
       
               
          

                     
 
 
 
 
 
       February 15, 2004 
 
 
 
VIA E-MAIL & FIRST CLASS MAIL 
 
Andrew A. Chirls, Esq. 
Wolf, Block, Schorr and Solis-Cohen LLP 
1650 Arch Street, 22nd Floor 
Philadelphia, PA  19103 
 
    Re: In Re: Diet Drugs Products Liability Litigation 
      MDL No. 1203 
 
Dear Mr. Chirls: 
 

Over the past several months we have conducted an exhaustive analysis of the alleged 
epidemiological basis of Wyeth and Class Counsel’s projections regarding the number of anticipated 
Matrix claims.  In conducting our analysis we provided our experts with the material submitted by 
Wyeth and Class Counsel at the fairness hearing and asked that they reconstruct Wyeth and Class 
Counsel’s projections.  To our surprise our expert concluded that there was a sound basis for the 
projections made by Class Counsel’s epidemiologist, Dr. Steven Goodman.  However, we have come 
to discover that not only were Dr. Goodman’s calculations apparently ignored, but also that there is 
evidence that there may have been an intentional effort to reduce the number of projected claimants. 

I have attached for your review the declaration of Paul N. Hopkins, M.D., MSPH.  I do not 
believe that Dr. Hopkins’ conclusions can be rebutted.  Among other things Dr. Hopkins has stated: 

 
Having reviewed all of the material submitted by Class Counsel to 
support their claims regarding the number of potential class members 
who could possibly qualify for Fund B benefits, I find major 
discrepancies between the projections made on behalf of Class Counsel 
and what may easily be derived from published sources.  These 
discrepancies are of a magnitude that is difficult to believe they were 
made without a preconceived effort to minimize the extent of the 
potential damage caused by fenfluramine and dexfenfluramine. 

 
 

Ira M. Hariton 
 
Mario D’Angelo 
 

 

Hariton & D’Angelo, LLP 
Attorneys at Law 
 
3500 Sunrise Highway, Suite T-207 
Great River, New York   11739 
(631) 224-1133  Fax (631) 224-4774 
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As you are aware, the disparity between Wyeth and Class Counsel’s projections and the 
number of claims that have been actually filed, has served as the basis for virtually every effort 
undertaken by the Trust, Wyeth and Class Counsel to limit the processing and payment of claims.  As 
the fiduciary, the Trust cannot ignore evidence that these projections may not only have been wrong, but 
may have been part of an intentional effort on the part of the parties to underestimate the number of 
potential claims.   

It is deeply distressing that a 3.55 billion dollar settlement, which ultimately resulted in the waiver 
of the constitutional rights of millions of Americans, was based upon what may have been an intentional 
misrepresentation. 

Both Class Counsel and Wyeth faced monumental challenges at the time of the settlement. 
Confronted with at least six million people who had been exposed to these deadly drugs and a rate of 
disease that ranged from approximately 10% to 30% of the exposed population, the prospects of any 
meaningful settlement must have seemed bleak. 

Class Counsel relied upon three expert opinions to support their projections. epidemiologist, Dr. 
Steven Goodman; cardiologist, Dr. Dean Karalis; and economist, Dr. Samuel Kursh.  Dr. Goodman 
based his projections of potential FDA qualifying class members upon a meta-analysis of the available 
epidemiological studies at the time.  To be quite frank, his projections are almost identical to those of 
Dr. Paul N. Hopkins as stated in his declaration, to the extent that they predicted the number of 
potential FDA positives in the exposed population.  Dr. Goodman however provided no breakdown 
between the various grades of regurgitation, while Dr. Hopkins does.  Based upon Dr. Goodman’s 
projections the following table can be compiled. 

 
PONDIMIN AND REDUX: 6,000,000 TOTAL USERS: 

    
DAYS OF THERAPY USERS FDA+AI FDA+MR 

1-30 2,670,000 109,470 93,450 
31-60 1.216.000 62,016 42,560 
61-90 672.000 40,992 23,520 
91-120 442.000 31,381 15,470 
121-150 310.000 25,110 10,850 
151-180 218.000 19,838 7,630 
181-210 164.000 16,564 5,740 
211-240 106,000 11,766 3,710 
241-270 80,000 9,680 2,800 

271+ 122,000 17,690 4,270 
 

TOTAL 
 
 

_______ 
344,507 

_______ 
210,000 

 
                                      

   Total FDA+ AI =    344,507 
    Total FDA+ MR =  210,000   

      Total FDA+           554,507 
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This results in a minimum potential FDA positive population of 544,507 of which 237,012 
would have used the drugs for greater than 60 days, while 307,496 would have used the drugs for 60 
days or less.  The numbers are staggering. 

