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COMPLAINT - CIVIL ACTION
PARTIES

1. Plaintiff Beverly H. Scheer was the wife of decedent R. Scott Scheer (“Scheer”)
and duly appointed Administrator and Executrix of his Estate and is a resident and citizen of the
Commonwealth of Pennsylvania residing at 711 Pond View Way, Downingtown, PA 19335.

2. Defendant James Burke, M.D., is an employee of Lankenau Hospital, the
Principal Investigator for the Antihypertensive and Lipid Lowering Treatment to Prevent Heart
Attack Clinical Trial (“ALLHAT”) and is in medical practice with Kelly Cardiovascular Group
(Division of Cardiovascular Associates of Southeastern PA, PC), Lankenau Hospital, 356
Medical Office Building, East, 100 Lancaster Avenue, Wynnewood, PA 19096.

3. Defendant Michael J. Duzy, D.O., is an employee of Lankenau Hospital and an
Investigator for ALLHAT and is in medical practice with Heart Care Associates Lankenau
Hospital, with an address at 380 Medical Science Building,100 Lancaster Ave, Wynnewood, PA
19096.

4. Defendant Susan Heaney, R.N., is an employee of Lankenau Hospital and the
Clinical Research Coordinator for ALLHAT with an address at 100 Lancaster Avenue,
Wynnewood, PA 19096.

5. Defendant Joseph T. Conroy, D.O., is in medical practice with Kelly
Cardiovascular Group, (Division of Cardiovascular Associates of Southeastern PA, PC),
Lankenau Hospital, with an address at 356 Medical Office Building, East, 100 Lancaster
Avenue, Wynnewood, PA 19096.

6. Defendant Main Line Hospitals, Inc., is a Pennsylvania corporation including
Lankenau Hospital and The Lankenau Institute for Medical Research with an address at 100

Lancaster Avenue Wynnewood, PA 19096.



7. Defendant George A. Reichard, Jr., Ph.D., is the Chairman of the defendant Main
Line Hospitals Institutional Review Board with a location at 100 Lancaster Avenue in
Wynnewood, Pennsylvania.

INTRODUCTION

8. On March 9, 1997, after seeing an advertisement for ALLHAT, Scheer contacted
Lankenau Hospital and had a telephone screening with Nurse Heaney, Clinical Research
Coordinator.

0. Nurse Heaney immediately sent Scheer literature regarding the study.

10. The ALLHAT materials stated, “This is a chance for you to join in a national
research effort which could help people like you with high blood pressure or high cholesterol
lead more productive and longer lives.”

11. The materials also represented the study would involve a high level of clinical
oversight, stating: “In addition to your regular medical care, the information given by you at
each visit will be looked at by other doctors working on this program...special laboratories will
do your blood tests and look at your ECGs using the most up-to-date methods...as a participant
in ALLHAT you will be asked to see your [ALLHAT] doctor for regular blood pressure check!]
ups at least every three months during the first year and every four months for the next four to
six years...your doctor will send some information about your health to the ALLHAT Center in
Houston, Texas...” and “your doctor will check some blood tests (about every 6-8 months) to be
sure the drug is not giving you any side effects.”

12. ALLHAT distributed to its staff a Manual of Operations (“the Manual’) which

instructed its staff how to recruit subjects for the study.



13. The Manual suggests how ALLHAT Clinic staff can respond to the comment, “I
don’t want to be no guinea pig!” by explaining that “guinea pigs can’t say no” and saying that
ALLHAT wants [patients] to “have all the facts they need to make an informed decision.”

14. The Manual suggests how ALLHAT Clinic staff can respond to the questions
about side effects by saying “ALLHAT patients will get extra attention and will be followed
more closely than in regular practice, in case they have a side effect or other problem.”

15. Similarly, the ALLHAT-MLH patient brochure proclaimed, “If you agree to help
us, we promise to make every effort to safeguard your welfare and provide the best possible care
for your high blood pressure and high cholesterol.”

16. Commenting on these representations, Dr. Borror of the Office of Human
Research Protection, in an August 5, 2002 letter to MLH-Lankenau, questioned how
randomizing subjects could represent the best possible care.

