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UnitedHealth to Close Database, Settled Suit

BY MARY ELLEN SCHNEIDER
New York Bureau

s part of an agreement with New

York Attorney General Andrew

Cuomo, UnitedHealth Group has
agreed to shut down a national billing
database used by health plans to deter-
mine reimbursements to members who
use out-of-network physician services.

The billing database, which is operat-
ed by the UnitedHealth Group (UHG)
subsidiary Ingenix Inc., will be replaced
with a new, independent database run by
a qualified nonprofit organization. Un-
der the terms of the agreement, UHG
will pay $50 million to help establish the
new database. In addition, the nonprof-
it organization will develop a public Web
site where consumers can research—be-
fore seeking services—how much they
may be reimbursed for common out-of-
network medical services in their area.

Aetna, the nation’s third largest insur-
er, also has entered into an agreement
with the New York attorney general to
abandon its use of the Ingenix database
in favor of the new one. Aetna also will
contribute $20 million over 5 years for
the creation of the new database.

In February 2009, Aetna reached an
agreement with the New York Attorney
General’s office to pay $5.1 million to re-
imburse patients and physicians for
claims involving out-of-network care.
The settlement addresses charges that
Aetna underpaid college student health
insurance claims between 1998 and 2008
by more than $5 million. Aetna will now
pay back the students, and in some cas-
es their physicians, for the underpay-
ments plus interest and penalties as cal-
culated under state law. The agreement
reached with the New York Attorney
General will affect underpayments made
to students across the country.

The agreements follow an investiga-
tion by Mr. Cuomo’s office into allega-
tions that insurers were systematically
underpaying consumers for their out-of-
network medical expenses by saying that
physician charges were higher than the
“usual, customary, and reasonable” rates
as calculated by the Ingenix database. As
a result, insurers would only pay a per-
centage of the lower “usual, customary,
and reasonable” rate, leaving consumers
to pay their own portion plus the balance
of the bill.

The investigation found that insurers
were underpaying consumers for out-of-
network expenses by 10%-28% for med-
ical services across the state.

According to UHG officials, the agree-
ment with the New York attorney gen-
eral will help increase the transparency
of information related to physician fees
for out-of-network services.

Just days after reaching an agreement
with Mr. Cuomo’s office, UHG also set-
tled a lawsuit with the American Medical
Association and two state medical asso-
ciations over the use of the Ingenix data-
base. The $350 million settlement is the
largest monetary settlement of a class ac-
tion lawsuit against a single health in-

surer in the United States, according to
the AMA.

The suit, which has been pending since
2000, alleged that UHG had been under-
stating the “usual, customary, and rea-
sonable” charges in payments to physi-
cians and in reimbursing patients for
out-of-network expenses. Under the class
action settlement, UHG subscribers who
submitted a claim for out-of-network ser-
vices and were not properly reimbursed
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are eligible to receive part of the settle-
ment. Physicians also could be eligible to
receive payment under the settlement if
they were underpaid by UHG and did not
receive the balance from the patient.
But the biggest gain for physicians un-
der both the AMA settlement and the
agreement with the New York attorney
general won't be money, but the re-
building of the trust lost between pa-
tients and physicians, said Dr. Nancy H.

Nielsen, president of the AMA.

