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NIH initiative seeks answers to OA questions
By Annie Hayashi

OSTEOARTHRITIS INITIATIVE FOCUSES ON
PREDICTIVE BIOMARKERS, NATURAL HISTORY

Why do some people with radi-
ographic evidence of osteoarthritis
(OA) of the knee develop painful
symptoms and others do not?
Why does OA progress faster in
some individuals? Which interven-
tions are most effective in slowing
the progress of OA? Can more
effective interventions be 
developed?

These are among the issues that
the National Institutes of Health
(NIH) hopes to address through 
its Osteoarthritis Initiative (OAI), 
a multi center, longitudinal,
prospective, observational study 
of knee OA. 

“Our ultimate goal is to
describe the disease well enough to
fuel biomarker validation and clin-
ical trials to develop interven-
tions,” says Joan A. McGowan,
PhD, director of the Musculo -
skeletal Diseases Branch of the
National Institute of Arthritis and
Musculoskeletal and Skin Diseases
(NIAMS) at the NIH.

“This is one of the first
public/private partnerships in the
history of NIAMS,” she points out.
“The OAI is certainly the largest
study of this type that we have
ever undertaken.”

A powerful partnership 
for innovation
“The OAI Consortium—
comprised of private industry,
academic institutions, government
agencies, and the Foundation of
the NIH—has provided extensive
intellectual input into the design
and planning of the study,” says
Dr. McGowan (Fig. 1).

“This has enabled us to develop
a public research resource to assist
in identifying and evaluating
potential biomarkers that can be
used as surrogate endpoints for
OA of the knee,” she notes. 

Under the leadership of NIAMS
and the National Institute on
Aging (NIA), several NIH agen-
cies—as well as four pharmaceu-
tical companies—have contributed
to this ambitious project (Table 1).

According to Dr. McGowan,
“One of the most exciting aspects of
the OAI is the pooling of public and
private funds to create a publicly
available scientific and biomarker
resource that would not have been
possible by either sector alone.” 

Due to its success and the abun-
dance of available data, the project
is being extended for 5 additional
years to follow and report on the

disease process of OAI partici-
pants. The clinical centers will
continue to evaluate those in the
study and collect all pertinent data.

OAI database drives quest for
novel treatments
The central repository for all OAI
patient information is an online
database developed by the
University of California, San
Francisco (www.oai.ucsf.edu).

More than 17,000 individuals
were screened for the OAI and
4,796 participants have been
enrolled in the study since the
project was initiated in 2002. In
addition to clinical assessments of
all participants, the database
includes imaging studies and
biologic specimens. 

“The entire study population
has been seen at baseline, at 12
months, and at 24 months,”
reports Dr. McGowan. Imaging
studies and biospecimens from
these three visits are available for
about 90 percent of the study
population. 

“Approximately 80 percent of
the 36-month visits and 60 percent
of the 48-month visits are also
complete,” she says. 

A substantial amount of clinical
data is now available and can be
downloaded; magnetic resonance
images (MRI) are available on
request and shipped on portable
hard drives. Biologic samples will
be released when all of the prelimi-
nary work has been completed,
according to Dr. McGowan. 

Since the OAI Web site went live
in 2006, more than 1,000 users
have registered to use the online
data—747 from the United States
and 316 from 51 other countries.
More than 2,000 data sets have
been downloaded and 126 image
sets have been distributed.

Fig. 1  The international aspect of the OAI collaboration can be seen in the locations of the clinical sites, the NIH
sponsor, other public and private co-sponsors, the data coordinating center, consultants, subcontractors, and vendors.
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See OAI, page 49

Federal participants

National Institute of Arthritis and
Musculoskeletal and Skin Diseases 

National Institute on Aging

National Institute of Dental and
Craniofacial Research 

National Institute of Biomedical
Imaging and Bioengineering

National Center on Minority Health
and Health Disparities 

National Center for Complementary
and Alternative Medicine

Office of Research on Women’s
Health

Food and Drug Administration

Private sector sponsors 
coordinated by the FNIH

Pfizer

GlaxoSmithKline

Merck Research Laboratories

Novartis Pharmaceuticals Corporation

Table 1  Osteoarthritis 
Initiative

Editor’s note: This is the
second in a series of articles
featuring orthopaedic-related
research funded by the
National Institute of Arthritis
and Musculoskeletal and Skin
Diseases (NIAMS) of the
National Institutes of Health
(NIH).
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