The Matrix was set up to assure that compensation would be based on severity of injury.  
However the Matrix places severe regurgitation at Level I and moderate mitral regurgitation at Level II. 
Common sense alone seems to indicate that this doesn’t make sense.  But as we are all aware, Level II 
claims also require the presence of a complicating condition one of which is left atrial enlargement.  Left 
atrial enlargement is a common finding in obese populations (such as fen-phen users), and is very likely 
to be found in those with moderate or greater levels of mitral regurgitation. 

Surprisingly, when one goes back to look at how Class Counsel projected the number of claims 
that would fall into Level I as opposed to Level II there is absolutely no detailed analysis available for 
review.  The estimate of the number of potential Matrix qualifiers is based solely on the opinion of Dr. 
Dean Karalis, who stated that he expected anywhere from 5%-10% of FDA positives to eventually 
progress to Matrix Level.  As Dr. Hopkins has shown in his declaration and analysis, there is no support 
for this critical assumption. 

Applying Dr. Karalis’ analysis, Class Counsel should have concluded that there would have 
been anywhere from 11,850 to 23,701 claims for Matrix A benefits and from 15,375-30,750 claims for 
Matrix B benefits.  However we know that there projections were even lower. 

Even using Dr. Karalis’ flawed conclusions, the numbers were still far too high.  A third 
reduction occurred, that is the final projection by Dr. Samuel Kursh.  As Dr. Hopkins states in his 
declaration, Dr. Kursh actually eliminated those class members with greater than 60 days of use 
who had FDA positive mitral regurgitation from his calculations.  Thus, right from the beginning, 
210,000 FDA+ class members were removed from the projections with no explanation.   It should 
come us no surprise then that the parties have claimed that there are an inordinate number of claims 
based upon moderate mitral regurgitation, since they deliberately did not include them in their 
calculations.  

  Even these efforts did not result in enough of a reduction. 

Next, when calculating those who would be FDA positive with less than 60 days of use, Dr. 
Kursh applied the background rate of 2.1% as opposed to the exposed rate of 3.5% for FDA+ mitral 
regurgitation, resulting in an additional undercounting.  

Finally a reduction in the number of FDA+ aortic claims for those who took the drugs for 
greater than 60 days occurred when Dr. Kursh did not include the background rate in his calculations 
and failed to follow Dr. Goodman’s conclusions that the rate of disease increases 1% for each month of 
use.  Dr. Kursh does not apply this multiple until month three. 

Were these errors isolated it would be easy to claim that they were inadvertent, but they were 
clearly calculated and premeditated. 
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We have presented the most conservative estimate of the number of potential claims that 
should have been expected by way of Dr. Hopkins’ declaration.  A side by side comparison of Dr. 
Hopkins’ projections to those offered to the Court at the time of the fairness hearings is as follows: 

 

 Estimate for settlement Hopkins, 2004 

Number exposed 6,000,000 6,000,000 

Duration of use distribution provided by Wyeth Same 

FDA+ AR, number expected   

 Used =60 days 237,020 217,610 

 Used >60 days 85,520 256,084 

FDA+ MR, number expected   

 Used =60 days 126,000 119,817 

 Used >60 days 0 79,546 

Matrix A, number expected - total 8345  

 Level I (severe AR+MR) 7511 21,545 

 Level II  834 24,350 – 49,161 
(moderate MR+LAE only) 

Matrix B (use =60 days), number - total 27,227  

 Level I (severe AR+MR) 24,504 27,325 

 Level II  2,723 36,678 – 74,049 
(moderate MR+LAE only) 
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We invite you to put Dr. Hopkins’ findings to the test.  This may well be a case of “mutual 
mistake.”  Given the striking discrepancies between the numbers projected for the Court at the time of 
the fairness hearings, and the supported numbers offered by Dr. Hopkins (and, indeed, by Class 
Counsel’s epidemiologist Dr. Goodman), it is difficult to ignore the possibility that something more 
intentional could have been the cause.   

