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DR. LEE:  (Not at microphone.)  Thanks a lot for inviting me.


And what I am going to try to talk about is some of the more direct activities in cervical cancer prevention and control that we are doing at CDC.  We have a number of other activities that are supporting it that may be a little less direct but I do not have time to talk about them.


The first and most important activity or program that we are doing is National Breast and Cervical Cancer Early Detection Program, which I am sure many of you know about in detail.  It has been discussed at some – in different ways this morning and this afternoon.  So I am going to give a very brief overview of this program for those of you who are not familiar.


I want to also introduce Susan True, who is our lead at CDC for the national program, and she has the lead role at CDC and we are lucky because before she had the lead role at CDC she had the lead role for a number of years in New York State for their program.  So she really has a broad understanding of both the local and national issues related to this very big and important program.


I would like to emphasize something that many people do not understand or do not recognize.  This is the only nationwide organized screening program for cancer in the country.  Now, if you lived in Europe you would know what that means.  Because in much of the European countries where they have universal health care, for example, cancer screening is done by organized screening programs.  We do not do that here.  What I am hearing about the new collaborative at HRSA, they are going to have organized screening programs for their clinics.  They are getting there.  The value of organized screening programs is that you collect information, you monitor and you improve based on that collection of information.


And that is why the guy at the collaborative could say that we are doing a better job than people with insurance because we have standards, our programs are measured on those standards, and we know when fall through the cracks, we know how long it takes to get to treatment, we know when they do not get the diagnostic follow up.


And if any of you saw the article in the New York Times last week about the program in New York City that identified a mammographer who was basically not being honest and had under – basically had misrepresented a lot of data and missed a lot of breast cancers, that was found while Susan was the director of the program by looking at their data which CDC mandates that all programs collect and look at.  So that was the benefit of a national screening program.  It picks up fraud basically.


But this program also uses outreach, case management and public and professional education, and quality assurance.  And CDC and the States monitor – use clinical data to monitor program performance as well as assuring women receive the appropriate and timely diagnostic and treatment services.


A couple of key things that you need to know about the authorizing legislation is it provides and breast and cervical cancer screening and diagnosis to poor and uninsured women.  The funds cannot be used to pay for treatment but since about 2000 we have the treatment act which really fills in a lot of that gap.  A very important part is that at least 60 percent of the grant funds should be used for clinical services.  This is a specific thing in the law and that means that we cannot – we have to use – that is what is used to pay for the mammograms and the pap smears and the colposcopies and the breast biopsies.  But if you need to spend a lot of money on community health workers to go out and find the unfindable, you are going to run into a problem of funds very quickly.  So we are mandating that you have to spend the majority of our money to pay for clinical services.


And there is the matching component.  I think it is not terrifically much of a problem these days.  We cover pelvic exams.  In cervical cancer screening we cover pelvic exam, pap smear, colposcopy with biopsy, and endocervical curettage.  These are paid for at the Medicare rate.


And just as a flavor of the kinds of screening sites that we use, here they are.  And I want to reiterate what Susan said a while ago.  If you have seen one program you have seen one program and that is one thing that is just wonderful is that this has been allowed because it is a grant and cooperative agreement with states.  The states can set up how it works best in their program.  And some states only provide these services through county health departments.  Some states do not have county health departments, and so you have to use all kinds of different methodologies.


A quick visit.  This has been a program that has had broad bipartisan support in Congress particularly and lots of support in the advocate community, and that is the breast cancer advocacy community and other communities that broadly cover women.  There is very little specifically cervical cancer advocacy, which was the point Steve was making.  But we have had steady increases in our funding over the years.


We are now in the program’s 12th year.  We have been located in all 50 states since 1996, also the District of Columbia and six territories and 14 tribal organizations.  We have screened about 1.5 million women since the inception of the program and have provided over 3.5 million screening exams.  We have diagnosed 48,000 precancer and cervical lesions that’s biopsy diagnosed CIN, and about over 800 cervical cancers.


