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FDA Drafts Transparency Rules
The Food and Drug Administration’s
Transparency Task Force has issued
21 draft proposals concerning public
disclosure of FDA operations without
compromising patents or companies’
trade secrets. Part of the FDA’s trans-
parency initiative launched last sum-
mer, the proposals are aimed at help-
ing consumers, stakeholders, and
others understand how the agency
makes decisions and enforces them.
The FDA said that one of the draft
proposals would support research into
rare diseases by freeing the agency to
discuss that a company has aban-
doned its application for an orphan
drug. Once made public, this infor-
mation could enable another drug
manufacturer to pick up where the
first one left off. The FDA will accept
comments on the public disclosure
policies until July 20.

Medical Home Service Expands
The American Academy of Family
Physicians subsidiary TransforMED,
which helps primary care physicians
turn their practices into patient-cen-
tered medical homes, has launched a
new product aimed at practices with
four or fewer physicians. The Small
Practice Package bundles the usual
components of the product but
streamlines the process of converting
to medical home practice, the compa-
ny said. The materials and individual-
ized guidance can come strictly online
for a cost of $1,250 per practice per
quarter or include on-site assessments
at $2,500 per practice per quarter. The
TransforMED announcement said that
the package will enable small practices
to implement the patient-centered
medical home model in 2 years.

Survey: Telehealth Improves Care
Eight of ten health care and informa-
tion technology professionals believe
telehealth technology will improve
quality of care, especially for the aging
population, according to a survey con-
ducted for the technology company In-
tel, which develops telehealth devices.
It surveyed top medical and IT execu-
tives at hospitals, clinics, home health
organizations, disease management
companies, and private payers. Chal-
lenges to the adoption of telehealth
technology reside mainly in financial
issues, such as reimbursement for ser-
vices provided. More than two-thirds
said that health care providers proba-
bly will implement telehealth technol-
ogy if financial issues are resolved. 

House Probes Home Gene Testing
Three key House lawmakers have
launched an investigation into per-
sonal genetic testing kits being mar-
keted directly to the public. The in-
vestigation, spearheaded by House
Energy and Commerce Committee

Chairman Henry A. Waxman (D-
Calif.) and supported by Rep. Joe Bar-
ton (R-Tex.), Rep. Bart Stupak (D-
Mich.), and Rep. Michael C. Burgess
(R-Tex.), has targeted the companies
23andMe, Navigenics, and Pathway
Genomics. The companies already of-
fer their tests to consumers by phone
or online, and Pathway is seeking to
sell testing kits in retail locations, de-
spite concerns from the scientific com-
munity about the accuracy of test re-
sults. In letters to the companies, the
lawmakers said they want information
on how the companies analyze test re-
sults and identify potential genetic
risks, as well as how they collect, store,
and process individual genetic samples
collected from consumers.

Growth in Health Accounts
About 10 million Americans are now
covered by high-deductible health in-
surance plans, which make them eli-
gible to open health savings accounts.
That’s a 25% increase over total en-
rollment in early 2009, according to a
report from the health insurance in-
dustry group America’s Health Insur-
ance Plans. The fastest-growing mar-
ket for high-deductible health plans
last year was among large groups,
where such plans increased by 33%,
the report said. The increase of high-
deductible plans was 22% among small
groups of insured people and 17%
among those individually insured.
States with the highest percentages of
enrollment in high-deductible policies
were Vermont, Minnesota, Colorado,
Arkansas, Indiana, and Ohio.

Seniors Did Blow the Whistle
A program that uses volunteers to
train senior citizens to identify fraud in
the Medicare program recovered
$76,176 in 2009 and saved Medicare,
Medicaid, and individuals $214,060,
but Administration on Aging grants to
conduct the program totaled $9.3 mil-
lion, according to a report from the
Department of Health and Human
Services Office of Inspector General.
The 55 Senior Medicare Patrol Projects
had a total of 4,444 active volunteers,
who conducted more than 78,000 ed-
ucational sessions and media and com-
munity outreach activities, the report
said. As a result of these training ses-
sions and events, the projects received
more than 63,000 inquiries from se-
niors, of which nearly 1,000 were re-
ferred for further action, the report
said. Since the Senior Medicare Patrol
Projects program began in 1997, it has
recovered nearly $4.6 million in
Medicare funds, the report said, but
the program may not be getting full
credit for savings attributable to the
volunteers’ work because it can’t ac-
count for savings from seniors scruti-
nizing their bills for fraud and abuse.

