














SCREENING TESTS, from page 5

ie., for diagnosis, or b) the blood
testing is being done to monitor a
known disease or problem, or to
treat for the disease, i.e., as part of
treatment.

As attractive as the concept of
disease screening is, problems can
occur. To understand the problems,
some terminology used by epidemi-
ologists needs to be explained.
Consider Table 1, which compares
the result of the test to what is in fact
true. It is possible that the test gets it
right, and the patient actually does
or does not have the disease. But the
test also can be wrong in one of two
ways: it can say the patient has the
disease when he or she does not (a
false positive) or it can fail to detect
the disease when it is present (a false
negative).

When a patient learns that a test is
abnormal (positive for a given
disease), he or she needs to know
what the likelihood is that the test is
a true positive as opposed to a false
positive. Epidemiologists call this the
Positive Predictive Value, or the
percentage of all positive tests that
are true positive tests. But here is the
rub: the Positive Predictive Value of
a test is quite affected by the
percentage of people in the popula-
tion who have the disease.

In Table 2, we consider a popula-
tion of 100,000 people, of whom
50,000 (50 percent) truly have the
condition for which you are testing.
Assume that the test always detects
the condition when it is present (no
false negatives), but five percent of
the time it says the condition is pres-
ent when it is not (false positives).
The total number of positive tests
will be the true positives (50,000)
plus the false positives (five percent
of the remaining 50,000 or 2,500). In
this example, the positive predictive
value is 50,000 / (50,000 + 2,500), or
95.2 percent. This is excellent test
performance. It means that if you
test positive, there is a strong likeli-
hood that the finding is real.

But what if only one percent of
the population actually has the
condition? (See Table 3.) This is
more often the case when screening
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Table 1: Possible outcomes in testing for disease

In Reality:

Person has disease

Person does not
have disease

Test Says:

! Person has disease

True Positive

False Positive

| Person does not
have disease

False Negative

True Negative

Table 2: Test performance when 50 percent of a population of
100,000 people has the disease

In Reality:

Person has disease

Test Says:

|

Person has disease

True Positive
50,000 persons

Person does not
have disease

False Positive
2,500 persons

Person does not
have disease

False Negative
0 persons

True Negative
47,500 persons

Positive Predictive Value = 50,000 / (50,000 + 2,500) = 95.2 percent

100,000 has the disease

Table 3: Test performance when one percent of a population of

In Reality:

Person has disease

Person does not
have disease

Test Says:

Person has disease

True Positive
1,000 persons

Person does not
have disease

False Negative
0 persons

False Positive

| 4,950 persons

True Negative
94,050 persons

]

Positive Predictive Value = 1,000 / (1,000 + 4,950) = 16.8 perc'ent

is done. Then the number of true
positives is one percent of 100,000 or
1,000. But the number of false posi-
tives is still five percent of the
remaining 99,000 or 4,950. The posi-
tive predictive value is only 16.8
percent (1,000 / 1,000 + 4,950). This
means that most likely your positive
test does not reflect true disease.

All of this is important to remem-
ber when getting blood tests, particu-
larly when numerous blood tests are
run simultaneously. With modern
technology, many different tests can
be run automatically from very little
blood, drawn from just one puncture
of a vein. Such blood test screening
is commonly performed as part of a
routine physical examination. This
benefits the patient in reducing the

number of “sticks,” the amount of
blood taken and the cost per test.

But running so many tests for
disease-screening purposes presents
certain problems, and the false posi-
tive/Positive Predictive Value prob-
lem is one of them.

The multiple blood tests obtained
from one “stick” are often referred to
as a “panel” of tests. A routinely used
blood test panel for screening is the
Comprehensive Metabolic Panel
(CMP), consisting of about 14-20
tests. The CMP usually measures
kidney and liver functioning and
glucose and electrolyte levels.
Electrolytes are important in nerve
and muscle function; examples are
sodium, potassium, calcium and
chloride. The multiple tests in the




CMP are not specific to one body
organ. To get more specific, the
physician would have to order addi-
tional tests. This requires more effort
from the physician and perhaps
more cost.

