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"Within the context of wrenching and rapid social changes that today's societies are undergoing, can the voices of reason and maturity prevail against the extreme oversimplification and polarization that have characterized so many of the largely ineffective approaches for treating drug problems and other risk behaviors? Is our society secure and mature enough to allow for the shades of gray that reflect the reality of how we approach individual, collective and policy recommendations for the 21st century and beyond?" 
Foreword from  G. Alan Marlatt's,  Harm Reduction: Pragmatic Strategies for Managing high Risk Behaviors, written by David B. Abrahms, Ph.D. and David C. Lewis (Brown University)
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"At first people refuse to believe that a strange new thing can be done, then they begin to hope it can be done, then they see it can be done --- then it is done and all the world 
wonders why it was not done centuries ago."
-- "A Secret Garden", Francis Hodgson Burnett
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Introduction
Good morning. I want first of thank the Center for Tobacco Products and in particular Dr. Ashley and his staff for putting this workshop together. Doing this type of meeting and in some ways asking people to ‘think outside the box’ and challenge the ‘status quo thinking’ is not easy. But my own experience in having face to face dialogues in a ‘safe haven’ can be extremely useful. Today I hope, as we used to say when I and others participated in the dialogues between the public health community and tobacco producers, that you will all ‘check your egos and organizational hats’ at the door and participate to the extent that you are comfortable participating. I think that many of you will be surprised by what transpires. This is a “new era” in tobacco and nicotine product regulation , demanding new ideas and some creative thinking. 

I know many of you in this room but more importantly there are many of you who I don't know. And that's good.
I have been in 'tobacco control' for over 30 years. The magnitude of the public health problems associated with tobacco use ( and in particular cigarettes) remain enormous and challenging.  If some of you have read some the white papers I have written on harm reduction and the changing tobacco and nicotine environment, you will realize that I have also become a  strong advocate for dialogue  -- dialogue that is carefully constructed,  transparent, focused and civil with an objective of  finding solutions for significantly reducing disease and death caused by the use of tobacco and tobacco products. Many of the people, organizations, businesses and scientists who have made public comments or issued position statements, or who I have talked with privately about the broader concept of harm reduction seem, in principle, to recognize that it could be an important component of the tobacco control arsenal. But decades of mistrust brought about by the behaviors of the tobacco industry and its callous disregard for health have made having a dialogue extremely difficult- impossible for some.  The challenge as I have seen  it is how we can initiate constructive dialogue in a rapidly changing environment, particularly in the area of science and regulation, and bring ourselves into the 21st century that will significantly alter the kinds of products currently in the market place ----  eventually replacing the most dangerous products such as the combustible cigarette with consumer acceptable science- based alternatives that are significantly lower in risk. But more on that in a minute. 
In spite of decades of mistrust, it is important to recognize and accept that things have changed considerably and we are indeed in a very different era than the 1980’s and 90’s. Am I suggesting that we trust what we in public health have called “THE tobacco industry” and take them at their word? Of course not. That would be naive and foolish. Nor am I suggesting that those in tobacco control cease some the types of advocacy efforts they are conducting around the world, merely that as they establish regulatory authorities similar to the FDA they consider regulating products (tobacco, nicotine and other alternatives) based on risks and relative risks.   But in a regulated environment and one that is not black and white we must consider taking new additional approaches – approaches that actually require the engagement of and the challenging of those who manufacture tobacco, nicotine and other alternative products. Former FDA David Kessler had this to say at a landmark conference sponsored by  Georgetown University and the Food Drug and Law Institute 12 years ago:

