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MIGUEL SANCHEZ, MD:  Good morning everyone.  We're running a little late but I did want to welcome you to this terrific session, which is the Johnson & Johnson Health Disparity Initiative, and we’re going to hear basically three of the crème de la crème from Johnson & Johnson and some very exciting information that they have provided for us.  It's actually the beginning of the conference for most of you so welcome as well.


Our first speaker is actually particularly especially is Dr. Ken Moritsugu and I thought the name sounded familiar, and then as I read it, it's actually of course the acting surgeon general from 2006 to 2007 and he also because there is a 60 degrees of separation when I was in the National Health Service score in California, he probably signed my papers sort of to welcome me there, so it's a small world.  And what does one do after 37 years in the public health service and reached the top as surgeon general, and you go and work for a major company that's doing exciting things, and exciting programs.  So he's Vice President of Global Strategic Affairs, and he's also the Chairman of the Johnson & Johnson Diabetes Institute and this is actually a global initiative to provide really state of the art training, science, information, technology, that is relevant to diabetes prevention and diagnosis and treatment.  He is in his position is actually is responsible for Johnson & Johnson family of diabetes companies and it's really is quite an honor to have him with us.

KEN MORITSUGU, MD, MPH, FACPM:  Good morning everyone and welcome.  I'm supposed to wait for someone to connect the computer here I believe, or am I being signal that that's okay.  And in addition to that... do I have an image?  Okay.  Thank you.  Thank you.  Good morning, I am Ken Moritsugu as was previously introduced, thank you very much, Doctor.  And I am going to speak with you very briefly about Johnson & Johnson and our healthcare disparities initiative.  Before I begin though, I want to put this a little bit into a personal context because I'm going to be addressing one of the areas, a major area of healthcare disparities in the United States and frankly around the globe and that's diabetes.  And I'll tell you that it is not only a professional but also a personal passion of mine, because before I stood up, I had to take off my diabetes power belt since I am also a type 1 person with diabetes.  I have an insulin pump, I have a continuous glucose sensor, I have an iPhone to help me with apps and all these other things that go along with diabetes.  And this morning, I am really experiencing one of the complications of diabetes, I am experiencing diabetes sixth, and for those of you who are not familiar with diabetes sixth, it is a complication of diabetes where the sixth cranial nerve develops some palsy and so I right now an suffering from a diplopia, which is really great because I'm looking at a full auditorium.  


Anyway, so what are health disparities?  Well, health disparities are persistent gaps between the health status of minorities and non-minorities in the United States.  I think many of us have talked about health disparities and health care disparities but we really need to ground ourselves on a common definition, and despite continued advances in healthcare, the ethnic and racial minorities continue to have higher rates of disease, disability, and premature death than non-minorities.  Causes are complex, but they really focus in on two areas.  Inadequate access to care, and substandard quality of care.  And one of the areas that I mentioned in my opening comments that I’d like to focus in on is diabetes, because diabetes is really extremely prevalent in the United States and particularly prevalent among people of color, which I will get to in a moment.  


Some staggering statistics about diabetes.  Complications from diabetes as compared to whites.  End-stage renal disease, African-American suffers that 2.2 times that of whites and Hispanics and Latinos suffer 1.7 times.  Lower extremity amputations, hospitalizations, deaths from diabetes, all affect people of color more than the majority.  When we speak about diabetes, we are talking not only about the human misery, not only of the patient, but also about those around the patient, those who care for the patient.  But in addition to that, let's look at the costs of diabetes.  Costs are compounded with each complication.  You can see the rising cost curve here.  With the average person, spending perhaps about $3,000 a year in healthcare costs, but once an individual develops prediabetes and diabetes, that cost doubles to about $8,000 and with moderate complication, it more than triples to $10,000 and once you get into serious complications including end-stage renal disease, that cost can skyrocket to over $130,000 a year.


Some staggering statistics about obesity, compared to non-Hispanic whites, African Americans were 1.5 times more likely to be obese and Hispanics were 1.2 times more likely to be obese.  That also applies to women, and among children as well.  Now, this is an interesting point that I digress from my prepared comments because these numbers are very serious, but seriousness is relative to what we’re talking about across the United States because in the United States, two out of three individuals are either overweight or obese.  Don’t believe me?  Okay.  Take a look to your left, take a look to your right, and if you don’t see two people who are carrying just a little bit too much, then look down at yourself.  Point made?  Point taken.


Let me talk about the growth of obesity in the United States.  Now hang on because I'm going to show you a series of slides very quickly that are going to blow you away.  This is the United States, and this is the obesity rate in the United States and the darker the color, the more serious it is, don’t worry about the numbers just watch the color.  In 1994, '95, '96, '98, '99, 2000, 2001, 2002, 2003, 2004, 2005, 2006, 2007, 2008, and 2009.  And for those of you who are not suffering from diplopia, but need to have a reminder of where we came from this is what it looked like in 1994, and this is what it looks like in 2009.  That's obesity.  


Now, let's examine diagnosed diabetes in the United States over time.  I'm going to take you through the same set of maps and put diabetes on the right side, so you'll be familiar with the left side which is obesity, watch the right side for diabetes, in 1994, '95, '96, '97, '98, '99, 2000, 2001, 2002, 2003, 2004, 2005, 2006, 2007, 2008, 2009.  Two thousand and nine, and again to bring your memory back, 1994, and 2009.  There are two lessons, two take home messages here.  One, obesity has now turned into a pandemic in the United States as has diabetes, and two, the relationship between diabetes and obesity is very, very clear.


Relevant to the National Hispanic Medical Associations Meeting, let’s take a look at the map of the US with the top 10 cities displaying the largest Hispanic Latino populations, next to the map of the United States, showing the increased prevalence of diabetes.  You notice something?  And now, let’s look at the prevalence of diagnosed diabetes among adults.  Twenty-years and older, by ethnicity.  Now this is comparing two sets of data in each bar.  The lighter color represents 2004 to 2006 and the darker portion of that same bar indicates the increase between 2007, 2009.  And if you will notice, non-Hispanic whites run a prevalence rate right now of 7.1%, Asian-Americans run 8.4, Hispanics run 11.8, non-Hispanic Blacks run 12.6, and American Indians and Alaskan Natives run 16.5. 


This is interesting because my computer is two slides ahead of me.  Here we go.  All right.  What’s also very interesting here is to look at the first bar, which is a non-Hispanic white bar, and the total prevalence in the United States on the right side gray bar, which shows a prevalence rate in the United States. The entire population of 11.3%.  So the 4.2% increase between non-Hispanic whites and all adults is due to the prevalence of diabetes among people of color.  And just to show you that Hispanic, this is Hispanic, this is Hispanic, just like Asian is Asian is Asian, to show you on the light blue bar the rate for all Hispanics and the other bars showing Puerto Rican, Mexican, Mexican American, and Cuban, but the lesson here, the takeaway is that in all categories, the bar continues to go up.  The staggering statistics about the economic burden, the combined cost of health inequalities in premature death, equal $1.24 trillion, and if any qualities were eliminated, we could potentially reduce that by $1 trillion.  The potential reduction in direct medical care expenditures could result in a savings of $230 billion.  And calculated by the Joint Center for political and economic studies, the percent of excess medical care expenses due to inequalities is over 30%.  So, that's the challenge, that's problem.  That's the problem in the United States, that's the problem with us, people of color.


So what is the healthcare disparities initiative?  Our vision is that the Johnson & Johnson family of companies envisions a world free of health disparities, regardless of age, race, gender, sexual orientation or socioeconomic status where all people have access to quality healthcare based on the shared values embodied in our Johnson & Johnson credo.  And the mission of the healthcare disparities taskforce is to crease a world free of health disparities by addressing unmet and underserved medical needs on a global basis.  We aspire to make a difference in communities affected by health care disparities.  It's our Johnson & Johnson's responsibility and involves all of our businesses.  We have an opportunity to make a unique contribution, focused on civic organizations and medical groups and on government and this healthcare disparities initiative is going to initially target obtaining coalition partners in all three of these categories, civic, medical, and government.


Each coalition partner brings something unique, the Civic organizations, the National Urban League, the National Counsel of La Raza, the NAACP, targets communities and focuses on education, and we define number of partner programs that we believe together we can make a difference. 


In the medical partnership, we're talking about focusing linking with the American Medical Association with the National medical Association, with the National Hispanic Medical Association, and the Healthcare Disparities Commission focus on healthcare professionals on patients and in institutions.  In skills building.  And focusing on the public sector and policy with the office of minority health, with the Congressional Black Caucus, with the Congressional Hispanic Caucus, to focus on policy.


The healthcare initiative will focus on three priorities.  First, and this is the launch.  We are announcing here at the National Hispanic Medical Association the initiative, the healthcare disparities initiative with many coalition partners.  We will be continuing this rollout over the next few months as I mentioned today, with the National Hispanic Medical Association in April with the National Minority Quality Forum and in July with the National Medical Association.  Further, in July, we expect to continue this rollout with several civic organizations, the National Urban League, the National Association for the Advancement of Colored People and the National Counsel of La Raza.  


The partner collaboration will take on many forums, and again this is early on and we want to work together in addressing this pandemic that affects each and every one of us, in recruiting, in physician education, in patient education, in advocacy and in policy.  With the National Counsel of La Raza, we expect to participate in their annual conference to help in equity programs, community healthcare careers, youth health centers, the Campaign for Nursling's Future and text4baby.  Leveraging the promoters programs in clinical trials and community education and awareness, helping patient access and assistance, access to wellness, which you will hear about shortly, and in helping health policy.


Our credo points us in this direction.  Mandates that we as Johnson & Johnson address this.  For those of you who are not familiar with our credo, we base all of our activities on four points.  Our first responsibility is to the doctors and nurses, to the fathers and the mothers and all who use our products.  Our second responsibility is our employees who help us achieve that goal.  Our third responsibility is to the communities within which we work and we play.  And finally, and finally, we owe to those who have invested in us a fair return on their investment. 


I think that this credo really represents what we as Johnson & Johnson have as our point, our compass point, it also encompasses all of you.  And this is the reason why we elected to roll this healthcare disparities initiative out here at the National Hispanic Medical Association meeting because we truly believe that together we will be able to make a difference in this pandemic of healthcare disparities and in diabetes.  And so if we do nothing, what’s the cost?  If we lead, what’s the opportunity?  Thank you for everything that you do to help improve, and safeguard the health and the well being of all people here in our great United States.

DR. SANCHEZ:  Thank you so much, the line for photographs will made to the left at the end of the conference.  There are a lot of people here now, so again I'm Dr. Miguel Sanchez with the National Hispanic Health Foundation Board and we're delighted that you could join us for this exciting session.  Our next speaker is Dr. Jose Reynal, who studies medicine in Mexico and then also has a Masters in Science and Pharmacology, has launched a 28 years career so far in the pharmaceutical industry and he's done tremendous work designing and conducting studies at all phases and currently he's the Vice President of Trial Coordination and Site Management of the Americas for Johnson & Johnson, and we're talking about not just the united States, but Latin America, and Canada as well and so if you ever thought about conducting a drug trial, this is the doctor you want to speak to.  Thank you for being here.

JOSE L. REYNAL, MD:  Thank you.  Good morning everyone.  It is really a pleasure to be here and I want to thank the National Hispanic Medical Association, Dr. Rios and all the organizers, all of you for really gibing me the change to be here.  And as you can imagine with my background this is really even an additional passion to spend some time with all of you.  The things that I'm going to do during the next, around 20 minutes is I will try to give you just a brief overview of what we are, what we are doing related with clinical trials, some highlights on the rationale, the significance and the importance of diversity, some figures about the US population projections that you have seen already some numbers from the previous speaker, and I will show you the population that is participating in clinical trials compared with what we have in J&J.


At the end I will try to cover some aspects of why we have lack of minority participation, some benefits for investigators and patients, and the last thing is of course a list of the responsibilities that imply to be an investigator and be part of the drug development process. 


So quickly, global clinical operations is the operational group that is executing the clinical trials in the pharmaceutical sector for J&J and we are also doing some specific protocols in the medical devices and diagnostics, so the group was created with intension to improve the speed of running clinical trials, to deliver high quality data because at the end it's the most important part in terms of getting a drug approved and available foe the patients, and manage the cost of the clinical operations.  So GCO is as I said before covering, executing the clinical trials for the pharmaceutical sector.  The intention of this group is also to expand the service if it is needed.  We have a new organization, a new organization coming, and eventually we will be able really to expand our service to the other two sectors in J&J.


We have an organization that is around 2,000 people.  We have people in more than 40 countries and they are responsible to help the investigators and their sites on conducting the clinical trials. 


What we are doing is, this is just the major therapeutic areas that we are working with, and the most important areas that we are working based on our portfolio, so in oncology we are doing clinical trials in breast, lung, prostate, B cell, malignancies, as well as colorectal.  In the case of cardiovascular and metabolic heart disease, diabetes and obesity, we are actually developing a phase III program in diabetes.  For the infectious diseases, and vaccines, we are concentrating on developing drugs for HIV, hepatitis C and influenza.  We are really starting with vaccines as we speak.  We have also the immunology that is covering protocols in rheumatology as well as in now a new development in pulmonary diseases that is another really unmet medical need.  And last but not least is the neuroscience and the major indications that we are developing, we are working with new compounds is the schizophrenia, bipolar, Alzheimer's, the management of pain, and also stroke.  So those are the major areas that we are today covering and developing in different phases new compounds.


