
Ovulation: Therapy with ACTOS, like other TZDs, may result in ovulation in some pre-
menopausal anovulatory women. As a result, these patients may be at an increased risk for
pregnancy while taking ACTOS. Adequate contraception in premenopausal women should
be recommended. This possible effect has not been investigated in clinical studies, therefore
the frequency is not known.
Hematologic: ACTOS may cause decreases in hemoglobin and hematocrit. Across all clini-
cal studies, mean hemoglobin values declined by 2%-4% in patients treated with ACTOS.
These changes primarily occurred within the first 4-12 weeks of therapy and remained rela-
tively constant thereafter. These changes may be related to increased plasma volume and
have rarely been associated with any significant hematologic clinical effects (see ADVERSE
REACTIONS, Laboratory Abnormalities).
Hepatic Effects: In pre-approval clinical studies worldwide, >4500 subjects were treated with
ACTOS. In US clinical studies, >4700 patients with type 2 diabetes received ACTOS. There
was no evidence of drug-induced hepatotoxicity or elevation of alanine aminotransferase
(ALT) levels in the clinical studies.

During pre-approval placebo-controlled clinical trials in the US, a total of 4/1526 (0.26%)
patients treated with ACTOS and 2/793 (0.25%) placebo-treated patients had ALT values
≥3X the upper limit of normal (ULN). The ALT elevations in patients treated with ACTOS were
reversible and not clearly related to ACTOS therapy. 

In postmarketing experience with ACTOS, reports of hepatitis and hepatic enzyme eleva-
tions to ≥3X ULN have been received. Very rarely, these reports have involved hepatic fail-
ure with and without fatal outcome, although causality has not been established. 

Pioglitazone is structurally related to troglitazone, a TZD no longer marketed in the US
that was associated with idiosyncratic hepatotoxicity and cases of liver failure, liver trans-
plants and death during postmarketing use. In pre-approval controlled clinical trials in
patients with type 2 diabetes, troglitazone was more frequently associated with clinically sig-
nificant elevations of hepatic enzymes (ALT >3X ULN) vs placebo, and cases of reversible
jaundice were reported.

Pending the availability of the results of additional large, long-term controlled clinical 
trials and additional postmarketing safety data, it is recommended that patients treated 
with ACTOS undergo periodic monitoring of liver enzymes. 

Serum ALT levels should be evaluated prior to the initiation of ACTOS therapy in all
patients and periodically thereafter per the clinical judgment of the health professional. Liver
function tests should also be obtained for patients if symptoms suggestive of hepatic dys-
function occur, eg, nausea, vomiting, abdominal pain, fatigue, anorexia, or dark urine. The
decision whether to continue ACTOS therapy should be guided by clinical judgment pend-
ing laboratory evaluations. If jaundice is observed, ACTOS should be discontinued.

ACTOS therapy should not be initiated if the patient exhibits clinical signs of active liver
disease or the ALT levels exceed 2.5X ULN. Patients with mildly elevated liver enzymes (ALT
levels at 1- 2.5X ULN) at baseline or any time during ACTOS therapy should be evaluated to
determine the cause of the liver enzyme elevation. Initiation or continuation of ACTOS ther-
apy in patients with mildly elevated liver enzymes should proceed with caution and include
appropriate clinical follow-up, which may include more frequent liver enzyme monitoring. If
serum transaminase levels are increased (ALT >2.5X ULN), liver function tests should be
evaluated more frequently until the levels return to normal or pretreatment values. If ALT lev-
els exceed 3X ULN, the test should be repeated as soon as possible. If ALT levels remain
>3X ULN or if the patient is jaundiced, ACTOS therapy should be discontinued.

No data are available to evaluate the safety of ACTOS in patients who experienced liver
abnormalities, hepatic dysfunction, or jaundice while on troglitazone. ACTOS should not be
used in patients who experienced jaundice while taking troglitazone. 
Laboratory Tests
Fasting plasma glucose (FPG) and A1c measurements should be performed periodically to
monitor glycemic control and the therapeutic response to ACTOS.

