 years, there arose an effort to fill that temporal knowledge gap with what was called Continuing Medical Education many decades ago.  Since lectures were the usual, familiar and efficient method of teaching used in medical schools, the lecture format became the central method for delivering CME.  Professional membership organizations began to offer these courses for their members, then began to require them, and such became written into licensing laws as an intuitively right thing to do decades ago.

There was at that time, little or no evidence that the programs produced learning, improved practice for effective patient outcomes, and that was true for decades.  But it felt good, so people did it, and the legislature said you’ve got to do this, so they kept doing it.

Many physicians do however, change practice behavior over time, and research has shown that education is a motivator to stimulate such change.  The fact that surveys in the 1980’s and 1990’s reported that physicians received most of their new information from reading—particularly medical journals—led to formal CME credit to be awarded for reading under certain conditions, a movement we pioneered at that Journal of the American Medical Association in the middle 1990’s, which became reality and an immediate success about 1995.

Then came the internet; which of course changes everything.  Medscape pioneered online CME beginning about 1999, free of charge, following all the established rules for quality, sponsorship, disclosure and credit.  Online, free CME was an immediate success for obvious reasons, such as around-the-clock availability, ubiquity without travel, timeliness, palatable conciseness, use of solid, evidence based medicine references as well as recognized experts, the price which was free, full disclosure, transparency—it’s impossible to hide tricks or slant or bias, since all is open and transparent to anybody who wants to look at it, and availability for study and criticism.  And Medscape has grown to become a leader, if not the leading source for American CME.

So what’s the problem?  Some physicians, primarily academics, many of them long-time friends of mine, many firmly grounded in the past, seem to feel ideologically, that physicians should have to pay their own money for CME, that it should not be free to them.  That seems fundamental in the difference.  In addition to that, there is of course turf, ownership, who gets the play.

I believe that CME in 2008 in America might best be thought of in the historical context of medical journals, since for more than a century, physicians in practice receive most of their new medical information from reading medical journals.

The American Medical Association was founded in 1846, in a large part to create a medical code of ethics—none existed in this country prior to 1846.  It did so, and one element of that code is physicians must remain up-to-date.

Forty years later, in 1882, the AMA appointed a committee to study whether it should create a medical journal patterned after the British Medical Association, the British Medical Journal.  One key purpose in the committee document from 1882 is to create a vehicle in which to sell advertising.

In 1883, the JAMA came to exist.  Its first issue included a lot of ads intended to influence physician behavior.  This relationship between organized medicine, the AMA and industry really worked well for the AMA, because from 1883 until 1948, you didn’t have to pay dues to belong to the AMA, because the ads and JAMA funded the whole thing.

In 1948, of course the AMA decided it had to fight Harry Truman and national health insurance, so it started charging dues in order to create a Washington presence, to fight off national health insurance.

I have a book here called Medicine Avenue, the Story of Medical Advertising in America, presented by the Medical Advertising Hall of Fame; a very successful operation, advertising of products to physicians in medical journals.  

Thus we see the American roots of tension between industry, which wishes to influence doctors to use their products to make money; perfectly reasonable.  Medical organizations—including medical publishers, who have the doctors as members, and the organizations want the money, so they may, as organizations, grow and flourish in addition to serving their members.

Third, the physician members want the information from free journals and free educational programs, but they want the information to be accurate to help them practice medicine appropriately.  Current funding for CME is a personal, public, private and professional partnership—five P’s—personal, public, private and professional partnership that works.  

What are the controllers of these tensions?  What allows the game to play in the public interest or not?  Let’s talk first about the people in it.  Why do people behave the way they do?  I understand there is at least one psychiatrist in the room, and so he’s going to sharp-shoot me, and I welcome that, I always welcome criticism, and I get plenty.

I missed the dinner last night, I’m sorry about that, but why did you behave the way that you behaved last night?  Any of you?  And I don’t know how you behaved, I don’t even care, but what made you do that?

Audience:  

Two glasses of wine apiece maybe?

George Lundberg, MD: T

Two glasses of wine influence this guy?  Must be big glasses, okay, or maybe your inhibitions weren’t so strong.  The determinence of human behavior in a simplistic sense are five things.  First, your genes, your genes determine an awful lot about how you behaved last night.  The second, how your mother, or other intimate caregivers treated you up to the age of maybe three; determines how you behaved last night.  Beyond that, there are three elements of controllers of human behavior in a hierarchy, which are:  personal morality, societal ethics, and public law.  

Morality is a quality or fact of conforming to, or deriving from right ideas of human conduct.  Goodness and uprightness of behavior, and if morality were widespread enough and deep and strong enough, there would be no need for ethics or law.  Alas, sometimes it is not, so we have ethics.  Ethics which are principals of conduct governing an individual or profession.  The ideals of character manifested by a people, and if morality and ethics were strong enough and ubiquitous enough, there would be no need for any law of anything.  Alas, again, sometimes they are not.  

The mere existence of the discussion about the need for a law for anything means that somebody thinks there is a problem at the other controller level, and when laws actually come to exist, maybe there was some kind of a problem.  But laws, which are defined as a rule or mode of conduct or action, and is formally recognized as binding by a supreme controlling authorities made obligatory by a sanction, it is a last resort.

Well how does this work in terms of how the medical enterprise works?  Medicine has always been a business and a profession.  Choisseur wrote about it, George Bernard Shaw wrote about it.  A business exists for the purpose of making money, to earn which it provides a product or service.  A profession exists for the purpose of providing a service for which the professional is paid.  The essence of professionalism is self-governance, and self-regulation at the ethics level.  That’s where it is for a profession.

Well, in medicine how does this work?  The professional controllers of medical education are, at the undergraduate level, the Liaison Committee on Medical Education, so-called LCME; at the post-graduate level, the Accreditation Council for Graduate Medical Education, the so-called ACGME; for physicians in practice in this country, the Accreditation Council for Continuing Medical Education, the ACCME; and a new organization this year, called the National Commission for Certification of CME Professionals.  There’s never been such a thing, now there’s an organization that people who work in CME as professionals can go to, study a body of information, take an examination, and if you pass it, become a certified CME Professional—a new development in 2008.

Since I’m talking about journals for education, and CME for education as similar—indeed identical in many ways—what are the controllers of how journals work?  There weren’t any until 1978, at which point was founded the International Committee of Medical Journal Editors, the ICMJE.  If you want to know how they’re supposed to work, go to www.icmje.org, and you’ll find out the rules for how a medical journal’s supposed to work, starting from 1978.

At a broader level, a new organization from about 1996, the World Association of Medical Editors—WAME—so you go to www.wame.org on a broader level, the rules for how a medical journal is supposed to work.

I say, that continuing medical education in the United States, is a great success story; a huge success.  Well who says?  The students say it, the physicians love it, the teachers say it, who are they?  Other physicians.  The providers say it.  A mix, widely varied of different types of providers.  The funders say it, they like it, they continue to give educational grants in large amounts, they like it.

I began taking my first CME courses in the 1960’s, I began giving my first CME courses in the 1970’s, and I’ve lived in that world ever sine.  CME has changed a great deal since then, it is much better.  There have been problems in the past, many of them have been corrected after identification and clarification.  

Can CME be made better?  Sure!  Is it being made better?  Yeah!  Is it effective?  As I alluded to earlier, in the early days, the data weren’t there.  Now, the data are there.  CME does change clinicians knowledge, attitudes, skills, behavior and even clinical outcomes from recent data.

What kind of CME works best?  Well, I’m happy to say that this journal, JAMA, this very issue from last week, has a meta-analysis from Mayo Clinic and the McMaster Group in Hamilton, Ontario, of  201 studies of CME that demonstrate, according to these investigators, and I don’t know any of them, and I didn’t know this was going on until it was published, but internet-based learning works best.  How about that?  What type of internet-based learning works best?  We don’t know that yet.  We don’t know that, that’s being studied as of now.