So the rationale for diversity I'm sure that you know a lot of these and it's just reemphasizing the importance of expanding the way that we are doing our trials and including different groups.  So the demographics in the US have changed, and I think that it's changing dramatically, faster than it was suspected.  We believe that the pharmaceutical industry has not really done a good job on involving the minority subjects and also the physicians that are taking care of these patients so we need to do a better job on really including and involving more minority groups in our clinical trials.  The main reason for the low minority representation in clinical trials is that the minority patients are cared by minority physicians, physicians that are really seeing these patients, and so what we need to do really is to involve you to involve all these groups of physicians that are taking care of these patients.  And one of the major challenges is that we don’t have a good representation of these patients.  At the end, we will end with a very low participation of patients into the clinical trials. 


So the significance is pretty clear, it's obvious.  Not having the good representation of the population will bring us to wrong conclusions regarding efficacy and safety.  So when we submit the data to different agencies, of course we will have the risk of not having all the information that is required in terms of efficacy and safety.  If we don’t enroll subjects that are represented in the population, in our phase II and phase III trials, what we may find is that in the phase IV studies that we are running, we will raise unexpected safety or efficacy concerns, so again the inclusion of clear representation of patients according to the population is critical for us.  And the result of not getting this representation is that we will face challenges from the agencies on getting the approval of our new medications.


We need the diverse population included because at the end it's also will result on the success or failure of new drugs for our patients.  You saw the numbers on the diabetes and the cardiovascular diseases and these are just some examples of things where we need to do a better job on involving more patients in those areas.  You have seen the information on diabetes that Torkin West [phonetic] presented and I am not going to spend more time with that but it’s clear that this particular disease is growing dramatically and I think that we all of us are really concerned with that. 


In the case of cardiovascular, this is just one example of the coronary heart disease and we clearly see here that some specific groups are more susceptible to have cardiovascular diseases, so again, we have several examples that it's clear that we need to do better on bringing those patients that are presenting these groups.


This is just additional information in the projection of the US population by 2050, and it was estimated in 2000 that the minority groups will reach 50% of the population by 2040.  However, the interesting part here is to see that 2040 is today for some cities and some estates and just as an example in the table that you can there, California and New Mexico, Texas, it's already over the 50% that was estimated by 2040.  And when you look at the cities, New York, Los Angeles, Chicago, Philadelphia, and Boston, are all of them really reaching the 2040 today, so it's very clear that the need of addressing the inclusion of these patients and the physician that are treating these patients is a real need for us.  


Just, this is a publication that appeared in 2001, where we're showing the proportion or the contribution of different ethnic groups, race or ethnic groups in clinical trials, and it's clear to see that 83% was in whites and a very small proportion of patients coming from the other groups.  When we compare that with what we are doing internally, we have two databases.  We used two electronic data capsule systems, so the thing that I am going to show you now is Rave is one of the systems that we use, and Inform is the other one.  So for Rave where we have some protocols, this is the proportion of patients from the different ethnicity or race.  I think this is a little bit better than what we saw in the previous slide that it was 83, now it’s 65 but we're still very low compared with what we saw in the projections, in the reality of many cities in the states.


In this particular system, we have for 2010 over 14,000 patients entering that database.  And again this is a proportion of the percentage of patients by race or ethnicity.  In the other system, we have less protocols, it's a database that has for 2010 over 2,000 new patients entered and the proportion is similar, a little bit lower with whites, 57, but again getting better but not enough to really have a good representation of what we have in the US in terms of population today.


Lack of minority investigators in clinical trials is probably a combination of different things.  This is a publication in 2008 that was listing the major factors for not having enough minority investigators in clinical trials, starting with awareness of clinical trials, the training of the staff, having the experience in clinical research infrastructure and of course the financial piece of conducting clinical studies.  From those criteria, two that are considered the most important ones are the staff and the experience so we can really say that one of the major reasons for not having enough investigators from these groups is in my opinion easy to solve because it’s a matter of training, it's a matter of really developing the experience.  


Other things, for subjects, for the patients, why these patients are not coming to clinical trials in the rate that we are expecting, is a combination for again of several things, poor access to primary medical care.  In many cases these patients are seen in the E rooms, and the lack of preventative care.  In the case of the investigators, it is considered that also the cost to recruit and retain minority subjects is higher than what is represented for other groups.  The limited access to minority patients in academic centers we have the tendency to go most of the time to academic centers.  What we find is that we have less minority patients in those centers.  There are a list of also cultural things that are having an influence on not being completely successful to bring these patients into the clinical trials and I think that we need to work also on those areas to improve the barriers in terms of the language, the relationship, the patient physician and so on and so forth, so several things that are in our opinion can be solved.


So benefits were for investigators, I hope that you shared this passion with me which is really have the opportunity to develop new medicines, new devices, to help and combat disease, treat chronic disorders and improve the health of people.  And I think that becoming an investigator you will be able to offer new therapies for patients that may not have access to those new alternatives through the center of care because these alternatives are not available yet.


There are several benefits, as you know, professional development becoming expert in the field help your colleagues interact with the FDA and be involved with new therapies.  The recognition through your colleagues, publications, the medical community.  Of course the personal satisfaction I am sure that you have and the passion on bringing new therapies, new alternatives, new hope.  Compensation is another part and having that play a very important role in the advancement of medicine, been a leader in your area and bringing new as I said before, new treatments to the patients.  For patients, I mentioned before trying to offer the opportunity to receive experimental medicine that is only available through clinical trials, and we have several examples of trials, probably the most dramatic one is in the oncology arena where we are developing drugs that are not available yet but we are really implementing different options and even expanded access problems to offer treatments that might be really the only option for some patients.  Receive the specialized and the focused medical care that is associated with clinical trials and that is really clear that.  I mean in addition to the standard of care, the clinical trials are requiring and demanding really additional attention to the patients and I think that that is in general terms highly appreciated by patients.  And the one is to better understand their disease, their condition and the ways that it can be treated.


Now the responsibilities, because of course I think that it's a fantastic opportunity to be an investigator, to be involved with clinical trials, but I, you know that is really a big challenge to in addition to your normal medical practice to become an investigator requires a lot of additional work.  The most important ones of course protecting the rights, the safety and the welfare of the subjects is the number one.  Conducting the studies according with the regulations, with the investigator statement, the ICH/GCP guidelines, the E6 Good Clinical Practice.  Again, following the regulations, the procedures are really an important responsibility from the investigator.  Understanding the drug property, the potential risk, the side effects, controlling the drug, the biological problems of devices under investigation is really another very important piece, and I can tell you that when we have audits and inspections, this is a very important piece the authorities are reviewing that the sites, the investigators are managing the clinical device or devices in the way that the protocol is established.  And another very important piece is ensuring that your staff is qualified by education training and experience and the different regulatory authorities are putting patient emphasis on insuring that this is happening.


So the training, of course there is a long list of training that is required.  The thing that I want to share here is that some of these are training that we provide as part of our process to involve investigator in our trials.  We provide good clinical practice training, overview in the clinical trial process.  We also provide training on how to manage the supplies, the safety reporting, and there are different resources for additional training like clinical pharmacology, principles and practices of clinical research.  But the thing that I want to share with you is that we, when we enroll new investigators, we go through intensive training with them and their staff.  


So my conclusion is that I hope that you are interested.  We are open to discuss with you the possibility to be part of our clinical trials.  We're open to discuss through the National Hispanic Medical Association how we are going to do these in a very efficient way, and finally to say that again I hope that you share with me the passion to ring new therapies, new hopes for the patients and for their families that are waiting for us.  Thank you.

DR. SANCHEZ:  Thank you, Dr. Reynal.  One of the biggest challenges that we will face every day is sort of treating patients who can’t afford medications, so we're particularly happy to have Andrew Webber here with us today.  He's director at Johnson & Johnson Health Care Systems and he's actually really totally committed to telling every one about Access2Wellness which is sort of a program to help uninsured and under insured patients have access to medications, medical products and services for free or for a small, certainly a discounted rates, so I'm delighted that you’re here with us today.

MR. ANDREW WEBER:  Well, good morning everyone.  My name is Andrew Weber and I have the pleasure to run the Access2Wellness platform for all the companies across J&J, but one of the things I’d like you to remember when you think about this is that as I often tell processional audiences, this is a platform that we are agnostic as to what's been prescribed, so if you've got a patient that needs a medication irregardless of who makes that medication, where they live or how old they are, we believe we can help 90% of the uninsured today get into a program and in some cases in less than an hour, so I need your help.  I'm very passionate about what I do, where I go, who I’ll see.  I've been in large groups and I've been in small church settings, you have the ability in your offices to reach people, you may also do things in the community and have outreach in the community center, the food bank, at a church, anywhere where you think you could help me reach folks, that's what I'm after in trying to do.  


So let me walk you through some of the information and data on who these are and you're probably familiar with a lot of them.  Today, there are 50 million people who are, at least 50 million people who are uninsured depending on the dataset that you look at.  I tend to use the maps or the Census Bureau; I also use a lot of data from Kaiser and Commonwealth, so those are sources that I tend to trust.  This is the working poor, so these are folks that are working to put a roof over their head, food on the table, shoes on their feet, tires on the street and they're trying to make sure they can get ends meet at the end of the day, get home, so these are folks that are struggling.


Sixty percent of these folks are adults without dependence but there still are kids out there that are uninsured today and we understand the reasons for some of that but even with the expansion of CHIP having 8 to 10 million kids uninsured today is really a tragedy.  As I said, this is folks that are at two and a half times the poverty level, and they have been uninsured for more than three years.  So that is the data as of today, my guess is that over the next two or three years those numbers are not going to improve at all.  In fact they may get even worse.  The other demographics that I think is very striking, which is why I welcome the opportunity to come talk to you all is over 50% of the uninsured today are either African-American or Latino.  I've seen data that has said that almost 40% of Latinos are uninsured, if you look at the employee benefits, research institute, their data says 42%, the Kaiser data that they just published a while back says it’s 34, irregardless the number's too high.  And so what I'm here to try to do is work with you and say how can we help.


This is some data from the Kaiser Family Foundation and I believe in the case method for all my presentations which I copy and steal everything and so if you have the ability and interest in looking at some really good datasets, if you're not familiar with the Kaiser Family Foundation and their data, it's really tremendous resource.  They've published excellent data, they've got great visuals, they've got great programs.  This is a snapshot as to what happens in the states today with Medicaid, and as you know you have 50 different Medicaid programs across the Sates, so everybody is doing it differently.  That may change in 2014, if Healthcare Reform continues but you do see the wide disparities and how patients are managed in Medicaid today, and if you look at for instance the darker states there, those are states, 17 of them that allow folks to get into Medicaid if they’re at just half the poverty level.  So a family of four making less than $1,000 a month may qualify for Medicaid in some of these States.  And if they don’t have kids of course as you know, not getting you to have dollar zero and you're not getting Medicaid, so this is a big issue and I know a lot of you wrestle with.


The next couple of slides I’ll let you look at but this is just particularly for the Latino population as we look at the differences and healthcare and health outcomes related to having the ability to gather insurance.  It's dramatically different.  It's probably not a lot of difference if I were to show you data for the African-American population as well.  It's just that with the Latino population, the disparities have been so great between the ability to access insurance and then the impacts of that are quite striking.


One other area that we're particularly interested with the companies that I work with, and I do a lot of working with our community, we have group community liaisons for one of our organizations called Tibotec [phonetic] that does work with HIV and HIV AIDS in the communities, and so I spend a lot of time with these groups going into those organizations and talking with them about the disparities with HIV.  This is some data, this is the most recent data that got published by Kaiser as well looking at the case rates between Latinos and particularly African-Americans where this disease is still running rampant and you all know that.  I think there's been a lull in I guess the general consensus in the population that this disease seems to be under control, the reality is particularly in those two demographics, it is still got a ways to go and then on top of that you lay on the inability to gather insurance, to access insurance and that access to the insurance often allows access to the medications to manage those patients.  And without that there are serious issues, as you know in trying to keep these patients well and keep them often as family providers able to maintain that role.  


So the question becomes okay, smart guy, we know the issue.  What is it that you at J&J can do to help, and you've seen the slides on the credo and our statement of caring, we're a health care products company, I can’t solve the health insurance issue in the Unites States today, but we believe that since we make some pretty good products, it is our responsibility to you all and to your patients and to the communities in which we live and work, to help provide access particularly to the most needy.  So what I have and what I try to do is I believe that we can help 90% of the uninsured get into programs and in some cases less than an hour, so if you’re a discharged nurse planner, you're working in an emergency department, you've got patients in your waiting room who are cooling their heels while they’re coming back to see you, if they need help, we have programs that while they sit there, they can call us and we can help enroll them.  A lot of the programs that we have at J&J are very simple to enroll in and also we do not ask for some of our programs any information on where you live, why you live here, how you got here, we don’t care.  If you need help, we want to make sure you can get help, at least to the savings cards for patients so the questions on those can be as simple as, do you have access to public or private insurance?  No.  Do you as an individual make less than $45,000 or a family of four below $90,000?  Yes.  Fine.  We can get you a discount card today and by the time you leave the emergency department, you leave your office, you now have at least the ability to access 300 to 350 brand named products in every generic in every pharmacy.  So my passion is to help you help them get access.  And as much as I would like to be everywhere, to talk to everybody, you’re the trusted third party that I need to reach, so that's what we're trying to do with this platform.  