The metamorphosis of the Trust from fiduciary to adversary has been unfortunate.  Nonetheless, 
as counsel for the fiduciary your duty, and that of the AHP Settlement Trust, is clear.  

 

       Respectfully, 

        
 
       Mario D’Angelo 
 
 
 
 
 
Enclosure:  Declaration of Paul N. Hopkins, M.D. 
 
 
 
 
 
  
 
 







 

  

 Estimate for settlement Hopkins, 2004 

Number exposed 6,000,000 6,000,000 

Duration of use distribution provided by Wyeth same 

FDA+ AR, number expected   

 Used =60 days 237,020 217,610 

 Used >60 days 85,520*** 256,084 

FDA+ MR, number expected   

 Used =60 days 126,000 119,817 

 Used >60 days 0* 79,546 

Matrix A, number expected - total 8345  

 Level I (severe AR+MR) 7511 21,545 

 Level II (moderate MR+LAE only) 834 24,350 – 49,161** 

Matrix B (use =60 days), number - total 27,227  

 Level I (severe AR+MR) 24,504 27,325 

 Level II (moderate MR+LAE only) 2,723 36,678 – 74,049** 

 

 

* Note that in the settlement, all MR was included only in those exposed 60 days or less 

and only baseline rate (2.1%) was used, rather than exposed rate. 

 

** Percent of patients with MR having left atrial enlargement were derived from two 

sources.  The upper estimate (74.7% of those with moderate MR) was reported in the 

LIFE study, a analysis of persons with hypertension and left ventricular dysfunction.15  

The lower estimate comes from a Canadian study of healthy, normotensive obese 



































































 
 
 
 
 
 
 
 
 
 
 

EXHIBIT A 



AR and MR prevalence with figures 2-11-04

Source meanage pwomen fendose dexfendose duration timeoff nar
Wadden 46.3 100 39 0 24.3 0.0 20
Burger 46.9 0.50% 27.37522124 0 12.5 3.2 226
Dahl 46 91 . . 7.9 . 753
Kancherla 45 87.5 . . 6.5 0.0 169
Lepor 48 84.7 72 . 10.7 0.0 85
Teramae 47 86 45 26 9.0 0.0 191
Khan 46.0 87.1 90 0 26.5 3.9 233
Weissman 45.1 79.9 0 30 2.4 1.3 671
Shively 50.0 81.6 0 30 6.9 8.5 223
Hensrud 42.0 68.4 40 0 9.6 1.5 19
Ryan 49.1 19.8 60 30 16.7 12.2 79
Gardin 46.9 74.6 46 0 11.9 6.8 452
Gardin 46.9 74.6 46 0 6.0 6.8 470
Jollis 46.1 85.0 60 0 2.0 15.0 25
Jollis 46.1 85.0 60 0 4.5 15.0 313
Jollis 46.1 85.0 60 0 9.0 15.0 415
Jollis 46.1 85.0 60 0 18.0 15.0 315
Jollis 46.1 85.0 60 0 30.0 15.0 86
Davidoff 48.8 100.0 60 0 2.5 53.0 276
Khan 46.0 87.1 0 0 0.0 . 233
Weissman 45.1 79.9 0 0 0.0 . 330
Shively 50.0 81.6 0 0 0.0 . 189
Hensrud 42.0 68.4 0 0 0.0 . 11
Gardin 46.9 74.6 0 0 0.0 . 536
Jollis 46.1 85.0 0 0 0.0 . 669
Davidoff 48.8 100.0 0 0 0.0 . 254

