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Mr. Simons 
Dr. Paul Godley is one of our key researchers.  He will speak on issues related to the 
African-American experience, but much of the information can also be translated to the 
general population as well. 

Paul Godley, MD, PhD 
Thank you very much, Virgil.  Regarding disclosures, I am on the data monitoring 
committees of two pharmaceutical companies, Ferring Pharmaceuticals and 
GlaxoSmithKline, and I do not receive any other support from pharmaceutical 
companies.  I will speak about the efficacy of PSA screening for prostate cancer among 
elderly African-Americans, and it is a case control study. 

My purpose today is to talk about one issue with PSA screening: is there a rationale for 
screening African-Americans in a different manner than Caucasians?  Is there data to 
support a difference in the efficacy of screening among African-Americans than among 
Caucasians?  This is an exceptionally tricky topic to address because there is not much 
data on African-Americans and screening outcomes.  We will talk about: epidemiology; 
data that describes different outcomes from treatment for African-Americans; 
randomized controlled trials; and a technique used to get valid outcome results. 
You have seen how difficult it is to access the prostate in the pelvis.  This is DRE, a great 
test as long as you have a tumor that can be palpated with an examining finger.  Here are 
the mortality and incidence rates for African-Americans and Caucasians 1975-2005, 
which show that there is a decline in mortality for both groups.  Here is where PSA was 
instituted and became standard of care for screening. 

In terms of thinking about what are the important cancers to consider health disparities, 
certainly prostate cancer is overwhelmingly the cancer that we need to be concerned 
about.  The disparity between African-Americans and Caucasians is much greater for 
prostate cancer than colorectal cancer and lung cancer.  These are number of cases 
diagnosed.  Looking at mortality, the magnitude of the difference, this is twice, and much 
greater than for colorectal cancer and for lung cancer, other major cancers.  There is a 
tendency to say we need to treat more, we need to screen more, but are these things and 
do these things have the potential to really make a difference? 
Looking at population data on outcomes of treatment, looking at what happens after we 
treat patients, all of it is relatively confounded by the fact that patients are treated 



differently.  Pretty consistently in data looking at both African-Americans and 
Caucasians, African-Americans get more watchful waiting, Caucasians get more surgery, 
and radiation is about the same for both groups.  Over time, in different parts of the 
country, the data are pretty consistent: less surgery for African-Americans, more active 
surveillance or watchful waiting for African-Americans.  We need to disentangle the fact 
that different people are getting different treatments according to whether they are 
African-American or Caucasian. 
We did a couple of studies documenting the outcomes of patients once they are treated; 
we divided the results by treatment type, radiation, surgery, or active surveillance.  With 
about 50,000 patients over ten years, if we look at surgical outcomes, Caucasians had 
substantial mortality advantage over African-Americans, pretty much the same for 
radiation, but among men who were not treated aggressively, Caucasians did better than 
African-Americans.  With these differences in outcomes in men who are undergoing 
treatment, even when you stratify by where they are treated in the country and what kind 
of treatment they receive, it is really unclear what is going to happen with PSA screening, 
that if you screen men, get more men into treatment, is that really going to make a 
difference in the outcome, which is what you want if you were a man dying from prostate 
cancer. 

This is a follow-up study that we did looking at not only mortality but at progression of 
prostate cancer after treatment.  With a few more data points, we can include other 
smaller racial groups: Asians and Hispanics.  Results showed about a year of benefit in 
average survival of Whites over Blacks, and even better outcomes for Asians and 
Hispanics.  This table quantifies the amount of difference: compared to African-
Americans, there is a 13-month benefit for Caucasians, and even a greater benefit for 
Hispanics and Asians, but with wider confidence intervals due to smaller numbers. 
New American Cancer Society screening guidelines emphasize informed decision-
making, partnership between patient and physician, informing patients about screening, 
coming to a joint decision whether to go forward.  They recommend that men at higher 
risk, including African-American men and men with a first degree relative, be treated 
differently and begin screening at 45.  Built into evidence based recommendations is this 
conclusion: African-Americans and Caucasians should be treated differently. 
Here is some supporting evidence for the guidelines that talk about the debate over the 
value of a screening, the side effects, and the potential for overscreening and 
overtreatment.  Here is data on who is being screened, by year; clearly, men without high 
school education and without health insurance are consistently not being screened 
regularly, but over half of men have had a screening test in the last year. 