The programs that I have listed up here, I'm not going to walk you through all these, you maybe familiar with many of these.  The goal that I’d like you to walk away with is the understanding that if you've got a patient in need, a caregiver who's struggling with someone who needs help, that we're going to move heaven and earth to try to find access to the medications they need irregardless of who makes that medication.  Now there are limitations to what I can do.  First, if the company that makes the product doesn’t have a program, I can't change that.  I can tell you that all the products made by the family of companies of J&J that are available in the pharmacy are included.  So that's an important piece to remember, and then they need a prescription, so I can’t, if they can’t get access to a prescription, then I can’t help and so those are the limitations really on how I can run the programs.  The ideas of what we try to do as based on your income level, we’re going to work to say hey, can we get you into Medicaid.  If you can't qualify for Medicaid, maybe I can get you into our patient assistance programs and get you free goods.  If you can’t qualify there, maybe into the discount cards.  If you look like you are eligible for Medicare and we have patients call us all the time and say, hey, I'm in Medicare, where's my part D.  Do you know you had to enroll?  No, I don't know that.  Okay, let’s help you do that.  So we have the ability also in some cases to help people with co-pays.  


Now I can’t fix, if someone's moved from a co-pay with the coinsurance because their insurance changed, I can't fix that.  But if they’re struggling with co-pays particularly again when you look at some of the folks with HIV AISD, they are three, four, five medications, if they've got a co-pay of $20 or 20% times five, for some folks that maybe a struggle so we maybe able to help there.  For some of the products that are for rheumatoid arthritis, or Crohn's disease, what we call our large molecule products, folks that have insurance still may have issues in accessing and getting reimbursed and paying for co-pays, we maybe able to help there as well.  So what I'm asking is that, and what I'd like you to walk away with is there's a long list programs that we can connect people to, to make sure that they don’t need to do without and we'll do what we can.  I can’t promise 100% success but I can promise 100% effort.


The other thing we can do is we are now linking our platform to a lot of our over the counter medications.  So a patient may not need new center for chronic pain, as a scheduled product, but they may just need, I have headaches so I need some Tylenol, but I can’t afford that.  Okay, we can hook you into programs to get you couples for Tylenol.  We're starting, I noticed where I live the trees aren’t budding, the flowers aren’t up but here you've got allergy season kicking off.  Okay, if you need access to an antihistamine, we can help with that.  If you've got a diabetic that needs meters and strips, I can help with the one touch.  If you get somebody that would like to get off of sugar and get onto Splenda, I can get you savings there.  So the goal of what I'm trying to enlist with your help here is to make sure that your patients who need help do not need to go without.  There's a lot of different ways you can access us, you can get online, you can do it on the phone, you can do the touch to connect through your hand-helds, we're trying to make sure to make it as easy as possible for patients to reach us.  A lot of our materials and we'll have some at the Johnson & Johnson booth in the hall, you could access our materials there, you can request to have materials sent to you, and we'd be happy to help you connect our resources to the need.


This is what the Website looks like.  I know you can’t read it, but I'd be happy to, of you go on to Access2Wellness.com, it is available in English and Spanish, those are the only two languages currently offered, but we do offer that ability and also the call center in English and Spanish as well.  So that's my pitch, that's what I'd like to be able to have you do is to help m reach people that are in need, and if you’re a member that nine out of ten patients today who are uninsured should not necessarily be struggling to get the medications they need irregardless of how old they are, what product they're on, or where they live in the country.  So this is a US based program only, but at the same time if you can help me connect the resource to the need, I'd love to work with you to make sure that gets done.  So thanks for your time and attention, I appreciate it very much.

DR. SANCHEZ:  So this is the last of the three presentations, and we are actually, we would like to take questions and answers from audience.  Yes, please.

FEMALE VOICE:  Do you ask for a social security number?

MR. WEBER:  For the J&J programs, we do not require a social security number.  For Together Rx, which is our discount card, we don’t require a social security number.  So we need them for the J&J programs for patient assistance for the free goods I do need a mailing address, because either I'll put you into a card program or they can take the card to the pharmacy to get the product, or the product will be mailed.  But we need a place where that needs to go.  For Together Rx, it's a card program that we ask as I said, the questions were do you have access to public or private insurance, do you make less than $45,000 as an individual, or less than $90,000.  If you answer those two questions, I don’t, and I do, you qualify, and the card can be turned on less than an hour and they can take it into almost every pharmacy in the country.  I’d say 100% but there are some pharmacies that don’t take anybody's card but that's really a rare bird out there.

MALE VOICE:  Andrew, is there any verification that sort of you look for, or just basically what a lot of people need to do is just answer a question.

MR. WEBER:  For the discount card, it's answering those questions and you can do that on the phone, or you can do it online.  When it comes to our patients assistance programs, there is a form to fill out and one for the patient and one for the prescriber, and if the prescriber needs to fill it out, attach a prescription as they want the patient to take it, and then we ask for some documentation on income.  If they don’t have documentation on income, the prescriber can attest that they're indigent.  And that has to be done, again it has to be done by the prescriber, it can’t be done by the nurse or social worker, but we try to make it as easy as we can but we do have forms that need to be filled out particularly for the patient assistance programs that need to be completed.  But we try to make it as easy as we can for at least our programs.

MALE VOICE:  And how about the forms, do the forms need to be updated?

MR. WEBER:  The programs for our programs once you're in, you’re in for a year.  And then we will re-up you and we do have a neat feature on our site now on the Johnson & Johnson patient assistance foundation site where you can go in as a prescriber and you can monitor the patient through the program and though the enrolment process so they'll know where they are, when they need to be re-uped and we'll notify you and the patient when that has to happen.

DR. SANCHEZ:  Any other questions?  Yes.

MALE VOICE:  Does participation in a government program preclude folks from receiving the services, meaning I live in Texas and my patients, adults will have a limit of three drugs, with regards to their Medicaid benefit, children have unlimited number of drugs, so would that change their ability to participate?

MR. WEBER:  In my programs?

MALE VOICE:  Yes.

MR. WEBER:  If this is, the programs that I run are really for folks that are completed uninsured, so there are 50 million of them.  We do understand there's issues and they’re going to get worse with the under insured which is that's how I would view those individuals that they’re really, they can’t get everything that they need, but there are limitations as to how we interact particularly with government programs and provide products so these programs that we have are strictly for the 50 million, 90% of the 50 million who are completely uncovered.

DR. CIRO SUMAYA:  I'm Ciro Sumaya, I'm chair of the board, National Hispanic Medical Association, and I want to take this time to show the gratitude of NHMA for the partnership that we have with Johnson & Johnson.  And we know it's a broad arena, health care disparities, with physicians skill building and diabetes, chronic diseases, clinical trial, involvements, advocacy, leadership pieces, so they’re fantastic elements that we're so pleased that we will be partnering with you on this.  Personal thanks to Dr. Ken Moritsuga, who's a friend of years up here in government, and again thank you and all the speakers today for participating in this conference and in this future on this health disparities initiative partnership NHMA, Johnson & Johnson, thank you.

MALE VOICE:  Hi, you mentioned earlier that you work with Tibotec I believe for HIV medications, are there many other pharmaceutical companies that you work with to get that discount for HIV drugs?  And also do you help patients with cancer drugs?

MR. WEBER:  For the Together Rx consortium of companies we have the Johnson & Johnson family of companies, BMS, Pfizer, Abbott, GSK, and Takeda, and then we have also the availability in the pharmacy to access savings on just about any generic through the card as well.  So that covers, I'm not sure of all the different HIV products that are out there, companies that are out there, but that covers I know quite a few of those that are currently out there, there's a few that we'd like to invite in, so if you know those guys and they'd like to join on, we'd love to have them as part of the program.  And then for, we do have within... if there's a program for a product, we'll try to help find it, so that's what we try to do with the patient.  They'll call and then we'll work with them and they'll say hey, I'm on Prezista, I'm on Desenta [phonetic] and I'm on Lipitor and I'm on this, so okay, I've got two of those, I can take you straight in and get you going.  Then this is who makes those other products, here's their phone number, here’s the Website for the programs that they operate, you need to call them because I don’t run those programs so I can’t enroll you in them, but what we have found with a lot of patients were that they'd call, they didn’t know who to call first, they don't know what product they’re... if they know what product they’re on, they don’t know necessarily who the company is, so we try to help them at least understand that and then give them the resources to say okay, I've to call this, this company to get that information and if they can gather, if you've got a patient that can gather that and bring it in, the amount of work that maybe you’re staff was doing before is probably significantly less.

FEMALE VOICE:  Good morning.  I know you mentioned that you don’t require a social security number, but are undocumented residents allowed to apply, that's number one.  And number two, do you cover IUDs and other contraceptive managements?

MR. WEBER:  We do cover some of the birth control pills that we have, but again if there is a program out there that for another company, we’ll try to find it.  And if they have it, then we'll turn them on to it.  We don’t do any kind of switching saying okay, we'd like you to use, I don’t care.  So if they need it, we'll try to find it, so that the idea with the cards and what we have is if you're here and you need some help, we'd like to try to help.  Again, I can’t guarantee 100% success but I can guarantee 100% effort.

DR. ELENA RIOS:  Hi, I'm Elena Rios, President and CEO of the National Hispanic Medical Association, Dr. Moritsugu, thank you, thank you, thank you.  Dr. Reynal, we had dinner last night, it was a pleasure to meet you and I also thank you, thank you, thank you.  And Andrew Weber of course helping all our communities I think my question has to do with advocacy.  I'm very committed to doing what I can to lift up the awareness and education of our congressional leaders in Washington, DC and we look forward to working with you on advocacy efforts.  Given healthcare reform is there a priority for healthcare disparities and healthcare reform that Johnson & Johnson sees that the national Hispanic Medical Association can help work collaboratively on in this Congress which is really focused on one thing and that's cutting budgets, so how do we save knowing that we’re not going to get a lot more money but how do we save the prioritization of all the healthcare disparity efforts that we've been working for, for 17 years as an NHMA organization?

DR. REYNAL:  Well, Dr. Rios, good morning, and thank you for that very, very, very, very deep question.  My concern here is that Johnson & Johnson is a family of companies that focuses not only on intervention, and fixing things after it’s broken, but also on prevention and preventing things from being broken, individuals developing diseases an d also when we think about prevention, let’s not forget that prevention is primary, secondary and tertiary prevention, not only preventing somebody from getting a disease, but when somebody has a disease to prevent the progression of that disease and preventing the complications of that disease.  Putting that in the context of healthcare reform, and budget control, to me where we can work together is focusing on the value of prevention, primary, secondary and tertiary prevention.  And I would love to be able to continue this dialogue that the national Hispanic Medical Association and we in Johnson & Johnson have initiated in figuring out the way to carry this very, very god message to our policymakers, to our lawmakers and to Congress.  Thank you.

DR. RIOS:  Thank you.  I look forward to working with you.

DR. REYNAL:  Thank you.

RAY AREUS:  My name is Ray Areus [phonetic] and I have a question for Dr. Moritsugu.  You listed a number of partners that you have, are working with to fight the disparity battle, and unless I missed it one of the most important I think is missing, and that is the social media, the IT, the various technologies that actually communicate and provide opportunities for patients to find access and quality and do those types of things, could you address that please?

DR. MORITSUGU:  I certainly will.  And the lack of that name or that category as a list is probably an oversight not necessarily of policy and approach, but rather an oversight in terms of preparing the slide.  I'm a very firm believer that communication is key to all of everything, everything that we are attempting to do, and in addition to that, we are rolling this out, we are rolling this out in gradual stages, and we definitely are embracing social media, information technology, Web-based technology and all other kinds of communication.  Being a commercial organization, Johnson & Johnson builds its reputation on marketing and marketing is so important in everything that we do, including developing the message to get out regarding health care disparities and eliminating healthcare disparities.  To take that point one step further, one might say well, but we've been talking about healthcare disparities for ages.  I remember when I was the deputy surgeon general to David Satcher [phonetic] that was about 10, 15 years ago, that we came out with the report in health care disparities and yet we are still facing this issue today.  In my estimation, it really comes down to reaching out to organizations universally across the entire spectrum, and getting the message out and involving every single sector including social media, and communications.  Thank you for your question.

FEMALE VOICE:  I think also the question that was asked before about the immigration status of the people applying for Access2Welness, if you could clarify that into this environment, it's very important to actually go through that a little bit.

MR. WEBER:  If people are here an d they need help then for the programs that we have for the Johnson & Johnson family of companies, I can’t speak about other company programs but at least for the ones we have and that we participate in, if they’re here, they need help, we want to try to help. 

MALE VOICE:  I'd like to ask Dr. Reynal a question.  I'm in an academic institution that has a medical pharmacology unit, so it's sort of easy for me to become engaged in research work, but if I was a private practice practitioner who wants to offer the patients sort of the - - agents that are coming around, what would be my first step?