All controls 2222
All exposed 4268

For percent mild, moderate, and severe AR 3515

Dahl 2004 47.1 85.0 8.6 3390

Page 1



AR and MR prevalence with figures 2-11-04

fdaposar mildar modar sevar pfdaposar pmildar pmodar psevar pmodsevar paffmildar
5 4 1 0 25.00% 20.00% 5.00% 0.00% 5.00% 80.00%
15 12 3 0 6.64% 5.31% 1.33% 0.00% 1.33% 80.00%
125 16.60%
18 9 8 1 10.65% 5.33% 4.73% 0.59% 5.33% 50.00%
24 12 10 2 28.24% 14.12% 11.76% 2.35% 14.12% 50.00%
55 36 17 2 28.80% 18.85% 8.90% 1.05% 9.95% 65.45%
51 35 16 0 21.89% 15.02% 6.87% 0.00% 6.87% 68.63%
36 33 3 0 5.37% 4.92% 0.45% 0.00% 0.45% 91.67%
14 14 0 0 6.28% 6.28% 0.00% 0.00% 0.00% 100.00%
5 5 0 0 26.32% 26.32% 0.00% 0.00% 0.00% 100.00%
13 12 1 0 16.46% 15.19% 1.27% 0.00% 1.27% 92.31%
62 56 5 1 13.72% 12.39% 1.11% 0.22% 1.33% 90.32%
42 39 3 0 8.94% 8.30% 0.64% 0.00% 0.64% 92.86%
1 1 0 0 4.00% 4.00% 0.00% 0.00% 0.00% 100.00%
14 10 2 2 4.47% 3.19% 0.64% 0.64% 1.28% 71.43%
29 24 3 2 6.99% 5.78% 0.72% 0.48% 1.20% 82.76%
43 32 9 2 13.65% 10.16% 2.86% 0.63% 3.49% 74.42%
15 12 3 0 17.44% 13.95% 3.49% 0.00% 3.49% 80.00%
17 11 4 2 6.16% 3.99% 1.45% 0.72% 2.17% 64.71%
3 3 0 0 1.29% 1.29% 0.00% 0.00% 0.00% 100.00%
12 10 2 0 3.64% 3.03% 0.61% 0.00% 0.61% 83.33%
3 3 0 0 1.59% 1.59% 0.00% 0.00% 0.00% 100.00%
1 1 0 0 9.09% 9.09% 0.00% 0.00% 0.00% 100.00%
22 19 2 1 4.10% 3.54% 0.37% 0.19% 0.56% 86.36%
24 20 3 1 3.59% 2.99% 0.45% 0.15% 0.60% 83.33%
11 9 2 0 4.33% 3.54% 0.79% 0.00% 0.79% 81.82%

76 65 9 2 3.42% 2.93% 0.41% 0.09% 0.50% 85.53%
584 357 88 14 13.68%
459 357 88 14 10.16% 2.50% 0.40% 2.90% 77.78%

616 430 169 17 18.17% 12.68% 4.99% 0.50% 5.49% 69.81%
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AR and MR prevalence with figures 2-11-04

paffmodar paffsevar paffmodsevar nmr fdaposmr mildmr modmr sevmr
20.00% 0.00% 20.00% 20 2 2 2 0
20.00% 0.00% 20.00% 226 3 23 3 0

753 28
44.44% 5.56% 50.00% 169 6 21 6 0
41.67% 8.33% 50.00% 85 9 34 8 1
30.91% 3.64% 34.55% 191 12 6 6
31.37% 0.00% 31.37% 233 2 2 0
8.33% 0.00% 8.33% 677 12 59 11 1
0.00% 0.00% 0.00% 223 3 122 3 0
0.00% 0.00% 0.00% 19 0 0 0
7.69% 0.00% 7.69% 79 1 1 0
8.06% 1.61% 9.68% 452 23 131 17 6
7.14% 0.00% 7.14% 472 23 124 20 3
0.00% 0.00% 0.00% 25 0 3 0 0
14.29% 14.29% 28.57% 313 7 36 7 0
10.34% 6.90% 17.24% 412 12 57 12 0
20.93% 4.65% 25.58% 315 8 39 4 4
20.00% 0.00% 20.00% 86 2 9 0 2
23.53% 11.76% 35.29% 276 14 73 13 1
0.00% 0.00% 0.00% 233 0 0 0
16.67% 0.00% 16.67% 333 4 17 4 0
0.00% 0.00% 0.00% 189 1 94 1 0
0.00% 0.00% 0.00% 11 0 0 0
9.09% 4.55% 13.64% 537 17 111 14 3
12.50% 4.17% 16.67% 668 10 77 9 1
18.18% 0.00% 18.18% 254 12 58 12 0

11.84% 2.63% 14.47% 2225 44 357 40 4
5026 167 733 115 24

19.17% 3.05% 22.22% % moderate and severe MR 4273 139 733 115 24
% all MR controls 1981 44 357 40 4
% all MR exposed 3751 124 733 106 18