And this top graph shows you the number of pap smears that we do each year in the program.  The last one was fiscal year ’01.  We do not have all the data.  But in recent years we have been doing somewhere around, with slight increases, 250,000 paps every year and we have provided about 1.8 million pap smears since 1991.


We have provided services and screening of pap tests to about one million women since 1991 and about half of these are from racial and ethnic minority groups.


In case you have – in your notebooks, I want to tell you my slides are in here, actually in the thin notebook they are the last one inserted for the day, and mine are in color.


Here is the age distribution of those one million women who received pap tests.  There is a very important thing to note here and that is about 77 percent of the women in our program who received a pap test are over 40.  This is a very unusual age distribution for almost any other data set you are going to find.  And there are a variety of reasons for the fact that we have the vast majority are over 40.  An important one is that this law that mandated us requires us to be the payer of last resort and there are a variety of federal programs that target the younger women for pap screening.  We also know and if you look at the data that older women are the under screened for pap test and that is where most of the cervical cancer diagnosis exists and we also are a breast cancer screening program which does not target younger women.


But it makes our data different from most of the other published data you are going to look at because we lack the data on the younger women.  Here, in fact, are the age specific rates of biopsy diagnosed precancerous lesions, cervical and neoplasia, and overall we have found about 1,500 cases of CIN for 100,000 pap tests.  That is this last – the red.  That is our age adjusted detection rate for preinvasive disease.  You will notice that about half of that pre-invasive disease in every age group in the low grade CIN1 which often regresses on its own without treatment, and that is the case in all age groups.


Now, I want to show you this is a different graph.  This is the age specific detection rate of biopsy diagnosed invasive cervical cancer and you see a very different pattern here, which is most of your invasive cervical cancer does not begin until the 30s and overall instead of 1,500 cases per 100,000, we have 33.  Very different axis here.  33.  And this is a point that I have been making for many years.  We have screened – we have provided 1.7 million pap smears.  Out of that 1.7 million pap smears we found 627 cases of invasive cancer.  I said earlier 800.  Some of those were women referred to us and tested outside of the program.  You have to screen in this country a lot of women to find any invasive cancer.  These are poor minority women.  They are at high risk.  You have to screen a lot of women.


We have been in place for 11 or 12 years and we have found 627 cases of invasive cancer out of all of pap smears we have done.  So this is the important something for HRSA to know and everything else.  The purpose of cervical cancer screening in this country is to find precancerous disease.  If you just target all your quality assurance and everything on people with invasive cancer you are going to miss what you need to do.  And if you are only looking to make sure that those women with invasive cancer get provided treatment then you are going to let a lot of women slip through the cracks because their precancerous lesions weren’t treated correctly.  So that is the very important message from these data.  It is a rare cancer these days in this country.  I do not want to speak for someplace else.


So this is kind of the patterns we can see and these patterns have not changed in many years.  We get our data twice a year and we have been seeing very similar information for a long time.  And what we have sort of come to in the last couple of years is that where our program particularly needs to go in cervical cancer, we are not talking about breast right now, but in cervical cancer for the reasons that I have already mentioned earlier in the day, is that we really need to take the leadership in finding women who never or rarely been screened.  Because this is another thing, we are vastly over screening most of the women in this country for invasive cancer.  Vastly over screening.  I have had 25 normal pap smears.  Every time I go to a gynecologist they want to do another pap smear.  I do not need another pap smear.


We need to – and the other thing is when we try to use data, which very clearly shows that once you have had a normal pap smear you do not need another one for a while, for three years, when we tried to do that you will not believe the grief we got.  So to go from one year intervals to what makes sense , which is three years, is a tremendous difficulty because people need their annual pap even though they do not really.


So those are all kinds of issues that I think play in the mix here and we have got to take a leadership lead and I think address the issue of over screening as much as we need to address the issue of not being screened.  By over screening we are using resources where they do not need to be used.