When UHG and other insurers re-
fused to pay the physician’s charge, they
were telling patients that the charge was
unreasonable, creating tension between
the patient and physician, said Dr.
Michael H. Rosenberg, president of the
Medical Society of the State of New
York, which was part of the AMA’s class
action lawsuit. “This was always a wedge
between patients and physicians.” W
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2. Intrauterine Pregnancy years | years | years | years | years | years « acquired immune deficiency syndrome (AIDS)
If pregnancy should occur with Mirena in place, Mirena should be removed. Removal or No Birth Control 47 54 48 | 63 [ 117 [ 206 * sexually transmitted disease
manipulation of Mirena may result in pregnancy loss. In the event of an intrauterine Method/Term * pelvic mlectlogeﬁrg‘ometnns
regnancy with Mirena, consider the followin - N i
Z‘ %epllf:yabumon 9: ’\Nﬂoglnt?/ACbon’}t(ol 21 20 16 19 28 53 « intractable pelvic pain
In patients becoming pregnant with an 1UD in place, septic abortion—uiith etfhod/Abortion : seve;e gyspareuma
septic shock, and death—may occur. 1UD 0.2 03 0.2 0.1 03 | 06 : 9’%9 al fyl ical mali
b. Continuation of pregnancy Periodic Abstinence 14 13 07 | 10 10 | 19 . ﬁ?er?rggeopgegigg{yggo'r“am"a”CV
If awoman becomes pregnant with Mirena in place and if Mirena cannot be removed or Withdrawal 09 17 09 13 038 15 . . "
the woman chooses not to have it removed, she should be warned that failure to remove Condom 06 12 06 | 09 05 | 10 h. ?r?é“e%?ltg; m§1st¥,-5,]t§m should also be considered if any of the following conditions
Mirena increases the risk of miscarriage, sepsis, premature labor and premature Diaphragm/Cap 0.6 11 06 09 16 3.1 .
delivery. She should be followed closely and advised to report immediately any flu-like Sponge 08 15 08 11 20 | 41 m;ﬁéglt?r?g Ig;ﬁ;lemniggg;gﬁr:;'fgc ﬁgm\memca\ visual loss or other symptoms
symptoms, fever, chills, cramping, pain, bleeding, vaginal discharge o leakage of fluid. Spermicides 16 19 14 19 15 | 27 « axcaptionilly severe heatache
c. Long-term effects and congenital anomalies Oral Contraceptives 08 13 11 18 1.0 19 « jaundice
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Because of the i and local exposure of the
fetus to the hormone, the possibility of 1eralogemcny followmg exposure to Mirena
cannot be completely excluded. Some observational data support a small increased
risk of masculinization of the external genitalia of the female fetus following exposure to
progestins at doses greater than those currently used for oral contraception. Whether
these data apply to Mirena is unknown.

3. Sepsis

As of September 2006, 9 cases of Group A streptococcal sepsis (GAS) out of an estimated
9.9 million Mirena users had been reported. In some cases, severe pain occurred
within hours of insertion followed by sepsis within days. Because death from GAS is
more likely if treatment is delayed, it is important to be aware of these rare but serious
infections. Aseptic technique during insertion of Mirena is essential. GAS sepsis may
also occur postpartum, after surgery, and from wounds.

4, Pelvic Inflammatory Disease (PID)
Mirena is contraindicated in the presence of known or suspected PID or in women with a
history of PID unless there has been a subsequent intrauterine pregnancy. Use of IUDs
has been associated with an increased risk of PID. The highest risk of PID occurs shortly
after insertion (usually within the first 20 days thereafter) (see PRECAUTIONS, Insertion
Precautions). A decision to use Mirena must include consideration of the risks of PID.
a. Women at increased risk for PID
PID is often associated with a sexually transmitted disease, and Mirena does not
protect against sexually transmitted disease. The risk of PID is greater for women
who have multiple sexual partners, and also for women whose sexual partner(s)
have multiple sexual partners. Women who have had PID are at increased risk for a
recurrence or re-infection.
PID warning to Mirena users
All women who choose Mirena must be informed prior to insertion about the
possibility of PID and that PID can cause tubal damage leading to ectopic pregnancy
or infertility, or itate h or cause death. Patients
must be taught to recogmze and report to their physu:\an promptly any symptoms of
pelvic i y disease. These incl of menstrual dis-
orders (prolonged or heavy bleeding), unusual vaglnal discharge, abdominal or pelvic
pain or tenderness, dyspareunia, chills, and fever.
. Asymptomatic PID
PID may be asymptomatic but still result in tubal damage and its sequelae.
. Treatment of PID
Following a diagnosis of PID, or suspected PID, bacteriologic specimens should be
obtained and antibiotic therapy should be initiated promptly. Removal of Mirena after
initiation of antibiotic therapy is usually appropriate. Guidelines for PID treatment are
available from the Cemers for Disease Control (CDC), Atlanta, Georgia.
has beel ith 1UDs. ic women with 1UDs should
have the IUD remuved and should receive antibiotics. However, the management
of the carrier is ial because acti can be found
normally in the genital tract cultures in healthy women without IUDs. False positive
findings of actinomycosis on Pap smears can be a problem. When possible, confirm
the Pap smear diagnosis with cultures.