27.44% 2.76% 30.19% 3385 160 1444 132 28
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AR and MR prevalence with figures 2-11-04

pfdaposmr pallmr pmildmr pmodmr psevmr pallmildmr pallmodmr pallsevmr paffmodmr paffsevmr
10.00% 20.00% 10.00% 10.00% 0.00% 50.00% 50.00% 0.00% 100.00% 0.00%
1.33% 11.50% 10.18% 1.33% 0.00% 88.46% 11.54% 0.00% 100.00% 0.00%
3.72%
3.55% 15.98% 12.43% 3.55% 0.00% 77.78% 22.22% 0.00% 100.00% 0.00%
10.59% 50.59% 40.00% 9.41% 1.18% 79.07% 18.60% 2.33% 88.89% 11.11%
6.28% 3.14% 3.14% 0.00% 50.00%
0.86% 0.86% 0.00% 0.00% 0.00%
1.77% 10.49% 8.71% 1.62% 0.15% 83.10% 15.49% 1.41% 91.67% 8.33%
1.35% 56.05% 54.71% 1.35% 0.00% 97.60% 2.40% 0.00% 100.00% 0.00%
0.00% 0.00% 0.00%
1.27% 1.27% 0.00% 100.00% 0.00%
5.09% 34.07% 28.98% 3.76% 1.33% 85.06% 11.04% 3.90% 73.91% 26.09%
4.87% 31.14% 26.27% 4.24% 0.64% 84.35% 13.61% 2.04% 86.96% 13.04%
0.00% 12.00% 12.00% 0.00% 0.00% 100.00% 0.00% 0.00%
2.24% 13.74% 11.50% 2.24% 0.00% 83.72% 16.28% 0.00% 100.00% 0.00%
2.91% 16.75% 13.83% 2.91% 0.00% 82.61% 17.39% 0.00% 100.00% 0.00%
2.54% 14.92% 12.38% 1.27% 1.27% 82.98% 8.51% 8.51% 50.00% 50.00%
2.33% 12.79% 10.47% 0.00% 2.33% 81.82% 0.00% 18.18% 0.00% 100.00%
5.07% 31.52% 26.45% 4.71% 0.36% 83.91% 14.94% 1.15% 92.86% 7.14%
0.00% 0.00% 0.00%
1.20% 6.31% 5.11% 1.20% 0.00% 80.95% 19.05% 0.00% 100.00% 0.00%
0.53% 50.26% 49.74% 0.53% 0.00% 98.95% 1.05% 0.00% 100.00% 0.00%
0.00% 0.00% 0.00%
3.17% 23.84% 20.67% 2.61% 0.56% 86.72% 10.94% 2.34% 82.35% 17.65%
1.50% 13.02% 11.53% 1.35% 0.15% 88.51% 10.34% 1.15% 90.00% 10.00%
4.72% 27.56% 22.83% 4.72% 0.00% 82.86% 17.14% 0.00% 100.00% 0.00%

1.98% 1.80% 0.18% 1.00% 90.91% 9.09%
3.32%
3.25% 2.69% 0.56% 84.06% 13.19% 2.75% 82.73% 17.27%

20.24% 18.02% 2.02% 0.20%
22.85% 19.54% 2.83% 0.48%

4.73% 47.39% 42.66% 3.90% 0.83% 90.02% 8.23% 1.75% 82.50% 17.50%
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INTENTIONALLY LEFT BLANK 



Will apply percent affected for averaged exposed groups to overall FDA positive

duration estimated AR % mod/sev AR % mild AR % mod AR
0 3.42 0.50% 2.93% 0.41%
1 5.462219924 1.21382665 4.248393274 1.047222992
2 7.108305864 1.579623525 5.528682338 1.362812453
3 8.487249827 1.886055517 6.60119431 1.627185152
4 9.673773765 2.149727503 7.524046261 1.854666866
5 10.71506156 2.381124791 8.333936769 2.054303741
6 11.64282219 2.58729382 9.055528368 2.23217506
7 12.47939476 2.773198836 9.706195924 2.392563701
8 13.2411114 2.942469201 10.2986422 2.538600879
9 13.9402749 3.097838867 10.84243604 2.672645297
10 14.58638402 3.241418671 11.34496535 2.796518069
11 15.18692577 3.374872393 11.81205338 2.911654614
12 15.74790624 3.49953472 12.24837152 3.019206425
13 16.27421712 3.616492694 12.65772443 3.120111344
14 16.76989541 3.726643425 13.04325199 3.215143347
15 17.23831162 3.830735916 13.40757571 3.304948634
16 17.68230887 3.92940197 13.7529069 3.390072288
17 18.10430746 4.023179435 14.08112802 3.470978336
18 18.5063848 4.112529955 14.39385484 3.548065059
19 18.89033725 4.197852722 14.69248453 3.621676858
20 19.25772864 4.279495253 14.97823338 3.692113551
21 19.60992875 4.357761944 15.2521668 3.759637755
22 19.94814414 4.43292092 15.51522322 3.824480794
23 20.27344311 4.50520958 15.76823353 3.886847481
24 20.58677602 4.574839117 16.01193691 3.946920022
25 20.88899208 4.64199824 16.24699384 4.004861227
26 21.18085316 4.706856258 16.4739969 4.060817164
27 21.46304541 4.769565648 16.69347977 4.114919382
28 21.73618898 4.830264217 16.90592476 4.167286775
29 22.00084616 4.889076925 17.11176924 4.218027151
30 22.25752846 4.946117435 17.31141102 4.267238572