17.  Infact, ALLHAT’s own data reveals that the drug amlodipine resulted in a 38%
increase in risk of heart failure particularly when compared to the results to those subjects on the
diuretic.

18.  Dr. Robert Califf, Chairman of the ALLHAT Safety Monitoring Board, later
concluded that patients on amlodipine were much more likely to be hospitalized, and that
amlodipine “obviously doesn’t protect against heart failure.”

19. On April 18 1997, Scheer signed the informed consent document to participate in
the antihypertensive arm of ALLHAT-MLH. (See copy of informed consent document attached
as Exhibit “A.”)

20. This document was misleading and materially deficient in that, among other

things:



a. it represented that the second or third line drugs would be “standard
medications commonly used by doctors in treating high blood pressure”;

b. it failed to state that one of the third line drugs used was hydralazine, a
drug reserved for use in resistant hypertension and pre-eclampsia during pregnancy, not
for normal male hypertension ;

C. it failed to describe the possible adverse reactions to hydralazine up to and
including drug induced lupus, tachycardia glomularnephritis, renal failure, anemia, and
death;

d. it overstated the benefits subjects would receive from participation; it
describes participation in the experiment as “treatment,” and “regular medical care,” uses
the phrase “your doctor” instead of “investigator or coordinator,” and uses the word
“patient” instead of “subject”;

e. it states that the risks “were rarely serious” and included only “...rashes,
stomach upset, drowsiness, tiredness, weakness, impotence, headache, dizziness and
cough which might be related to the medicines”;

f. it states “Most people who take these drugs do not have any side effects at
all...Other risks and discomforts which might occur include bruising, bleeding, and a
slight risk of infection from drawing blood”;

g. it states “If your blood pressure has not been adequately lowered by your
assigned ALLHAT drug, you may be given a second or even a third line drug to lower it
to the desired level” and states “your doctor will explain to you any side effects that these
medications have”;

h. it fails to state subjects on amlodipine would not be receiving the usual

sequence of care in common practice for hypertension management which is a diuretic



plus a beta blocker, a beta blocker plus a diuretic or an ACE inhibitor plus a diuretic; it
fails to state that subjects on amlodipine would have a greater risk of myocardial
infarction than patients on beta blockers and that the risk would increase along with the
increase in dosage; and

1. it fails to include edema as a potential adverse reaction to amlodipine and
hydralazine which could lead to permanent tissue damage, venous insufficiency and
death from thromboembolism or hemorrhage.
21.  OnMay 19, 1997, Scheer was presented with an informed consent document to

participate in the cholesterol-lowering arm of ALLHAT-MLH.

22. This document was materially misleading and deficient in that, among other
things:
a. it failed to describe potential serious adverse reactions from taking the
drug pravastatin;
b. it overstated the benefits subjects would receive from participation; and
c. it describes participation in the experiment as “treatment,” and “regular
medical care,” uses the phrase “your doctor” instead of “investigator or coordinator,” and
uses the word “patient” instead of “subject.”
23. On April 21, 1997, Scheer rated his heath as “very good” and a “90” on a 0 to 100
scale.
24. Scheer was randomized to the blind drug amlodipine and given dose # 1 (2.5
mg/day).

25. On May 19, 1997, Scheer’s blood pressure was 3 points above goal with an

average reading of 138/92.



26.  While the ALLHAT protocol states, “The therapeutic goal is to achieve blood
pressure control on the lowest possible dosage of the first-line drug,” Dr. Duzy increased the
blind drug to dosage #2.

27. At that time, Scheer’s Cholesterol was 193, his Triglycerides were 111, his HDL
was low at 36, and his LDL value was 135. He was randomized to Pravastatin 40 mg daily.

28. On June 19, 1997, Scheer’s blood pressure met the ALLHAT goal with an
average blood pressure of 118/89.

29. Scheer reported that the increased dosage of the blind drug made his ankles swell
“as Calan had done.” Nurse Heaney noted in the chart that he had a “weak pulse” and “ankle
edema.” Dr. Duzy wrote, “continue dose #2” though he did not know which blind drug Scheer
was taking and did not know whether the edema Scheer was experiencing was from one of the
blind drugs or from an underlying condition.