The industry’s knowledge really is highly sophisticated on the administration of nicotine. I would hope that someday the industry’s scientists would be able to talk in a public forum about what they have known, and  what they have learned about nicotine administration over the years….. (emphasis added)
Who and what is the tobacco industry today? Not too long ago Mitch Zeller who worked at the FDA some years ago and now consults for a pharmaceutical company said, echoing the words of another attendee of that Conference held at Georgetown University in 1998,  “This is all about nicotine. There is no other way to put it”. 
This is exactly why we need to be willing to rethink and revise the way in which we deal with the regulation of all tobacco, nicotine and other alternative products. So I think that however difficult it may be, it may be  time to get out of our 1990’s silos and start looking at this issue in a fresher light. Sunlight, said Supreme Court Justice Brandeis, is the 'best disinfectant'. 
Today not only has the environment changed but the positions of many  the various stakeholders and interest groups have also shifted, some more extensively than others. We have a broader and more diverse spectrum of stakeholders especially when we are dealing with issues related to tobacco and nicotine regulation and in particular the issue of harm reduction.  But as with any 'change' there is often resistance.  The irony is that it is the more mainstream and traditional tobacco control groups, and some of the individuals who have been leaders in the movement since the 80’s and 90’s who seem to be the ones most resistant to any change and new ideas--- still clinging instead to the good old days of the ‘tobacco wars’ (i.e. if it worked then it will work today).  I was recently reminded by a public health colleague that when in the late 1980’s,  I started to actively promote the idea that tobacco needed to be brought under the purview of the Food and Drug Administration that I was said to be “on a fools errand” and that we needed to rely on the more traditional tobacco strategies of the time. That view obviously changed!  But today many of those same groups and many of those same individuals seem stuck in a similar mode --- not being able to fully recognize or accept that things are not what they were and that it is science and the civil discussion of science, technology, and innovation that needs to be shaping policy rather than rhetoric and public relations campaigns reminiscent of days when the “tobacco wars” were at their height. When we are talking about issues pertaining to science in a regulated environment and governing a spectrum of products, we need to tone down the rhetoric if we can. 
Convergence of the Tobacco, Pharmaceutical and other Alternative Product Markets