DR. REYNAL:  I'm glad that you asked that.  I have my colleague David Collins in the back and if you are interested on becoming a potential investigator, interpedently on the therapeutic area or the phases, he will be happy really to get the information and we will contact you for sure.

DR. MARK DIAZ:  Yes, good morning.  I'm Mark Diaz, Chairman of the National Hispanic Health Foundation and I'd like to thank you very much for your presentation this morning.  I thank Johnson & Johnson for your support.  We're in the foundation we're looking forward to working with Dr. Reynal and developing these clinical trials and training our physicians for the research that's necessary for the changing demographics that were displayed this morning.  It's really critical to increase the number of Hispanic researchers and increase the research that's done in t eh Hispanic community.  Thank you very much.

DR. REYNAL:  Thank you.

DR. SANCHEZ:  Well, the time went fast and thank you Mark, because you pretty much summarized this session for me which I was going to do.  I'm really certainly a lot more optimistic than an hour ago hearing about how a major company sort of addressing the issues of disparities and I think bringing programs that will help us all deal sort of in our work.  So thank you, thank you, thank you, just to add a few more thank yous after Elena, and I think we all look forward to working with you and thank you for your support.  I want to remind everyone to fill out your evaluation forms.  Please look at the work that the NHMA is doing and join it, as a member.  Make sure that you look at the exhibit halls and there's exciting programs going around.  There's going to be a next sort of talk soon, obesity and diabetes right here in this room, and if you look at your schedule, lots of good things to come, so thank you very much for joining us.

FEMALE VOICE:  We’re going to have to get started.  We have special presentations and I just wanted to announce and Dr. Miguel Sanchez will also mention this again when they videotape.  The two sessions following as part of the Johnson & Johnson Partnership with the National Hispanic Medical Association for the first time we are offering online CME for the next 12 months on our new Website, so the next two presentations will be on obesity and on diabetes and there will be questions and answer.  We welcome your participation and if you can please move up to the front, we want you to stay for both presentations, but it's important to realize that they are being videotaped and we would like them to run for the hour each for doctors who signed up to get the CME over the next 12 months on our Website.  Our Website is www.nhmamd.org and please tell your colleagues that we're very happy to do this and we'll do more of this in the future and thank you to Johnson & Johnson and Dr. Moritsugu and to Dr. Miguel Sanchez for moderating.  Thank you.

Obesity and Metabolic Syndrome

DR. SANCHEZ:  Hello, I'm delighted to announce that the National Hispanic Medical Association with Johnson & Johnson has actually developed an initiative that's being kicked off right here to provide CME through a new Website which is nhmamd.org and people will be able to go in and get CME credit on lectures and the discussion of issues that are particularly relevant to the treatment of the Hispanic community.  So let your colleagues know about this initiative and the first one that I have is actually Dr. Nestor de la Cruz, who is an Associate Professor of Surgery and Chief of the Division of Laparoendoscopic and Bariatric Surgery at the University of Miami, School of Medicine.  And one of our goals is actually to train residents into bariatric surgery so this is particularly relevant for us.  He's a Fellow of the American College of Surgery and a Diplomat of the American Academy of Surgery, and is extremely experienced in the performance of these techniques, and we're delighted to have him with us.

NESTOR DE LA CRUZ-MUNOZ, MD, FACS:  Thank you very much to the National Hispanic Medical Association and Johnson & Johnson for the invitation to come here today to talk to you guys.  I can't tell if my first slide is up.  The presentation that I'm giving today is about obesity, diabetes and metabolic syndrome in Hispanics, and bariatric surgery outcomes in this high-risk population.  Before I get into that, I wanted to also talk something that they had mentioned was, with Ethicon Endo-Surgery, one of the daughter companies of Johnson & Johnson, they’re working to try to mentor Hispanic surgical residents and bring them up to their institute to give them additional training and learning in the techniques in the minimally invasive techniques which is my area of interest so thank you to them for the invitation today and also for that for all our fellow Hispanic surgeons.


My disclosures are that I'm a consultant and a proctor for Ethicon Endo-Surgery but really no conflicts of interest for the talk that we're giving today. 


So starting with obesity, we all know that obesity trends over the last several decades have been increasing dramatically and if you start looking at the 1990 data from the NHANES and the CDC, you'll see that the numbers have increased from less than 10% to 15% in most states, to over 30% in some of the states in the south and it’s just continuing to get worse.  Looking at that trends for the kids, we see that their numbers are as bad or worse than ours, the percent of the children that are overweight or obese have gone from about 5% up to almost 20% now in the latest numbers which is even higher than the adult numbers for us right now.


And when we look at the body mass index, I know this is a crazy slide but if you look at all comers for the adolescents in the latest NHANES data, you see that they show about a 17% prevalence of obesity, and then since we are here talking about Hispanics in particular, NHANES doesn’t look at all Hispanics, but they've sectioned it off as Mexican Americans as the biggest category of Hispanics and they show that the Mexican Americans is over 20% of the adolescents are morbidly obese, so we're doing worse than the overall population.  And then when we look at extreme obesity or what we call morbid obesity in the adults, this is the first time that the CDC has ever come up with a specific data on the extreme obesity, they never had to before.  Well, not they're showing that 12% of all the kids are morbidly obese.  And again with the Hispanics, we're 15% to 17% depending on the age group, so we are doing very poorly in this, and this does not bode well for the future for us as a country right now, with the way things continue.  And probably the scariest part is that we're seeing it coming down to the little babies, the toddlers that are coming around that are looking chubbier and chubbier, just isn’t really healthy, I mean looking at that one and two year old, and we're seeing that the trends have been climbing and so this is a bad thing.


One of the groups, the pediatric group at the University of Miami looked at obesity and how it relates to hospital stays and they found that if the kids that are obese, the hospital stay increased no matter what the admission diagnosis was from just a little bit over three days to a bit under or just over two and a half to 2.8 days, and it was statistically significant so obesity is impacting even the kids and the amount if time that they spend in the hospital.  And of course for the adults, we all know these numbers are embarrassingly old, I didn’t put the new ones in here but it's estimated that the total cost of obesity is about $122 billion a year and now the latest numbers that I've seen are almost up to $200 billion a year in direct and indirect costs, and added to that an additional $40 billion are spending a year in trying to lose weight on their own, it's just an incredible amount of money that we're spending, and the NIH traditionally have been spending very little of their budget on obesity education and research.


So what is morbidity obesity?  I mean it's a multifactorial disease of excess fat storage with a genetic basis.  I think as physicians we need to lead the charge that this is not a social issue, but this is a health issue and a medical issue, and we need to be cognizant of the fact there are multiple factors that lead to this.  It's associated with multiple serious medical problems and it’s influenced of course by our society and our environment and our ability to have such high calorie-dense foods available, but we have to view it as a lifelong and progressive disease, kind of like how we view diabetes, the approach and the attack has to be very similar and it has to be a really taking that grassroots efforts with all across, across all spectrums of medicines because we’re all seeing them in our offices. 


Just a quick slide, 37, actually more now medical complications seen with obesity, affecting from the head down to the toe, from pseudotumor cerebri and the changes that that causes all the way down to gout in the big toe, but the big ones we're going to spend some time on of course are diabetes, dyspilidemia, a little bit of hypertension, and metabolic syndrome.  All of these thing are affected by it, as physicians we all know that, and yet many times in the office we’re attempted to treat the symptoms and not go after the root cause.  


Some of the CDC data, again showing this was back in '02, showing that as people get larger with BMIs their incidence of comorbidities goes up, diabetes, asthma, arthritis, high blood pressure and even cancer.  We know that all of those are related to obesity and the numbers are staggering when you can see them this way, people with ideal bodyweight range, the percentages are incredibly low compared to those that are morbidly obese.  I mean it's bad when the main stream media is already picking it up, and I'm not talking about Jack Nicholson acting his age, taking about the little girl having adult onset diabetes or at least what we used to called adult onset diabetes, this is something that was supposed to affect adults, not the kids.  I mean it's, we're seeing it more and more often and when we look at the obesity trends along with the diabetes trends, on screen left as you're looking at it, you see the obesity trends coming down the ones we saw earlier.  To the right of that is the diabetes trends and you could see that they’re mirroring each other almost perfectly, and them if we throw on top of that the cardiovascular death rates from the last two decades, you see it's an exact map of the same thing, so the three are really integrally related.  


So with diabetes, and I'm not going to go that much into it, and definitely nothing into treatment, they’re about 23 million Americans with type 2 diabetes and it's about 8% of the total population.  Most of these are diagnosed about 18 million but they’re an estimated almost 6 million people that are undiagnosed diabetics just going around out there.  And the estimates and we're going to get into more detail of that are that the number's going to keep on increasing and an additional 165% by the year 2050, so things just keep getting worse as we keep getting bigger.  And one of the big issues is the prediabetics.  We know that these people are at higher risks for cardiovascular disease and the complications of that, and some estimates are now showing that even 57 million Americans in 2007 could have had prediabetes, so that are just going to keep getting worse over time.


The latest outcomes, or the latest estimates just came out, published, they went off the NHANES data and it showed that they think that by the year 2050, one in three Americans, adult Americans will have diabetes and these numbers are higher than they had been before, for three main causes, one, is that they increased survival the diabetics, the medical treatment has been better, people are living longer with the diabetes so they're going to be more of them around.  Two, is that for the first time they recognize they're increased number of minority Americans and that the minorities are more disproportionately affected by diabetes, and taking into account this migration into the united States by the minorities, they realize that the numbers are going to be higher than they had estimated in the last.  And the third one was undiagnosed diabetics, the people hadn't taken these into account in the previous estimates and they were trying to do different models taking these into account, and it comes up to about a 33% prevalence of diabetes in just a few years.  And now, so just from a JAMA article in 2003, looking at lifetime risk, they estimate that babies born in the year 2000, girls had a 38% lifetime risk of diabetes and boys about a 33% lifetime risk of diabetes.  I don’t know, that's terrifying to me. 


Now getting into diabetes and minorities, I mean why we're all here, we know the minorities are at higher risk for type 2 diabetes and here are some of the numbers.  Looking at non-Hispanic whites in the US, about 6.6% have type 2 diabetes.  If you go to Asian Americans, about 7.5%, non-Hispanic blacks about 11.8% but about 10%, 10.4% Hispanics have diagnosed diabetes, so a much higher rate and if you look at impaired fasting glucose prevalence, or like a prediabetes, it goes all the way up to 25% for non Hispanic whites and about over 26% for the Mexican Americans in that data.  So some of the slides we're going to be talking about now, we have a higher burden of type 2 diabetes in the Hispanic population, and also uncontrolled diabetes is more common in the Hispanic population compared to the Caucasian population and we're going to see that we have worse outcomes in our own group.  So looking at the prevalence of diabetes, Hispanic on the top in yellow, and you see the Caucasians are read, to in the regular Caucasian population, there's a significant decrease, so we’re up there with all the other minorities with the blacks and with the Asian Americans and the Indians, so we need to really stay on top of our own group because of this issue.  


And then we have a higher lifetime risk, our lifetime risk in the Hispanic group is over 45% compared to about 27% for non-Hispanic whites, an d even about 45% for blacks, so the minorities really are more affected lifetime, and over the next, I'm sorry the number didn’t come up, wait, if we're looking at diabetes trends, we're seeing that it is increasing in all groups, but the estimate is about 27% increase over 20 years in the non-Hispanic whites, about a 50% increase in the Blacks and then the number that didn't come up and I don’t why but in the Hispanics, the number's over 125%.  So there are significant increases in our Hispanic population, in what’s happening with the numbers of diabetics.  There it is, I'm sorry, 107% increase in the diabetes.


So not only do we get diabetes more often but when we do get it, it’s usually more poorly controlled, maybe a variety of factors but looking at percentage of patients whose hemoglobin A1c's over 7, looking at specifically Puerto Ricans and Dominicans compared to Caucasians, only about 40% of, I say only, that number sounds incredibly high to me too, but about 40% of Caucasians have a hemoglobin A1c greater than 7, so not very well controlled or not at goal, but that number is well over 60% for the Hispanic subgroups.  And then when we look at complications. One of them being an end-stage renal disease, you see that the Hispanic group have a higher rate of end-stage renal disease along with the other minorities compared to the whites for ending up with kidney failure.


And diabetes related deaths, worse diabetes, more complications, of course you expect the higher mortality rate and our mortality rate is almost double that of the non-Hispanic whites, and even higher than most of the other minorities.


So just a snapshot picture were nearly twice of often as Whites to develop diabetes, we have a four times greater rate of diabetes in low income women compared to event he general population, so there's a big issue with socioeconomic status, healthcare ability to access healthcare.  And then we have an earlier onset of diabetes for Hispanics, 25% by age of 45, and 33% by the age of 64% developing early diabetes and a higher death rate compared to the white population as well, so this is a bug issue for us.  So why so much disease?  I don’t know but some of the ideas maybe genetic factors, maybe Hispanics are more stricken by a thrifty gene, the thought being that populations that come from areas of the world that were more likely... where they were more prevalent seasonal famines, more likely to have genetic influences to store fat, to become more obese and to therefore develop more diabetes.  Then there are of course the medical and lifestyle factors and some social factors as well, dietary changes, especially as Hispanics come into the United States, maintaining some of the old diet habits and taking on some of the new ones from here, increases rates of obesity of course that we have, physical inactivity that we see here in the United States and more insulin resistance, maybe there's something genetically based there. 