Let us consider a case where the
physician is using the panel for
screening purposes; he or she
expects that it is not likely that you
have any of the conditions (akin to
Table 3). It is important to remember
that a “normal” result is a. statistical
concept. The normal range for a test
is usually based on a range that
covers 95 percent of the test values
in normal people. This means that
on any one test, five percent of
normal people will have abnormal
values (false positives). This is the
same rate of false positives we used
in the examples in Tables 2 and 3, so
you can see how misleading the
results can be with just a single
blood test.

The problem is magnified when
multiple tests are ordered. In fact,
one can calculate that for a panel
with 14 tests or more, it is more like-
ly than not that at least one of the
tests will be falsely positive (how
many will be truly positive will
depend on whether you actually
have the condition for which you are
being tested).

If a physician follows up on every
single “abnormal” test result, you
may find yourself undergoing a
cascade of unnecessary, costly and
even harmful tests. An example is an
elevated alkaline phosphatase (a
component of the CMP that is not
infrequently elevated because it is
found in so many body tissues). This
could lead to the physician ordering
an ultrasound of the gallbladder. If
the ultrasound yields a false positive
(even radiological tests are imper-
fect), the patient could undergo
unnecessary surgery.

Laboratories usually have “panic”

values for important tests — values
that are so low or high that they are
not likely false positives and could
represent an immediate danger to
the patient. In such cases, the labo-
ratory must notify the physician
immediately. However, if the labora-
tory result is outside of the normal
range but not markedly so, and there
are no overt signs or symptoms of a
problem, it is often better to repeat
the test.

In light of the potential pitfalls of
multiple blood test panels, the follow-
ing outlines procedures you can

One can calculate that
for a panel with 14
tests or more, it is more
likely than not that at
least one of the tests
will be falsely positive.

follow with your physician to receive
optimal benefits from the tests.

1. Before ordering any blood tests,
review both vyour family and
personal medical histories for
diseases and problems. Also review
the diseases that are common for
your age and sex.

The U.S. Agency for Health Care
Research and Quality (AHRQ) has a
Web site (www.ahrq.gov) that
provides epidemiological reviews of
the usefulness of various screening
tests and other preventive measures
for common diseases/problems
(click on “Preventive Services” at

the Web site).

2. Determine which tests you really
need. Then ask the physician
whether it would be cheaper to
have the laboratory run only the
individual tests, or the panel that
includes the tests.

3. Ensure that the physician is taking
the expected prevalence of the
disease into consideration when
interpreting your test results.

Following the preceding steps will
alert both you and your physician as
to which of the blood test results are
worth follow-up.

There are other factors that can
adversely affect any of the tests and
cause them to give an inaccurate
reading:

1. Poor blood-drawing technique.
Red blood cells can burst as a
result of this, releasing potassium
and thus showing an abnormally
high potassium reading.

2. Incorrect storage and preparation
of the blood sample.

3. Faulty blood-testing equipment.
Under a law called CLIA (Clinical
Laboratory Improvement Amend-
ments), the government seeks to
“ensure quality laboratory testing.”
By going to www.cms.gov/clia
and scrolling down to “Laboratory
Registry,” you can identify whether
the U.S. government (Centers for
Medicare and Medicaid Services)
has taken any adverse action
against your laboratory.

Finally, none of your testing will
be worthwhile unless your physician
discusses the results with you. You
should request a copy of your labo-
ratory results for your personal
records.
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Product Recalls
February 12, 2003 — March 12, 2003

his chart includes recalls from the Food and Drug Administration (FDA) Enforcement Report for drugs, dietary
supplements and medical devices, and Consumer Product Safety Commission (CPSC) recalls of consumer products.

DRUGS AND DIETARY SUPPLEMENTS

The recalls noted here reflect actions taken by a firm to remove a product from the market. Recalls may be conduct-
ed on a firm’s own initiative, by FDA request or by FDA order under statutory authority. A Class I recall is a situation
in which there is a probability that the use of or exposure to the product will cause serious adverse health conse-
quences or death. Class II recalls may cause temporary or medically reversible adverse health consequences. A Class
III situation is not likely to cause adverse health effects. If you have any of the drugs noted here, label them “Do Not
Use” and put them in a secure place until you can return them to the place of purchase for a full refund. You can also
contact the manufacturer. If you want to report an adverse drug reaction to the FDA, call (800) FDA-1088. The FDA

Web site is www fda.gov.