Liver enzyme monitoring is recommended prior to initiation of therapy with ACTOS in all
patients and periodically thereafter per the clinical judgment of the health professional (see
PRECAUTIONS, General, Hepatic Effects and ADVERSE REACTIONS, Serum Transaminase
Levels).
Information for Patients
It is important to instruct patients to adhere to dietary instructions and to have blood glu-
cose and A1c tested regularly. During periods of stress, eg, fever, trauma, infection, or sur-
gery, medication requirements may change and patients should be reminded to seek med-
ical advice promptly.

Patients who experience a rapid increase in weight or edema or who develop
shortness of breath or other symptoms of heart failure while on ACTOS should
immediately report these symptoms to their physician.

Patients should be told that blood tests for liver function will be performed prior
to the start of therapy and periodically thereafter per the clinical judgment of the
health professional. Patients should be told to seek immediate medical advice for
unexplained nausea, vomiting, abdominal pain, fatigue, anorexia, or dark urine.

Patients should be told to take ACTOS once daily. ACTOS can be taken with or without
meals. If a dose is missed on one day, the dose should not be doubled the following day.

When using combination therapy with insulin or oral hypoglycemic agents, the
risks of hypoglycemia, its symptoms and treatment, and conditions that predis-
pose to it should be explained to patients and their family members.

Therapy with ACTOS, like other TZDs, may result in ovulation in some pre-
menopausal anovulatory women. As a result, these patients may be at an
increased risk for pregnancy while taking ACTOS. Adequate contraception in pre-
menopausal women should be recommended. This possible effect has not been
investigated in clinical studies so the frequency of this effect is not known.
Drug Interactions
In vivo drug-drug interaction studies have suggested that pioglitazone may be a weak induc-
er of CYP450 isoform 3A4 substrate (see Drug-Drug Interactions). 
Carcinogenesis, Mutagenesis, Impairment of Fertility
A 2-year carcinogenicity study was conducted in rats at oral doses ≤63 mg/kg (approxi-
mately 14 times (x) the maximum recommended human oral dose of 45 mg based on
mg/m2). Drug-induced tumors were not observed in any organ except for the urinary blad-
der. Benign and/or malignant transitional cell neoplasms were observed in male rats at  
≥4 mg/kg/day (approximately equal to the maximum recommended human oral dose based
on mg/m2). A 2-year carcinogenicity study was conducted in male and female mice at oral
doses ≤100 mg/kg/day (approximately 11x the maximum recommended human oral dose
based on mg/m2). No drug-induced tumors were observed in any organ. Urinary tract
tumors have been reported in rodents taking experimental drugs with dual PPAR�/� activi-
ty; however, ACTOS is a selective agonist for PPAR�. During prospective evaluation of uri-
nary cytology involving >1800 patients receiving ACTOS up to 1-year in clinical trials, no
new cases of bladder tumors were identified. Abnormal urinary cytology results indicating
possible malignancy were observed in both patients treated with ACTOS (0.72%) and
patients treated with placebo (0.88%).  