We all have conflicts of interest; overt and covert.  My favorite psychiatrist, Dr. Daniel X. Freidman, whom Roger and I know well, who died in his sleep from an apparent stroke at UCLA a number of years ago, ending a very long tour as the Editor of the Archives of General Psychiatry.  Danny reported to me, so to speak—he didn’t report to anybody, but a great, great psychiatrist, great educator, great interesting guy an a hell of a street fighter when it came down to really having to fight on something.

We put in the rules with JAMA and all the AMA journals about disclosure statements; financial disclosures, disclosures of other conflicts of interests in the mid to late 1980’s, after we wrote the rules—we wrote the rules—with the International Committee of Medical Journal Editors, about that time.  Bud Relman [ph 00:29:45] was the leader in this, I resisted for a year.  I said, I don’t want to be a policeman for the world, what are you talking about?  But then I learned from bad experience, bitter experience that it was necessary.  So we  put it in with JAMA and all the archive journals, Danny refused to put in a conflict of interest statement.  He refused to put in a financial disclosure statement, he said, you can’t do that.  I said what do you mean?  He said, there are too many conflicts of interest; you can’t possibly deal with all of them.

Of course he was right.  After a while, he came around, but it took years of convincing before he would even put that in a psychiatry, because he understood that conflicts of interest were rife and subtle, and difficult to identify all over the place.

For example, I was born in Pensacola, Florida, and I recognize my bias in favor of people from Pensacola, particularly Emit Smith—did you know Emit Smith is from Pensacola?  He went to Scambee High School.  I went to the University of Alabama; and I’m hugely biased for the Alabama Crimson Tide, and the SCC.  I go totally bananas when the red team comes out and of course, it was 49:14 two days ago, it’s a good year there, the last few haven’t been that good.

I spent 11 years in the United States Army, during the Vietnam War.  I was Lieutenant Colonel, and I’ve always been biased against the Navy, the Air force and the Marine Corp.  I edited JAMA for 17 years, and I professed a bias against all those other, lower-competing publications.

I recognize those, and many other biases.  I believe I control their influence on my professional behavior.  I don’t think it affects it, although I don’t know, maybe Danny would say it probably does.

I’ve been a full-time employee at Medscape through four owners over nine years, and I believe in what we do fervently, and I fully disclose this relationship, including the fervency of my belief.

Who likes industry support for CME?  Who likes it?  The students like it!  Three major surveys in 2008 asking American physicians whether they support it or oppose industry support for CME.  All three surveys showed more than 80 percent of them wanted to continue.  Some of the surveys were 90 percent—they like it!  

Physicians report perceptions of bias of commercially supported CME at the less than 10 percent level in every study.  I’ve seen one at 8 percent, I’ve seen one at 5 percent, I’ve seen one at less than 1 percent, and these same physicians say, and there’s also bias in the CME that’s not supported by industry, and what on earth, what about all these insurance companies and managed care companies that are coming in and doing their thing when the rest of the industry can’t come in, even though we work in the biggest industry in America, the healthcare industry, all day, every day.

Who else likes it?  The teachers and writers like it, the organizations that provide it like it, the funders with their educational grants like it.  So I would remind you and everyone else that in a free society, government is by the consent of the governed, and it sounds like these folks are kind of happy with where we are, and maybe wouldn’t like it much if someone tried to change it, and that’s a lot of docs.

In some ways, it seems almost silly for us to be meeting here today considering the momentous events of the last several days, and the urgent efforts of the Executive and Legislative branches of our government to staunch the hemorrhaging of our economy, to the tune of maybe a trillion dollar fix from us taxpayers?  Why should we be worried about a mere 3 billion dollar a year enterprise of Continuing Medical Education?  It’s peanuts!

On the other hand, the decisions made by the several hundred-thousand physicians of our country do affect more than a little of that multi-trillion dollar spin on medical and healthcare every year, not to mention the welfare of tens of millions of Americans, so maybe it really isn’t a trivial issue after all, but I thought it would be useful to examine very briefly some salient characteristics of the threatened meltdown of our financial economy, and the sound status of American medical education and see how they might be different and why.

We’ve talked about business and professionalism earlier.  There is one key element that defines our economic mess, and it is the absence of accountability in the mortgage lending market, with no specific consequences tied to the initial decision making individual or institution who made bad decisions.  They made bad decisions and sold them off to somebody else and wrote it off, buried the evidence.  That’s a huge mistake.  So obviously wrong, accountability matters, and we’re all going to pay the consequences of that.  Transparency matters and there wasn’t any.

Medicine is a profession, and medical education is a subset there of.  In continuing medical education, there is clear named accountability by author, by speaker, by provider, by institution, by funder, plus, transparency of all of that and the content.  Where are you going to hide hanky-panky?  It’s all transparent.

The mortgage insurance and money market businesses are murky and broken and may well need government fixing.  The American CME enterprise is robust and transparent and not broken, and does not need government fixing.  

In LA where grew up—LA is lower Alabama, if you thought it was Los Angeles.  In LA we used to say, if it aint broke, don’t try to fix it.  To plagiarize Bob Schaffer on CBS Face the Nation yesterday, commenting on the current financial crisis, and that last one and a half minute commentary he always does at the end of his thing is a fantastic use of language.  His last words, “no game works without an umpire.”

Our CME umpire for many years has been the ACCME.  It has worked well; it will continue to work even better.  Thank you very much, and have a wonderful morning.

[Break 00:37:16 – 00:39:13]

Robert Goldberg, PhD:  

We are now going to turn to our next panel, which is going to be moderated by Dr. Michael Webber, who also happens to be the Chairman of the Center for Medicine in the Public Interest.

Michael Weber, MD:  
Well thank you very much Bob, and I will be extremely brief, because I have the privilege of being part of panel of some very distinguished colleagues here.  I hope you notice how this mornings activities are structured, that all the physicians are put on very early, so we can put them out of the way, and then get on with the serious business of the morning; at least that’s how it looks to me.

I’m going to be going, as I always do, in a few weeks, early November, to the meetings of the American Heart Association.  I’ve gone for the last 25 years to the AHA, and the American College of Cardiology meetings faithfully.  This year, at the American Heart, I’m going to be a faculty member in three, large sponsored symposia; one on heart failure, one on people at high cardiovascular risk and one to do mainly with hypertension.  

Invariably, over the years, these programs have been CME accredited by a variety of CME providers, typically medical schools, sometimes societies, sometimes-commercial providers of CME.  This year for the first time, I will be doing a symposium, a full, two-hour four faculty member symposium that will be so-called promotional.  One pharmaceutical company, completely lost its nerve when it came to—the point I’m making of course, is that the pharmaceutical industry has gone into a total funk.  And a very disturbing sense of panic because if you think about it, a promotional program is so incredibly limited, so incredibly boring and frankly, for the most part,  close on being useless.  CME is the only valid way to have intelligent, thoughtful, and controversial if necessary, discussion of what’s relevant to physicians and the practice of medicine.  Why are pharmaceutical companies so reluctant?  Why aren’t they opening their mouths?  That’s one of the things that I hope we will talk a little bit about in our panel.  To me, for a pharmaceutical company to provide support for CME is not a privilege, it’s not a luxury, it is an absolute mandate.  If you are making a product that is being used by tens or hundreds-of-thousands of physicians to treat millions or tens-of-millions of patients, you have an abiding obligation to educate around that product on an absolutely continuing basis.  Around each and every drug there are literally not just dozens, but hundreds of peer-reviewed papers published every year.  An enormous volume of information that has to be distilled, thought through by experts, and put out for everyone to use.  It’s nothing to do with what’s on-label or off-label.  It’s to do with understanding what you are doing with a drug with your patients.

I know of no mechanism other than CME that can achieve this.  Dr. Lundberg was talking about who should supervise this process?  Who in the end should be responsible for it?  And yes, we can have the ACCME and other organizations ultimately—and I speak now as a faculty person, and I suspect my colleagues take the same view—the integrity of CME depends on the integrity of the faculty people.  If you have honorable, honest people, with reputations for being forthright, there’s absolutely no reason why people cannot accept CME as the legitimate and appropriate method for disseminating up-to-date medical information.