Let’s face it, part of what is transpiring in the tobacco, nicotine and alternative products market is about competition and profits. Competition is not something that the tobacco control community thinks much about or the strategic  public health role that it can play in altering the types of products (in a regulated environment) that are on the market. The often cutthroat competition between various interests has been around for many years, not just between the tobacco companies but others as well.  Pharmaceutical companies have long been active in their efforts (including providing financial contributions) to gain the public health community’s support for their products and they clearly had a role in the shaping of the FDA legislation enacted in Congress. Like the tobacco industry the pharmaceutical industry has always been known for its ‘special interest’ clout in Washington. 
I have been told that some of the pharmaceutical companies have considered or may even already be developing smokefree tobacco based products. It is also very clear that some more traditional tobacco companies are expanding their product portfolios and interests to include other nicotine based/ pharmaceutical like products. And then there are numerous companies that are looking to developing products that may be tobacco or nicotine based products but that are very different from the products of the last 40 years—the e-cigarette being but one example. And there are other alternative products being developed  that may not be either tobacco or nicotine based but which could  hold promise for helping consumers significantly reduce their risk of tobacco related disease.  Like it or not, it's a very different world than the one of the 1980's and 90's. 
I have suggested for a number of years that Regulation + Science + Competition+ Innovation +Incentives can be a very effective way of changing corporate behavior. And changing corporate behavior can be considered a significant way of advancing a public health agenda.  This is true not just in the tobacco, nicotine, and alternative products markets but also in every market including the food, drug, energy, automobile, and communications technology industries etc. So what we are dealing with in the tobacco and nicotine environment is not as unique as some want to portray it.  The importance of competition and incentives for manufacturers was reflected in one of the major recommendations of the Institute of Medicine in its landmark report, Clearing the Smoke, a report requested by the FDA, which I will get to in a moment.   But when one reads the Family Smoking Prevention and Tobacco Control Act, there is nothing to be found that would even suggest that incentives or competition have any role to play, nor is there any reference in the Findings of the legislation to the Clearing the Smoke Report, the very report that should have been used as the blue print for the drafting of an updated FDA bill. How could the reference to such an important and comprehensive report be selectively omitted and ignored? 
I sometimes wonder, what if in the last 15 years, in addition to the traditional tobacco control strategies, we had also been able to take a different added approach, building on what was established back in 1998 at that Georgetown Conference I mentioned.  What if we had gotten a regulatory structure in place such as the FDA (that was not perfect at the time) and we had given companies (tobacco, pharmaceutical, biotech ) the incentives to develop science based lower risk products that were strictly regulated? What if we had developed a regulatory model that set standards and regulations for all tobacco and nicotine products (ie.' co-regulation' as John Slade referred to it) that was based on risks and relative risks and intended uses? I would suggest that we would have been able to seriously reduce the use of combustible products, as well incentivze the development of products that would have been useful to consumers of tobacco products seeking to significantly reduce their risk or quit.  But we did not and many preferred to continue to fight the more traditional ‘tobacco wars’, which in retrospect I think has been a partial disservice to advancements in public health and product regulation. 
Modified Risk Tobacco and Nicotine Products --Regulating Tobacco, Pharmaceutical and Alternative Products Based on Risks and Relative Risks- Moving Users ( and Manufacturers) Down a Continuum of Risk 
As many are aware, tobacco, nicotine and alternative products are currently regulated in different Centers within the FDA depending on the product, what its product base is and how it is used. This schizophrenic approach to the regulation of these products is an example of the outdated 1980’s  and 1990’s thinking and the failure to bring the tobacco and nicotine debate and discussion  up to date and into the 21st century.  In looking back over the more than ten years since that meeting (at Georgetown University) it seems we haven't been able to have the type of in-depth discussions about tobacco and nicotine product regulation that we needed to.  In some instances the environment has become more polarized and adversarial than ever before (not unlike other issues and our political system) and many have retreated back into the comforts of their silos --- seeing only what they want to see, and doing only what they are comfortably doing.  
I think that  the  FDA  has been given a well-meaning and  long overdue statute to regulate tobacco but it was outdated in many areas even before President Obama's signature on the legislation was dry, based more what occurred and existed in the 1980's and 90's and less on what was happening as we moved into the 21st century. Congress as it so often does tends to micromanage issues. And it didn’t hold back on this one ! And so, as so often happens Congress’s intention at a given moment turns out to be a barrier to giving an agency the flexibility needed to pursue new opportunities that are in part driven by innovation,  new scientific research and a changing consumer base.
So we need to be honest and willing to talk about the shortcomings of the legislation and how regulatory oversight might be enhanced and improved   ---  especially when measured against the Principal Recommendations of the IOM report Clearing the Smoke.  We have to get over this idea that all tobacco is equally harmful and to accept that we are very close to having some tobacco based products as low in risk as are many of the NRT products currently on the market.  
This in part demands that we consider looking at how we define the terms that we have been using for the last several decades that are outdated and confusing. This includes looking at such terms as ‘tobacco’, ‘tobacco product’ , ‘smokeless tobacco product’ , ‘tobacco industry’, ‘cessation’, ‘claims’ etc just to name a few. 

Many of you know that I have been suggesting for some time now that all tobacco, nicotine and alternative products be brought under a single umbrella under what might be a reconstituted Center for Tobacco, Nicotine and Alternative Products and that within that Center there might be three Regulatory Classification  Panels to deal with the various categories and types of products, whether they contain tobacco, nicotine or are a newer novel product. I am not alone in making such a suggestion. It was made 12 years ago. It was suggested by the IoM not only in the Clearing the Smoke report but also in a 2007 IOM report that read: "To the extent that harm reduction polices are pursued, it would be desirable to bring modified tobacco products and medications for smoking cessation within a common regulatory framework." And it has been suggested and advocated by numerous authorities in Europe as well. 
Center for Tobacco, Nicotine and Alternative Products
Category I – Combustible  /  Category II- Noncombustible(SRP’s)  / Catergory  III - Therapeutic