Pioglitazone HCl was not mutagenic in a battery of genetic toxicology studies, including
the Ames bacterial assay, a mammalian cell forward gene mutation assay (CHO/HPRT and
AS52/XPRT), an in vitro cytogenetics assay using CHL cells, an unscheduled DNA synthe-
sis assay, and an in vivo micronucleus assay. No adverse effects on fertility were observed
in male and female rats at oral doses ≤40 mg/kg daily prior to and throughout mating and
gestation (approximately 9x the maximum recommended human oral dose based on
mg/m2).  
Animal Toxicology
Heart enlargement has been observed in mice (100 mg/kg), rats (≥4 mg/kg) and dogs 
(3 mg/kg) treated orally with pioglitazone HCl (approximately 11x, 1x, and 2x the maximum
recommended human oral dose for mice, rats, and dogs, respectively, based on mg/m2). In
a 1-year rat study, drug-related early death due to apparent heart dysfunction occurred at an
oral dose of 160 mg/kg/day (approximately 35x the maximum recommended human oral
dose based on mg/m2).  Heart enlargement was seen in a 13-week study in monkeys at oral
doses ≥8.9 mg/kg (approximately 4x the maximum recommended human oral dose based
on mg/m2), but not in a 52-week study at oral doses ≤32 mg/kg (approximately 13x the
maximum recommended human oral dose based on mg/m2).  
Pregnancy
Pregnancy Category C. Pioglitazone was not teratogenic in rats at oral doses ≤80 mg/kg or
in rabbits given ≤160 mg/kg during organogenesis (approximately 17x and 40x the maxi-
mum recommended human oral dose based on mg/m2, respectively).  Delayed parturition
and embryotoxicity were observed in rats at oral doses ≥40 mg/kg/day (approximately 10x
the maximum recommended human oral dose based on mg/m2). No functional or behav-
ioral toxicity was observed in offspring of rats. In rabbits, embryotoxicity was observed at
an oral dose of 160 mg/kg (approximately 40x the maximum recommended human oral
dose based on mg/m2). Delayed postnatal development, attributed to decreased body
weight, was observed in offspring of rats at oral doses ≥10 mg/kg during late gestation and
lactation periods (approximately 2x the maximum recommended human oral dose based on
mg/m2).

There are no adequate, well-controlled studies in pregnant women. ACTOS should be
used during pregnancy only if the potential benefit justifies the potential risk to the fetus.

Because current information strongly suggests that abnormal blood glucose
levels during pregnancy are associated with a higher incidence of congenital
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INDICATIONS AND USAGE
ACTOS is indicated as an adjunct to diet and exercise to improve glycemic control in patients
with type 2 diabetes. ACTOS is indicated for monotherapy. ACTOS is also indicated for use
in combination with a sulfonylurea, metformin, or insulin when diet and exercise plus the
single agent does not result in adequate glycemic control. 

Management of type 2 diabetes should also include nutritional counseling, weight reduc-
tion as needed, and exercise. These efforts are important not only in the primary treatment
of type 2 diabetes, but also to maintain the efficacy of drug therapy.

CONTRAINDICATIONS
ACTOS is contraindicated in patients with known hypersensitivity to this product or any of
its components.

WARNINGS
Cardiac Failure and Other Cardiac Effects
ACTOS, like other thiazolidinediones (TZDs), can cause fluid retention when used
alone or in combination with other antidiabetic agents, including insulin. Fluid
retention may lead to or exacerbate heart failure.  Patients should be observed for
symptoms of heart failure (see Information for Patients). ACTOS should be dis-
continued if any deterioration in cardiac status occurs. Patients with New York
Heart Association (NYHA) Class III and IV cardiac status were not studied during
pre-approval clinical trials; ACTOS is not recommended in these patients (see
PRECAUTIONS, Cardiovascular).

In one 16-week US double-blind, placebo-controlled clinical trial involving 566
patients with type 2 diabetes, ACTOS at doses of 15 mg and 30 mg in combina-
tion with insulin was compared to insulin therapy alone. This trial included
patients with long-standing diabetes and a high prevalence of pre-existing med-
ical conditions as follows: arterial hypertension (57.2%), peripheral neuropathy
(22.6%), coronary heart disease (19.6%), retinopathy (13.1%), myocardial infarc-
tion (MI) (8.8%), vascular disease (6.4%), angina pectoris (4.4%), stroke and/or
transient ischemic attack (4.1%), and congestive heart failure (CHF) (2.3%).

In this study, 2/191 patients receiving 15 mg ACTOS plus insulin (1.1%) and
2/188 patients receiving 30 mg ACTOS plus insulin (1.1%) developed CHF com-
pared with 0/187 patients receiving insulin therapy alone. All 4 of these patients
had previous histories of cardiovascular conditions including coronary artery dis-
ease, previous CABG procedures, and MI. In a 24-week dose-controlled study in
which ACTOS was co-administered with insulin, 0.3% of patients (1/345) on 30 mg
and 0.9% (3/345) of patients on 45 mg reported CHF as a serious adverse event.