I know I feel angry as a faculty person that I have agreed in many cases, to submit to totally ridiculous demands when it comes to CME, putting in slides a month in advance, so that some anonymous person can censor them; make me change my conclusions, make me omit data that I think were germane.  What sort of stuff is that?  I mean that’s amazing.  I was just at the European Society of Cardiology meetings in Munich.  Not a sole told me what I could or couldn’t present at a symposium.  Only in America do we have this kind of censorship and repression.  Amazing, we thought we had the first amendment; they do.

Anyway, I think there’s a lot to be done, I think pharmaceutical industry has to change it’s attitude.  They can no longer be passive.  They actually have to come out and demand, once again, to be part of the CME process, and have more guidance than just write checks and hope that something nice happens for them.  They’ve got to be more actively involved, and so do we my friends, as faculty members.

So let me hand the microphone over to a very distinguished colleague, Dr. Thomas Stossel from Harvard University; distinguished oncologist, Tom I am looking forward to hearing your comments.

Tom Stossel, MD:  
In some ways, I have very little to add to what’s been said and what Dr. Lundberg said, but I was just going to say it in a less politically correct way.  In a sense, this meeting today is putting out a six-alarm fire, which is the problem of commercial support of CME.  And it has to be put out, as you’ve heard, it’s an important issue.

I am more concerned though with what’s behind it.  I think we have to put that fire out, but I think what’s more important is to get at the people who are starting those fires.  So, it’s getting to the arsonists.  It has to do with the fundamental principals behind really, the enterprise of medicine.  

The way I framed it, is it is really what I call the conflict of interest controversy, and I call it the battle between plan A and plan B. 

What is plan A?  Plan A is history; it’s really no plan at all.  It’s what has brought medicine from the late 19th century to what it is today, which is when medicine harnessed itself to science, and grew exponentially; grew exponentially in terms of what science delivered, and then what companies were able to exploit.  To produce products that physicians could use to better serve patients, and of course, it became ever more expensive.  

Now there are lots of matrix you can use, and the one I had on a slide was to show the increase—I called it innovation for profit.  It was the increase in investment, and it showed the private and the public—the public being mostly the NIH.  So these curves kind of come like this, and about the late 1980’s, the private crossed over the public, the public is now flat and the private continues to increase.  From what we’ve heard about the last few days, I think it was the chances that the public investment could increase very much in view of politics and other priorities.   It wasn’t going to happen, and now we’d be dreaming with the fact that what the taxpayer’s going to have to do to bail out our economy.

So why wouldn’t we want to take advantage of the private funding that’s out there for every aspect of medicine?  Innovation and education.  Well, that seems logical; I also have on that slide an exponential increase in the number of people who are over 100 years-old.  So the idea that this increase in investment was some kind of conspiracy, no, it worked and increased the opportunity and it fed on itself and continues to feed, and we continue to agonize over how we’re going to pay for it, and it has to be coupled to the strength of our economy.  That’s the only way we can do it, and we seem to be able to do that.

So that’s plan A.   Not everybody has liked plan A, and George alluded to these people and in the late 1980’s, there was this huge outpouring of literature.  It wasn’t research, it was just sermonizing and complaining and books became a new career opportunity for people to write books and articles critical of plan A.  About that time, I had evolved from my socialist youth to doing some consulting for a biotech company, and I saw this and I said this is just incompatible with my experience with reality and I became obsessed with it, and for the next 20 years I read the books and I read the articles, and I just was furious and my wife would say, hon, we’re going to have a conflict-of-interest free zone this morning.  Then about three years ago, I started writing op-eds, and writing articles and that’s why I’m here.   It’s because my mother didn’t love me enough and I’m an angry person and that’s why I sort of uniquely took this on.

Plan B, is based on the idea that bad things have happened—and of course bad things always happen.  When you think of the size of then enterprise, we go to the various settlements that companies that device and drug companies have made with attorneys general.  And then there’s this mantra that gifted physician misled by commercial CME prescribes drug for patient that is expensive and not needed.  And my colleagues, many of them believe this.  

Then there’s the idea that it’s harmful because there’s an over-promotion of unsafe drugs to large numbers of people, and of course Vioxx is the poster child for this.   So on the basis of these reasons, plan B advocates have imposed plan B on us, and they have been immensely successful.  So we have what I would call, it’s always been eluded to, this incredible inquisition of disclosure.  The things—we have to write attestations when we’ve signed—and sending your slides in advance, and it gets worse and worse all the time.  Our published journal articles devote more space to confessions than to the article itself. 

So there’s the inquisition, and then there’s coercion, because plan B is really a plan.  You use the information to tell people what they can do, how much they can be paid, who can explain what to whom, how much they can be paid for it and on and on and on.  And we need increasingly and larger bureaucracy to make those decisions, and they are growing. 

We have those two immense successes of plan B in terms of its movement.  Now it is going on, it wants more, as you know, it wants the complete removal of commercial support CME, it would like to see universal, academic detailing—I’ll come back to that, and you know that these are the many fires that no prescription information to be given to companies not using prescription information to inform their marketing and every aspect of medical practice in which physicians and industry work together.  Plan B wants to put them into parallel universes.

The principals underlying plan B are that fundamentally, merit, and arbitrary definitions of merit—what I think is decorous, or what I like trumps value.  So, if I see some folks here that have bags that have company logos on them, if I don’t like that, I think that should be removed.   Arbitrary definition of merit is easy, but value is hard.  Because we know what we like today, we don’t know what’s going to produce value tomorrow.  But as we well know, nobody can predict, and it’s very difficult.  You all know that the 1.6 billion dollars in 16 years it takes to take a new product to market, at least a small-molecule product, that one in a thousand new compounds gets to FDA approval.  We need to do lots of experiments and the last thing we need is coercion, and limitation of this sort.

What’s wrong otherwise with the attack on plan A in favor of plan B?  We all know this, but somehow—and I join my colleagues in beating up on FARMA, for not helping to make this clear—the difficulty and the success.

One of my slides had a list of new drugs, new products that have been available since 1967, and I use 1967 because that’s when I started my internship.  And one of them had an asterisk on it, which was Hepatitis B vaccine.  Now Ken Murray, in the 1970’s, working in his lab in the University of Edinboro, funded by BioGen, the new biotech corporation, he had stock and stock options in BioGen, he cloned the antigen that became the vaccine for Hepatitis B.  He got immensely wealthy, BioGen got wealthy, but the value for humanity is incalculable.  Hepatitis B is the major cause of cancer in the world, it will be eradicated because of that vaccine, and because of that commercial activity.  And Ken Murray was knighted by Queen Elizabeth, and was awarded the Alport Award of the Harvard Medical School for translational research.  Harvard Medical School, whose conflict of interest regulations he was in flagrant violation of.  They didn’t exist at the time that he did that work.  

Now on Friday, the Lasker Award will be given to Akeira Endo [ph 00:56:46], the DeBakey-Lasker Award it’s called now, now that’s for the discovery of statins.  Arguably statins are the most effective and the most benign contribution to the 50 percent drop in cardiovascular mortality since I started my internship.  Endo worked for a company, and if it wasn’t for a company, and if it wasn’t for the much-maligned Merck, that at great risk took statins to the market, we wouldn’t have statins.

Now, that’s what has to be said, and someone has to stand up to when Merrill Guzner, of the Center for Science in Public Interest, got up in front of the Institute of Medicine Conflict of Interest Commission and said there is no evidence that there the benefits of commercial physician interaction outweigh the risks.

Then I have another slide that shows the risks, since I obsessively read all of those articles and read those books, I may have missed a few, but it’s a much compacted list, and of course I only used one slide for the new drugs, and this risk list includes the 23 drug recalls that have happened since 1980.  If I had the Physicians Desk Reference, this would be this thing you get a hernia carrying around, that of all the useful products that we have—some are breakthrough and some are incremental—but that they don’t seem to be particularly harming people, physicians are able to use them.  That risk/benefit calculus has to be taken into account.  When the media—of course understandably—harps on the risk side, we have to come back and say, let’s not forget the benefits side.