5. Irregular Bleeding and Amenorrhea

Mirena can alter the bleeding pattern and result in spotting, irregular bleeding, heavy
bleeding, oligomenorrhea and amenorrhea. During the first three to six months of Mirena
use, the number of bleeding and spotting days may be increased and bleeding patterns may
be irregular. Thereafter the number of bleeding and spotting days usually decreases but
bleeding may remain irregular. If bleeding irregularities develop during prolonged treatment,
appropriate diagnostic measures should be taken to rule out endometrial pathology.
Amenorrhea develops in approximately 20% of Mirena users by one year. The possibility of
pregnancy should be considered if menstruation does not occur within six weeks of the
onset of previous menstruation. Once pregnancy has been excluded, repeated pregnancy
tests are generally not necessary in amenorrheic women unless indicated, for example, by
other signs of pregnancy or by pelvic pain.

6. Embedment

Embedment of Mirena in the myometrium may occur. Embedment may decrease
contraceptive effectiveness and result in pregnancy (see WARNINGS, Ectopic Pregnancy
and Intrauterine Pregnancy). An embedded Mirena should be removed. Embedment
can result in difficult removal and, in some cases surgical removal may be necessary.

7. Perforation

Perforation or penetration of the uterine wall or cervix may occur during insertion although
the perforation may not be detected until some time later. If perforation occurs, pregnancy
may result (see WARNINGS, Ectopic Pregnancy and Intrauterine Pregnancy) Mirena
must be located and removed; surgery may be required. Delayed detection of perforation
may result in migration outslde the uterine cavity, adhesions, per\lonms intestinal
perforations, intestinal obstruction, abscesses and erosion of ad]acent viscera.
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Harlap S. et al., Preventing Pregnancy, protecting health: a new look at birth control
choices in the US. The Alan Guttmacher Institute 1991: 1-129

PRECAUTIONS

PATIENTS SHOULD BE COUNSELED THAT THIS PRODUCT DOES NOT PROTECT
AGAINST HIV INFECTION (AIDS) AND OTHER SEXUALLY TRANSMITTED DISEASES.
1. Patient Counseling Information

Prior to insertion, give the patient the Patient Information Booklet. She should be given
the opportunity to read the information and discuss fully any questions she may have
concerning Mirena as well as other methods of contraception. Also, advise the patient
that the prescribing information is available to her upon request.

Careful and objective counseling of the patient prior to insertion regarding the expected
bleeding pattern, the possible inter-individual variation in changes in bleeding, including
amenorrhea, and the etiology of the changes may have an effect on the frequency of
patient-requested removal.

The patient should be informed that some bleeding such as irregular or prolonged
bleeding and spotting, and/or cramps may occur during the first few weeks after
insertion. If her symptoms continue or are severe she should report them to her healthcare
provider. She should also be given instructions on what other symptoms require her to
call her healthcare provider. She should be instructed on how to check after her menstrual
period to make certain that the threads still protrude from the cervix and cautioned not
to pull on the threads and displace Mirena. She should be informed that there is no
contraceptive protection if Mirena is disp\aced or expelled.

2. Patient and Clinical
a. A complete medical and social history, including that of the partner, should be
obtained to determine conditions that might influence the selection of an 1UD for
contraception (see CONTRAINDICATIONS)
NOTE: Special attention must be given to ascertaining whether the woman is at
increased risk of infection (for example, leukemia, acquired immune deficiency
syndrome (AIDS), 1.V. drug abuse), or has a hlstory of PID unless there has been
intrauterine p . Mirena is I in these women.
A physical examination should include a pelvic examination, a Pap smear, examination
of the breasts, and appropriate tests for any other forms of genital or other sexually
transmitted diseases, such as gonorrhea and chlamydia laboratory evaluations, if
indicated. Use of Mirena in patients with vaginitis or cervicitis should be postponed
until proper treatment has eradicated the infection and until it has been shown that the
cervicitis is not due to gonorrhea or chlamydia (see CONTRAINDICATIONS).
Irregular bleeding may mask symptoms and signs of endometrial polyps or cancer.
Because irregular bleeding/spotting is common during the first months of Mirena
use, exclude endometrial pathology pnor to the insertion of Mirena in women with
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5. Glucose Tolerance

Levonorgestrel may affect glucose tolerance, and the blood glucose concentration
should be monitored in diabetic users of Mirena.