In type 2 diabetes and congestive heart failure (systolic dysfunction): In a 24-
week post-marketing safety study comparing ACTOS (n=262) to glyburide
(n=256) in uncontrolled diabetic patients (mean glycosylated hemoglobin, [A1c]
8.8% at baseline) with NYHA Class II and III heart failure and ejection fraction (EF)
less than 40% (mean EF 30% at baseline), overnight hospitalization for CHF was
reported in 9.9% of patients on ACTOS vs 4.7% of patients on glyburide with a
treatment difference observed from 6 weeks. This adverse event associated with
ACTOS was more marked in patients using insulin at baseline and in patients >64
years old. No difference in cardiovascular mortality between the treatment groups
was seen. 

ACTOS should be initiated at the lowest approved dose if it is prescribed for
patients with type 2 diabetes and systolic heart failure (NYHA Class II). If subse-
quent dose escalation is necessary, the dose should be increased gradually only
after several months of treatment with careful monitoring for weight gain, edema,
or signs of CHF exacerbation.  

Drug-Drug Interactions
The following drugs were studied in healthy volunteers with a co-administration of ACTOS
45 mg once daily: 
Oral Contraceptives: Co-administration of ACTOS and an oral contraceptive (1 mg
norethindrone plus 0.035 mg ethinyl estradiol once daily) for 21 days, resulted in
11% and 11-14% decreases in ethinyl estradiol AUC(0-24h) and Cmax respectively.
There were no significant changes in norethindrone AUC(0-24h) and Cmax. In view of
the high variability of ethinyl estradiol pharmacokinetics, the clinical significance
of this finding is unknown.
Midazolam: Administration of ACTOS for 15 days followed by a single 7.5 mg dose of mida-
zolam syrup resulted in a 26% reduction in midazolam Cmax and AUC.
Nifedipine ER: Co-administration of ACTOS for 7 days with 30 mg nifedipine ER adminis-
tered orally once daily for 4 days to male and female volunteers resulted in least square
mean (90% CI) values for unchanged nifedipine of 0.83 (0.73 - 0.95) for Cmax and 0.88 (0.80
- 0.96) for AUC.  In view of the high variability of nifedipine pharmacokinetics, the clinical
significance of this finding is unknown.
Ketoconazole: Co-administration of ACTOS for 7 days with ketoconazole 200 mg adminis-
tered twice daily resulted in least square mean (90% CI) values for unchanged pioglitazone
of 1.14(1.06 - 1.23) for Cmax, 1.34(1.26 - 1.41) for AUC and 1.87(1.71 - 2.04) for Cmin.
Atorvastatin Calcium: Co-administration of ACTOS for 7 days with atorvastatin calcium (LIP-
ITOR®) 80 mg once daily resulted in least square mean (90% CI) values for unchanged
pioglitazone of 0.69 (0.57 - 0.85) for Cmax, 0.76 (0.65 - 0.88) for AUC and 0.96 (0.87 - 1.05)
for Cmin.  For unchanged atorvastatin the least square mean (90% CI) values were 0.77 (0.66
- 0.90) for Cmax, 0.86  (0.78 - 0.94) for AUC and 0.92 (0.82 - 1.02) for Cmin.

In other drug-drug interaction studies, pioglitazone had no significant effect on the phar-
macokinetics of fexofenadine HCl, glipizide, digoxin, warfarin, metformin, ranitidine HCl or
theophylline.
Cytochrome P450 (CYP450): See PRECAUTIONS

PRECAUTIONS
General
ACTOS exerts its antihyperglycemic effect only in the presence of insulin. Therefore, ACTOS
should not be used in patients with type 1 diabetes or in patients with diabetic ketoacidosis.
Hypoglycemia: Patients receiving ACTOS with insulin or oral hypoglycemic agents may be at
risk for hypoglycemia, and a reduction in the dose of the concomitant agent may be necessary.
Cardiovascular: In US placebo-controlled clinical trials that excluded patients with NYHA
Class III and IV cardiac status, the incidence of serious cardiac adverse events related to vol-
ume expansion was not increased in patients treated with ACTOS as monotherapy or in
combination with sulfonylureas or metformin vs placebo-treated patients. In insulin combi-
nation studies, a small number of patients with a history of previously existing cardiac dis-
ease developed CHF when treated with ACTOS in combination with insulin (see WARN-
INGS). Patients with NYHA Class III and IV cardiac status were not studied in these ACTOS
clinical trials. ACTOS is not indicated in patients with NYHA Class III or IV cardiac status.