% sev AR estimated FDA+ MR % mild MR % mod MR % sev MR
0.09% 1.98% 18.02% 1.80% 0.18%

0.166603658 3.32% 19.54% 2.75% 0.57%
0.216811072 3.32% 19.54% 2.75% 0.57%
0.258870365 3.32% 19.54% 2.75% 0.57%
0.295060638 3.32% 19.54% 2.75% 0.57%
0.32682105 3.32% 19.54% 2.75% 0.57%
0.35511876 3.32% 19.54% 2.75% 0.57%
0.380635134 3.32% 19.54% 2.75% 0.57%
0.403868322 3.32% 19.54% 2.75% 0.57%
0.42519357 3.32% 19.54% 2.75% 0.57%
0.444900602 3.32% 19.54% 2.75% 0.57%
0.463217779 3.32% 19.54% 2.75% 0.57%
0.480328295 3.32% 19.54% 2.75% 0.57%
0.49638135 3.32% 19.54% 2.75% 0.57%
0.511500078 3.32% 19.54% 2.75% 0.57%
0.525787283 3.32% 19.54% 2.75% 0.57%
0.539329682 3.32% 19.54% 2.75% 0.57%
0.552201099 3.32% 19.54% 2.75% 0.57%
0.564464896 3.32% 19.54% 2.75% 0.57%
0.576175864 3.32% 19.54% 2.75% 0.57%
0.587381701 3.32% 19.54% 2.75% 0.57%
0.598124188 3.32% 19.54% 2.75% 0.57%
0.608440126 3.32% 19.54% 2.75% 0.57%
0.618362099 3.32% 19.54% 2.75% 0.57%
0.627919094 3.32% 19.54% 2.75% 0.57%
0.637137013 3.32% 19.54% 2.75% 0.57%
0.646039094 3.32% 19.54% 2.75% 0.57%
0.654646265 3.32% 19.54% 2.75% 0.57%
0.662977442 3.32% 19.54% 2.75% 0.57%
0.671049774 3.32% 19.54% 2.75% 0.57%
0.678878864 3.32% 19.54% 2.75% 0.57%



Estimates of number affected

duration (mo) % of users # users # FDA pos AR # FDA pos MR
0
1 39.20% 2,352,000 128,471 78,150
2 20.90% 1,254,000 89,138 41,667

(61-90 days) 3 11.90% 714,000 60,599 23,724
4 8.30% 498,000 48,175 16,547
5 6.00% 360,000 38,574 11,962
6 4.30% 258,000 30,038 8,573
7 3.30% 198,000 24,709 6,579
8 2.10% 126,000 16,684 4,187
9 1.60% 96,000 13,383 3,190

10 1.00% 60,000 8,752 1,994
11 0.40% 24,000 3,645 797
12 0.10% 6,000 945 199
13 0.05% 3,000 488 100
14 0.05% 3,000 503 100
15 0.05% 3,000 517 100
16 0.05% 3,000 530 100
17 0.05% 3,000 543 100
18 0.05% 3,000 555 100
19 0.05% 3,000 567 100
20 0.05% 3,000 578 100
21 0.05% 3,000 588 100
22 0.05% 3,000 598 100
23 0.05% 3,000 608 100
24 0.05% 3,000 618 100
25 0.05% 3,000 627 100
26 0.05% 3,000 635 100
27 0.05% 3,000 644 100
28 0.05% 3,000 652 100
29 0.05% 3,000 660 100
30 0.05% 3,000 668 100

total 100.00% 6,000,000 473,694 199,363
Totals 60 days or less = 217,610 119,817

Totals in excess of 60 days = 256,084 79,546

% of FDA+ in those 60 days or less=
% of FDA+ in those in excess of 60 days=

% FDA+ AR moderate or severe - 60 days or less= 22.2%
% FDA+ AR moderate or severe - 61 days or more= 22.2%

note - percent affected with mild, 
moderate and severe was estimated for 
all studies in exposed groups and these 
percentages were applied to total FDA+ 
regardless of duration.