Tobacco is in essence, an agricultural based product, having naturally occurring nicotine. It is what is done to the tobacco, how it is grown, processed, cured, manufactured and most importantly used that determines the level of risk.  Combustible cigarettes are by far the most dangerous and extensive (and effective)  form of delivering nicotine-  or has some say, the 'dirtiest' form of nicotine delivery.   For the noncombustible products(which I am now referring to Smoking Replacement Products (SRP’s)  , which are significantly lower in risk than cigarettes, the range is extensive--- from traditional forms of smokeless (some of which may be very high in TSNA’s) to other nicotine (non-therapeutic) containing products including, lozenges (tobacco or nicotine based), e-cigarettes, dissolvables,  and even gums.  For these types of products that don’t make therapeutic claims we might want to consider employing aspects of a regulatory based ‘food model’ rather than a pharmaceutical or medical device model.-  including looking at the scientific  model that is used for approving or disapproving a variety of claims. Today there are smoking replacement products that are in the realm of being  90% plus lower in risk than combustible cigarettes and there is a range of risks between these smoking replacement products. Thus classifying all such products as equally toxic or dangerous is disingenuous and misleading to the public and we need to get beyond it. Merely saying 'tobacco kills' without delineating what is really meant, is like saying 'automobiles kill' or 'eating causes obesity and heart disease'. All  generically true statements but hardly accurate in detail or substantive in helping set effective health and safety policies.  
When discussing the pros and cons of using tobacco- based  noncombustible smoking replacement  products versus NRT (therapeutic), some, especially those it seems with ties to the pharmaceutical interests will only make a risk comparison between the two categories of smokeless tobacco and NRT. Why is that?  The risks and relative risks for products should be assessed along the entire continuum of risk that includes combustible products as well, so that users of any and all tobacco, nicotine, and alternative products can make a truly informed judgment about the spectrum of products on the market. We shouldn’t be selectively withholding information that could have a positive impact on public health. Failing to provide truthful, accurate and non-misleading information for the range of various products could have significant First Amendment ramifications and tie the FDA in legal knots. 
Each product should be given a ‘risk’ profile, based on a scientific evaluation.   Labeling (including claims and other informational statements) and marketing requirements (and even taxation requirements) should be determined based on the risk profile and the science that supports it.  Products for which additional science becomes available (ie changes the risk profile) can then be reevaluated. I don’t think it is too far off in the future when we will see some tobacco based products being sold as therapeutics, and the more traditional NRT products being sold as consumer products rather than ‘drugs’. And let’s not forget that GMO tobacco, often referred to as the ‘white rat’ of the plant world, is being looked at for developing medicines and industrial enzymes, and other commercial applications.  
The whole debate swirling around the e-cigarette has been and continues to be a fascinating one to follow. It brings to the forefront many of the complex and important issues that need to be addressed and for the need to develop a more rational and consistent approach to regulating all tobacco, nicotine and alternative products. It is an example of where rhetoric and emotion often gets in the way of looking for workable and effective solutions. 
Another area of recent and relevant interest is what are referred to as dissolvables – an issue that the FDA's TPSAC Committee has been looking into (as requested by a mandate from Congress).   Again the rhetoric that we’ve seen swirling around makes for good press but much of it is at times hardly scientific or carefully thought out.  Many of these products are for the most part not only significantly lower in risk than combustible cigarettes but there are also probably varying degrees of risk between them. The ‘candy for kids’ arguments, while having some merit and having worked in years past, also have been distorted and continue to be used in order to gain press attention reminiscent again of the 1980’s and 90’s. I can certainly understand given the history of Big Tobacco  but I also take exception to it in this "new era". Why for example hasn’t there been similar questions raised about the NRT dissolvable nicotine lozenges made by the pharmaceutical companies that are advertised on television, radio, in magazines and in drug and grocery stores and which come in an assortment of flavors including things like “fruit chill”, “cherry”,  “lime”, “mocha”, etc., and can be easily accessed and dispensed.?   Aren’t these dissolvable products similar in form and substance (including containing nicotine) to the dissolvable tobacco products?  Couldn’t they, as some argue about the tobacco products, easily be concealed and couldn't they lead to the use of other tobacco products by children?  
The sale and marketing of all tobacco and nicotine products should (again as recommended by the IoM report) be carefully monitored and if legitimate and serious issues are found, corrective actions should be taken by the FDA. Implementing a workable surveillance system for all products (not just MRTP's) should be given a high priority. Since companies (tobacco, pharmaceutical, biotech ,etc.) will be the ones that will be required to collect data, it needs to be done in a collaborative way with the FDA in order to achieve maximum results. 
Much of what I have been suggesting deals with the need to reform the way in which we provide regulatory oversight of tobacco, nicotine and alternative products.