30. On July 30, 1997, Scheer’s blood pressure was still at the ALLHAT goal with an
average blood pressure of 119/83. Nurse Heaney performed a physical exam and on the medical
records Dr. Duzy wrote, “Continue same meds.”

31. On November 4, 1997, Scheer’s blood pressure was 2 points above goal with an
average blood pressure of 118/91.

32. Though the ALLHAT protocol states, “The therapeutic goal is to achieve blood
pressure control on the lowest possible dosage of the first-line drug,” Dr. Duzy increased the
blind drug to dosage #3.

33. Scheer thereafter complained to ALLHAT personnel of muscle aches in his

biceps, triceps and back.



34. Though The Manual states that “if a patient reports diffuse muscle pain, or pain in
two or more unrelated muscle groups, a creatinine kinase test should be obtained locally,” no
such creatinine test was performed.

35. Though the ALLHAT Protocol requires that clinic visits occur every three months
during the first year and every four months thereafter, as much as eleven months would elapse
between certain visits.

36. On April 2, 1998, Nurse Heaney performed a physical exam and noted Scheer’s
blood pressure was at goal with an average reading of 119/88; Scheer was not examined by a
physician. Nurse Heaney did note that Scheer had +1 ankle edema but she did not discuss the +1
ankle edema with any other physician or the Regional Coordinator.

37. On October 1, 1998, Scheer was examined by Dr. Duzy who noted Scheer had a
weak pulse and + 2 peripheral edema. Dr. Duzy made the notation, “Right eye getting cloudy.”
While the ALLHAT Pravastatin information sheet includes as an adverse event the progression
of cataracts, Dr. Duzy failed to report the adverse event and failed to warn of the risks of
continuing to ingest pravastatin.

38.  Also on October 1, 1998, Dr. Duzy made the decision to add hydralazine to the
blind drug contrary to the indications in the protocol, and to the standards of good medical care.
Scheer remained on hydralazine for 33 months.

39. The 1997 Physicians’ Desk Reference for hydralazine lists edema as an adverse
reaction and states, “whenever adverse reactions are moderate to severe, it may be necessary to
discontinue the drug.” In addition, long term ingestion of the hydralazine (over 12-18 months)
increases the risk for toxicity and hydralazine-induced lupus.

40. On December 22, 1998, Nurse Heaney examined Scheer and noted his blood

pressure was at goal with an average of 119/75, but that he had a “weak pulse” and +1 pitting



edema. Nurse Heaney noted, “Continue same meds per Dr. Duzy.” Scheer was not examined by
a physician in that visit or in any visit for the next eleven months.

41. On May 27, 1999, Nurse Heaney sent the blind drug by Federal Express.

42. On August 18, 1999, Nurse Heaney sent pravastatin and hydralazine to Scheer by
Federal Express.

43. On November 19, 1999 Nurse Heaney sent the blind drug, pravastatin, and
hydralazine by Federal Express.

44, On March 14, 2000, Nurse Heaney examined Scheer and noted his blood pressure
was 3 points above goal with an average blood pressure of 120/92. She also noted “increase
hydralazine to 50 mg. BID per Dr. Mike Duzy.” Scheer was not examined by a physician.

45.  On March 7, 2001, Scheer’s blood pressure was at goal with an average of
118/82. Though the ALLHAT Summary of Required and Actual Patient Visits and Laboratory
tests submitted to the Office of Human Research Protection reflected that the protocol schedule
for Visit #16 called for Laboratory Tests of K, glucose, and creatinine, no such tests were
ordered.

46. Though Scheer’s ECG was “abnormal” with a “left axis deviation” and a “non!
specific T wave abnormality, these abnormalities were not investigated.

47. On June 16, 2001 Nurse Heaney sent pravastatin by Federal Express.

48.  For the period leading up to July 4, 2001, Scheer was tired and didn’t eat much.
He had difficulty trying to exert himself when playing tennis with his daughter. He fell asleep at
the dinner table. He had red dotted rashes on his legs and feet, which were swollen. He had a
cough with sputum that he attributed to postnasal drip from sinusitis.

49. On July 5,2001, Scheer had blood tests that revealed abnormals including an

elevated BUN (at 68 mg/dl) and elevated creatinine at (5.8 mg/dl).
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