I could go on with some of the problems of plan B, the Massachusetts, the Senate, unanimously passed a bill fining doctors for accepting gifts; a pizza slice from a drug rep, and actually that was ramped down from the original plan, which was to put them in jail for two years.  You have ask yourself, where was the Massachusetts Medical Society?  I mean this is so insulting to physicians.  You know where they were?  They came to the Senate and said, is Journal advertising a gift?  No, okay, love you, bye, bye.  But that’s a mistake, and so it’s not just the pharmaceutical companies, it’s the physicians.  Organized medicine has to stop being so wimpy.  It’s insulting plan B and it’s also embarrassing.

The American Association of Medical Colleges, which purports to represent all medical schools, had a task force on CME, and the companies came in and it’s very clever, you bring industry in and they send and they just pay attention to what are the specific rules, but they should have paid more attention to what was presented as robust social science research, that ends the long millennial debate about determinism versus free-will.

Social psychologists have decided that we are determined, and it is buttressed by MRI scanning.  So, if I  give you this pen here, this part of your brain lights up.  If I give you a Lexus, the same part of  your brain lights up; ergo, all gifting is bad.   But I’ll try that at my next anniversary and I know what will happen.

This is embarrassing!  This is embarrassing, and the company representatives should have said, no, we won’t sign off on this.  And they are practical, it doesn’t seem like it’s important, but this is the on-going arson.  

So, what’s keeping this thing going?  Well, it’s been eluded to.  You have on the one hand the critics, and they may be well meaning.  The way I put it is that it is coercively imposing the noble aspirations of medicine on the real world.  But we know that the coercion of noble aspirations has always led to tyranny and totalitarianism.  

Well why doesn’t anyone fight back?  Well, it’s what has been called rational ignorance.  Rational ignorance is that for the value creators who are just trying to get through the day seeing patients, or innovating for the most part, obscurity, fighting for resources, they don’t think this is important.  They don’t think that it’s worth their while to take on this criticism.  Unfortunately, when they don’t it continues to slowly erode what they can do.  

Then of course, the media only hears one side of the story, so I cut the media some slack since everybody except me and my family is pretty much a journalist, because no one is giving them any feedback on the other side.  I cut less slack to some of the journal editors who are of this presumably well-meaning mindset, because well, I think it’s the corruption of power.  I think that they have so much power, because those of us in obscure drudgery who are desperately trying to get into these high prestige journals so that we can get our signal above the noise.  We can’t afford to offend these people, and they begin—I’d love to see their brain MRI’s when they exercise this power.

So that sort of then comes around into another part of the story, which is that medicine when it could do nothing for people, sort of aligned itself with aristocracy, with religion, with socialism, with these high-minded pursuits of nobility, because he couldn’t really do anything.  We all know the physicians historically were low-lifes  until science came along and enabled them to really do something, but we continued to be saddled with that mindset and until we’re willing to say, no margin, no mission, we’re in business, and that we fight back to inform the media, nothing’s going to happen.

So which should we do?  Well, I really do think that the victims have to stop being victims.  That they have to say, enough, enough and get the facts out, because there are facts, when you look at the case for plan B, it is so weak and so pathetic that it is insane that we are not defending ourselves.   

When the New York Times calls and says Tom, you know, you got all that money from that company and what—I say it’s because I’m good.  If I wasn’t, I’d be a reporter for the New York Times.  And that puts them on notice that it’s not just who got how much money over what period of time; so-and-so got $100,000 over ten years, and it was the case of some of my colleagues, the psychiatrists at the Masters General Hospital, where some of our stupid rules are coming home to roost; because they’re confusing, it’s not clear what purpose they solve, the most creative people are not the best people at filling out forms.  If the companies don’t parse out what they pay in terms of reimbursements, as opposed to actual honoraria.  And what are we accomplishing?  What are we going to do with all that information?

So I’m proud to disclose my conflicts, but let’s be realistic.  There is no evidence that there is an upside for doing this.  I think George said it much better than I; it’s what’s my track record?  What have I done for you?  If I’ve been cheating, lying or stealing, you can take me out and shoot me.

I’ll close to just really be politically incorrect here, that the paper that has been most influential in starting this jihad, has been a paper by some colleagues of mine—including colleagues of mine, in the jam in 2006.  That sort of started the whole ball rolling, and that paper fulfills two of the three criteria for scientific fraud; fabrication and falsification.  If I had the slide I’d show it to you, of statements that are simply not true, but most importantly it says it cites another article to say that a study—a survey of industry gifting and detailing showed that this was bad for patient care.  You go to the article and it says, no such study has ever been done.  In fact, when you read that article, that unbalance, the influence of detailing and gifting has been positive.  

So, I’ll close out by saying I really hope that—it’s difficult because the opposition is abusive often, and I must say that I haven’t had a lot of success in recruiting colleagues, but I’m glad to see that there are some here, and I thank you for your attention.

Session One:
Is there evidence that industry support of CME creates bias that harms patient care? What data exists demonstrating the impact CME has on health outcomes and appropriate clinical practice?

Moderator:

We will have some time at the end of our panel for some discussion so if you have thoughts and questions please make a note of them.  Let’s move on and have Roger Meyer come and talk to us.  Roger are you going to help explain about Tom’s mother before you get into your prepared…?

Roger Meyer:

No, it’s interesting, Tom and I have never talked, but it’s remarkable that we went to the same medical school and we came to opinions which probably are completely contrary to what is public opinion in the Massachusetts area.  [aside] Do you have my slides?

[Unintelligible]

RM:

Ok, my explanation actually for your points is that I think the media love apostates and the most influential people who have been in Plan B are people who are former journal editors, major journal editors, people from within academia who often are not grant supported, but who carry the parameter and run with it and the media and I think people in the Congress love apostates.  They’re turning against the field as it were.  I think we’re all saying the same thing in terms of a stampede or a fire.  My first slide will a full disclosure.  When I was a medical student, I received a research fellowship from Letterle Laboratories and that experience that summer had, actually not influence whatsoever on my prescribing because they emphasized antibiotics and I went into psychiatry, but it was a remarkable experience.  I have three take-home points.  While education should be the core mission of a medical school, the real secret is that medical schools do not provide adequate support to clinical departments to meet the costs of teaching, including CME and undergraduate medical education.  The federal government  though NIH, Medicare, the VA and other agencies and clinical revenue are critical as is industry support for education and research.  A second point which may be a little controversial in this group is that CME plays an important, but not sufficient role in translating clinical research findings into improved quality of clinical care.  The idea that CME is some kind of implanting of a device into the brains of physicians who will then automatically do what CME wants is, I think, extremely naïve and there has been a lot of work on what it takes to change clinical care and improve it.  And lastly, banning of industry support for CME and academic settings is not justified and will have unintended negative consequences, especially in cognitive specialties such as primary care and psychiatry.  Why don’t you go to slide five?  Well, medical education and medical practice and the pharmaceutical industry as people have said, re4ally emerged out of the nineteenth and early twentieth centuries with their reputations badly tarnished.   And the medical profession and medical schools in particular really were granted the opportunity following a Flexner Report to self-regulate and that has been the tradition in medical education and for the most part has served us well.  The pharmaceutical industry emerged out of that period in 1906 with the creation of the FDA and the subsequent increasing regulations within the FDA to manage aspects of drug development and, in fact, of marketing.  But the second half of the twentieth century was marked by extraordinary progress in health care, driven by research findings, supported by government and industry in academic settings, in government, at NIAH and within industry itself as others have said.  These developments have taken place within an American environment that has been supportive both of academic medicine and the pharmaceutical industry, but the cultural environment within medical centers and the pressures and challenges in the pharmaceutical industry have changed within the last three decades.  The media, some politicians and public opinion have contributed to a Manichean view of the relationship between academic medicine and the pharmaceutical industry.  Next slide please.  In this view, academic medicine would be setting of selfless researchers and clinicians advancing knowledge and treating each patient only on the basis of need, but academic medical centers and knowledgeable opinion leaders became corrupted by pharmaceutical companies concerned with profits and without this outside influence, academic medical centers would be free of mercantile interest.  Among the arguments, are that industry supported research has distorted the drug approval process and post-marketing research.  As Dr. Stossel has said, there are people out there who will advocate that industry get out of the drug development business.  As a researcher in the addictions field, I’ve watched NIDA now over, probably 25 years trying to develop drugs and I don’t recommend it.  [Audience laughs]  They have been given lots of money by the federal government and it has taken them forever and continues to take them forever.  Industry funding of the research and teaching interest of academic opinion leaders has corrupted core values and decency.  Industry supportive gifts, even as small as pizza and pens corrupts the educational environment for medical students.  Industry supportive CME has corrupted the benign and selfless interest intentive programs designed for lifelong learning.  CME programs within academia that are managed centrally are better able to manage or erase the corrupting power of outside corporate marketing than departmentally managed programs.  Faculty members should not be permitted to provide CME if its sponsored by industry and the best solution is banning outright.  Next slide.  Well, the following is not an add for Viagra.  Next slide.  This is from Mt. Sinai Medical Center.  Prostate cancer surgery so effective that even women can feel the difference.  I have to say that I don’t blame Mt. Sinai.  It was in the back of the New York Times Magazine.  But there’s lots of this kind of advertising.  If you drive though Philadelphia, you will see billboards comparing academic medical centers with each other.  And the next slide I think compares the impact of commerce beautifully.  Pharmaceutical companies are for profit.  They engage in direct consumer marketing.  Academic medical centers are not for profit and they engage in direct consumer marketing.  Pharmaceutical companies exploit academic opinion leaders for commercial gain, quote unquote.  Academic medical centers rush to patent discoveries of academics and to support their independent business.  Mergers and acquisitions have had a tremendous impact on the pharmaceutical business.  Mergers, acquisitions and outright sales of hospitals to for-profit chains, including in this town.  Even the sale of clinical faculty, as in this town, have produced in some areas actual monopolies of academic medical centers, which is something that does not happen in industry; selective drug development to advance profits rather than to pursue other opportunities in world health threats, that’s been the charge.  In academia, selective recruitment of procedure-based specialists who enhance the bottom line, but minimal educational role for these specialists compared with primary care and cognitive specialties, which are really poorly supported.  Pharmaceutical companies conduct, quote, sophisticated marketing physicians to increase sales.  Academic medical centers do one better when they purchase primary care practices to increase referrals.  And last but not least, but most importantly, recruiting as industry has and as I have seen as an older physician and researcher, recruiting some of the best and brightest young clinical investigators and basic scientists from academia because of the toxicity of the academic environment and academia because of what’s happened, has been losing some of its best and brightest young investigators to industry.  I submit that there are good reasons on both sides for these developments, but I think it is really the ultimate hypocrisy for academic medical centers to accuse industry of corrupting their environment.  Next slide please.  This from the Wall St. Journal, non-profit hospitals flexing their pricing power, Roanoke Virginia highlighting medical center there, non for profit and different costs of colonoscopies that they’re able to produce.  Next slide.  From the AAMC medical task force report, academic medical centers should prohibit the acceptance of any gifts from industry including food and meals, presumable as a model for trainees to avoid the appearance of being influenced by the commercial interests of drug companies.  Nothing in the report was written about the impact of the effect of billboards, newspaper adds, radio spots or other efforts to direct patience care business to the academic medical center as demeaning of the practice environment on the education of medical students and residents.  And if you think these are not having an impact, you haven’t visited lately.  And if you want to emphasize the need for more primary care physicians, and the fact now that it’s dropped now to its lowest point probably in the last 15 or 20 years, the medical students see the handwriting on the wall when they see what’s going on in their home environment.  Well who actually covers the cost of undergraduate medical education?  This was an article in 1996 from the New England Journal.  I don’t think it’s changed a lot.  This was from the department of medicine at Columbia.  1.13% of the department of internal medicine at Columbia came from the medical school and 2.3 from gifts, 4.3 from hospital payments, 7.9 from hospital payments for clinical activities, 10.47 from sponsored research, 74% from clinical revenues and none of that included the full Medicare support of GME, residents play a critical role in medical education or the critical contributions of voluntary clinical faculty.  Next slide please.  Now, disciplines and subspecialties within academic environments, if they don’t have a lucrative procedure, are at a substantial disadvantage.  Centrally managed faculty practice plans charge them all kinds of fees for space, billing costs, etc. and we found in psychiatry that actually you lose money if you see patients.  So you can’t subsidize your educational programs in certain areas like primary care and psychiatry and medical schools run as each tub on its own bottom, in case you didn’t know that.  These programs, psychiatry and primary care, cannot generate clinical surpluses to support education, grand rounds, etc.  Centrally managed CME programs will charge for their services.  