One of the things we have to remember is that Hispanics are not just one group.  They’re a very different groups and these numbers are ten years old and I'm sure they've changed from then but just looking in the US, Mexican Americans comprise 60% of the Hispanic population, Puerto Ricans about 11%, Cubans about 6%, and the rest of the Hispanics from Spain or Latin America, about 23%, so we’re not one group, we are a meld of different areas coming from different parts of the world, so some of the genetic parts maybe difficult to understand, and looking and honestly I found different numbers in different places, but looking at the genetic mixture in from three different Hispanic groups, you see that there's slight differences between them, whether they come from Native Americans, Black and Spanish backgrounds, so some of that may play a role as to why we're seeing different numbers and different groups.  When we look at the prevalence of diabetes in the different subgroups, coming again back to the NHANES data, we see that the Cubans have a lower rate of type 2 diabetes and the Puerto Ricans and the Mexican Americans for instance, so that may play some of the role socially, there maybe a genetic role from that as well.


Moving onto metabolic syndrome, this is something I never learned about in school or if I taught it I was asleep, but now it seems to be a huge issue and we're talking about it every day and it all stems from, it begins with central adiposity, high BMI, developing insulin resistance, and then you see the hodgepodge of different things that occur from glucose metabolism and diabetes, uric acid metabolism, dyslipidemias, hemodynamic changes from sympathetic changes all the way to hypertension, and different risk factors and the though of obesity as a proinflammatory state that maybe causing some of the changes that we're seeing and in the end all of them causing cardiovascular disease and heart disease.  The world health organization, I mean no one has defined metabolic syndrome perfectly well and there are a couple of different definitions just looking at WHO's definition back in 1999, they talk about diabetes mellitus or some sort of glucose resistance, I'm sorry, glucose intolerance or insulin resistance, and at least two of the following, hypertension, dyslipidemia where the triglycerides are elevated or HDL is low, central obesity, talking about the waist hip ratio, or a body mass over 30 and microalbuminurea, so that's one of the two criteria.  Here's a US national cholesterol educational program criteria from 2001, very similar but slightly different, and they required three of the following, so diabetes is not a mandatory one of there's, it's one of five and so you need central obesity, dyslipidemias, either the triglyceride's elevated or the HDL low, blood pressure with the lower number than the WHO data showed at 130/85 and fasting blood glucose elevated.  So they’re defined in different ways but the basic outcome is about the same.  What they’ve showed is that people that have metabolic syndrome have a higher mortality so all-cause mortality with and without metabolic syndrome in this study published in diabetes care in '01 was significantly different and cardiovascular mortality was really different as well.


Again, going back to the OD group at the University of Miami, they're one of the first that was talking about pediatric metabolic syndrome, something incredible, and when they looked at overweight kids, they found that about 9%, about 9.5% of the overweight 8 to 11 year olds fell into the definitions of metabolic syndrome, and about 44% of the overweight adolescents also fell into the definitions of metabolic syndrome.  So we're seeing stuff that should only be in the adults in our children.


And then looking at a couple of different studies, from the NHANES data, I'm sorry, yeah, from the NHANES data in the adult numbers they should about 6% of the adults in the US meet the criteria for metabolic syndrome while in their own data they estimated about 9% or 9.4% of their kids fell into the definitions of metabolic syndrome, so about almost 3 million children.  And then this is an old longitudinal study looking at an old Princeton cohort, they followed them about 25 years later and what they found was that pediatric metabolic syndrome was the biggest risk factor for adult metabolic syndrome, and adult type 2 diabetes, so kids that are obese and have metabolic syndrome are most likely to become obese adults with cardiovascular disease.


Looking again at the different Hispanic groups, in three different studies, a Framingham study, the San Antonio study and NHANES, you look at at least in these two lateral studies you see the Hispanic group or the Mexican American groups specifically have higher rates of metabolic syndrome than the non-Hispanic whites.  And looking at kids, this is also out of Miami, you see the purple line in the middle is an Hispanic line and down below it's the triglyceride profiles or the lipid profiles of 3 to 6-year-olds who are morbidly obese, and you see that Hispanics have the highest numbers of CVD risk factors or the cardiovascular risk factors, so it starts young.  


So talking a little bit about more my specialty is bariatric surgery and what we're doing, when I have a good relationship with the pediatric group at the University of Miami, we develop an adolescent program for treatment of obesity and when I went to talk to them for the first time I expected to be kicked out on my butt saying you're not going to operate on my kids, because I knew that they had a strong history in programs, in medical and educational programs for the public, in trying to improve obesity and the diabetes risks, and what I found is that they were incredible allies.  They felt very frustrated at long term outcomes, they felt that they were able to help a small percentage of the patients, but that they weren't making any great change, and so they're looking for help, so I was really pleased at that meeting to walk out and a great partnership has developed with them and we're trying to do a lot of looking into Hispanic children down in Dade County.  But the NIH back in 1981 looked at the surgical literature to see if there was any evidence that surgery benefited people that were morbidly obese and in terms of weight loss, when they compared conservative management or medical management, that's a dash line there, people tend to lose weight over a few years and then gain it back over the net couple of years and the surgical treatment, the solid line, you saw the patients starting at even higher BMIs tended to lose weight and keep it off out to five to six years here.


So someone was asking me before when we were talking, who was the bariatric surgical candidate?  Well, these are some guidelines for selecting obesity treatment, not just surgery, but just obesity treatment in general and I think that that's something that we need to focus on, not just bariatric surgery but working on the root cause of one of the major problems that we have.  And BMI's 25 to 27, we probably never mentioned anything to those people but they’re already falling into the overweight crowd, remember ideal bodyweights are between 18 and 25 so that's where we would really like to be ideally.  If we see them walking around now, especially with Hispanics, every Hispanic mother's going to be crying that their kid is dying of malnutrition if his BMI is less than 25, but that’s a healthiest place for them to be.  So above 25 to 27 definitely the physician should be mentioning diet and exercise programs, behavior modification, maybe referral to a dietician.  By the time you get to BMIs 27 to 30, that falls into a solid overweight crowd, those discussions need to be had, and then if they have comorbidities related to the obesity, consideration of some pharmacotherapy, especially first line drugs.  By the time they reach the obesity range, BMI is 30 to 35, definitely you need to be having every visit needs to be a discussion of weight loss, pharmacotherapy should definitely be considered in those groups, the benefits have been shown, and interestingly enough, until a few weeks ago, the slide below on the surgery in that group would have been left blank but I don’t know how many of you guys heard the FDA just approved the lap bands for patient's BMI between 30 and 35 with comorbidities.  


So I put potentially with comorbidities, the long term data is not really out there, there are some studies that were presented to the FDA and it was string enough to have them put this indication for the lap band, and there are studies going on around the country and around the world looking at this population group trying to show long term benefit, but the real long term benefit hasn’t been there.  Our suspicion is that it will be there but it just hasn't been shown yet.  Then when you go above BMI 35 to 39, you definitely surgery is an indicated for patients who have failed medical management and have at least one comorbidity, and then above BMI of 40, all of these options need to be thought of and need to be discussed with the patients.  


One of the interesting things is people always think the bariatric surgery is for 500-pound people.  It's really not.  I mean a BMI of 35 for most people is probably about 200 pounds or less, so we’re just so used to everybody being so overweight with 70% of us being overweight, that we don’t think about it until the people can’t walk from their weight, but the health problems come much earlier than that and when I tell you to get online at one point and look at a weight graph and a BMI graph chart, then you'll be surprised how low those numbers are.  I think someone who's 5 ft tall, who weighs 200 pounds has a BMI of 40, okay.  So surgical treatment that NIH came up with these criteria, they wanted people to fail medical management, BMI over 40, or a BMI over 35 with medical problems, the age criteria have been the ones that have changed, we're doing people over the age of 60, we’ve been doing them for years.  Our oldest patient was 79 when we operated on them and as long as they want to change in their life and they have a reasonable expectation of a few more years of life, we've been offering it to them, and those are some of the biggest benefits that we see in that age group, and psychologically stable and medically able to withstand the surgery.  


There are three basic classifications of surgery, a bunch of different types but three main classes, the first is restrictive procedures where you’re making the stomach smaller by one mechanism or another, the second group is a malabsorptive procedure, where you're not making the stomach much smaller, but you're doing a long bypass to the intestines so everything, so you don't absorb all the food that you eat and the third group is the combination and the gastric bypass falls into that group where you’re doing a restrictive procedure and a little bit of a malabsorptive procedure although the data is out there, there really is minimal malabsorption of calories.  The gastric bypass works because it's restrictive, and also because it becomes hormonally active.  We need to think of the GI tract as a hormonal organ, hormone-producing organ that it is and by changing its anatomy a little bit, we're changing the way it’s stimulated to product hormones.  And that's one of the big effects that it has, and if you guys have ever prescribed Byetta or the GLP-1 analog know that it's an incretin produced by the distal small intestine and after gastric bypass, GLP_1 levels skyrocket and that maybe one of the main reasons why patients feel full and as well as one of the main reasons why insulin resistance improves significantly right after bariatric surgery, even before weight loss.  


I'm going to show you a couple of things for people that hadn’t seen it before, if you can go ahead and turn on the video.  This is the gastric sleeve that was performed and most of these are done now around the country laparoscopically so we can avoid making big incisions in people and Hispanics especially are terrified of the big incision.  I don’t know how many I've heard that they say speaks in Spanish] so they don't want to be opened up but they’re willing to under go laparoscopy even though the surgery inside is the same.  So if we look at the esophagus, stomach and the small, large intestine, in the gastric sleeve, it's a restrictive procedure, we’re going to make the stomach small.  So normally if when you eat you kind of fill up your whole stomach, the food starts going through but you can eat a high volume of food before that stomach really gets stretched and feels full.  With the gastric sleeve, we come in and with a stapler provided by different companies, but that work very nicely in allowing us to staple and transect bowel, we’re able to take away the lateral or the greater portion or the great curvature of the stomach, leaving about 15% of the stomach in place and that decreases the reservoir size to about 100 cc or so, and therefore, the patient fills up much more quickly.  They get distention much more quickly, and the food then travels down though its normal path afterwards.  Also of interest is that the growing producing cells of the body, about 90% are in the greater curvature of the stomach so in taking that part out, they do get a decreased ghrelin level, decreased hunger for a while after surgery which helps them to do well.


When we look at the laparoscopic adjustable gastric banding, go ahead and turn the video on for me, again done laparoscopically, the band is inserted into the abdomen, and we form a smaller gastric reservoir by partitioning the stomach into two sections. 


So we place it around the top part of the stomach or around the cardia leaving a small 15 to 20 cm pouch, maybe even a little bit smaller and then the band has a tube that's connected to a port, like a chemotherapy port, which is placed in the muscles under the skin.  And in the office we can palpate that and inject saline and what that does is it squeezes on a balloon right around the stomach and it can size the aperture or the opening between the two portions of the stomach, and delays the transit of the food through there.  No one really knows how band work.  My guess is that by making the brain think that the proximal stomach is full with the distention of the proximal stomach, it most likely works by a neurologic mechanism, thinking that the whole stomach is full at that point,


Then the Roux-en Y gastric bypass is our combination procedure so we’re doing two things.  Go and start the video.  We're going to start in the stomach where we're transecting the stomach again making a small pouch, about a 15 to 20 cm pouch leaving about 5% of the stomach up above.  Then we're going to go down to the distal small intestine, transect it, bring up the distal piece up to the stomach pouch and anastomose those together and then that allows the food to bypass the large portion of the stomach.  Nothing is taken out in the gastric bypass, so we need to drain the stomach and the small intestine because it's also draining the pancreatic juices, so if you look at the bottom part of the slide, the two pieces of the small intestine is joined together and that allows all the gastric juices and the pancreatic juices and bile to flow through their normal pathway and then they mix with the food further down.  The blue being the track where the food is going down and then the green being the normal body juices.


So what happens with bariatric surgery in terms of improvement of comorbidities and everything I showed you some of the weight loss data but there was a metanalysis published in JAMA in '04 by Dr. Bookwald [phonetic] and he looked at these comorbidities and wanted to see what happened and they looked at over 22,000 patients, 136 studies met their criteria, an d this was their outcome for gastric bypasses, they found that 84% of the diabetics were off all meds with normal hemoglobin A1cs, 68% of the people that were on antihypertensives before were often antihypertensives with normal blood pressures.  Eighty percent of the patients that had sleep apnea, the sleep apnea went away, and 95% of the patients that had dyslipidemias had normalized lipid profiles after surgery, so there was a significant improvement in multiple different comorbidities.  And then looking at mortalities, just the top part just looks at mortalities of different surgical procedures performed for different reasons, but in the bottom green, you see that the SRC is in a center of excellence group that is looking at a national database and at this point it was about 46,000 patients and they had a 0.3% mortality in 106 hospitals that were bariatric sensors of excellence in the United States, showing that thee surgery can be done very safely with low mortality numbers.