The World Health Organization recommends that it has found it is more cost effective to recruit a high proportion of the population and screen them infrequently than recruit a low proportion and screen them often.  The lowest cervical cancer mortality rates in the world are in Finland and they screen once every five years.  The lowest in the world.  I have heard the Europeans, they just shake their head at the U.S. about how often we’re screening.  So that is just another thing to think about.


So what has CDC been doing to reach the women who have rarely or never been screened.  This is a new initiative for the past three or four years.  We want to redirect our resources within our own program because we only have enough to cover 15 to 18 percent of the eligible population.  We want to redirect them to maximize the health benefit.  And we define this target population of rarely or never screened as those women who have not – who when they come into our program have not had a pap smear in the previous five years.


And in looking at our program data at the beginning of our effort we found among the women who – the proportion in our program who had not had a pap test in the previous five years, a median of 15 percent of the women had not had one.  It ranged from 0 to 99 percent.  The 99 were like some of the territories, the Pacific Islanders.  So we were doing a good job.  But overall in 67 programs it was 15 percent.  And we set an initial goal of 20 percent and we are now using that goal, and I think we are now above that.  Right?


DR. TRUE:  Actually a little bit above in an aggregate.


DR. LEE:  Right.  But we are trying to use that as a program measure for our states to do better than this.


So in the next few slides I am going to talk about some of the activities that we are doing to reach the rarely and never screened, and I think some of them you have heard about.  We are real excited.


DR. BROWN:  Nancy, do you call rarely or never screened someone who has not had a pap in the last five years, right?


DR. LEE:  Or never.


DR. BROWN:  Or never.  Okay.


DR. LEE:  And in our data that is self reported information.  And there are some problems with self reporting but we will not go into that. You’ve got to do the best you can.


We have been developing professional education materials in a variety of ways but our main one is we are finalizing – now, it is not available yet – a web based powerpoint slide show that will be targeting providers.  We have already done this with our colorectal cancer activities.  And anybody can go to that web site, download a powerpoint show that has the slides plus all the notes and go out and give it.  So that is going to be – it will also be particularly targeted to the professionals who screen in our program.


We are getting ready to sponsor a workshop on publication and outreach.  I will tell you a little bit more about this in another slide.


We are in the process of developing a two page fact sheet at the 6th or 7th grade reading level.  This currently is being piloted in four states.  This effort is being done through lots of pilot testing where we have communication theorists who are developing this, and it is being piloted at this stage so it had better be good when we are done.  It is currently in English during the pilot phase and it will be produced in Spanish and other languages as indicated.  This also will be available on the web as a PDF file that anybody can get and download as well.


I think you heard a little bit this morning about our initiative with the Appalachian Regional Commission and the University of Kentucky.  We have given Appalachian Regional Commission, I think, about $300,000.  They have pitched in $100,000 for the next three years to pilot community based efforts to reach rarely and never screened women in a few counties in Kentucky.  After the pilot this will be expanded to those counties in Appalachia with the highest cervical cancer mortality rates.


In the summer of 2002 we convened an expert panel to develop best practices for outreach to specific racial and ethnic subpopulations.  We will be training – I mentioned in the previous slide – outreach staff in November on this and proceedings for these best practices are nearing completion and will be published.


DR. TRUE:  They will be put on the web.


DR. LEE:  Yes, something.  I am not sure of the actual thing.  We have also got a contractor who is with the University of North Carolina who is giving specific training and technical assistance to states using the information that we have learned from this.  They are helping the states use their own data to increase the screening of rarely and never screened.  Including using geographic information systems technology to merge that with their own program data to find out where in a specific area they are screening.  They already know from other GIS information where the poor people live.  Are they missing those pockets?  So we are helping states learn about GIS.  We are giving the technical assistance to states that have the lowest proportion of rarely and never screened in their own clinic data.


They did not hear about this, right?  We are very excited about this.  In this particular collaboration with the U.S. Department of Agriculture and NCI that came out directly out of this effort, Harold, so we are real excited about this.  We are working with the cooperative extension agents or we are developing a project.  Really we are kind of in the early phases.  Where the NCI has used their mapping capabilities to identify those counties throughout the country with high rates of cervical cancer mortality.