Let me turn my attention now to a couple items in the current law as to what a tobacco product is and isn’t and what a modified risk tobacco product is and isn’t. I want to deal with the broad scope of those definitions, because I think that they actually get us part way there with respect to the changes that are and will be needed in developing a more rational approach to regulating all tobacco, nicotine, and alternative modified risk / harm reduction products. I realize that the current law has various 'exceptions' but let's put those aside for the moment. 
The statute defines a tobacco product as: 

“any product made or derived from tobacco that is intended for human consumption, including any component, part, or accessory of a tobacco product (except for raw materials other than tobacco used in manufacturing a component, part or accessory of a tobacco product.......”
The tobacco statute defines a Modified Risk Tobacco Product as:
“any tobacco product that is sold or distributed for use to reduce harm or the risk of tobacco-related disease associated with commercially marketed  tobacco products”.
(Note: Products which make therapeutic claims (disease specific) are covered elsewhere in the Act as drugs and devices although I believe all of these products should be brought under the same umbrella)

Taken together, these two definitions are very comprehensive and in my view would and should include all nicotine products from which the nicotine is derived from tobacco and which don’t make therapeutic claims. Thus I am suggesting that it could be argued that the current NRT products could be included in these definitions if no therapeutic claims were made. But as I noted previously, I also think that any tobacco or nicotine product that makes a therapeutic claim should also be covered as well. The level of the available scientific for any product will be the determining factor as to whether a product (tobacco, nicotine or other) can make a therapeutic claim or whether the product is allowed to make modified  risk reduction statements as alternatives to other products in the market place. 
The statute is written in such a way that makes it clear that it really is not about 'who' submits a MRTP application but rather 'what' the product is and what  scientific evidence is available to support the application. An application could come from a more traditional tobacco company, a pharmaceutical or biotech company, a food company, a dietary supplement company, or even an entrepreneur working with researchers in an academic institution. That in and of itself is a 'game changer'. 
There is one other section of the Act  that once again suggests that there is an urgent need to step back and develop a more rational approach to regulation. That section is Sec. 918 that deals with both NRT products and innovated products. 
Harm Reduction  (Tobacco and Nicotine) Products
Some suggest that the attention being focused on the issue of tobacco harm reduction was initiated by the tobacco industry and is a clever way for the industry to continue to profit at the expense of public health. If one takes the time to give some thought to the importance and concepts of harm reduction, one will realize that it is something that has actually been embedded in tobacco control and public health in one way or another for more than 30 years ---  and it does not just relate to the issue of tobacco.  As long as we focus on the public health objectives and there is an effective sciecne-based regulatory structure in place, we should be elated that we can now both ‘regulate'  and ‘incentivize’ changes on manufacturers and their products, and that we can drive those who wish to ignore or manipulate science off the playing field. 
When I was first working with several members of Congress in drafting a very early version of the FDA legislation, one of the basic and important goals was to ensure that all products were labeled and marketed in a truthful, accurate and non- misleading way. Users and potential users of products had the right to be completely and fully informed about all the products they were using. They had a right to information that would give them the tools to make decisions about the use of differing products, including total cessation.  This was one of the basic tenets and positions of the public health community in arguing for FDA oversight in the first place.  Ironically, today some in tobacco control would seek to withhold truthful and non-misleading information because it doesn’t concur with their views that all tobacco is equally harmful. And there are others who have vested interests in the pharmaceutical industry and who, rather than giving incentives to all manufacturers, are advocating keeping any potentially competitive products off the market. 
In 2001 the Institute of Medicine, at the request of the Food and Drug Administration, issued a landmark report, Clearing the Smoke that concluded that harm reduction is a feasible and justifiable public health strategy if implemented carefully. In the principal recommendations the IOM noted that to implement a successful harm reduction strategy  the following objectives needed to be met: 
· Manufacturers have the necessary incentive to develop and market products that reduce exposure to tobacco toxicants and that have a reasonable prospect of reducing the risk of tobacco-related disease;