Departmentally managed grand rounds programs, such as we had when I was a chair and as a Vice-President, mostly break even without those charges.  So essentially, you come up with a new scam for the institution to get money rather than…when we had industry support for our grand rounds program, at the beginning or the end of each talk, we would thank the company for providing the support.  They didn’t choose the speaker.  It’s kind of like, if you watch the news hour with Jim Lehrer, they actually show much more detail about the companies that sponsor them, but we just simply announce that such and such company had provided the support.  There was nothing more to it.  But, the grand rounds program was really important.  It was important to us for our clinical faculty, and most importantly in psychiatry, it was important to bring distinguished investigators from other universities to our setting.  With state mandated CME, grand rounds it one way that departments can provide support to these dedicated clinical faculty.  And I have to tell you that when I was a resident in Boston, which was a highly provincial environment, we were really taught that psychoanalysis was above all and everything and psychopharmacology was taught by actually, a retooled psychiatric aide.  That was 1963 to 1966, but we never had a program that brought in anyone from out of town and until I came to the NIH, I didn’t realize there was a world outside.  And NIH of course changed my experience, but that continues to go on.  Practice varies considerably.  When I was a medical student, I was trained in one way with regard to managing kidney failure, when I went to Seattle, I learned about dialysis because of the work of Skinner out there.  I mean, it’s critically important and taking that away is just nutty.  Banning…next slide.  We ban the sale of drugs, of elicit drugs and the sale of alcohol and tobacco products to minors.  This is a field I’ve research for more than 30 years.  We ban products or activities deemed dangerous to public health and safety.  Stanford medical school which supports its faculty in the creation of small business generated from their research and which has generated large sums from patenting since the passage of Bayh-Dole in 1980, has just banned industry support for CME.  The assumption must be that Stanford presumes that industry support for CME, grand rounds is an example, in the context of existing regulations from ACCME and the FDA oversight of marketing is somehow dangerous to public safety.  It’s really bizarre.  Next slide.  CME is important, but not sufficient to bring clinical research findings into routine clinical care.  CME is not that little chip that’s planted in the brain of every practicing physician.  The late John Eisenberg and his colleague published a paper back in 1993, pointing out that education in fact was important, practiced guidelines were important but these were not by themselves sufficient to produce change in clinical care.  Feedback, administrative rules, physician participation and system change, financial incentives and disincentives, all played a significant role including within managed healthcare systems.  There was not magic bullet in terms of impact in real world practice.  In my own field, lithium was approved in the early 1970s, late 1960s and there was a whole generation of people who were terrified to use lithium even though it continues to be, probably our most effective drug for the treatment of bipolar disorder.  And it’s my colleague, Fred Goodwyn, who is the most distinguished person in this field, really advocates in his CME lectures that are produced by drug companies that don’t sell lithium.  The bottom line is that education by itself doesn’t necessarily change practice.  It is important.  And the most interesting thing I think, is that there is a tremendous tension with regard to the need to improve quality of care and what has been called, the second translational block.  It’s been identified by NIH and by the FDA.  The first translational block is the block between.  Next slide.  Is the block between drug discovery and that is, in pre-clinical work and the initial studies in human populations.  The second translational block is the drug has gone through the drug approval process, but how is the drug then brought into routine care?  And the drug approval process as you may or may not know, is important, but it’s clearly not sufficient.  It informs the literature, but it doesn’t tell us about individual variation of response.  It doesn’t provide information on new indications, the discovery of new indications.  My whole field is based upon the discovery of new indications, port-marketing. And lastly, it doesn’t provide sufficient information on rare, serious adverse events and I emphasize rare because, events that don’t occur in a frequency of more than one in five thousand will not come out in clinical trials.  So that you need good post-marketing data.  And post-marketing research is critical.  And some of it is investigator initiated. And the investigator initiated research can be industry supported.  It can be NIH supported.  It can be locally supported, but there’s almost no local support now.  And industry support is critical and industry support, does it produce a bias?  It does, but it also can produce unintended findings and sometimes these can be very important in terms of issues of safety.  Sometimes industry initiates these post-marketing studies and they’re used to differentiate one drug from another and that turns out to be important.  It may be, in fact, a marketing advantage, but if the research is done well, it also produces a variety of findings that inform medical practice though medical journals and the dissemination of this information to get past the second translational block includes industry funded marketing including direct to consumer advertising.  It includes CME.  It includes academic detailing and other alternative sources of information.  It includes the peer network and it certainly includes opinion leaders who play a critical role in defining the future of practice.  Next slide.  The critical challenge is how we address this second translational block.  How we strengthen the professionalism within the medical community and the integrity of pharmaceutical companies and I have to say academic medical centers.  Acknowledging the differences between academic medical centers and between different companies.  That is, no one academic medical center defines all academic medical centers, such as no one company defines all pharmaceutical companies.  Such as all of academic medicine doesn’t define all of the needs of specialties and subspecialties in terms of medical education and CME.  And the problem of the approach that’s being taken, which is a cannon to deal with flies, is absolutely crazy because it is not sufficiently granular to deal with what is critical, which is to strengthen professionalism.  Failure to address these issues in a collaborative way inevitably leads to unintended consequences, but passage of HIPPA has had a chilling effect on clinical research and I submit that it has not substantially advanced actual patient confidentiality and privacy.  I don’t know if you’ve visited your physician lately, but you sign in and your name is there for the next person to see.  It’s just…but you also sign a paper saying that you understand all the rules about privacy and confidentiality.  We have created a nightmare of paperwork that in fact doesn’t protect and it produces extraordinarily difficult circumstances on the ground for everyone.  And for the young investigators who are coming down, these rules have in fact had a chilling effect on clinical research.  The rush to ban industry support for CME and academic medical centers and even to ban clinical research support by these pharmaceutical companies has the feeling of these earlier stampedes.  Indeed, in a climate of reduced profitability, and this is what’s really scary, individual companies may be quite pleased to step away from their traditional supportive role of education and research and if you think I’m kidding, as a psychiatrist, I have been impressed with the fact of the companies who left the development of psychiatric drugs when they were successful in the 1950s and 60s in the face of the groups that come out against psychiatric drugs, the scientologists and others, saying that it just wasn’t worth it to them to deal with the various suits.  And I heard recently of another major pharmaceutical company that is going to be pulling out of the CNS business.  This can be very, very destructive.  I would argue in my last slide that it is past time.  That academic medical centers should fairly evaluate the cost of medical education and research and how these costs will be borne during the era of reduced NIH support and limits on clinical income.  There is a need for industry involvement.  Within the framework of a rigorous cost-risk benefit analysis, academic medical centers should engage with pharmaceutical industry leaders and not against them in discussions on creating an accountable and transparent space for productive industry-academic relationships, including support for education and research.  Before an academic medical center moves to an outright ban on industry funding of CME as Stanford has, it should first assess its own commercially drive efforts and their impact on the professional development of its student and trainees and their choice of medical careers.  After leaving academia full time in 1995, some colleagues and I established a consulting business to industry, although I never received industry support over my entire academic career, and we have been involved in receiving grants from a number of companies that information is available on the slide set and I’ll throw it up as my last slide.  Thank you.