In terms of long-term mortality, are we getting people off the time but killing them later because of malnutrition or other problems?  Well, that's what everybody else used to say in Miami for sure I'd hear that every day, but the data is out there, it really is out there, 2007 was a huge year for bariatric surgery because there were two JAMA articles and one article in the New England Journal and if you look at the Christou study, that's why these were, I'm sorry, the Christou is 2004, these are the ones in blue, Christou study in Canada, Adam study in the United States, and the Swedish study in Sweden looking at patients and following them long term.  All of them found the mortality reduction in the group that underwent bariatric surgery, so these patients were living longer compared to morbidly obese, medially managed controls, so the data is there, proving that people were living longer.  And actually Christou's study is interesting because they looked at other health indices as well.  They wanted to see how they were doing even though they were alive longer, were they living healthier, they looked at hospitalizations, hospital days, medicines, total number of medicines and total number of doctors visits, and they found that the surgical group was doing statistically better than the non-surgical group in all of those indices.


So looking, I was looking at our data in bariatric surgery on Hispanics and there's really not much at all.  There's a few papers that kind of mention it in passing when they stratified their data, but no one has really looked at it in Hispanics at all, so at the University of Miami, we’re in a very privileged location, about 67% or 70% of our patients are Hispanic, we have about 3,000 patients that we've operated on, so we have a large number and over the next series of data that I'm going to present to you is our data that we presented a couple of different places in the last year.  First is with the adolescents that very little is known about bariatric surgery in adolescents and this was presented at the American Heart Association in October of last year, and we were looking at the cardiovascular risk factors in the adolescents that we had operated on before and after surgery.


We grabbed, at this point we're looking at 2.600 of our patients, and of those we found 72 adolescents between 16 and 19, and then looking at the demographics, 80% were Hispanic, 92% of the patients underwent a gastric bypass and their average age was about 18.3 years and these are the indices that we looked at after surgery, we looked at weights, lipid profiles and hemoglobin A1cs as well as plasma glucose.  And when we looked at pre and post surgery we saw significant decreases in BMI from 46 to mean of 35, and weights from 128 kg down to about 99 kg and the Z scores were there for the pediatricians, and all of them were statistically significant, looking at it, some people are better graphic people, so looking at it in graphics, you can see significant decreases in weight and BMIs.  And then this is some of our data on them four years our, weight loss wise, showing that the patients lost weight and kept them off at four years and when we stratified it by Hispanic versus non-Hispanic, we found no difference between the two, so our Hispanics did just as well as our non-Hispanics do.


Going back to the cardiometabolic changes, looking at pre and post surgeries, all the numbers went down and looking at the slide I realize we made an error, the hemoglobin A1c post surgery was not 6.17 mean, that was because one of my data people input a regular hemoglobin of about 13 into our dataset and so that sort of messed up our number, but all of the numbers went down and they all went down statistically significantly from glucose numbers to lipid profiles.  And just looking at it in the pictures there, fasting glucose you see the hemoglobin A1c there, in the bottom, just a real high number that was thrown in there in error.  And then the lipid profile also showing a decrease both by gender and ethnicity, so whether they were male or female, they had decreases, our male patients had higher lipid profiles than our females.  Our females had pretty nirmal lipid profiles so they didn’t have a significant decrease, but some of our males did, so they showed a statistically significant decrease and it didn't matter whether they were Hispanic or non-Hispanics, they both had the same kind of curve downwards.  And the same thing in HDL cholesterol and triglycerides, a slight rise in the HDLs and a decrease in the triglycerides. 


There were two perioperative complications, both were dealt with without having to return to surgery just medical management, and three patients developed long-term iron deficiency, anemia, due to non-compliance with their medicines.  Part of the problems we get into is the patients feel so good and they're young and they're little irresponsible that they don’t think that needs to take their medicines, not medicines, their vitamins, and so they can develop iron deficiency, anemia, and all of those were young girls that were having menses and just not keeping up with the iron needs that they had.


So conclusions was that among the adolescents, especially our Hispanic adolescents, bariatric surgery did seem to have good results and decrease in their cardiovascular risk, cardiovascular long term risk.  Also at the AHA we presented our adult data, same basic ideas, but we looked at, we had 1,461 Hispanic adults at that point.  The same basic demographics, about 90% underwent a gastric bypass, median age was about 40.  The median pre-BMI was 46, that went down to 39 afterwards.  So if we look at the numbers, all of these were statistically significant except for the HDL cholesterol we probably didn’t have enough data points to make a difference but we saw a decreases in blood pressure both histologic, diastolic, decreases in glucose and hemoglobin A1c, and decreases in all the lipid profiles.  And here they are graphically just kind of showing it up there. 


So, bariatric surgery can help in the Hispanic adults as well, in decreasing their risks, and then the one last one that we showed, presented to South Surgical Association last year looking at type 2 diabetes in Hispanic adults and the long term or three year outcomes.  This one was interesting because we looked at our patients there.  It was a lot of the diabetic patients.  We split them up into four groups.  We split them up into people that had type 2 diabetes that were diagnosed, there were 377, there were an additional 107 that met ADA criteria for type 2 diabetes but were not diagnosed or were not on any medicines so that was about another 107 of them.  Then there were 276 that met prediabetes numbers and another 843 that had normal numbers.  Then we followed the same basic numbers that we had looked at before, and this is a complicated slide, but it's showing you that for all four groups, the demographics were very similar, they were all predominantly Hispanic, and the ages were similar.  They all had a significant decrease in their weight, significant decrease in their BMIs and looking at the last two rows there, you see that the glucose went down, or the glucose of course was elevated in our diabetics.


And I'll show you the next slide, and the hemoglobin A1c was elevated in the diabetics and the undiagnosed and slight elevation in the prediabetics.  And then when we get to long-term results, for those four groups, you see of course that the weight went down, into a more normal range.  They’re still obese but they’re out of the morbidly obese category.  The excess weight loss was significant for all the groups.  Little less weight loss for the diabetes in the other three groups but they all had significant weight loss.  And then the glucose decreases looking at the three year rows, you see that they all went down into the normal range, no matter which one of the four groups they started in, they all came done and the hemoglobin A1cs for all four groups were under 5.7 for all of them. 


And just looking at it, and this is kind of hard to tell but just showing the curves that every single group was decreasing in their glucose and hemoglobin A1cs.  Of interest was that about a third of our sample had diagnosed or undiagnosed type 2 diabetes, so about 33% and this is a significantly higher proportion than what's in the literature normally and we just hypothesize that it maybe because of the ethnic profile of our group is different than what’s in most of the literature, and again showing that Hispanics are at higher rate for diabetes.  Because I wanted to get to metabolic syndrome, here's some data we've submitted on 314 of our adults and I'm showing that 43% of them met metabolic syndrome criteria preoperatively.  Men and women and look at the ethnicities and the results afterwards if broken up by ethnicities we found that in Hispanics metabolic syndrome went down from 44% down to 12% of our patients, and looking at it graphically there, the different colors represent the number of metabolic syndrome criteria that they meet from 0 to 4 and you can see that the numbers went down even though some of them still had some of the criteria, they went from 4 to 3 or 3 to 2 or they improved in their metabolic syndrome scores.


So conclusions, our Hispanics have a higher incidence of obesity, have a high incidence of diabetes and metabolic syndrome than our Caucasian population.  And unfortunately, we’re less well controlled than the Caucasian population so we're more commonly afflicted with the complications from these medical problems.  And bariatric surgery can result in the resolution of the obesity, diabetes and metabolic syndromes in the majority of patients of the condition regardless of ethnicity of gender.  


I want to thank the collaborative team that we've been working with at the University to help us get all this data together, and thank again the National Hispanic Medical Association for allowing me to present this data today, and just something, if you haven't seen before, just the way we're evolving isn’t necessarily a good thing, but this was in the Economist in 2003, so thank you very much.


We're going to take questions now.  Are there any questions?

DR. LUIS ESTEVEZ:  Good morning, my name is Luis Estevez, I'm the co-founder and former chairman of the board of the National Hispanic Medical Association and I just wanted to take this opportunity to thank you for an excellent talk and covering this very important topic.  And I have a pretty specific question.  You've already mentioned that there are better health outcomes for surgically managed versus the medically managed controls.  My question is very specific.  There has been some recent data to suggest that there are within the surgically controlled group that there are better outcomes for those who have the sleeve gastrectomies versus the lap band gastrectomy patients.  Could you comment on that distinction and why that is, and possibly the relationship to the metabolic syndrome?

DR. DE LA CRUZ-MUNOZ:  Okay.  So comparing the different bariatric surgeries, I would tell you that the sleeve is still very young, and we don’t have enough real data on it in terms of long term outcomes.  It seems that in the first couple of years sleeve, weight loss is more rapid than band weight loss.  More likely because as while the band may only have a neurologic effect in controlling appetite, it does not have any hormonal affects.  It appears that the gastric sleeve may have some hormonal effects with decreased ghrelin, there maybe increased gastric emptying which could potentially lead to slightly increased levels of GLP-1 in some of the incretins, which may have some metabolic effects that the band doesn’t have.  So there are differences, there are vast differences between them.  I sometimes laugh because I'll get a cardiologist or even a primary care sometimes, that a patient comes in and says, well I'm coming in for this surgery because my doctor says this is the one I need to have, and I laugh and I tell them, look, if you had high blood pressure I wouldn't tell you to go to your cardiologists and tell them which blood pressure medicine to put you on.  There are a lot of different variables out there, a lot of different things so it's something that we're still educating ourselves on, we’re trying to educate our patients.  All the surgeries have advantages and disadvantages but at least short term the sleeves seem to have more metabolic advantages.

DR. ESTEVEZ:  Could you just briefly comment on how you make that decision about which surgery?

DR. DE LA CRUZ-MUNOZ:  So different surgeons do it different ways.  Some take a very paternalistic view of it where I'm the surgeon, the patient's never going to know anything, I'm going to kind of pick it by them.  I try to give my patients a long educational seminar, we spend a couple of hours talking about the advantages and disadvantages of the different operations.  I try to give them the data that's out there as well as my experience over the last ten years of doing the surgeries and in general, we know that the band is the least risky, the bypass is the most risky, and the sleeve is somewhere in the middle.  But if it was just based on that we'd only be doing bands on everybody so there has to be some reasons to do some of the other procedures, so some of it involves in the advantages of the other ones.  Where I kind of push patients in one direction or another, if they're a type 2 diabetic, I push them a little bit more towards the gastric bypass, or maybe potentially the sleeve but definitely the bypass because of the hormonal effects that we know it has.  Because the numbers are better 84% resolution versus about 40% to 50% resolution with bands and sleeve maybe somewhere in the middle.  If they do great on diets and they lose 30, 40, 50, 60 pounds on diets, that shows that they have that internal motivation to do well and maybe with the band, all they need is an appetite control so that they don’t fall off the diet.  So that's kind of the two edges there, but a lot of this is left to the patient, they know themselves better than we know them, so I try to just educate them as best as possible and let them make a decision.

FEMALE VOICE 1:  Thank you Dr. de la Cruz [speaks in Spanish] from University of Miami, and I've just met you here.  So welcome again, I'm also on the NHMA Board of Directors, and I love to see my Miami colleagues.  And I'm an adolescent medicines socialist so I think that one of my other hats is on the Board of Medicine so I've become increasingly concerned about patient safety issues.  And looking at safety with adolescents and I think that traditional fear with the pediatrician do we have enough long term outcome studies and I saw the three years I believe, so that's one of my issues, what do we... how long have we looked at this, and what are the patient safety issues that we need to be concerned about or be looking at at least.  And two, for long term outcome improvement, I didn’t see it mentioned, it wasn't your role but as an adolescent doctor, the issue of mental health is huge.  So if want from Johnson & Johnson and thank you for your support and being a part of this, but is we want good long term outcomes of I think a great procedure, we need to give that holistic backup for long term care to support because many of my girls for example who overeat, have a history of sexual abuse, have a bunch of horrible things that have happened in their life.

DR. DE LA CRUZ-MUNOZ:  Yeah.  No, that's a great question.  That's one of the reasons why we partner with the Department of Pediatrics and I'm working a lot with Sarah Messiah and Steve Lipshultz, because we're trying to get a good long term longitudinal study.  It really isn’t out there.  There are some being done, there's something called Teen Labs out of Cincinnati and about four or five other centers in the US that's trying to look at it.  The truth is we don’t even have that data in the adults, so we have this discussion with the kid but we also have it with the adult internist.  What are the 20, 30, 40 years data on this, what’s going to happen when these people live till they're 60s and 70s.  We just don’t know yet.  I mean we have short-term stuff, we have small case reports, longer term 15, 20 years out, but no one's looked at it.  And in terms of the psychological stuff, that's what we’re trying to team up with a psychologist, have a better psychological evaluation pre-op and better follow-up postoperatively, so that we can do that.  Now we do have the support for them, but we don’t have good instruments to test and see of there's improvements or not.  What I have seen just in our series is incredible improvements in socialization, a lot of them are getting their first boyfriends and girlfriends afterwards, they're going to college, they report that they're enjoying their college years much more than they did their high school years if they got it near the end of high school.  So it seems to be making it, but do we have, I mean do we have the data?  We really don’t.

