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February 1, 2007

Food and Drug Administration

Center for Drug Evaluation and Research
Division of Cardiovascular and Renal Products
5901-B Ammendale Road

Beltsville, MD 20705-1266

RE: IND 70,376, IMMEDIATE Trial,
Massachusetts region pre-enrollment public disclosure materials

Dear Dr. Stockbridge:

The documents contained in this submission are copies of the information that was used for the
IMMEDIATE Trial pre-enrollment public disclosure (per 21CFR 50.24(a)}(7)(ii)) in the
Massachusetts region. The public disclosure took place in Brockton, Massachusetts and in the

communities served by Emerson Hospital Emergency Medical Services.
Please do not hesitate to contact us with any questions.

Sincerely

P. Selker, MD
Study Chair/Principal Investigator
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IMMEDIATE Trial
Pre-Enrollment Public Disclosure
- Massachusetts

Brockton

The city of Brockton, Massachusetts has a diverse population of approximately 95,000
residents. The racial/ethnic breakdown of Brockton is approximately 62% white, 18%
black or African American, 8% Hispanic or Latino, Asian 2%. The public disclosure
plan was formulated to be inclusive of the diverse Brockton community.

Adults living in the community were the target audience. In order to reach a large
number of people residing within the community multiple approaches were used and
information was presented in Enghish, Portuguese and Spanish, the predominant
languages spoken by residents. Copies of the IMMEDIATE Trial pre-enrollment public
disclosure information that was provided and or presented to the Brockton, Massachusetts
community are included here.

Emerson Hospital EMS

Emerson Hospital Emergency Medical Services (EMS) provides 911 response 24 hours
per day to 13 communities. The racial/ethnic breakdown of the communities served by
Emerson Hospital EMS is predominantly white (91.1%). Copies of the IMMEDIATE
Trial pre-enrollment public disclosure information that was provided to and or presented
to the community residing in the Emerson Hospital EMS service are included. Adults
living and working in the area were the target audience. Multiple media modes were
used in order to reach a large number of people residing within the community.
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