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Statement from Merck on NuvaRing settlement

Merck Statement via spokesperson Lainie Keller

Nothing is more important to Merck than the safety of our medicines and vaccines and the people who use them.  Merck employees,
and our families, use Merck medicines, too.  Our deepest sympathies go out to those who are suffering from an injury or loss of a
loved one.

There is substantial evidence to support the safety profile and efficacy of NuvaRing.  We encourage women to work jointly with their
healthcare providers to discuss benefits and risks of any contraceptive method before choosing an option that is right for them. 
Among other considerations, women should understand important information about venous thromboembolic events (VTE), such as
deep vein thrombosis and pulmonary embolism, when making their choice of contraception.

Additional Background

All combined hormonal contraceptives (CHC), including NuvaRing and combined oral contraceptives (COC), are associated with an
increased risk of VTEs. Two recent studies - a prospective, large cohort study sponsored by the company and a retrospective
observational study sponsored by the U.S. Food and Drug Administration (FDA) - found that the risk of blood clots for new users of
NuvaRing is similar to the risk for new users of COCs.

All CHCs in the U.S., including NuvaRing, have a Boxed Warning on the increased risk of serious cardiovascular events, especially
in women who smoke.  Both the FDA-approved patient information and physician package labeling for NuvaRing have included this
information since the product was approved in 2001 and were updated in October 2013 to include the information noted above
showing that the risk of blood clots for new users of NuvaRing is similar to the risk for new users of combined oral contraceptives. 
The absolute VTE rates are increased for women who use CHCs compared to those who do not use CHCs. However, the rates of
VTEs associated with pregnancy are even greater than those for women who use CHCs, especially during the post-partum period. 

 To put this risk in perspective, as described in the PI for NuvaRing, it is estimated that:
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*             If 10,000 women who are not pregnant and do not use CHCs are followed for one year, 1 to 5 of these women, will develop
a VTE;

*             If 10,000 women who use a CHC are followed for one year, 3 to 12 women will develop a VTE;

*             If 10,000 women who are pregnant (and not taking a combined hormonal contraceptive) are followed for one year, 5 to 20
women, of every 10,000 women will develop a VTE

*             If 10,000 women who are postpartum (12 weeks after delivery) are followed for one year, 40 to 65 will develop a VTE.

We stand behind the research that supported the approval of NuvaRing, and our continued work to monitor the safety of the
medicine. Merck is pleased to be able to offer an alternative to the pill for women seeking to avoid unintended pregnancy and for
whom a CHC is deemed medically appropriate by their prescribing physicians. 

The Safety Profile of NuvaRing from Clinical Trials Organon, with academic and other researchers, conducted and published
well-controlled clinical trials involving more than 3,700 women that demonstrated the medicine's efficacy and safety.  The results of
these trials were provided to regulatory agencies, and the medicine was approved as safe and effective by the FDA in 2001.  Since
June 2002, more than 44 million prescriptions for NuvaRing have been filled in the U.S., and NuvaRing is currently available in more
than 50 countries around the world.

 The risk of thrombotic events (which includes VTE) associated with the use of NuvaRing was studied in a large observational trial of
33,295 women, a study funded by Merck. The study investigated the risk of VTE for new users, and women who were switching to or
restarting NuvaRing or COCs in a population representative of routine clinical users. In this study, more than 16,800 women used
NuvaRing. The study, Transatlantic Active Surveillance on Cardiovascular Safety of NuvaRing (TASC), was recently published in
Obstetrics & Gynecology in 2013 and was presented at American Congress of Obstetricians and Gynecologists in 2012. The results
of TASC indicated that use of NuvaRing (etonogestrel/ethinyl estradiol vaginal ring) and COCs were associated with similar VTE
risk. 

 A separate, FDA-funded study in Kaiser Permanente and Medicaid databases, which was a retrospective cohort study using data
from four health plans in the U.S., also examined the risk of thrombotic events in new users of NuvaRing. In that study, the risk of
VTE for new users of NuvaRing, relative to new users of COCs, was not increased.

Following completion of the TASC study, Merck worked closely with regulatory agencies to update labels for NuvaRing worldwide to
include these results. The label for NuvaRing was updated in 2013 in the U.S., Canada, and Europe to reflect these results.

 Resolution of Litigation

Merck has reached an agreement to resolve all of the existing NuvaRing product liability claims in the U.S. as of February 7, 2014,
including cases filed in the federal multidistrict litigation; in the New Jersey state coordinated proceedings; and in other state and
federal proceedings. 

Merck denies fault under the agreement, and the company will pay $100 million to resolve the claims filed in federal or state court, as
well as certain unfiled claims, provided that various contingencies and requirements are met, including a 95 percent participation rate
among the approximately 3,800 eligible participants overall and in certain categories.  Claimants will need to provide sufficient
evidence to satisfy specific eligibility requirements.  
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