Total users = 6,000,000

mild AR moderate AR severe AR mild MR moderate MR severe MR

99,922 24,631 3,919 459,615 64,657 13,494
69,330 17,090 2,719 245,050 34,473 7,194
47,133 11,618 1,848 139,526 19,628 4,096
37,470 9,236 1,469 97,316 13,690 2,857
30,002 7,395 1,177 70,349 9,896 2,065
23,363 5,759 916 50,417 7,092 1,480
19,218 4,737 754 38,692 5,443 1,136
12,976 3,199 509 24,622 3,464 723
10,409 2,566 408 18,760 2,639 551

6,807 1,678 267 11,725 1,649 344
2,835 699 111 4,690 660 138

735 181 29 1,172 165 34
380 94 15 586 82 17
391 96 15 586 82 17
402 99 16 586 82 17
413 102 16 586 82 17
422 104 17 586 82 17
432 106 17 586 82 17
441 109 17 586 82 17
449 111 18 586 82 17
458 113 18 586 82 17
465 115 18 586 82 17
473 117 19 586 82 17
480 118 19 586 82 17
487 120 19 586 82 17
494 122 19 586 82 17
501 123 20 586 82 17
507 125 20 586 82 17
513 127 20 586 82 17
519 128 20 586 82 17

368,429 90,817 14,448 1,172,487 164,941 34,422
169,252 41,720 6,637 704,665 99,129 20,688
199,177 49,097 7,811 467,822 65,811 13,735

77.8% 19.2% 3.1% 588.1% 82.7% 17.3%
77.8% 19.2% 3.1% 588.1% 82.7% 17.3%



Goodman estimates

severe AR+MR % FDA+ AR % FDA+ MR Pondimin % Redux % # exposed # FDA+ AR

17,412 4.1 3.5 39.20% 55.10% 2,670,000 109,470
9,913 5.1 3.5 20.90% 19.00% 1,216,000 62,016
5,945 6.1 3.5 11.90% 9.80% 672,000 40,992
4,326 7.1 3.5 8.30% 5.50% 442,000 31,382
3,242 8.1 3.5 6.00% 3.50% 310,000 25,110
2,396 9.1 3.5 4.30% 2.30% 218,000 19,838
1,890 10.1 3.5 3.30% 1.60% 164,000 16,564
1,232 11.1 3.5 2.10% 1.10% 106,000 11,766

959 12.1 3.5 1.60% 0.80% 80,000 9,680
611 14.5 3.5 2.40% 1.30% 122,000 17,690
249

63
32
33
33
33
34
34
34
35
35
35
36
36
36
37
37
37
37
38

48,871 100.00% 100.00% 344,508
27,325 >60 day users 173,022
21,545



# FDA+ - baseline Pondimin # FDA+ - baseline - Redux # FDA+ - baseline my estimate - Goodman

15,680 11,020 26,700 19,001
16,720 7,600 24,320 27,122
14,280 5,880 20,160 19,607
13,280 4,400 17,680 16,793
12,000 3,500 15,500 13,464
10,320 2,760 13,080 10,200

9,240 2,240 11,480 8,145
6,720 1,760 8,480 4,918
5,760 1,440 7,200 3,703

13,920 3,770 17,690 6,232

13,920
162,290 129,186
111,270

This 111,270 represents the number of mild+ AR only w
3.1% - and not considering the number from users of ju
include the number of MR cases at all.

The 210,000 MR cases is defined using Goodman's est
a figure of 2.1% - for unexposed - was used in the estim



mod/sev AR # FDA+ MR

18,063 93,450
10,233 42,560

6,764 23,520
5,178 15,470
4,143 10,850
3,273 7,630
2,733 5,740
1,941 3,710
1,597 2,800
2,919 4,270

56,844 210,000

AR only without including baseline rate of 
sers of just 1 and 2 months.  It also does not 

man's estimate for exposed (3.5%).  However, 
the estimate presented.
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