Name of Drug or Supplement; Class of Recall: Problem

Lot #; Quantity and Distribution; Manufacturer

Aerozoin, Skin Conditioner For Tape & Cast Dressings, 3.5-0z can
and Kenzoin, Skin Conditioner For Tape & Cast Dressings, 4-0z can;
Class Ill; Failure to comply with Good Manufacturing Practice
Regulations including performance of finished product assays &
manufacturing validation

Numerous lots; 102,864 cans distributed nationwide; Pel Associates,
Inc., North Branch, New Jersey

Clindamycin Phosphate Topical Solution, 1-0z and 2-0z bottles,
Rx Only; Class Iil; Superpotency

Lot 24667 exp. 04/2004 and sub-fots 24667A, 24667C and 24667E:
7,734 1-0z and 6,315 2-0z bottles distributed in Pennsylvania, New
York, Missouri, Florida, Ohio, California and Puerto Rico; Morton
Grove Pharmaceuticals, Inc., Morton Grove, Illinois

Codimal DM Syrup for Gough/Colds, 118mL (4 fl 0z) and 473mL
(1 pint) bottles; Class IIl; Cross contamination: product contains
traces of iron from another oral iron product

Lots 1125602 (4 fl 0z) and 1125601 (1 pint); 706 4-fl 0z bottles and
23,683 1-pint bottles distributed nationwide and throughout the
Americas; Schwarz Pharma Manufacturing, Seymour, Indiana

Diltia XT Extended Release Capsules, 120 mg, 100- and 1000-
capsule bottles, Rx only; Class llI; Dissolution Failure: four-hour time
point (12-month stability station)

Numerous lots; 132,181 100-capsule and 6,080 1000-capsule bottles
distributed nationwide; Andrx Pharmaceuticals, Inc., Fort Lauderdale,
Florida

Feen-A-Mint Laxative Tablets, 5mg, 10-tablet carton; Class IIl;
Disintegration: failure due to tablet softening

Lot 1-EGN-4 exp. 01/2003; 109,728 packages distributed nationwide:
Schering-Plough HealthCare Products/DBA Bain de Soleil Co.,
Cleveland, Tennesses

Fluoracaine, Fluorescein Sodium and Proparacaine
Hydrochloride Ophthalmic Solution, Sterile, Rx Only, 5 mL glass
screw cap vial with black propylene cap and sterile dropper; Class II;
Container/closure integrity problems, leaking containers

Numerous lots; 129,594 bottles distributed nationwide and internation-
ally; Akorn, Inc., Decatur, lllinois

Fluress, Fluorescein Sodium and Benoxinate Hydrochloride
Ophthalmic Solution, Sterile; Class II; Container/closure integrity
problems, leaking containers
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Numerous lots; 222,400 bottles distributed nationwide and internation-
ally; Akorn, Inc., Decatur, lllinois



DRUGS AND

Name of Drug or Supplement; Class of Recall; Problem

DIETARY

conl.

SUPPLEMENTS

Humalog Pen disposable insulin delivery system, 3 mL, 100 units
per mL, Rx only; Class Il; Drug cartridges may be cracked or broken

Lot #; Quantity and Distribution; Manufacturer

Lot FF2519C exp. 08/01/2004; 12,825 bottles distributed nationwide;
Eli Lilly and Company, Indianapolis, Indiana

Hydrocodone Bitartrate and Acetaminophen Tahlets,
10mg/500 mg, Qualitest, Rx only, 1000-tablet bottles; Class I1I; Tablet
hardness failure

Lot 142081A; 1,459 bottles distributed nationwide; Vintage
Pharmaceuticals, Inc., Charlotte, North Carolina

Hydrocodone Bitartrate and Acetaminophen Tablets,
5mg/500mg, 100-count bottle, Rx only; Class IIl; Mislabeling: label
incorrectly printed with Scheduled Drug Classification as CIV instead
of correctly as CllI