FEMALE VOICE 1:  Great.  Thank you.  And out of curiosity, the insured versus uninsured because a lot of the patients I see are Jackson, I hear yes back there.  So I actually I saw an insured patient on Thursday that I sent to crunch time to Tracey's program, BMI of 42 at 14, first time visit to me.  So it's a real thing, but that's a rare one with insurance, the majority are the ones I see are on the other side of Jackson.  I had nothing to do for them.

DR. DE LA CRUZ-MUNOZ:  Most of them, at least for the kids, most of them get Medicaid at some point or another, Medicaid, CMS, or something like that, and that's where a lot of our programs at on the adolescent side are involving and doing those–

FEMALE VOICE 1:  [interposing] But they have to have the Medicaid—

DR. DE LA CRUZ-MUNOZ:  Yeah, Jackson is I'm sure like most public hospitals in the country where they're not going to be doing expensive free elective surgeries.  They can't afford to do that, they're already losing money as it is, so they need some sort of support to be able to do it.  Probably about 15% of our population is self pay anyway, self paying meaning that they actually pay and not self pay as an indigent, because they don’t have coverage for it.  I mean another issue is people that have insurance but don’t have coverage, that's a big issue for us as well.

FEMALE VOICE 1:  Absolutely.  Thank you very much for your support and to Johnson & Johnson.

DR. DE LA CRUZ-MUNOZ:  Thank you.

DR. TAMMY GRUENBERG:  Hi, Dr. de la Cruz, thank you for this great lecture.  My name is Tammy Gruenberg, I am an OB/GYN practicing in the Bronx for 13 years, but as an OB/GYN I see a lot obesity, and it affects pregnancy, I know we’ve been doing surgery on our pregnant patients but my comments are a few.  From your own data, it shows that I know that you mentioned that there's a probably a very large genetic predisposition of the Latino population to developing obesity and diabetes and hypertension, but your own data suggest that there actually is not that much genetics, that it's more diet, exercise, just based on the fact that pre and post bariatric surgery you get these incredible differences.  The other thing is, I'm glad that your colleague here mentioned about the insured and I feel like we spend a lot of time, we call it medical management of patients but we actually aren’t medically managed managing them.  


And I think being a doctor in the trenches, a lot of what I do with my patients is I'm counseling them on lifestyle factors, and I don't think we do enough of that.  I glad that you mentioned the fact that your speech was a lot about children and adolescent.  The fact that children nowadays get more then three hours of TV a day, the fact that our children need at least an hour of exercise a day, I mean these are just factors that people don’t even recognize, I mean even my own colleagues, really an hour of exercise a day for kids?  Really, our children actually watch about three hours of TV, computer, or sit by a terminal a day?  Really, that's true?  I mean that's true for us, I mean we look at our own Latino physicians, our own factors, I mean if we did a BMI study on us, I think we would be flabbergasted.  And it's actually embarrassing.  The other thing, I'm sorry, I don't have a lot of comments, but I think we don’t use enough time to actually talk about lifestyle factors.  I'll give you an example, I give patients little hints.  I say before you sit down to have a meal, have two glasses of water so at least you can feel full.  When you eat, try to walk around the block.  A lot of patients says, Doc, I live in the South Bronx, it's really dangerous.  I can’t walk around the block.  I say how about going up and down the stairs in your building.  Doc, you don't know, terrible things happen when we go up and down the stairs in that buildi8ng.  But I said, you like music, you're Latino, you love to dance, put on the music in your house, dance for half an hour, as much as you can, every single day.  These little lifestyle modifications I think really help our patients and I think that as you said, your own data shows it, pre- and post surgery, not even doing anything more than that, shows that you can decrease the risk of obesity, diabetes, hypertension.  I just think we just need to do a little bit more of that and not so much surgery.  I think it's a good option, it's a great option but I think that we are ourselves, and we also need to give better examples in our own lives.

DR. SANCHEZ:  We're a little short on time so please keep questions brief.

DR. DE LA CRUZ-MUNOZ:  I was just going to say that you're exactly right.  I'm a surgeon, I'm not a primary care physician, I only expect to see the patients that have really failed all of those attempts and I don't want to get people off the street who have never tried anything, and unfortunately as a surgeon, I spend more time in the office than I do in the OR because a lot of what we're doing is long term counseling of them, with the changes.  I don’t want you thinking that I think at least these surgeries are cures.  They’re not cures for what they do.  They’re tools and the patients can learn to cheat them, so they need to make these changes.  What I would say is that there are still a lot of physiologic and genetic influences into it.  Our society and our environment have really hurt us but a lot of this does have physiologic basis behind it.  Yes.

DR. FLAVIA MERCADO:  Hi, thank you so much for a wonderful talk.  I'm Dr. Flavia Mercado from Emory and Grady in Atlanta, and I run a clinic for Hispanic families and every day when I see kids, all I deal with is obesity, and so the comment that you gave about frustration, definitely I have that.  This was very helpful for me to have tools but a couple of questions that I had were one, was the insurance issue because most if my kids are uninsured, undocumented, so that ability to have surgery is really benign, so any ideas on that.  Two, how young have you really gone, because my concern is growth with the surgery, and do you have any data on that?

DR. DE LA CRUZ-MUNOZ:  We've gone because of where I came from before I was in private practice before, we've gone as low as 16.  I'm willing to go lower.  I booked a 13-year-old about five years ago, because he weighed 350 pounds and the hospital didn’t let me do it because the hospital at that time didn’t do kids.  He called me the other day because he's 18 and weighing about 450 pounds, so I knew I should have operated on his five years ago.  So I would do it, no one knows again the long term in terms of growth, most of these guys were trying to do studies to make sure that their bone growth is at least good.  We're trying to nutrition-wise in terms of numbers, when we follow our patients, they’re actually look better post-op than they did pre-op in terms of protein and vitamin levels, and things like that, so the data is not out there so we don’t know but our suspicion is going to be that they probably will grow as they should, and the insurance problem is an issue, I mean I wish we had a solution for it, but we don’t.  I'm sure Emory is just like UM in that way.

DR. MERCADO:  I know, so coming teacher Emory colleagues.

DR. DE LA CRUZ-MUNOZ:  I men with them the other day, I actually just sat down with a couple of them.  Yes, sir.

MALE VOICE:  Thank you for the great overview.  My name is Madio Theran [phonetic], I'm the general surgery resident at John Hopkins.  My question was related to your thoughts and experience of this new growing trend of using gastric banding or the younger population as everybody seems to be bringing up and then also in the adult population that don't meet the criteria of BMI over 35 or comorbidities by actually using at a lower BMI of 30, if you can just touch base on that.

DR. DE LA CRUZ-MUNOZ:  Okay.  I'm going to try to be real quick, I promise.  Then we're probably going to have to quit with this one.  People don’t know what to do with the kids, so some are offering bands because it's nice and easily reversible, some are doing sleeves because even though it's not reversible it's probably doesn’t have long term physiologic effects or consequences.  We really don’t know what the answer is, and in terms of the adults, younger, smaller BMIs doing less invasive procedures, maybe, but around the world there are studies looking the best metabolic surgery we have right now is the gastric bypass, and there are people doing gastric bypasses in non-obese type 2 diabetics.  I've actually done a study down in Venezuela, showing that we can resolve the diabetes in these patients whereas the other two procedures probably wouldn't resolve the diabetes in these patients, so it depends what our goals are.  If our goals are weight loss, maybe it’s worth going for the less invasive ones.  If our goals are metabolic improvements especially in the diabetics, we may need to take a bigger step to get the effects that we want to get.  Thank you very much, guys.

DR. SANCHEZ:  Thank you so much Nestor for bringing us up to date on obesity and metabolic syndrome and bariatric surgery. 

Diabetes Treatment and Best Practices


Our next presentation is also part of the new initiative of the national Hispanic Medical Association in collaboration with Johnson & Johnson, to provide online continuing medical education for healthcare practitioners who are caring for Hispanic patients.  The Website to see this CME presentation is nhmamd.org.  Both the National Hispanic Medical Association and Johnson & Johnson are particularly interested in reducing the incidence of diabetes and making sure that Hispanic patients are receiving the best practice management for this disease and it's hard to imagine an authority that is more impressive than our next speaker who is Dr. Jaime Davidson and his topic is diabetes treatment and best practices.  Dr. Davidson has multiple honors and awards.  He is a Clinical Professor of the Division of Endocrinology of the Department of Internal Medicine at the University of Texas, Southwestern Medical Center.  He's President of Worldwide Diabetes, which is an organization that's dedicated to educating healthcare providers on diabetes all over the world.  He chaired the diabetes guidelines and roadmap for the prevention and treatment of diabetes in 2001 and again co-chaired the guidelines that were published a couple of years ago so more recently.  He is a Master of the American College of Endocrinology and we're really honored to have him with us today. 

JAIME DAVIDSON, MD, FACP, FACE:  Good morning.  Well I will start giving Dr. de la Cruz some good news and some bad news.  The good news is you will not be out of a job, okay?  The bad news is that the Florida 18th Congressional District which is Miami, which is Miami-Dade and as you know for many years we used to say that Cuban Americans have less diabetes than the rest of us.  It's the second highest prevalence of diabetes in the US as of this week.  Then you will have a lot more work than you anticipated.  Now this is where I work, this is UT Southwester in Dallas and whenever you’re in Dallas please give me a call.  


Then treatment and best practices, are we actually doing it?  And the answer it is not, we're not doing it.  If we will be doing very well, Dr. de la Cruz will be out of business.  Now let me put in perspective the problem we have, Dr. de la Cruz showed you a lot of data.  But we have over 26 million, over 26 million as of this year 2011 with diabetes in the United States, and obviously a percentage of them are walking around not knowing they have diabetes.  In addition, every year we add more than one and a half million new patients.  About 5% to 10% have type 1 diabetes, and at UT Southwestern, Dr. Roger Unger is working now in humans after doing a project in animal models to actually improve significantly type 1 diabetes.  And the biggest problem is that we almost have 80 million, 80 million Americans, 79 million Americans with some problems called impaired glucose tolerance, impaired fasting glucose, or/and metabolic syndrome and we call that prediabetes and every year some of these patients actually move onto diabetes.  It is really a pandemic.  


And there are three main types of diabetes.  Type 2, which affect most of us.  Type 1, 5% to 10% actually type 1 in Latinos, Hispanics, it's probably a lot less.  And then we have another one called gestational diabetes, and gestational diabetes is diagnosed during a pregnancy.  Very important to make that diagnosis for better outcomes, okay.  Very important to treat those patients like the OB/GYN says, on a timely basis.  Then let me show you some of the data.  This is the incidence of diabetes between 1994 and 2003 in the US.  You can see every year we have more new patients getting into the system, then we diagnose more patients from 2% to 2.3%, to 2.5%, and eventually it's going to be more and more.  And now let me show you the prevalence.  This is people ages 65 and older, and by now, what we have is one quarter of Medicare population has diabetes in 2003 and it's probably higher today.  


Let’s talk a little bit about gestational diabetes, that's type 2, that's actually the biggest problem we have in the US today, type 2 diabetes.  Then we look at Latinos, we need to look at it a little different, and I will tell you a little bit about my thinking on genetics, but 2% to 3% of all pregnancies in the US will actually have type 2 diabetes, and the conversion rate is two to three times percent per year.  Then I ten years, one of every three will develop diabetes, it's pretty damn high because we don’t do preventive medicines.  It's cheaper to prevent than to treat, but prevention is not in the vocabulary in many of the people tat make the laws for us to practice medicine, and in that minorities, especially in us Latino women have about 12% of gestational diabetes.  With that conversion rate of 10% to 12% per year, that means in ten years, almost all of these ladies unless we do something will have type 2 diabetes.


Now Dr. de la Cruz mentioned a little bit about type 2 diabetes in children and adolescents but it is becoming an epidemic in certain areas, certain in areas where we live, okay.  In these areas, child development diabetes at age 12 is more likely to have type 2 than type 1, they will diagnose somebody at age12, you know the chances are that that child is going to have type 2 and not type 1.  Many pediatricians still diagnose these kids with type 1, but when you have a little child age 12 that weighs 180 pounds, has acanthosis, decoloration of the skin, is overweight, you know this child doesn't have type 1 diabetes, they have type 2 diabetes.  Then this acanthosis nigricans is a very important marker for insulin resistance.  And the problem is many of them are placed immediately on insulin, and insulin while it's terrific as the gold standard, maybe in these children early on, unless we do it right may not be the best choice, maybe metformin should be the best choice.  Diagnosis is very simple.  You do a glucose and you make the diagnosis of diabetes, sometimes you only see the patient and you make the diagnosis of diabetes, but if you see a patient that is overweight, comes to you and complains of polyuria, nocturia, and you do a blood sugar at any time and that sugar is 220, 210, don’t worry, that patient has diabetes, it's not a mistake, okay.  If you do a fasting glucose and the glucose is 126 or higher, that patient has diabetes.  The problem is what do you do when the blood sugar is 119?  Do something.  Don’t wait until that glucose is 126, and that's the message, okay.  Why?  Because complications of type 2 diabetes at the time of diagnosis are many.  


