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Hall, Render, Killian, Heath &
Lyman is a full service health law
firm with offices in Indiana,
Kentucky, Michigan and
Wisconsin. Since the firm was
founded by William S. Hall in 1967,
Hall Render has focused its
practice primarily in the area of
health law and is now recognized
as one of the nation's preeminent
health law firms serving clients in
multiple states. For more
information about the firm please
visit us at www.hallrender.com.

Office Locations & Life Science
Contacts

Indiana Offices

One American Square

Suite 2000

Indianapolis, IN 46282

(317) 633-4884

Contact: Gregg M. Wallander or
Jenny A. Girod

8402 Harcourt Road
Suite 820

Indianapolis, IN 46260
(317) 871-6222

Contact: Thomas Schrack

Kentucky Office
614 West Main Street

Suite 4000

Louisville, KY 40202

(502) 568-1890

Contact: Rene R. Savarise

Michigan Office
Columbia Center, Suite 315

201 West Big Beaver Road
Troy, Ml 48084

(248) 740-7505

Contact: Melissa L. Markey,
Monica R. Chmielewski or Leah
Voigt Romano

Wisconsin Office

111 East Kilbourn Avenue
Suite 1300

Milwaukee, WI 53202

(414) 721-0442

Contact: Lawrence K. Coon or
Todd A. Nova

Contact the Hall Render Life
Sciences Group at:
lifesciences@hallrender.com

NIH Releases New Guidelines on Stem Cell Research Funding

On April 17, 2009, the National Institutes of Health (“NIH”) released new
draft guidelines entitled "National Institutes of Health Guidelines for Human
Stem Cell Research" (“Guidelines”). The purpose of the Guidelines is to
implement President Obama's Executive Order issued March 9, and to
ensure that research with human embryonic stem cells is ethically
responsible, scientifically worthy, and legal.

Researchers hope that the study of human embryonic stem cells will lead
to a better understanding of human development and possibly the
development of cells and tissues useful in treating diseases and conditions
such as Parkinson’s disease, amyotrophic lateral sclerosis (“ALS”), and
spinal cord injury.

The Guidelines prohibit funding for work with embryos created solely for
research purposes, but allow extramural NIH funding of research using
embryonic stem cells derived from in vitro fertilization (“IVF”) for
reproductive purposes. The Guidelines also specify information that must
be included in the written informed consent for potential donors.

NIH requests public comments on the Guidelines, which must be submitted
within thirty (30) days of publication of the Guidance in the Federal
Register. NIH expects to publish the Guidelines in the Federal Register by
April 24, 2009. The draft Guidelines are available at:
http://stemcells.nih.gov/policy/2009draft.

OHRP Offers Guidance to Investigators and IRBs on the Genetic
Information Nondiscrimination Act

The Office for Human Research Protections ("OHRP") recently issued its
first formal guidance on the Genetic Information Nondiscrimination Act
(“GINA”) for investigators and Institutional Review Boards ("IRBs"). The
document applies to non-exempt human subjects research conducted or
supported by the Department of Health and Human Services (“HHS”).

GINA provides a baseline level of protection against discrimination based
on genetic information in health insurance, group health plan, and
employment contexts. Because GINA has implications regarding an
individual’s willingness to participate in genetic research, investigators and
IRBs should be aware of its protections and limitations.

OHRP recommends that IRBs consider whether informed consent
documents for genetic research should include a description of GINA’s
protections and their effective dates (November 21, 2009 for employers
with fifteen (15) or more employees and May 21, 2010 for health insurance
companies and group health plans). In addition, OHRP asks IRBs to



consider warning patients that GINA does not protect research subjects
from discrimination by companies offering life insurance, disability
insurance, or long-term care insurance, or from discrimination based on an
already manifest genetic disorder.

Comments on this proposal are welcome at any time and may be sent to
www.ohrp.hhs.gov or via facsimile at 240-453-6909.

For more information about any of these topics, please contact your local
counsel or Jennifer A. Girod at jgirod@hallrender.com in our Indiana office,
or Leah Voigt Romano at romano@hallrender.com in our Michigan office.

Is your organization interested in potential funding opportunities through
the American Recovery and Reinvestment Act? Hall Render is monitoring
these opportunities, as they are announced by various federal agencies,
and we work with health care providers to identify projects and programs
that may qualify for funding, particularly in the areas of health information
technology and biomedical research. For more information, contact Leah
Voigt Romano at [romano@hallrender.com.

This publication is intended for general information purposes only and does not and is not
intended to constitute legal advice. The reader must consult with legal counsel to
determine how laws or decisions discussed herein apply to the reader's specific
circumstances. If you would like to subscribe (or unsubscribe) to Hall Render's
Research and Life Science Update, please send an email to that effect to
lifesciences@hallrender.com.