In postmarketing experience with ACTOS, cases of CHF have been reported in
patients both with and without previously known heart disease. 
Edema: ACTOS should be used with caution in patients with edema. In all US clinical trials,
edema was reported more frequently in patients treated with ACTOS than with placebo and
appears to be dose related (see ADVERSE REACTIONS). In postmarketing experience, initi-
ation or worsening of edema has been reported.
Weight Gain: Dose related weight gain was seen with ACTOS alone and in combination with
other hypoglycemic agents (Table 1). The mechanism of weight gain is unclear but proba-
bly involves a combination of fluid retention and fat accumulation.

Table 1 Weight Changes (kg) from Baseline during
Double-Blind Clinical Trials with ACTOS

Control Group ACTOS ACTOS ACTOS
(Placebo) 15 mg 30 mg 45 mg

Median Median Median Median
(25th/75th (25th/75th (25th/75th (25th/75th

percentile) percentile) percentile) percentile)

Monotherapy -1.4 (-2.7/0.0) 0.9 (-0.5/3.4) 1.0 (-0.9/3.4) 2.6 (0.2/5.4)
n=256 n=79 n=188 n=79

Combination

Sulfonylurea -0.5 (-1.8/0.7) 2.0 (0.2/3.2) 3.1 (1.1/5.4) 4.1 (1.8/7.3)

Therapy

n=187 n=183 n=528 n=333

Metformin -1.4 (-3.2/0.3) N/A 0.9 (-0.3/3.2) 1.8 (-0.9/5.0)
n=160 n=567 n=407

Insulin 0.2 (-1.4/1.4) 2.3 (0.5/4.3) 3.3 (0.9/6.3) 4.1 (1.4/6.8)
n=182 n=190 n=522 n=338

Note: Trial durations of 16 to 26 weeks

anomalies and increased neonatal morbidity and mortality, most experts recom-
mend that insulin be used during pregnancy to maintain blood glucose levels as
close to normal as possible.
Nursing Mothers
Pioglitazone is secreted in the milk of lactating rats. It is unknown whether ACTOS is secret-
ed in human milk. Because many drugs are excreted in human milk, ACTOS should not be
given to a breastfeeding woman.
Pediatric Use
Safety and effectiveness of ACTOS in pediatric patients have not been established.
Elderly Use
Approximately 500 patients in placebo-controlled clinical trials of ACTOS were ≥65 years.
No significant differences in effectiveness and safety were observed between them and
younger patients.
ADVERSE REACTIONS
In worldwide clinical trials, >5900 patients with type 2 diabetes have been treated with
ACTOS.  In US clinical trials, >4700 patients have received ACTOS, >3300 patients have been
treated ≥6 months and >450 patients for 1-year or longer.

The overall incidence and types of adverse events reported in placebo-controlled clinical
trials of ACTOS monotherapy at doses of 7.5 mg, 15 mg, 30 mg, or 45 mg once daily are
shown in Table 2.

Table 2 Placebo-Controlled Clinical Studies of ACTOS Monotherapy: 
Adverse Events Reported at a Frequency ≥ 5% of Patients Treated with ACTOS

(% of Patients)

Placebo ACTOS
N=259 N=606

Upper respiratory tract infection 8.5 13.2

Headache 6.9 9.1

Sinusitis 4.6 6.3

Myalgia 2.7 5.4

Tooth disorder 2.3 5.3

Diabetes mellitus aggravated 8.1 5.1

Pharyngitis 0.8 5.1

For most clinical adverse events the incidence was similar for groups treated with ACTOS
monotherapy and those treated in combination with sulfonylureas, metformin, and insulin.
There was an increase in the occurrence of edema in the patients treated with ACTOS and
insulin vs insulin alone. 

