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FDA Publishes Revised Informed Consent Regulations

The Food and Drug Administration ("FDA") has adopted final amended informed consent
regulations. The FDA Amendments Act ("FDAAA") § 801(b)(3)(A) requires that the FDA amend the
informed consent regulations set forth at 21 C.F.R. § 50.25 to include a statement to inform potential
clinical trial participants that data from the trial has been or will be entered into a databank
accessible to the public via www.clinicaltrials.gov. The rule will become effective on March 7, 2011,
and the FDA is providing a grace-period of 1 year, stating that it intends to enforce the rule only for
informed consent documents that are initiated on or after March 7, 2012. Therefore, existing
informed consents do not need to be modified to comply with this rule.

The statement that is required by amended 21 C.F.R. § 50.25 reads: “A description of this clinical
trial will be available on www.clinicaltrials.gov, as required by U.S. Law. This Web site will not
include information that can identify you. At most, the Web site will include a summary of the results.
You can search this Web site at anytime.” Sponsors and institutions should revise their clinical trial
informed consent templates to include the required language.

If you have any questions about this Client Alert, please contact the authors Linda A. Malek at
Imalek@mosessinger.com / 212.554.7814 or Jill E. Anderson at janderson@mosessinger.com /
212.554.7836.
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The lawyers in Moses & Singer's Healthcare Group serve as counsel for not-for-profit healthcare
systems, academic medical centers, governmental healthcare providers and proprietary healthcare
companies. We regularly provide advice on the legal, regulatory and corporate issues that arise from
the various state and federal laws applicable to such entities. Our involvement extends from the
revision of corporate and medical staff bylaws to enhance governance and efficiency, to the
representation of academic medical centers with respect to such wide-ranging issues as informed
consent, privacy issues, human subject research compliance and sponsored research agreements
and grant administration in the research context.

Our regulatory experience in the healthcare industry has enabled us to counsel clients in an array of
issues faced by institutions. Our attorneys have counseled not-for-profit healthcare systems,
academic medical centers, IRBs, researchers, scientific research consortia, research foundations,
large mental healthcare organizations and New York City agencies on all aspects of Medicaid and
Medicare reimbursement issues.
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Since 1919, Moses & Singer has provided legal services to diverse types of businesses and to high-
net-worth individuals and their families. Among the firm’s broad array of U.S. and international
clients are leaders in banking and finance, entertainment, media, real estate, healthcare, advertising,
and the hotel and hospitality industries. We represent clients in financing and corporate
transactions, intellectual property and commercial litigation, and in connection with corporate
reorganizations and bankruptcies. Individuals look to Moses & Singer for sophisticated advice in the
areas of matrimonial law, income tax, trusts and estates and asset protection. Clients are presented
with cost-effective and results-oriented legal services in these areas as well as the following:

e Advertising e International Trade
e Asset Protection ¢ Internet/Technology
e Banking and Finance e Legal Ethics & Law Firm Practice
e Business Reorganization, Bankruptcy and o Litigation
Creditors’ Rights e Matrimonial and Family Law
e Corporate/M&A e Privacy
e Employment and Labor e Private Funds
e Entertainment e Promotions
e Healthcare o Real Estate

¢ Hotel and Hospitality Securities and Capital Markets
e Income Tax e Trusts and Estates
¢ Intellectual Property
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Moses & Singer LLP is the New York City law firm member of the MSI Global Alliance
(MSI). MSI is one of the world's leading international alliances of independent legal
= and accounting firms, with over 250 member firms in 100 countries -

Disclaimer
Viewing this or contacting Moses & Singer LLP does not create an attorney-client relationship.

This is intended as a general comment on certain developments in the law. It does not contain a complete legal analysis or
constitute an opinion of Moses & Singer LLP or any member of the firm on the legal issues herein described. This contains
information that may be modified or rendered incorrect by future legislative or judicial developments. It is recommended that readers
not rely on this general guide in structuring or analyzing individual transactions or matters but that professional advice be sought in
connection with any such transaction or matter.

Attorney Advertising
It is possible that under the laws, rules or regulations of certain jurisdictions, this may be construed as an advertisement or
solicitation.
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