We are using the USDA who has cooperative extension agents in every county in this country. It is one of the few federally supported groups where they are everywhere.  And those county extension agents already have many relationships with families who are perhaps underserved, uninsured and poor.  We are linking – our plan is to link those USDA agents with breast and cervical cancer screening program so that they can use them as part of our outreach efforts.  So we are very excited about that.  We are just at the beginning of the pilot phase of that effort but I think it is a wonderful new collaboration.


We are also involved in several qualitative and intervention research projects on strategies to reach the rarely and never screened.  Our current effort focuses on African-American and Mexican populations.  We are doing a lot of qualitative informative research.  Let me tell you how difficult it is to get people who have not had a pap smear in five years to come to a focus group.  The focus groups you hear all about – you know, when you are focus group testing, you know, a new intervention or a new toilet paper.  They are not getting rarely or never screened.  It has been very, very hard.  They are underserved and uninsured – they are underserved for a reason.  They do not access health care. So it has been a real challenge to try to find those women so we can ask them what is wrong.


DR. PARTRIDGE:  That is an example right there of the recruitment and retention shared facility that I talked about this morning.  CDC contracted with our facility to find some of those women, which we did.


DR. LEE:  But it cost a lot of money.


DR. PARTRIDGE:  We had the infrastructure in place to do it.


(Simultaneous discussion.)


DR ________:it’s very difficult because in the beginning the criterial was they told them they don’t have any insurance, but this was different. After that they told them they had insurance but were never screened. That was very different and took a lot of effort.


DR. LEE:  One of the things that CDC has a whole lot of and I never follow it so I think it is so exciting, we have a lot of experience in – house in finding people who have syphilis and gonorrhea and STDs.  Every – you know, all over the country you have your disease –DIS –I forgot what they –Disease Investigation Service.  They go out and they find anybody who has syphilis anywhere.


In South Carolina we have two of those people who used to work for the Division of STDs and they are now on our staff.  We sent them down to South Carolina because they knew those – they know where people who normally do not access health care live because they have been out tromping around finding people with syphilis and gonorrhea and other STDs.  And so I think that is another new exciting linkage to put up, is to really get to people who know where the unfindable are. And I think that the STD group may be another exciting one.


There are a whole lot of things that we need to begin to think of new partnerships, new methods.


A couple of things that we are doing for the future that I think will inform us.  We have had a lot of pressure especially from our programs in the northeast to adopt new screening, the liquid base technology.  Thin-Prep has great marketing and they are based in Connecticut and I think throughout the whole northeast it is getting harder and harder to have a traditional pap because of the marketing that is going on by Thin-Prep people.  It costs more.  It is more sensitive but it is probably less specific.


Sensitivity is only going to buy you a little bit when over half the people never had a pap smear.  So if you – you know, we are less concerned with having the perfect test and we think at this point traditional pap smears have worked really well if we could just find the people and give them a reasonable good test.


But anyway there is incredible market pressures now for us and other providers to use the liquid based technologies, so we are planning a clinical trial to compare the false positive rates with conventional pap tests with Thin-Prep and Sure-Path technology.


DR. PARTRIDGE:  Nancy, why are you going to do that?


DR. LEE:  We do not have specificity.


DR. PARTRIDGE:  Sure you do.  Specificity.


DR. LEE:  The experts tell us we do not.  We have sensitivity but not specificity.


DR. PARTRIDGE:  You know, you just had all the experts together with the ACS talking about the recommendations, there is tons of data on this and it is what drove the new recommendations for increasing the interval with liquid based cytology because your sensitivity is better, your specificity is not.  You have too many false positives but that can be a problem that is overcome by increasing the interval with any test.  I am not sure you need to – you should be spending money on something else.


DR. LEE:  Well, we have been looking at that and we actually used Meyers, who was one of the main people who did the ARHQ report, and he tells us that there are not good data on the specificity.