· Consumers are fully and accurately informed of all the known, likely, and potential consequences of using these products;

· Promotion, advertising and labeling of these products are firmly regulated to prevent false or misleading claims, explicit or implicit;

· Health and behavioral effects of using PREPS are monitored on a continuing basis;

· Basic, clinical and epidemiological research is conducted to establish their potential for harm reduction for individuals and populations;

· Harm reduction is implemented as a component of a comprehensive national tobacco control program that emphasizes abstinence-oriented prevention and treatment.

Harm reduction is a public health strategy that has also been used successfully in many other areas. In democratic societies there are often tradeoffs to be made and harm reduction is a significant public health alternative to outright prohibitions and bans. Below are several examples:
· The use of condoms and other preventive measures for dealing with HIV and other STD’s;
· Needle exchange programs to reduce disease and deaths for drug users;
· Availability of low fat, cholesterol, sodium, and sugar foods ( rather than seeking an outright prohibition or mandated reduction in those elements);
· Using birth control and condoms in preventing unwanted pregnancies especially among youth, rather than relying on abstinence only as the only solution; 

· Reducing environmental emissions and discharges (not total elimination)  as steps to controlling and improving air and water quality, including providing industry with incentives for reducing such emissions; 

· Requiring the use of seatbelts and other safety requirements in automobiles, as well as licensing requirements, speed limits etc. 
Not only does the IOM report serve as a reminder that harm reduction is an important and feasible public health strategy for reducing disease and death caused by tobacco use but there are many other examples, statements, and reports that strongly support it being incorporated into tobacco control efforts. The Royal College of Physicians for example noted in a major report on harm reduction, “Harm reduction is a fundamental component of many aspects of medicine, and in deed, everyday life, yet for some reason effective harm reduction principles have not been applied to tobacco smoking”.  For more on the topic of harm reduction, go to:  www.tobaccoatacrossroads.com  . There you will find several white papers I have authored on the subject that are as relevant to today's discussions as they were when I wrote tem several years ago. 
Civil Dialogue and Engagement in the Public and Private Sectors
While I have saved this topic for last, it is in my view the most important topic to be addressed and one most relevant to today’s workshop. It is the one that I hope will allow us to move forward. For years now I have been talking about the need to find a better way, by and through which people can actually have a civil dialogue about a host of complex issues pertaining to tobacco and nicotine. The model that was used in the Southern Tobacco Communities Project (University of Virginia) that brought public health interests and growers together in a safe haven is a good example of success. Unfortunately instead using that model, what continues to manifest itself in the tobacco arena today is the very thing that many have tired of with respect to their government and special interests---- animosity and polarization.  We don’t seem to be able to constructively and civilly face and deal with the many complex issues that confront us.  We have increasingly become an ‘adversarial’ society.  Many like conflict for the sake of conflict and actually thrive on it.  (i.e. positions of power and a way of getting attention). Others like conflict because it gives them a ‘raison d’etre’ and helps sustain their funding in a perceived (real or illusionary) fight with an 'enemy'.  Such behaviors when taken to the extreme and to the exclusion of other ways of approaching challenging issues can actually negatively impact public health goals. 