Lot 062121C; 1,079 bottles distributed nationwide; Vintage
Pharmaceuticals, Inc., Charlotte, North Carolina

Levothyroxine Sodium, 100 meg (0.1mg) tablets, Rx only, 100-
and 1,000-count bottles; Class Ill; Stability: product may not maintain
potency through labeled expiration date

Numerous lots; 13,168 bottles distributed nationwide; Vintage
Pharmaceuticals, Inc., Charlotte, North Carolina

Micardis Tablets, 20 mg, 28 tablets, Rx only; Class Ill; Container
defect: loss of integrity of air tight seal on blister cards

Lot 106909A exp. 11/2003 and 205752A exp. 08/2004; 264 boxes
distributed nationwide; Boehringer Ingelheim Roxane Laboratories,
Columbus, Ohio and Boehringer Ingelheim Pharma KG, Ingelheim,
Germany

Maotrin 1B, 200mg coated caplets, 2-count single-dose packets, and
DayQuil LiquiCaps, 2-count unit dose packages; Class II;
Mispackaging: packets of Motrin IB incorrectly repackaged in hanging
card packages labeled to contain DayQuil LiquiCaps

Lot FCCO035 exp. 03/2005; 1,470 units distributed nationwide; Navajo
Manufacturing Company, Inc., Denver, Colorado

Natural Nasal Decongestant with Echinacea & Valerian,
Adult Nighttime Cold Formula, Tom’s of Maine, 4-fl oz
(112ml) bottles; Class Ill; Misbranded: dosing instructions for
adults/children 12 years and older will only provide half required
amount of active ingredient

Natural Nasal Decongestant with Echinacea & Valerian,
Children’s Nighttime Cold Formula, Tom’s of Maine, 4-fl oz
bottles (112 mL), Cherry flavor; Class II; Misbranded: dosing instruc-
tions for children ages 2 to 6 will provide excessive amounts of active
ingredient

All lots; 8,072 bottles distributed nationwide; Tom's of Maine, Inc.,
Kennebunk, Maine

All lots; 10,188 bottles distributed nationwide; Tom’s of Maine, Inc.,
Kennebunk, Maine

Natural Nasal Decongestant with Echinacea, Adult Daytime
Cold Formula, Tom’s of Maine, 4-fl oz (112ml) bottles; Class III;
Misbranded: dosing instructions for adults/children 12 years and older
will only provide half required amount of active ingredient

All lots; 19,738 bottles distributed nationwide; Tom’s of Maine, Inc.,
Kennebunk, Maine

Natural Nasal Decongestant with Echinacea, Children’s
Daytime Cold Formula, Tom’s of Maine, 4-f| oz bottles, Cherry
Flavor; Class II; Misbranded: dosing instructions for children ages 2
to 6 will provide excessive amounts of active ingredient

All lots; 6,788 distributed nationwide; Tom's of Maine, Inc.,
Kennebunk, Maine

Nature-Throid NT-2 (Thyroid), 129.6 mg, 100-tablet bottles, Rx
only; Class II; Mislabeling: bottles labeled Nature-Throid NT-2
(129.6mq) actually contain Nature-Throid NT-1 (65mg)

Lot BO36N exp. 03/2005; 360 bottles distributed nationwide; RSJ, Inc.,
Phoenix, Arizona

continued on page 10
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D RUGS

Name of Drug oy Supplentent; Class of Recall; Problem

Premarin Tablets (conjugated estrogens tablets), 0.625 mg, pack-
ages of 100 and bottles of 1,000, Rx only; Class HI; Dissolution fail-
ure: by manufacturer

AND DIETARY

SUPPLEMENTS

cont.

