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The following is what ] nead you io know before starling Pravachol:

"This drug is tolerated by 88% of all patients. Thera has not been ope
reported case of frue fiver damags in the entire United States in fen
years of this drug on the market In the United States and in many
years of use in Europe prior to approval of the drug in the United
States. ‘One percent of people gat a mild “lver imitation” which would
be similar fo someone drinking & few drinks of alcohol 5 day. The liver
irritation Is totally revérsible when the drug is stoppad. Liver biopsy
siudies have shown no architectural damage at all o the liver and no
funclional damage at all to the liver after the drug is stopped.

" Recently, the FDA told us wa did not have lo check liver function tests
avery eight weeks for the first year, but could simply gat a fiver function
test in six weeks, three months later, and then once 3 year aifler that.
We would encourage you to stricily adhere fo the protocol for the biood

“test that we order on Pravachol. This will help us determine if there is
a liver irritatien and.also whather the drug is helping you.

Pravachol Is only started after low cholesterol diat therapy has not
brought down your cholesterol enough. Itz important o realize that
two out of thres peopla in this country dis of vascular disease, so the
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arferies can jupiure and-cause 3 complais ocelusion of the artery, so

you do'not have 1o complstely ocdude an artery with cholesterol to get
a heart attack or stmke. The heart aftagk and tha shipke rar sEEUuA_
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It is known that Pravachol can reverse the process of cholesterol deposition In two
ways—ong, by decreasing the cholesterol in the arfery and keeping the arery from
becoming narrower, and iwo, by stabllizing tha cholesteral plaque so that the plagus
does not rupture. Sixty-sight percent of heart aftacks are caused by plagues thaf narrow
the artery less than 50%. Previous siudies have shown that patisnts who have vascular

disease greatly benefif from “statin” drugs. The 4S study, published in 1984, proved
that if | put 100 patients with coronary artery disease on a statin drug | will prevent four
of nine fatal heart attacks, six of 18 non-fatal heart attacks, seven of 21 bypass
surgefies, and two of fivi sirokes over a period of six years. Other studies in patients
without any evidence of coronary artery disease or vascular disease show that | can
decrease cardiac events by 41% fo 38%. I am referring to the West Scotland Study and

the Tex/Caps AF/Caps studies.

Pravachol has been shown to have other beneficial effects such as lowering fibrinogen,

' ralsing nifrous oxide, and increasing apoplosis of cancer cells, which allows cancer cells

to die quicker, It has also recently been shown 1o help prevent ommmomomomh.m..

It is important to know that you should never take high doses, of niacin, Serzone or
the antibiotic erythromyeinwhile you are on Pravachol. There are many frade names
for erythromyein such as E.E.S., Erye, E-Mycin, and Biaxin. Recertly, it has been -
shown that Zithromax, which is an erythromycin, Is allowable to fake with stafin drugs.

" Also, never take any antifungal drugs or Cyclosporin with Pravachol 8Fathar statip
drugs. Ifyou need fo take erythromycin, Pravachol can ba stopped.apd-the
erythromycin started and then after this temporary discontinuance of the Pravachol you
can restart the Pravachol after tha erythromycin is finished. S
* You need not avoid grapefruit juice on Pravachol, but you should avoid it on the other

statin drugs (Zocor etc). ‘Also you can’t take statin drugs when on Serzone or HIV drugs.

Thera Is a very rare side effect of Pravachol which can be serious. This 5 sort-of an
allergic reaction which involves muscles and occurs in one out of 112,000 patients,
Therefore, if you ever get generalized muscle weakness or generalized njusais achirg, -
it iz probably the flo, but I need fo know this fo do a blood test on you as soon as
possible to be sure itis not tha Pravachol. As | sald, the drug benefits far outwsigh the
risk of thig drug as the chances ard two ocut of three that you will die of a cholesterol: -

—related-process—— - .
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I'believe Pravachol is the safest of all cholesterol-lowering dings as it has the lowest
meidence of drug H.Hmenmo%m and the lowest incidence of the muscle reaction called

thabdomyolysis.

Other statin drugs, however, also are very safe and mmmm.nm,.ﬁ E.E@E.. they do have
more drug inferactions. 50, Ifyou are on a statin drug othar than Pravachol itis
important o let us know if you are starting any drug from any other i



Page: Three -

physician. If you have
call. .
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~ Edward M. Gaber, MD

Since

EMG/b
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any questions about Pravachol or stafin drugs do not hesitate 1o
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The New England Journal of Medicine

Taste 1. REPORTED CasES OF FATAL RHABDOMYOLYSIS AND NUMBERS OF PRESCRIPTIONS FOR AL

VARIABLE

Dace approved

Fatal cases of chabdomyolysis*

No. of presciphions dispenscd 99,197,000
since markedng begant

Repordng rate (per 1 million

prescriptions}t

L STATINS DISPENSED

(N THE UNITED STATES SINCE THESE PRODUCTS WERE LAUNCHED.

LovasTamn PRAVASTATIN SIMVASTATIN Fuuvastann ATORVASTATIN CERIVASTATIN TForaL
8/31/87 16/31/91 12/23/91 12/31/93 12/17/96 6/26/97 —
19 3 14 0 6 31 73
§1,364,000 116,145,000 37,392,000 140,360,000 9,815,000 484,273,000
0.19 0.04 Q.12 0 0.04 3.16 0.15

~(U.S. cases reported w the FDA before Junc 26, 2001, that mer the follow
myolysis, a tanporal assodadon tetween rhabdomyolysis and the use of 2 st
iadircedy from rhabdomyolysis.

tDaa are dhrough May 2001 and are from the Nadonal Prescripd

$The reporting rate is the number of facal cases di

received by the FDA reladive to the extenc of the use of an agent in the US.
are not recommended, since many ficrors can affect reporting 2nd an unknown number o

ing criteria were included: the report included 2 dlinicat diagnosis of rhabda-
ta could be idendfied from the cepore, and death resulred eicher direcdy or

on Audit Plus, excluding the Long Term Care Channel.
f prescripdons dispensed and is a crude measure of the number of reports
Rigorous comparisons berween drugs that ace based on these dant

vided by the number a
f cases may not be atwibuted to the drug or ceported o che

populatioa.

FDA. Reporting cates are not inddence rates.

Please read this.
carefially to nnderstand-
‘therarstiskof
thabdomyolysis and
death with statin drogs.
Weigh fhis faformation
with the Inowledge that
2 out of 3 peoplein the
USA die of preveniable

vascular disease (strokes amd_ el




E aloneor with vitamin C harmful
as far as potentially mmnwmmmwnm HDL
when used with a statin?

A21: 1 think the Heart Protection
Study is really the stake in the heart of
the vitamin E issue. The HOPE and
GISSI-2 trials have not shown any
benefits of the antioxidant vitamins.
The HATS trial actually suggested that
patients on vitamin E and a statin did
not get the HDL-raising benefit from
the statin, which raised the idea that
you could actually have some detri-

mental effects from antioxidant vita
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mins. The Heart Protection Study
showed no effect whatsoever for vita-
min E with or without a statin.
Having this 20,000-person study with
10,000 patients of every description on
antioxidant vitamins showing no evi-
dence whatsoever for efficacy pro-
vides the answer. I think the state of
the art for vitamin E is no benefit,
with a few studies actually showing
some detriment. I think that’s enough

for us to act clinically not o recom
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mend vitamin F or C in our patient
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h&ve been on these'drugs for years and. * though -polentiali¥ serious 1f EJefTURSEY KRS begn preseribing statins [or his pa- -
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caught early and the use of thé Hedira- - first reached the market, and 5ays he
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