 I, respectfully, would suggest that those who may have differing opinions than others at least try to respect differing views. Two people who share similar goals but may have different approaches to achieving the goals, accomplish little when their time is spent trying to undercut or discredit the other person (sounds very much like what is wrong with our political system).
Those who have advocated dialogue and engagement have sometimes been called traitors  which in my view is both disrespectful and shortsighted.  I look at what we are dealing with in tobacco with what occurred in the Cold War and how change was brought about by a few people willing to step outside their comfort zones to advocate change – often at their peril and the castigation of their colleagues. Let’s face it, for decades we lived in an environment in which we perceived the Soviet Union and its empire as bitter evil enemies, advocates of views and ideologies that went against the very essence of our democratic principles. Some thrived on and relished that adversarial relationship with the evil empire.  When leaders like Gorbachev and others stepped forward to advocate ‘change’ they were roundly criticized in their traditional circles, as were many in the US. Many in this country opposed any efforts at engaging the ‘evil empire’.
Today, in the tobacco and nicotine environment there is a cautious movement for change that is happening in spite of the efforts of many to try and preserve the ‘status quo’. You'll see it in this room and in this meeting.  There are leaders in and outside government who recognize that this isn’t the 1980’s or 1990’s and that we need to be focusing more and more attention on  common sense science as a means of shaping policies and programs.
Conducting a civil dialogue in a ‘safe haven’ is very distinct from conducting ‘negotiations’.  Civil and carefully managed dialogue is a way of giving people the opportunity to make their views and ideas known and provides a forum for others to ‘listen’ and ask questions. It provides an opportunity to bring experts to the process who have no vested interest in the outcomes. No one is being asked to give up anything. No one is being asked to sell their souls to the devil. The type of independent dialogue I (and others) am suggesting is one that focuses on issues and is not based on political or emotional, or self-serving motivations. We have models that demonstrate that civil engagement and dialogue can and does work. This is a process, one that  was successfully and effectively used when the public health community and the tobacco producing community sat down in the Southern Tobacco Communities Project (through the University of Virginia);which was used by the Institute of Medicine in putting together the Clearing the Smoke report and is today being used by the FDA. The Food Drug and Law Institute has now added ‘tobacco' to its topics for discussion at its meetings -  so we now have an additional venue where we can talk about not just tobacco but nicotine and other alternative products and regulation. And there are many other places where civil  dialogue is possible and should be initiated (Society for Research on Nicotine and Tobacco, Coresta, the Tobacco Science Research Conference, tobacco control conferences, other scientific meetings  etc. ) 

Another venue,  that is just beginning to take shape, is the hopeful  revitalization  and initiation of  a series dialogues on tobacco, nicotine, and alternative product harm reduction at the Institute for Environmental Negotiation (IEN) at the University of Virginia, the institution that oversaw the successful dialogue between growers and the public health community. I believe that public and private sector dialogues go hand in hand and can enhance public policy decision making. 
The manufacturers of all tobacco, nicotine, and alternative products should be willing to 'open their doors' and to allow scientist the opportunity to meet collectively or one on one about their scientific research efforts. These manufacturers should be willing to provide updates on their websites about their activities, and be willing to answer legitimate questions about those activities. They will need  to demonstrate that they are serious about actively participating in this the 'new era' in a more responsible and transparent manner, that has as its goal, public health and not merely profits. 