6. Drug Interactions

The influence of drugs on the contraceptive efficacy of Mirena has not been studied.
The metabolism of progestogens may be increased by concomitant use of substances
known to induce drug-metabolizing liver enzymes, specifically cytochrome P450 enzymes.
7. Carcinogenesis _

Long-term studies in animals to assess the g potential of

releasing intrauterine system have not been performed (see WARNINGS).

8. Pregnancy

Pregnancy Category X (see WARNINGS).

9. Nursing Mothers

In general, no adverse effects have been found on breastfeeding performance or on the
health, growth, or development of the infant. However, isolated post-marketing cases of
decreased milk production have been reported. Small amounts of progestins pass into the
breast milk of nursing mothers, resulting in detectable steroid levels in infant plasma. Also,
see WARNINGS, Perforation.

10. Pediatric Use

Safety and efficacy of Mirena have been established in women of reproductive age. Use
of this product before menarche is not indicated.

11. Geriatric Use

Mirena has not been studied in women over age 65 and is not currently approved for
use in this population.

12. Return to Fertility

About 80% of women wishing to become pregnant conceived within 12 months after
removal of Mirena.

ADVERSE REACTIONS

The most serious adverse reactions associated with the use of Mirena are discussed
above in the WARNINGS and PRECAUTIONS sections. Very common adverse reactions
(>1/10 users) include uterine/vaginal bleeding (including spotting, irregular bleeding,
heavy bleeding, oligomenorrhea and amenorrhea) and ovarian cysts. Other adverse
events are listed below using MedDRA (9.0) terms. Adverse reactions reported by 5% or
more of clinical trial subjects include:

Abdominal/pelvic pain

Vaginal discharge

Nausea

Headache

Nervousness

perswstent or istic bleeding. If bleeding develop

during the prolonged use of Mirena, appropriate diagnostic measures should be
taken. (See WARNINGS, Irregular Bleeding and Amenorrhea. )

. The healthcare provider should determine that the patient is not pregnant. The
possibility of insertion of Mirena in the presence of an existing undetermined
pregnancy is reduced if insertion is performed within 7 days of the onset of a
menstrual period. Mirena can be replaced by a new system at any time in the cycle.
Mirena can be inserted immediately after first trimester abortion.
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Dysmenorrhea

Back pain

Weight increase

Breast pain/tenderness
cne

Decreased libido
Depressed mood
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. Mirena should not be inserted until 6 weeks postpartum or until ion of
the uterus is complete in order to reduce the incidence of perforation and
expulsion. If involution is substantially delayed, consider waiting until 12 weeks
postpartum (see WARNINGS, Perforation).

. Patients with certain types of valvular or congenital heart disease and surgically

constructed systemic-pulmonary shunts are at increased risk of infective

rvicitis/Pe smear normal, class Il
Hypertension
Other relevant reported adverse reactions occurring in less than 5% of subjects include:
migraine, vomiting, anemia, dyspareunia, alopecia, eczema, pruritus, rash, urticaria,
abdominal distension, altered mood, hirsutism, edema.

Use of Mirena in these patients may represent a potential source of septic emboli.

Patients with known congenital heart disease who may be at increased risk should be

treated with appropriate antibiotics at the time of insertion and removal.

Patients requiring chronic corticosteroid therapy or insulin for diabetes should be

monitored with special care for infection.

Mirena should be used with caution in patients who have:

coagulopathy or are receiving anticoagulants

migraine, focal migraine with asymmetrical visual loss or other symptoms

indicating transient cerebral ischemia

exceptionally severe headache

marked increase of blood pressure

severe arterial disease such as stroke or myocardial infarction

3. Insertion Precautions

. Observe strict asepsis during insertion. The presence of organisms capable of
establishing PID cannot be determined by appearance, and 1UD insertion may be
associated with introduction of vaginal bacteria into the uterus. Administration of
antibiotics may be considered, but the utility of this treatment is unknown.
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The following adverse reactions have been identified during post approval use of Mirena:
device breakage and angioedema. Because these reactions are reported voluntarily from
a population of uncertain size, it is not always possible to reliably estimate their frequency
or establish a causal relationship to drug exposure.
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