Moderator:     

Well thanks you very much, Roger, and again, let me remind everyone, we will have a little time at the end of this panel for your comments and questions.  Let me now invite Dr. Jack Lewin, the President of the American College of Cardiology to make some remarks to us.
[Break]
Jack Lewin: 

Ok, thanks Dr. Weber. I’m pleased to be up here with Dr. Weber, Stossel and Meyer and appreciated your comments and I to some extent, you know if you’re looking at is this the balanced panel and I’m…now the contrarian is here, you’re likely to be disappointed today. But I do need to first of all, I don’t have any personal financial relationships with industry to disclose whatsoever, but as the CEO of the American College of Cardiology I do want to talk about some of the funds we receive, how we use them and why they’re important. I would go back to a couple recollections that I think are relevant to my comments today. I recently served on an IOM body that was looking at relationships with industry and conflicts and I was sitting next to a young medical student who represented the medical students association across the country and he was making I think a comment typical of what you’d expect of a red blooded medical student which was that any kind of funding was bad, it was evil and it was going to influence doctors in the future and all of us should just get rid of all this funding and we should pay for all education and everything related to it ourselves, was his comment, and I recall that when I was at USC medical school in the nineteen seventies we had something there at LA county USC medical center called drug day once a month and there were lots of…it was like an expo, of companies that came in and in those days they actually gave away samples of everything, even controlled substances, amphetamines, yeah we were staying up really late studying, but I’ll tell you it was pretty wild and very, very attractive people out there handing all these things out and there was a guy named John Gotter at the FDA at the time who pointed out how much of the cost of the pharmaceutical product was really just advertising to physicians and how much it contributed to what many people of lower income couldn’t afford to pay and I became kind of an activist about that, I went back to the next drug day and I had a large, kind of a quickly made booth and display that showed all the medications and devices that were available that had a generic equivalent, FDA approved, and I put the prices up between the brand and the generic and was handing out this information to physicians who came by and colleagues and so forth and I was promptly arrested for…and taken away in handcuffs because I didn’t have a permit to have a booth there. I was taken upstairs at the LA county to the thirteenth floor of the infamous jail ward of LA county and there detained for the day and later that afternoon Roger Edgarberk who was the dean of USC at the time, later to become the assistant secretary for health and distinguished physician and leader in many ways came in a tuxedo on his way to some town and gown event to bail me out and he shook my hand and said how proud he was of me for being an activist and for standing up for something that he thought was right at the time. So I want to let you know that there have been times in my life where I have really contemplated the issues that we’re talking about here, but I have serious, serious concerns about the recent assault on the profession of medicine and industry itself in terms of the relationships there based on a lot of what you already heard. Let me tell you a little bit about why I am so excited about being at the American College of Cardiology. I got distracted from my practice, actually I’m an internist and I practice mostly cardiology in my practice years, both in the U.S. public health service and in California and in Hawaii in communities where there were no cardiologists and I’ve always been a fan of the college and its educational expertise and excellence and some of its heroic positions but in Hawaii I was the commissioner of health and part of this process of getting universal coverage for all the citizens there who had a job and their family members and there was this magic moment where we actually got something like that done in one state and so I became just fascinated by the potential of the policy opportunities in health care and that’s carried me forward and I’m now the CEO of the college. It’s a wonderful, wonderful platform to reach out and deal with improving quality of care and improving…in fact reducing morbidity and mortality and improving the well-being of every American. And I was attracted because I thought the values of the trustees and the leaders of the college reflected the best in what I think all of us should feel and what I felt. And I would return to, I think William May was right when he said that the best interest of the patient is the only interest to be considered. So I would bring to you today that everything we do at the college we carefully scrutinize to make sure it’s patient centered, that it’s evidence based and that in fact we remove our bias and put the patient first and the best interests of those who we serve. In terms of conflict of interest in what we do everyday, all the time at the ACC, there are some actions that resolve conflicts of interest that we take extremely seriously and I’ll just mention to you that all content of everything that comes out, either in a scientific paper which we’re publishing something weekly or even in any journal article published or in any CME program that we engage in or quality of care project in which we’re involved. But we make sure that the content is valid and without commercial bias by use of non-conflicted external content reviewers laboriously working, peer review by planning committees, best available evidence for patient care recommendations, evaluation of commercial bias by faculty and participants, attestation forms, disclosure of off-label and unapproved uses, disclosure of mechanisms used to assure content validity, disclosure of relationships. We never have a meeting at the college without going around and actually going through the disclosure process because what may have been disclosed on our website or previously may have changed in the last week. So that’s the scrutiny that we apply to that. There’s a reality check for us there in terms of whose response, and by the way the slides, forget the slides because I’ll give them to you tomorrow and you can just listen to me since you folks can’t see them, whose responsibility it is to control the content of certified CME. It’s a big question we’re talking about here today. Well, in our case it’s not a commercial supporter, it’s not an outside interest, it’s not a consultant or any other party, it’s the college and it’s faculty as an accredited CME provider, that’s it. There is no delegation of that. Ok, who has to disclose the relationships with commercial interests in certified CME activities and again all the college faculty serving as lecturers or participants, the discussants, the moderator, the small group leaders, the evaluator, the table instructor, the course director, the chair of the program, the planning committee member, even the staff, everybody has to be involved in this disclosure process and we don’t mess around with it. When recently I was discussing this with Senator Grassly and Congressman Stupack and others who are working in the oversight activities of congress, you know somebody asked me with kind of a little bit of a smirk to say, but when was the last time you really did something about it. And then I gave them the information about, just in the last six months, two extremely prominent cardiologists in this country who inadvertently did not disclose their conflicts, they were removed from the faculty of the program they were going to participate in, banned for a year, publicly admonished on our website and instructed they could not serve on any committee function for that whole subsequent year and that if it happened again it was a permanent situation. Neither of these, these are both very distinguished academic individuals who had no intention of this, but that’s how serious we take it. So I also wanted to…I also pointed out to both the honorable members of congress who run the oversight committees on the house and senate side and to Senator Cole, these are three people I respect very much by the way, that if they’d like to look in detail they should look on our website to see every dollar we receive from every outside source and I can tell you that the college is about a ninety six or seven million dollar a year operation for all these publications, quality improvement projects and registries and all the other science and activities we engage in and about thirty five or thirty six million of that, a little more than a third of it, comes from outside sources. Much of it from pharma and device manufacturers, but also philanthropies and some of the money is just donations from our members. In fact about twenty one percent of that total amount is charitable contributions, but nonetheless it’s all there for anyone to look at and to see exactly how it’s spent. For example, with educational grants you could see that of that thirty six million, five million or so was for continuing education grants and its specified as to how it went and you can drill down into incredible detail if you’d like to do that. That’s how transparent we want it to be for our members and for any patients who may have a concern or for anyone else who may have a concern. The vast majority of that money, the larger amounts, goes to things that relate to quality of care activities that the college is engaged in, that increasingly are having an impact on what happens to paitents in the real world. Our registries, for example, which measure outcomes and performance of cardiovascular care in inpatient settings in two thousand, four hundred U.S. hospitals, giving them comparative feedback on their outcomes as opposed to all others. It’s a twenty million a year enterprise for us. We get no help from government for this. No help from anybody outside for this. These are activities that we do because we believe, we want to improve the care for patients. I did some work on surveying our members to find out how much of the CME costs during the year that the cardiologist pays for himself or herself. Actually we also have cardiovascular nurses, [unintelligible] and others as members of the college today and probably because we’re going to need teams of professionals to do the work of the future as the boomers need cardiovascular care. And about eighty to ninety percent on average is the cost that individuals put forward. Those who come to our own meeting after they pay our fairly stiff dues also have to pay the registration for the meeting, they have to pay for their travel, their hotel costs and all the other costs which are extremely high these days and you know most of them go to several other live meetings. There’s an important thing about live meetings. You know, you can get the content of our meetings on the web, on cardiosource the same day it’s up, you know, that somebody sees it at the meeting. But what you don’t get is the discourse with your peers. The discussions that we need to have together about whether we believe this data or not, whether it pertains to your practice or whether there’s something that’s not quite clear about it or real about it to you in your life, that together activity and discussion is a critical part of the education that is missing on the other side of things, so I would say that these live meetings are important and in those live meetings we increasingly have satellite live cases. We have simulations. We would not be able to afford those kinds of things without the help of industry. The industry money gets put into a pool and the industry just has to bet that somehow or other when we talk about cardiovascular disease or coronary artery disease or heart failure, that if they’re in that business that maybe somebody will be interested in their product later on even though it will never be mentioned, specifically. It’s not going to be Lipitor versus Zocor, it’s not, you know, atorvastatin or simvastatin, it’s really whether or not statins help and the whole industry will be lifted by the fact that there’s some research out there. But we make sure that activity is absolutely firewalled with a high degree of scrutiny. We certainly couldn’t put on the same caliber of education. It would cost us about two to three thousand dollars per attendee at these kinds of meetings were we not to have some of these additional services that we think rapidly advance the education of our members and the translation of science to the point of care where you get that care instead of the ten year lag that we’ve seen so often in the science that we know and the actual behaviors that happen for you when you’re in the office with a physician. These are important issues. I applaud the general thrust of what Senator Grassly, Cole and Congressman Stupack and others are doing here. I think there are abuses, there have been problems, and I think that what they’re doing is trying to reassure the public and the patients. But it gets a little bit carried away from time to time. Transparency is a good idea. Tightening up the system is a good idea. I like Grassly’s quote that fungus tends not to grow in the sunlight. And to think that the physician sunshine act, for example, if it’s done in a way that is not bureaucratically insane, like having thirty thousand people at our meeting on a list divided by however many education grants that we got there and give them each their one hundred and twenty-two dollars or something. That’d be crazy. Just put the college down as getting the grant. But having a sunshine act for people who receive dollars would be helpful to the public, to societies like the college as we look for conflicts, it would be good and we’ve been strongly supportive of it. And I think that what they’re doing in terms of their intention is good even though the problems we’ve heard about today are real as well. Everybody is running for cover. More and more societies are saying “we’re just going to get out of this business.” Well that’s going to slow down not only the translation of science to clinical practice but also the progress in morbidity and mortality. And two points I’d like to make when I’m having this discussion. First of all, and just thinking about the fact that government is not going to replace industry. I asked the esteemed members of congress and others on the oversight committee if in fact they would like to extract some money from industry, put it in a separate pot and have it doled out by government in some way that would take all doubt off that there’s any kind of bias and what I’ve heard was, you know, gee – that sounds like an awful lefty agenda Jack. They’re not going to do that. Nor is government going to come up with the money to carry these kind of things out and healthcare and physician education and nurse education is not like many other areas. The amount of science, the rate at which it’s going requires that if we want to have the best quality of care we have to think about some kind of investment here to make sure there are incentives to keep it going. So the two points, since two thousand the healthcare sector has created ninety percent of the new jobs in the U.S. economy and has been the main engine of growth in the economy. Now do we really want this stuff to go offshore? We heard about the differences in Europe. If you think the differences in Europe with our standards are dramatic, go visit Latin America or Asia where in fact…it’s the free world that the U.S. had in this regard back in the fifties, sixties, seventies. So I would just share with you that we’re going to force industry out of the United States, particularly the research side of the industry, and why would we do that. What benefit would that have given that this is the…the whole sector is the engine that we’ve relied on for the last eight years. Second point is since two thousand, in the last eight years, there has been a twenty nine percent reduction in morbidity and mortality in cardiovascular disease. Something that, well, thousands and hundreds of thousands, millions of Americans have benefited from. They’re alive and home with their families today. They would have been dead if we had left things as they were in nineteen ninety-nine. So I would share with you that there is a huge benefit to this country and we need to know exactly how much of it is devices, how much of it is imaging, how much of it is pharmacology and prevention, but we certainly shouldn’t abandon what we’re doing with that kind of progress on the basis of what’s best for the public, so something’s wrong here and I think that I would just wrap it up by saying that even the appearance of bias is disheartening. Industry clearly invests thinking that in every case that somehow their product line or their device will benefit. We shouldn’t naïve to think that there’s something…that this is all philanthropy. Obviously there’s a business case here. But the way this business case can get handled so it really benefits science and patients is by the kind of firewalls and programs that we’ve built to control that relationship with industry so that conflicts do not become the content of the works we put out and that is not only possible, it is what we do everyday. There is something called professionalism and it is alive. So we shouldn’t forget that. To say that industry has no responsibility in this environment to contribute to education and quality is an irresponsible statement unto itself. Thank you very much.