—Jane Anderson
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Updated Stem Cell Policy
Reflects NIH Oversight

B Y  D O U G  B R U N K

A
n amended version of the Na-
tional Academies’ Guidelines for
Human Embryonic Stem Cell Re-

search takes into account the expanding
role of the National Institutes of Health
in overseeing the field.

Originally published in 2005, the
amended guidelines were developed “to
avoid complications, contradictions, and
confusion,” wrote the members of the
National Academies’ Human Embryonic
Stem Cell Research Advisory Committee,
led by R. Alta Charo, J.D., of the Univer-
sity of Wisconsin, Madison, and Richard
O. Hynes, Ph.D., of
the Howard Hugh-
es Medical Institute
and Massachusetts
Institute of Tech-
nology, Cambridge,
Mass.

The updated ver-
sion “recognizes
the new and in-
creased influence”
of the NIH Guidelines on Human Stem
Cell Research released in 2009, and “in-
corporates references to the NIH guide-
lines as appropriate.”

Where there is complete overlap, the
report continues, “the advisory commit-
tee recommends that the NIH guidelines
supersede its own. Where there are gaps
or limitations in the NIH guidelines, the
advisory committee recommends con-
tinued adoption of its own guidelines.”

The committee identified three areas
in which non-NIH guidelines will con-
tinue to guide human embryonic stem
(hES) cell research in the future. The first
includes cell lines derived using nonfed-
eral funds. “Because the continuing ef-
fect of the ‘Dickey-Wicker’ amendment
means that derivation of hES cell lines
cannot be supported by federal funds,
such derivations will need continuing
oversight outside the NIH guidelines,”
the report states.

The second area in which non-NIH
guidelines will continue to guide the
field includes hES cell lines derived from
other sources, such as from embryos
produced using in vitro fertilization for
research purposes or by nuclear transfer.
Currently, “only hES cell lines derived
from excess IVF embryos initially pro-
duced for reproductive purposes are cur-
rently eligible for NIH funding,” the re-
port states.

A third area that will require oversight
outside of the NIH, according to the re-
port, includes experiments that mix hu-
man and animal cells not currently ad-
dressed by NIH guidelines.

The report also acknowledged certain
areas of tension between NIH, the Na-
tional Academies, and other guidelines
on human stem cell research. For exam-
ple, it noted that since the 2008 amend-
ments to the National Academies’ guide-
lines were issued, the ethics committee
of the State of New York’s Empire State

Stem Cell Board adopted a resolution al-
lowing New York State–funded stem cell
researchers to compensate women who
donate their oocytes directly and solely
to research for the time, risk, and burden
involved in donating.

“Amounts of compensation are to be
comparable to those received by women
in New York State for similar donations for
reproductive purposes,” the report notes.
“Compensation may not be based upon
number or quality of eggs, but should cov-
er only time and burden. While this advi-
sory committee acknowledges that the cir-
cumstances surrounding the issue of
compensation to oocyte donors continues

to evolve, it chose
not to change the
National Acade-
mies’ Guidelines”
and recognizes “that
states and other en-
tities may choose to
set their own poli-
cies, as New York
has done.”

The committee
also pointed out that its guidelines for
consent of all gamete donors is not re-
flected in the 2009 NIH guidelines. “Fur-
ther, a number of states and research in-
stitutions have declined to adopt this
rule, given the lack of clear legal need for
such consent from anonymous donors.
The advisory committee also notes that
the Food and Drug Administration’s re-
cent tissue transplant rules require
screening of gamete donors except in
cases involving sexually intimate part-
ners. This suggests that stem cell lines
made with donor (i.e., screened) ga-
metes may be marginally safer for tissue
transplants and may be more useable for
FDA-regulated trials and therapies.”

The committee, which chose to dis-
band after completion of the current
guidelines, called for an “ongoing neutral
forum” in which stem cell issues can be
discussed. “Perhaps most needed is a fo-
rum that could bring together key stake-
holders—including federal, state, acade-
mic, patient, and industry organizations
and institutions—for periodic meetings
that would address topics of shared in-
terest and concern to the broader stem
cell research, regenerative medicine, and
policy communities,” they wrote.

The National Academy of Sciences,
National Academy of Engineering, In-
stitute of Medicine, and National Re-
search Council are private, nonprofit or-
ganizations. They provide policy advice
under a congressional charter granted to
the National Academy of Sciences. To-
gether, the four organizations are also
known as the National Academies. ■
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A pdf of the report can be downloaded at
www.nap.edu/catalog/12923.html.
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