I for one will continue to be an supporter for such engagement and civil dialogue. There are many experts in a number of fields and disciplines who need to join the discussions. The ‘circle’ must be expanded.  Even though I would declare the ‘tobacco wars’ of the 80’s and 90’s over (especially in the US where we now have the regulatory tools being developed), I believe that there may be some merit in carrying on the ‘tobacco wars’ at some level,  to keep the industry in check, especially in areas of the world where tobacco manufacturers refuse to accept the need for change, and where there is currently no effective regulatory oversight. 
But this should not be to the exclusion of other opportunities that exist today. Many of the battles and disputes that we face in today’s world should be open and transparent, civil, and based on facts.  
There are dozens of issues related to harm reduction worthy of discussion and there are multiple forums where such discussions and dialogues might take place. Here are just a few of the issues and topics (in additions to the topics being considered at this workshop) relevant to harm reduction that should be addressed:

1. Monitor, evaluate, and recommend scientific studies related to the development, manufacture, distribution, marketing and use of harm reduction tobacco, nicotine, and alternative products;
2. Recommend ways that tobacco, pharmaceutical, and alternative product harm reduction research monies can be allocated to the scientific community in a way that ensures that such manufacturing entities have no control over the use of such funds, nor any influence over the outcomes and recommendations. (Note: The public health community is divided on this issue with some advocating that no money should be accepted from tobacco companies and others believing that the industry has the responsibility and obligation to make funding available for totally independent research if the proper mechanisms are in place.)

3. Make recommendations for establishing standardized testing methods, bench marks, etc. for all harm reduction products.

4. Provide recommendations on how harm reduction products should be labeled and marketed (including the allowance or disallowance of different types of claims) based upon their risks and relative risks (i.e. establishing risk profiles and developing regulations based on those risks). Evaluations should be made and recommended on how best to ensure that users of these products and the public are not mislead or deceived.
5. Develop recommendations and methods for surveillance (including pre-marketing and post-marketing surveillance) for harm reduction products.

6. Make recommendation on how manufacturers (and producers) of harm reduction products and leaf can be ‘incentivized’ in producing leaf and products that meet specific science based standards, that demonstrate that the product is significantly lower in risk compared to other higher toxic products on the market ( continuum of risk).

7. Make recommendations concerning public health education campaigns that are designed to ensure that the public and users of harm reduction products fully understand the risks and relative risks of those products. 
The key is to ensure that such forums retain a level independence and transparency. Consideration should be given to making sure that they are managed, moderated and facilitated by people who are viewed by the participating parties as being independent and fair. 
In his opening comments to the TPSAC (March 30,2010), Dr. Lawrence ‘the Bopper’  Deyton the head of the FDA’s Tobacco Center, talked (among other things) about the need for:

· Engagement with all stakeholders, including industry;

· The need to focus on the science in making sound policy decisions;

· The need for transparency and

· The need for civility

He reiterated these positions again in his remarks that closed the meeting. 

I couldn’t agree with him more.   

Thomas Jefferson, ( who was a big advocate for civil dialogue)  in a letter to his friend James Madison in 1787 wrote:  “I hold it that a little rebellion now and then is a good thing and as necessary in the political world as storms in the physical”. I don’t profess to being a rebel but I do profess to challenging the ‘status quo’ way of thinking, especially when I believe that there is more than enough evidence to support the notion that carefully constructed dialogue can benefit public health. I challenged the ‘status quo’ in the 1980’s and 1990’s and I have done it in first decade of the 21st century. 
And as poet Robert Frost wrote so eloquently,  ‘Two roads diverged in a wood, and I- I took the one less traveled by. And that has made all the difference’. Where we end up depends on the people in this room and many others. Are you going to adhere to the ‘status quo’ that is decades old or are you willing to at least consider taking on some  new approaches in this 'new era'?  
I hope you consider the following today as the various workshop groups meet. 

· Listen

· Be Willing to Learn

· Ask Questions

· Be Respectful 

· and Seek Common Ground 
THANK YOU !
**************************

*N.B.  I fully recognize that what I have outlined and suggested may not (and in some cases should not) apply to what is occurring in many other countries and regions of the world. Each country and each region faces different challenges and opportunities, and tobacco control, public health advocates and policy makers  need to determine what will work best for them in seeking to reduce disease and death caused by tobacco and how best to hold the tobacco industry more accountable.  In other words, “If the shoe doesn’t fit, don’t wear it”. 
**********************
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