By the time we diagnose diabetes, many patients already had a heart attack and that's what we want to prevent.  Giving that patient to a cardiovascular surgeon costs us a lot of money, okay, and if we can prevent it, it's very important.  Then when we diagnose diabetes, 18% or more have already an EKG abnormality, okay.  Twenty-one percent have retinopathy.  A lot of people already have some nephropathy signs, then diagnosis of diabetes early is very important.  The problem is not going to get better.  It's going to get worse because everywhere in the world we're getting more and more obesity.  In the US, in Europe, in Latin America, as you know, Mexico today, the number one cause of death is females, number one cause of death in females, what do you think it is?  Diabetes.  The second in men okay.  


And when you look at US Latinos, well I'm from Costa Rica, we're not too many, 70% of us in this country are Mexican American in origin, and therefore, whatever we like or dislike we need to aim some of this prevention in the Mexican American community.  Then you look in your left hand side and you look at the increasing obesity from 1998 to 206, 92% increase in obesity.  You go to the right, hand by hand, you se diabetes from 6.5% to 7.8%, then it will continue, but remember not because I want to give you more business Nestor, but in addition to that some of the biggest concern is for example in women, it's breast cancer.  Obese women have a lot of breast, more breast cancer, and cancer is higher everywhere that you see obesity.  Cardiovascular disease, more men, but once you have diabetes in women, you know it's not prevention, they will have the same cardiovascular if not more than that.  


Some of the advices that we need to do.  This is from the CDC about four or five years ago.  When we ask people how do they see themselves for ideal body weight, if you’re an Africa-American female, you show them the figures, it's the BMI they want and normal BMI for them will be 27.3.  Way too high.  If you ask ours, 27.02, and if we ask Caucasian, White people, women, it's 22.7.  Then already to begin with, we perceive normal weight with a high BMI, then to make these people lose weight, they will tell you look, my husband doesn’t want me skinny, then those are some of the fights we have to do.  Next is we live here longer, the longer we live here you can see here that our first generation is not so overweight.  This is adolescence.  The second generation we gain weight and we keep it in the third generation.  


Now, if I leave you a message today, this would be my message.  Prevention, prevention, prevention.  Look at this slide, this is the estimated lifetime to develop diabetes in children that were born in this country in 2000 and thereafter.  Look at the dark blue.  Dark blue is us, Latinos, okay.  If you look at Latino women, it's one of every two that will develop diabetes.  One in every two or a little bit more.  Then explain to me that we know this data already for seven years, and nobody, nobody is moving a finger to do something about it.  Its transparency, physicians need to do better, we need to have electronic medical records, we need to fill more papers, we need to have the CD codes that are right, but going and work for that to prevent type 2 diabetes, they're not giving us a penny.  They talk and talk and talk and that's it.  And men the same thing.  Our kids almost one of every two will have type 2 diabetes and we're sitting here doing nothing.  Now this is the problem.  This is actually a study that was published in 2004 in the New England, and these are children.  You look on your left hand side, a child with a normal BMI, normal bodyweight, you go all the way to the right when they’re really extremely obese.  The BMI goes from 18 to over 40, okay, and what happens to these kids, they start accumulating fat in the muscle, in the stomach, in the pancreas, in the abdomen, that is bad fat accumulation.  That's what kills these kids and kills all of us unless we do something. 


Now when we look at glucose, for pediatricians, I don't know how many are here, but everybody thinks that a normal glucose is below 126, and it's not.  And in children it's even lower because rarely a child has a fasting glucose of 90.  When the fasting glucose is 90, it's already abnormal, and take a look at insulin, every time these kids gain weight, the circulating insulin levels go up.  They're hyperinsulinemic.  Perfect to develop diabetes in the future and they do, okay.  


And I'll show you a little data on lipids, but let me tell you, if you measure HDL, which for me is one of the lipid particles that is the most important, because you have a high HDL, rarely you’re going to have an MI, okay.  Even if you LDL is high, but lowering LDL is very simple because we use statins, but in these kids, if you actually measure lipids in children, usually the HDL is 55 to 60.  If a child has an HDL of 39, especially our Latino children, that child is having the metabolic syndrome and will develop type 2 diabetes, okay.  And triglycerides, very rarely triglycerides in children reach 60 or 70, they’re usually 40, 45, 50, 55, and when a triglyceride is 95, 89, that's not normal, and we need to learn those things.  Why?  Because at the end of the day, if we don’t do something, we’re going to have more heart disease, more strokes, more people going blind, more people going to dialysis, I don’t know how many nephrologists are here, but I want to get you out of business and I want to get no amputations.  And in order to do that we need to start early, okay.  


Standards of medical care, we have them.  It's not that we don't have them, we have them by the ADA, we have them by the American College of Endocrinology, and it tells you very clearly, we need to bring the A1c below 7 or below 6.5%.  We need to bring the fasting, if possible below 100 or below 110.  I tell you, one of the problems is we tell people what to do.  We want then below 100.  Is that actually clinically possible with the tools we have today?  It's not, if you look at clinical trials, we can get to below 110 in more than 50% of these patients, but we cannot get to below 100.  Very tough.  We can try it, and therefore the ACE, the American College of Endocrinology has 110.  We have 140 because we can get in clinical trials to 140.  We'll have 6.5% because we have trials that we can get to below 6.5%, but we need tools to get to those targets.  If the patient doesn’t have a meter, how is that patient going to go.  


If I need to go from here to Reagan Airport this afternoon, if I don’t have a map, if I don’t know what risks to take, if I'm driving, I cannot get there.  If you want a patient with type 2 diabetes or type 1 diabetes or gestation, to go to 7 or 6.5, or a fasting of 100, they need to measure glucose and they need to act on that.  Then I will give you again some good news.  The hood news is that in the US, we have actually decreased the death rate form coronary heart disease, way before the statins, okay, way before the statins, why?  When I went to medical school, a normal cholesterol was 300.  Then 280, then 240, then 220, then 200.  When Nestor went to medical school probably it was 180.  Now we want it at 150, okay?  That is before the first statin, you can see we learned, they told us we need to lower the cholesterol, we intervene, the first statin was terrific, but we have done that before.  Then physicians can learn, after medical school.  The bad news is that if you have patients with diabetes, that's not happening.  That's not happening in spite of having statins.  You can see that diabetes is killing people, due to cardiovascular disease.  And why? Because the minute you have a patient with prediabetes, that's an equivalent of having a previous heart attack.  Then you’re looking green in the left-hand side, okay.  We have no diabetes and no heart attacks.  We're in the 40s, okay, and we follow this patient for seven years, 3% will have an MI.  If they don’t have diabetes and they have a previous MI, 18% will have a second MI, and they’re going to survive.


Today, we can make these people live a long time.  You look to red.  Red is warning.  This is a patient that never had an MI, but has diabetes.  In the first seven years of his life with diabetes, one out of every five will have an MI or more.  If they have diabetes and they already had an MI, in seven years they will have the second MI, but they’re not going to live too long to tell you, and that's the problem.  Mortality in the second MI is very high.  Totally different to somebody that doesn’t have it.  Well, everything that you are going to hear isn't new.  This is from 2004, this is the state of diabetes in America, by the American College of Endocrinology and you can see that very few people, 67% of patients in the US do not achieve and A1c of 6.5 or less, 67%.  That means 67% have A1cs that are not correct.  Why?  Because diabetes is the worse treated US illness.  If you have a blood sugar of 180, do you go to the doctor, do you call for a question, do you do something?  No, why not?  But if you have a toothache, you are on the phone call to the dentist because you want that pain to go away.  If a blood sugar of 180 will hurt you, we will not be having this problem.  But that's the reality, and that's why we're not receiving, our patients are not receiving the ideal recommended care.


Now, if in general we are not receiving the recommended care, we have more complications, is that genetics?  And I told you there are two studies showing that will get to the same A1c and we co-factor for other things, we have no more complications than whites or African-Americans, or anybody else, then don’t make anybody believe that we are determined by genetics to be blind or to be in the dialysis machine or have an amputation.  Forget about it.  From today on, you need to tell people we are not genetically predisposed for complication, that is the biggest lie I heard.  We are not.  The Pima Indians, 1945, Elliott Joslin went to Arizona.  You know why he went there?  Because the Pimas didn’t have diabetes, 1945.  Today, by age 40, one of every two Pimas has type 2 diabetes.  You think that we changed the genetics in 60 years of these people?  We didn’t.  You know what we changed?  Lifestyle.  We put them in reservations after World War II, you know what happened?  We had a lot accumulated in case of famine in the US.  What they would do, we send the lard to the reservations and then instead of baking the bread, they fried the bread.  We have casinos, three hours of work per week, of labor, that tells you, the environment plays a big role.  Then in addition to that, this is a study from NHANES.  In the likelihood of a patient that is non-Hispanic white Caucasian, to achieve an A1c below 7 is 100%, an African-American will be 60 and us, Hispanic Latinos will be around 40.  Is that fair? 


And we are here and we're not doing anything.  That's the problem.  That's why we have complications.  That's why we have more dialysis, that's why we have more strokes, it's not because of genetics.  Then we have data, this is in type 1 that if we lower glycemia, we decrease retinopathy, nephropathy and amputations, and every time you go down, you do better.  But you need to go down to 6.5 to really decrease the risk significantly.  Every time you go from 11 to 10, you do, from 9 to 8 you do, but if you really want to wipe it out, you need to go down, okay?  Cardiovascular disease, so microvascular disease is no different.  If we can get to 6.5, we're going to do a lot better than if we get to 7.5 or 8.0 and this is from the UKPDS, okay.  An estimated 37% decrease in microvascular disease for every 1% decrease in A1c, and 16% decrease in macrovascular disease for every 1% decrease in A1c.


Then we start having problems.  We have the UKPDS, the DCCT, everybody's, and then we have now three studies, ACCRD, ADVANCE and VADT.  What happened?  The ADA comes and says, maybe going below 7 is not so good.  Maybe 7.5 is okay.  Okay.  And what happened is when ACCORD really opened and we know the reasons, these people are sick, they already have cardiovascular events, okay.  The people in ACCORD that died were the ones that started with an A1c of 8% and during the trial, they couldn't get it down.  Then to go and tell the world that controlling diabetes is actually not so important to go down to 6.5 is not correct.  Then what we need to tell the world is that there are lasting benefits if we start early.  This is the UKPDS, and you can look 10 years later, we still have benefits from controlling diabetes better.  Any diabetes standpoint, macrovascular disease, MIs, and all-cause mortality.  


Then best practices, lessons from clinical trials, these are all the studies, either we intervene early and do it well or we intervene late and do it poorly.  And the answer is very simple.  Early diagnosis and intensive controlled therapy from the start on is the key to long-term reduction in diabetes complications.  If you start late, poor patient.  Diabetes has a natural history.  There are many people who will tell you, we are going to start with one medication or we're going to wait.  I have a poster here on one of the new GLP-1s, an incretin mimetic called liraglutide.  And you can see that patients have six years of diabetes and a percentage has significant percentage are not on any medication.  We recommend that they start on the first medication, the first day we diagnose diabetes.  


And then you can see here that there are many medications we can use.  Obviously, we’re recommending metformin as first line therapy and then we can discuss the rest today.  The problem is the inertia, and we looked at the Western dictionary.  Inertia, especially in regard to effort, motion, action, an d the like in active, sluggish exactly what happens if a patient does not know where to go.  And look at what happens in the US.  This is from 2004, everybody tells you we're getting better, I don't think we're getting as good as we need to get.  We leave patients for almost three years on diet and exercise, going from am A1c of 7.2 to an A1c of 8.6, and then we started the first metformin NSU, and we are there for another three years and the A1c is 9.  And then we do combination therapy.  Once the A1c of 9, you are not going to make it adding another pill.  You need insulin, okay.  Maybe an incretin mimetic will do it because it will help us lose weight and everything else, but I know that an oral agent will not make it, and then we start insulin when it’s 9.6.  When they send me a patient for insulin, 9.6, I have to work a lot more than if they send me a patient where the A1c is 8.  Okay.  Then you know, that good glycemic control in every single study, type 2s and type 1s, is important for your patients, and in addition in the DCCT, they gain 15.3 years, life free of complications.  Wouldn’t you like that?  To live 15 more years with diabetes, and have no complications, and who here will not sign for five extra years of life?  Five more years of life if you treat diabetes good.


Then lessons from clinical trials.  As far as glucose monitoring is concerned, because we cannot get to 7 or to 6.5 or to fasting of 110 and postprandial unless the patient knows the blood sugars, then in Texas we have the Bill of Rights for Patients with diabetes and every patient that has diabetes has the right to know their sugars, okay?  Then I believe all patients that have diabetes should do glucose monitoring.  It should be individualized, okay?  Because we have different patients and different targets, now everybody needs to do four or six blood sugars a day, we'll talk about it.  Then the data should be utilized by both the patients and ask to make changes not three months from now, but this week, okay.  Just to do as SMBG, without intervening is a waste of money and time, it's not a good investment.  Then how did we do in this trial?  This is a trial with glyburide and metformin.  It's an open label, people came with 10.6.  I actually opposed this trial.  When they asked me, I say these patients need to go on insulin, and the answer was many patients—
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