DR. PARTRIDGE:  And with the HPV coming in the population you have –


DR. LEE:  Let’s talk about that later –


(Simultaneous discussion.)

DR. LEE:  And so that is it.  We have not done that trial.  We are ready to – we are developing the protocol for it now.  It is not too late to change anything if we need to.


The last idea is one I think Jim Marks talked a little bit this morning about and we are going to do a – we hope to do a couple of demonstration projects on this.  For any of you who – there may be a few of you who have heard about maternal mortality reviews and the infant death reviews.  This has been something that has gone on for years out of health departments to look at the very rare event in maternal mortality and to actually just do a case series of all women who die associated with child birth.  There are three or four hundred a year in the country.  And by looking at an in-depth chart review you can learn a lot of information.


Our question is because cervical cancer deaths are quite rare, they are about ten times more common than maternal mortality but it is still quite rare. Can you look at the deaths in a numerator fashion and learn useful information along the lines of maternal deaths.  So we are going to think about how we can do that in two or three demonstration projects.


Let me very quickly go through some things that are related a little more tangentially but not too much.  Some of you probably know about the Guide to Community Preventive Services.  This is an effort developed by a nonfederal task force with the support of CDC to provide evidence based recommendations for community prevention and health promotion strategies.  Its focus includes immunization, tobacco, physical activity, injuries and cancer screening.  And it also focuses to identify prevention research agenda.  It reviews all the intervention literature that it can find.


It assesses the quality and the evidence of those publications and translates the evidence into recommendations.  It is part of a family of federal initiatives under Healthy People 2010.  The Guide to Clinical Preventive Services is a similar task force supported through the Agency for Health Care Research and Quality. And ours at the CDC is the Guide to Community Preventive Services.


This is meant – the guide is a guide to select interventions that work in communities which are defined very broadly as a group of individuals sharing one or more characteristics.  And preventive services are activities that prevent disease or injury or promotes health.


And it can be used to aid in program planning, assess effectiveness and consider the applicability in the local setting.  It encourages the use of effective interventions and efficient use of resources.  The audience of the community guides are those who plan, fund or implement services and policies for health care systems, communities and sites.


The Cancer Prevention and Control Reviews are expected to be completed next year.  They increase screening.  We are looking at three areas broadly.  The first one is the one that is important for this group.  It is also by far the largest review – by far the largest part of the review.


And this is a strong collaboration between the National Cancer Institute and CDC.  Jon Kerner, Bob Hiatt and Barbara Rimer have been instrumental and great participants in our whole effort.


We are going to be looking at things like do community health – is there evidence that community health advisors work?  We know already that reminder systems work. But how that small media – how about brochures, that brochure I showed you, what is the evidence base that doing that sort of thing works?  What is the evidence that public service announcements works?


And so once we are through with that we are going to have a set of recommended interventions that we can then go to our cancer screening program and say you need to be doing every one of these.  We can provide it to Peggy who can use it with her community health centers but HMOs and other groups will be able to use this information.


Another collaboration that we are working on that has grown out of that is a new cancer prevention and control network.  We just awarded these dollars in September and it is a large collaboration again between CDC and NCI.  We hope to set up a research network that increases the expertise in community based intervention research in cancer prevention and control, and facilitates the translation of effective interventions into practice.  The PRC network members were awarded in September at Harvard University, University of Texas, University of South Carolina, University of Washington, and a collaboration between West Virginia University and University of Kentucky.  We gave them an initial grant of $2 million, of which none of this goes for research.  It is only for infrastructure.  We hope they will be able to bring in scientists with expertise in this background and then they will be in a position and have protected time so that they can respond to research proposals from us or NCI or Robert Wood Johnson or ACS.  So we think this is an important infrastructure effort that has just begun.


We aim to provide expertise for research that meets the community guide standards and we hope that it will be a place with expertise in community based interventions, replicating interventions in new populations and settings, dissemination and evaluation.


So if you have any questions I will be happy to answer them.