Lot #; Quantity and Distribution; Manufaclurer

Lots 1A03925 exp. 12/2002, 1A03960 exp. 05/2005 and 1B00084
exp. 05/2005; 26 packages and 3,870 bottles distributed nationwide
and in Puerto Rico; Recalled by Amerisource Health Services Corp.
Columbus, Ohio, Manufactured by Ayerst Laboratories Inc., A Wyeth-
Ayerst Company, Philadelphia, Pennsylvania

Rhinaris Lubricating Nasal Mist, non-medicated, .33l 0z (10
mL) and 1-fl 0z (30 mL}) bottles; Class II; Microbial Contamination:
Pseudomonas fluorescens

Lot 209281 exp. 05/2007 and 209280 exp. 05/2007; 10,000 .33-0z
and 1,345 1-0z bottles distributed nationwide; Pharmascience, Inc.,
Tonawanda, New York and Montreal, Canada

Toprol-XL (Metoprolol Succinate) Tablets, 100 mg, 90-tablet
bottles; Class Il; Mislabeling: bottles labeled 100 mg contain 50-mg
tablets

Lot LN066233 exp. 12/19/2003; 418 bottles distributed nationwide;
Caremark Pharmaceutical Services, Vernon Hills, lHlinois

CONSUMER PRODUCTS

Contact the Consumer Product Safety Commission (CPSC) for specific instructions or return the item to the place of
purchase for a refund. For additional information from the Consumer Product Safety Commission, call their hotline at

(800) 638-2772. The CPSC web site is www.cpsc.gov.

Name of Product; Problem

Bamboo Stick Sparklers; Handles can catch fire, burn, disintegrate
and emit burning fragments, presenting fire hazard and risk of burn
injury

Busy Bug Plush Toys; Antennae can be chewed or pulled off,
posing a choking hazard

Children’s Board Book Sets; plastic snaps on cardboard box can
detach, posing a choking hazard

Computer Monitors; Monitor's circuit board can overheat and
smoke, posing fire hazard

Fondue Pots; Plastic handles can melt and crack during heating on
range top, posing burn and fire hazards

Fun Buckets, add-on option for backyard play sets; 6- to 8-foot
free-hanging rope can become entangled around child's neck,
presenting strangulation hazard

10 & April 2003

Lot # Quantity and Distribution; Manufacturer

Multicolored cardboard box with six sparklers per box and “LB-NO11-
7" printed on package; 72,000 boxes sold nationwide between June
2002 and December 2002; Fireworks of Alabama, Inc., Adamsville,
Alabama (800) 289-5569

Small plush bug with antennae with orange fabric ends, blue stuffed
face and red musical nose, UPC code 778267862920; 11,200 sold
nationwide between August 2002 and January 2003; The Betesh
Group, New York, New York (866) 473-0118

Boxed 4-book sets with children’s characters on front of box, colored
plastic handle and plastic snaps; 360,000 sold nationwide between
August 2002 and January 2003; Random House Inc., New York, New
York (800) 805-8534 www.randomhause.com

G571 and G51t monitors model numbers 6541-02N, 6541-02E, 6541-
02S, 6541-QO0N, 6541-QOE and 6541-Q0SIBM:; 56,000 sold nation-
wide between June 1997 and December 1998; IBM, Armonk, New York
(866) 644-3155 www.ibm.com/pc/g51recall

Model number 82-384 sold under brand name “Trudeau"; 45,200 sold
as part of 17-piece set at Bed, Bath and Beyond stores between August
2001 and July 2002; Trudeau Corp., Woodridge, Illinois (877) 659-
4844 www.trudeaucorp.com
14-inch-deep yellow or green vinyl buckets with black nylon strap
attached to rope and sold with heavy wood bracket to attach to roof of
play set fort; 1,400 soid nationwide between February 1998 and
February 2003; Playnation Play Systems, Kennesaw, Georgia (770)
792-9300 www.playset.com




CONSUMER

Name of Product; Problem

PRODUCTS

COnl.