[clapping]

Michael Weber: 
Well thank you, thank you very much Jack. We do have ten, fifteen minutes for comments or questions. Tom, while we’re waiting for the audience to get involved, let me throw a simple question at you. You know, we talk a great deal about CME, about conflicts, about all these rules, but isn’t it ultimately just all about money? I mean, if new drugs, new devices didn’t cost anything would anyone care what we said at CME? Isn’t that just a fear that by talking about new developments, exciting new ways of treating cancer, heart disease and so forth we’re increasing costs, that’s what’s really motivating the Grassley’s and others of the world?

Thomas Stossel: 
Well, I think that’s a big part of it. It’s just sort of odd what’s evolved is that all of us in healthcare are complicit in rising costs and as I said as long as medicine is harnessed to science, costs are going to go up. We’ll save costs in some cases but we’ll add costs in others. But we’ve achieved a strange state where all of us who are complicit have figured out that we can deflect our complicity, that is doctors, hospitals, academic health centers off on the industry. And the industry sits there and roles over and takes it which is bizarre. But Jack, I want to ask you something. Talking about the fungus here, you dinged two of your members because they didn’t disclose and we see that all the time. Now you have this police state up and running, how many times have you documented that somebody actually gave an inappropriate presentation or…do we have any data on which to base this? I mean maybe what I’m getting at is maybe the price of survival is to cow tow to the Coles and the Grassly’s. I think the uses of all this sunshine and this disclosure is just to help competitors beat each other up and for people with grievances and activists and various people. Let me just say you’re in good company because I’m a [unintelligible] hematology which is a great society. And we first joined in nineteen seventy-one there were a few booksellers in the back and now we have a huge commercial basis, we have a lot of PhD’s and young people and the dues are lowered, you know they’re not rich cardiologists yet, so the commercial support is really important but the same thing is happening. The setting up of a Ruge Goldberg apparatus to go around and spy on each other and I don’t think it’s really helping anybody.

Jack Lewin: 

I don’t think it’s…I think this is something that we believe is essential as…and this is happening before any of these issues were raised, the college was doing these things before any of the issues were raised by the oversight committees. I would say that we don’t reach out as far as we could, I mean in terms of there are small programs that happen in just hospitals. Grand rounds for example. We can’t reach that far to be sure that disclosures happened or that sometimes happen under the auspices of a paper published by the college or a new guideline or performance measure. I mean, for twenty-five years we’ve been into guidelines and performance measures. It was when we started doing that we realized we had to apply a higher degree of scrutiny, far higher than what the oversight committees are asking, or people wouldn’t really trust that the guidelines were unbiased and then physicians wouldn’t use them in their practices. They’d claim that maybe Dr. so-and-so was had either an intellectual or some other bias and the guideline wasn’t to be trusted. So we discovered that if we wanted to see adherence to the guidelines even begin to happen that we had to put a higher degree of scrutiny on there. So, this is something we’ve done ourselves and I bring it up because you know we’re doing more than any of these activities proposed in congress would do and its done by, within the profession by others in the profession. We’ve decided these are the things we believe in. So I would say, I bring it up just to make the point that if true professionalism allows us to police ourselves, and there does need to be some oversight of the process because occasionally there are embarrassments which we all unfortunately have been witness to. That’s true anywhere in life, in any profession, in any walk of life, right? But, you know, I’m just trying to make the point that we’re putting a lot of effort into this, a lot more than congress is going to ask us to, but at the same time we may see a dry up of education funds simply because everybody is afraid to fund CME in this run and hide environment. And it really doesn’t make any sense. 

[inaudible speaking]

Jack Lewin: 

Sure, and where are those funds likely to go? They’re likely to go direct to consumer which is a whole different kind of advertising, but certainly disengages the doctor from the process or they’re likely to go to some other venue that frankly would be less conducive to producing efficient, effective high quality healthcare in the process. So, I just don’t get where this direction is going. It seems like somebody needs to put some vision on top of these actions to make sure that at the end of this we’re not the victims of some serious unintended consequences.

Thomas Stossel: 
Is there data? I mean…

[inaudible]

Thomas Stossel: 
Right. And is that compiled somewhere that’s accessible? Because I think it’s very important, particularly in rural areas and non-academic hospitals that…I’ve been trying to get that and have them…

Jack Lewin: 

Well, the problem is once…we’re starting to see it now with all of our meetings. I think that what you’ll see is by the time we’re really documenting it, it’s going to be too hard to turn the tide around. So my sense is that, you know, the industry is saying what the heck, lets just get out of this business, forget it.

Dr. Roger E. Meyer: 
Well, also industry has set up its own bureaucracies where they’ve really made it more difficult for institutions to apply for industry support for education. And this just compounds things and in some of the companies the review process specifically excludes people who have knowledge of the area. It’s sort of, you know, the ignorant shall lead us.

Michael Weber: 
Dr. Goldberg?

Robert Goldberg: 
I just wanted to follow up on that. It’s that much more difficult there for if you’re a primary care doctor, small practice, in a rural area or community health clinic who needs this information much more than [inaudible] seems hard to get the support of the pharmaceutical parties because you need to [inaudible] 

Dr. Tom Stossel: 

I’m sorry, you know, because I’m obsessed with principles here, I’ve sort of heard that the definition of professionalism is absence of bias. That’s in that Brennan paper that I referred to. I’ve been doing research for thirty-five years and I’ve had some success at it and I’ve never been subtly biased. I’ve always been totally biased. You have to be biased. Bias is good. Bias is good. Conflict of interest is good. And I think that Dr. Lundberg for…ultimately it’s the accountability that if I’m a shill for a corporation I cease to be a key opinion leader, my biases then don’t matter. It’s important is…it’s the substance and not this I think false piety that’s crept into this that we’re trying to impress our political leaders with and impress the media with and its just going to take us down a downward spiral because that’s incompatible with, at least the planet that I live on.

Dr. Roger E. Meyer: 

But you also have the other dilemma and that is, you know, the reason people have lawyers is because it’s impossible to defend yourself. And once a field has been accused, the field itself, if it denies that there’s a problem, then they’re hiding something. If they acknowledge that there’s a problem, then there’s a problem. So they’re guilty either way. And it’s the absence of credible witnesses as it were or credible advocates from outside that has been missing. And it’s just the way we interpret, the way the media interpret, the way public opinion interprets, you are not able to defend yourself. It becomes impossible. 

Unidentified male speaker: 

There’s no platform to do that.

Dr. Roger Meyer: 

That’s correct.

Unidentified male speaker: 

There’s tens of millions of dollars that have gone into the bioethics groups at Columbia [inaudible] about the return of professionalism into medicine which they…somewhere there had decided that had disappeared. But where were the voices inside medicine saying hey, look into this, but where is the support for those claims? And by the way, how come that money continues to roll with the rate of ten million dollars a year.

Dr. Tom Stossel: 

Again I think it’s the people with day jobs don’t obsess with professionalism and ethics, they just do their jobs and these people make their careers scolding. We call them pharmascolds. [inaudible] Right, and to convince working physicians and innovators that they need to wake up and fight this is hard because they have day jobs. 

Robert Goldberg: 

Any other questions or…well, I think that with Dr. Lundberg’s presentation and Dr. Lewin and everyone, I think we have two excellent models of what ethics and professionalism reflect and we have had a lively discussion about the role that CME has played and what will happen if we retract it, our next panel is really going to discuss the contribution that CME has made in the primary care arena and going back to a point that I made at the outset, the need…the fact that we need more CME probably, not less, to address some of the pressing needs that…health needs that our country is facing in the next decade so before that we’re going to take a short break and we will reconvene probably in about ten minutes. So thank you.

Break