You have heard about these trials earlier, but I will quickly go through the results.  This is 
the European trial; seven studies from seven European countries were combined, with 
over 160,000 men over a ten-year period 1992-2001.  Men were randomized to either a 
screening or a usual care group.  In sum, they detected more cancers, about a median 
follow-up of nine years, and a significantly reduced rate of prostate cancer death, about 
20% reduction, and with overdiagnosis and overtreatment where 1410 men would need to 
be screened, and 48 additional cases of prostate cancer need to be treated to prevent one 
death from prostate cancer.  Thus, out of 48 men being treated, only one would benefit 



from treatment.  There was no uniform study design here, and each country had a slightly 
different variation on protocol. 

This is a table from the European study showing a greater-than-twofold difference in 
screening intervals, a twofold variation in the percentage of positive PSA tests, and 
differences in the proportion of prostate cancers detected.  These combined results show 
benefit: reductions for ages 55-59, 60-64, and 65-69, but increases in risk of death from 
prostate cancer for the lowest and highest groups.  Thus, while there was overall benefit, 
there were study subsets who did not benefit from PSA screening.  Here is the overall 
graph looking over time at the benefit, and this is risk of death so higher is worse, and 
this is a risk of death in the screening group, which was about 20% less. 

The U.S. trial is more complicated, with a smaller number of men but with a more 
uniform protocol implemented.  There was a low death rate overall from prostate cancer, 
and follow-up was seven years.  Men who completed ten years, or about two-thirds of the 
men, showed no decrease in prostate cancer mortality.  Usual care includes prostate 
cancer screening; the ability to show a benefit of PSA screening is thus decreased.  The 
study did include a few percent of African-Americans but not enough to conclude data on 
African-Americans as a separate group. 
Here are the results from the U.S. trial.  The rate ratio should be less than one to show a 
benefit from screening.  Here are the years, up to ten, that they followed men after they 
were randomized.  Only at one point did it look like there was going to be a benefit, but 
pretty consistently over the ten years, the men who were screened did worse than men 
who were not screened.  Here are the graphs, showing the number of cases: among the 
screening group, more cases of prostate cancer were diagnosed than among the control 
group, which is what we would expect.  But looking at mortality, it was about the same 
with a slight increased mortality among the people screened than those who were not 
screened.  Overall, there were not enough African-Americans in these studies to draw 
conclusions on this population. 
There is a technique for looking at smaller populations and trying to get the same type of 
data matching cases and controls, called a case control study.  We start with the disease 
or condition we are trying to prevent, so we start with men who have died from prostate 
cancer, match them with controls, and looking at the diagnosis date for the cases, look 
back in time to see whether or not they were screened.  This is a retrospective study 
where we match the men on the diagnosis date of the case, and if the cases or rate of 
screening among the cases is less than the rate of screening among the controls, that 
suggests that screening is beneficial, that these men are not dead because they have a 
higher rate of screening in the past than these guys.  The study is tricky to conduct.  We 
can look at smaller populations to get data that potentially would give answers we need to 
look at African-Americans and compare to Caucasians. 

So there are a huge number of challenges in trying to go through this kind of study.  I will 
go through these four points quickly if you were interested in how to do your own case 
control study.  You need data on African-Americans with a diagnosis of prostate cancer, 
and SEER is part of this Surveillance Epidemiology and End Results.  NCI keeps track 
of, for a select part of the population, who gets cancer, when and how they are diagnosed, 



information on the cancer, and information on the physician and patient.  This data is 
available for African-Americans as well as other groups. 

PSA exposure data is needed in order to look back to see who got a prior PSA test.  The 
Medicare part of this merged dataset, the SEER Medicare dataset, will permit you to go 
back in time, identify who has prostate cancer, identify control groups, and go back in 
time to see if they got a PSA.  Data is available in this database on hospitals, nursing 
homes, physician visits, and all tests drawn. 
You need ten years of follow-up, which is going backwards, but you need to be able to go 
forward after diagnosis to see if they died from prostate cancer.  You want to have 
patients who at least had the potential to have had the benefits of screening, so you want 
to have prostate cancer death at least five or ten years after diagnosis.  The SEER 
Medicare merged dataset provides this data.  You need to determine the cause of death 
because you are looking at prostate cancer deaths; the merged dataset has the date of 
death, as well as the cause of death. 