In a 16-week, placebo-controlled ACTOS plus insulin trial (n=379), 10 patients treated
with ACTOS plus insulin developed dyspnea and, at some point during their therapy, devel-
oped either weight change or edema; of these 10 patients, 7 received diuretics to treat these
symptoms. This was not reported in the insulin plus placebo group. 

The incidence of withdrawals from placebo-controlled clinical trials due to an adverse
event other than hyperglycemia was similar for patients treated with placebo (2.8%) or
ACTOS (3.3%).

In controlled combination therapy studies with either a sulfonylurea or insulin, mild-
moderate hypoglycemia, which appears to be dose related, was reported (see PRECAU-
TIONS, General, Hypoglycemia).

In US double-blind studies, anemia was reported in ≤2% of patients treated with ACTOS
plus sulfonylurea, metformin or insulin (see PRECAUTIONS, General, Hematologic).

In monotherapy studies, edema was reported for 4.8% of patients treated with ACTOS vs
1.2% of placebo-treated patients. In combination therapy studies, edema was reported for
7.2% of patients treated with ACTOS and sulfonylureas vs 2.1% of patients on sulfonylureas
alone. In combination therapy studies with metformin, edema was reported in 6.0% of
patients on combination therapy vs 2.5% of patients on metformin alone. In combination
therapy studies with insulin, edema was reported in 15.3% of patients on combination ther-
apy vs. 7.0% of patients on insulin alone. Most of these events were considered mild or
moderate in intensity (see PRECAUTIONS, General, Edema).

In one 16-week clinical trial of insulin plus ACTOS combination therapy, CHF developed
in 1.1% of patients on combination therapy vs 0% of patients receiving insulin alone (see
WARNINGS, Cardiac Failure and Other Cardiac Effects).
Laboratory Abnormalities
Hematologic: ACTOS may cause decreases in hemoglobin and hematocrit. The fall
in hemoglobin and hematocrit with ACTOS appears to be dose related. Across all
clinical studies, mean hemoglobin values declined by 2%- 4% in patients treated
with ACTOS. These changes generally occurred within the first 4-12 weeks of
therapy and remained relatively stable thereafter. These changes may be related to
increased plasma volume associated with ACTOS therapy and have rarely been
associated with any significant hematologic clinical effects.
Serum Transaminase Levels: During all US clinical studies, 14/4780 (0.30%) patients
treated with ACTOS had ALT values ≥3X ULN during treatment. All patients with follow-up
values had reversible elevations in ALT. In the population of patients treated with ACTOS,
mean values for bilirubin, AST, ALT, alkaline phosphatase, and GGT were decreased at the
final visit compared with baseline. Less than 0.9% of patients treated with ACTOS were with-
drawn from US clinical trials due to abnormal liver function tests.

In pre-approval clinical trials, there were no cases of idiosyncratic drug reactions lead-
ing to hepatic failure (see PRECAUTIONS, Hepatic Effects).
CPK Levels: During required laboratory testing in clinical trials, sporadic, transient
elevations in creatine phosphokinase levels (CPK) were observed. An isolated ele-
vation to >10X ULN was noted in 9 patients (values of 2150-11400 IU/L). Of these
patients, 6 continued to receive ACTOS, 2 had completed receiving study medica-
tion at the time of the elevated value and 1 discontinued study medication due to
the elevation. These elevations resolved without any apparent clinical sequelae.
The relationship of these events to ACTOS therapy is unknown.
OVERDOSAGE
During controlled clinical trials, 1 case of overdose with ACTOS was reported. A male patient
took 120 mg per day for 4 days, then 180 mg per day for 7 days. The patient denied any
clinical symptoms during this period. 