Lot #: Quantity and Distribution; Manufacturer

Kitchen Gourmet Hot Pots; Bottom of hot pot can separate from
top, posing serious burn hazard

White plastic, pitcher-shaped hot pots with date code of 0702 on
bottom of pot and box; 37,000 sold at Walgreens nationwide between
September 2002 and January 2003; Atico International USA Inc., Ft.
Lauderdale, Florida (800) 645-3867 www.aticousa.com

Makita Electric Orbit Sanders; Pads on sanders can break apart
during use and strike operator, posing an injury hazard

Model numbers BO5000 and BO5001; 350,000 sold nationwide
between April 1992 and February 2003; Makita U.S.A. Inc., La Mirada,
California (800) 462-5482

Novelty Lighters; No child-resistant mechanism

Refillable, butane gas-fueled, metal dolphin-shaped lighters in thres
models: dolphin with large ball labeled “1988.8 Young's Wholes 14.9,"
single dolphin labeled “00005011 $14.00 EA" and two dolphins with
ball and no label; 500 sold in Oregon and Southwest Washington
between 1996 and October 2001: Young's J.K. inc., Portland, Oregon
(503) 998-9801

Riding Lawn Tractors; Fuel tank can crack and leak, posing burn
and fire hazard

Murray and Stanlgy brand with numerous model numbers; 270,000
sold nationwide between November 2000 and January 2003; Murray
Inc., Brentwood, Tennessee (800) 876-1634 www.murray.com

Skil Warrior Drill Battery Chargers; Transformer inside charger
can overheat, charger housing can melt and deform, possibly igniting
flammable materials near or on charger

Numerous model numbers of 9.6-volt, 12-volt, 14.4-volt and 18-volt
chargers sold with or as accessories for Skil Warrior drills; 2 million
sold nationwide between July 1994 and February 2003; Robert Bosch
Tool Corp., Chicago, lllinois (800) 661-5398 www.skil.com

OUTRAGE, from page 12
different compound, according to
FDA guidelines.”

“Finally, they tested and proved
the hypothesis that the American
public could be duped into paying
far more for things available in less
costly, but basically identical, formu-
lations simply by employing colorful
ad campaigns and effective direct-to-
consumer marketing techniques,” he
concluded.

Indeed, study after study since
Nexium’s release has indicated that
Nexium® benefits the executives and
shareholders of AstraZeneca signifi-
cantly more than do generic omepra-

Study after study since Nexium’s release bhas
indicated that Nexium® benefits the executives
and sharebolders of AstraZeneca significantly
more than do generic omeprazole or, for that
matter, any of the other FDA-approved
proton-pump inbibitors.

zole or, for that matter, any of the
other FDA-approved proton-pump
inhibitors, with a p-value of <.005.
“I's truly a miracle drug,” said
Patsy Goldberg, a long-time esophagi-
tis sufferer. “Imagine that — a medica-

tion that helps my acid reflux about
the same as a cheaper generic would,
and allows AstraZeneca to keep
making money off me at the same
time!”

Researchers at AstraZeneca are

currently hard at work “discovering”
the R-isomer of omeprazole, with
which they plan to overcharge the
general public as soon as the patent
for Nexium® runs out in 2014.
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OUTRAGE

OF THE

MONTH

Nexium® Offers Unique Advantage Over Generic

Omeprazole

Only proton-pump inhibitor proven to enrich AstraZeneca

The Jfollowing is a parody that
appeared in the August 1, 2001 issue
of Q Fever!, a medical bumor Web
site (rwww.gfever.com).

TLMINGTON, DE —
K -x / Nexium® (esomeprazole),
the newest proton-pump

inhibitor approved by the FDA for
peptic ulcer disease, offers a unique
advantage over the generic form of
Prilosec (omeprazole), said a panel
of industry experts this Wednesday.
Namely, Nexium®, which is
simply the I-isomer of omeprazole,
is now the only proton-pump
inhibitor definitively shown to enrich
AstraZeneca, the pharmaceutical
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20000 1 —

Omeprazole Mexium®

Nexium® is substantially better for
AstraZeneca than omeprazole

corporation that lost its U.S. patent
for omeprazole in April 2001.

Experts in the healthcare commu-
nity attribute the unmatched ability
of Nexium® to benefit AstraZeneca
to a remarkable series of scientific
discoveries made at the company’s
research centers during the mid-to-
late 1990’s.

“First, they discovered that when
they lost the patent for omeprazole,
they wouldn’t be making any money
from it anymore, “ says Dr. George
Papadopolous, a pharmacist in
Wilmington.

“Then, they realized that omepra-
zole, like many chemical substances,
has both an I- and an R- isomer,
each of which is technically [winks/ a

continued on page 11
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