You need to be able to determine if people got PSA tests because they had symptoms and 
were having problems, and possibly advanced prostate cancer, or if they had more of a 
pure screening PSA test.  We wrote a paper where we contended that it did not make a 
difference, that you really did not need to just look at patients who were asymptomatic, 
you do not need to exclude patients with lower urinary tract symptoms in this type of 
study.  The differentiation which we tried to make was that in some cancers, the 
symptoms that you get related to your cancer predict that your cancer is advanced, such 
as coughing up blood with lung cancer or presence of a breast mass with breast cancer, 
and you would not want to include somebody with an obvious symptom to evaluate your 
screening test.  But a lot of men have urinary symptoms which have nothing to do with 
prostate cancer, and the overwhelming majority of men with urinary symptoms are not 
going to have prostate cancer; this sort of differentiation in trying to take out 
symptomatic men probably does not apply to studies of this type of prostate cancer. 
So this is how we did the study: SEER and Medicare, identifying subjects, getting data 
from the past, following patients forward to see whether they died of prostate cancer, 
linking them to controls, these are steps we took in our study.  We got covariates of 
socioeconomic status from the Medicare data, as well as comorbidity statistics. 
The striking result from the characteristics of our study population was that the African-
Americans and the Caucasians were incredibly different in terms of the socioeconomic 
statistics.  We looked at census-tracked education, at both the lowest and highest levels of 
education; about 20% of Caucasians were at that level, and only 5% of African-
Americans were at that level.  The same held true for household income, 35% compared 
to 25%.  And there were big differences at both the lower and higher ranges of income 
and education.  We looked at urinary symptoms and comorbidity among African-
Americans and Caucasian populations, and they were about the same. 
In our sort of crude analysis where we threw everybody together, we looked for benefit in 
screening.  An odds ratio of one is no benefit, so we did not see a benefit from screening.  
This is pretty consistent with the U.S. study, the PLCL.  When we looked to see if 
African-American results were different, and whether they got more benefit from 
screening, no benefit from screening was seen.  We looked at different types of data, 



using all patients, essentially the asymptomatic ones, and adjusting for various items 
including comorbidity, African-Americans and Caucasians had about the same results 
from screening in terms of mortality from prostate cancer.  None of the results showed 
much of a benefit. 

These results did not support treating African-Americans differently in terms of screening 
recommendations, even though these are just elderly men, not men under 65.  In our 
preliminary data, what we saw was among African-Americans, the presence of generally 
more aggressive prostate cancer does not appear to increase the efficacy of PSA 
screening above that of Caucasians.  Results did not support distinct prostate cancer 
screening recommendations, again, given that these were just men over 65, so it does not 
speak to men 50-65.  Screening efficacy among African-Americans appears to be 
somewhat lower than the screening efficacy among Caucasians. 

A lot of this speaks to what we are seeing throughout our data, looking at prostate cancer 
and outcomes among African-Americans, that there are lots of things going on 
potentially.  There are access to care issues, which are important both in terms of the 
economic resources that patients may have to access physicians, and the availability of 
health care resources in different communities.  Cultural communication style differences 
between minority individuals and health care providers can also affect the quality of care 
that patients are receiving; the way patients express their disease symptoms or their 
preferences for treatment may also make a difference; and certainly, prejudice and 
discrimination make a difference.  There are a lot of issues to tease out; it is not 
straightforward whether or not minority individuals, African-Americans with prostate 
cancer need to be treated differently than other groups. 
Mr. Simons 

Regarding disparity in public health implementations, such as CDC paying for screening 
for breast cancer, colorectal cancer, and ovarian cancer, but they will not pay for prostate 
cancer screening, we have basically a structural problem there in terms of an inequitable 
distribution of government services, coupled with the others which you identified.  How 
do we then deal with this public impediment and be able to empower the patient to take 
care of themselves? 

Dr. Godley 
Probably the elephant in the room when it comes to supporting services is Medicare, and 
Medicare does support and pays for PSA screening in men who are Medicare eligible.  
The proportion of men who are actually getting screened is well above other screening 
modalities, particularly colorectal cancer.  I think despite some reticence on the part of 
government institutions, I think that there is broad acceptance of PSA screening.  Now, 
the real argument is whether or not that is translating into real benefit; but I think at least 
in the tip of the iceberg, the PSA screening, there is broad acceptance of that. 

In response to an audience question, of the 65% percent of men who have screening paid 
for by Medicare, I am not certain what percentage are African-American.  Self reported 
surveys are broken out by race, but not the survey referenced earlier.  My impression is 
that the percentage is probably lower among African-Americans but not substantially so, 
maybe 50% compared to 60%.  The prevalence of screening among African-Americans is 



still high even though it is lower than Caucasians.  Yet, even though screening is 
prevalent, the events that happen, or should happen, after screening, may not be 
happening; all the follow-up and treatment decision-making is probably where things are 
falling down. 

 