In the event of overdosage, appropriate supportive treatment should be initiated accord-
ing to patient’s clinical signs and symptoms.
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Bill Halts 4.4% Cut
Congress’ long-awaited passage of the
budget reconciliation package (also called
the Deficit Reduction Act) put a freeze on
a 4.4% cut Medicare physicians experi-
enced in the month of January. While the
congressional action stopped any further
reductions to payments, it did not increase
Medicare physician pay for 2006. The Cen-
ters for Medicare and Medicaid Services
will reimburse physicians retroactively for
the reductions experienced in January, and
has instructed its contractors to automat-
ically reprocess claims. But work on this is-
sue is far from over, Dr. J. Edward Hill,
president of the American Medical Asso-
ciation, said in a statement. “With 6 years
of cuts still scheduled to come as practice
costs continue to rise, we fear more physi-
cians will make difficult practice decisions
about treating Medicare patients. ... We
must build on the momentum and aware-
ness raised in 2005 to make 2006 the year
Congress permanently repeals the bro-
ken Medicare physician payment formu-
la.”

Junk Food Lawsuit
Consumer groups and parents are suing
Nickelodeon (Viacom International Inc.)
and the Kellogg Co. in an attempt to stop
them from marketing junk food to chil-
dren. The announcement follows an In-
stitute of Medicine report that found food
advertising aimed at children encourages
them to request high-calorie, low-nutrient
foods. “Nickelodeon and Kellogg engage
in business practices that literally sicken
our children,” said Michael Jacobson, ex-
ecutive director of the Center for Science
in the Public Interest, one of the plaintiffs.
“It’s a multimedia brainwashing and reed-
ucation campaign and a disease-promoting
one at that.” Other plaintiffs in the suit in-
clude the Campaign for a Commercial-
Free Childhood and parents Sherri Carlson
of Wakefield, Mass., and Andrew Leong
of Brookline, Mass. Because of the pend-
ing litigation, Kellogg is not commenting,
said Jill Saletta, Kellogg’s director of com-
munications.

2007 Medicare Formulary Guidance
In February, the U.S. Pharmacopeia re-
leased its final model guidelines for use in
developing Medicare prescription drug
formularies in 2007. The model guide-
lines are used by the Centers for Medicare
and Medicaid Services to evaluate the for-
mularies created by private drug plans
that participate in the Medicare Part D
program. There are fewer unique cate-
gories and classes in the 2007 document—
133, compared with 146 in 2006. In addi-
tion, the number of formulary key drug
types, which are used by CMS to test the
comprehensiveness of the formulary, has
increased from 118 to 141. The U.S. Phar-
macopeia model guidelines are available
online at www.usp.org/healthcareInfo. 

ADA Announces Policy Agenda
Increasing the budget for diabetes research
and making stem cell research easier to
perform are two of the major public pol-
icy priorities for the American Diabetes
Association this year. “Policymakers will
hear from our army of volunteers and
grassroots advocates about the urgent

need for Congress and the [Bush] Admin-
istration to set a new course for diabetes
policy,” Dr. Robert A. Rizza, president for
medicine and science at the ADA, said in
a statement. Specific priorities include in-
creasing the budget for the Centers for
Disease Control and Prevention’s division
of diabetes translation by $20.8 million, in-
creasing the budget for research at the Na-
tional Institute of Diabetes and Digestive
and Kidney Diseases by $92 million, and
getting Congress to pass the Stem Cell Re-
search Enhancement Act of 2005 (S.
471/H.R. 810), which would greatly in-

crease the number of stem cells available
for use in research.

Hospital Ethnicity Data
Most hospitals collect data about the race,
ethnicity, and language preference of their
patients, but few are using the data to im-
prove health care quality, according to a
study conducted by the National Public
Health and Hospital Institute. Researchers
surveyed 500 acute care hospitals and
found that half collect information on pa-
tients’ language, more than three-fourths
collect information on patients’ race, and
half collect information on ethnicity and
language preference. Of the hospitals that

did not collect this information, more
than half said they did not see the need to.
“We are encouraged to know that so many
hospitals already have quality data that en-
able them to develop and monitor inter-
ventions to eliminate racial and ethnic
disparities in health care,” said Marsha
Regenstein, Ph.D., the study’s lead author
and director of NPHHI. “Our challenge
now is to work with hospital staff to make
sure they recognize the importance of
this quality data and that they put the data
to use immediately.” The study was sup-
ported by the Robert Wood Johnson
Foundation.

—Joyce Frieden
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