SECTION THREE

ASSIGNMENT FOR STUDENTS
1.  Homework Review

Bring copy of homework assignments from Lectures 5 and 6 and be prepared to discuss in section.

2.  Protocol

a. Continue to develop and finalize sections of your protocol started for Sections I and II.  Draft the following sections (entire protocol 6-7 pages max):

1. Adverse event and side effect measures

2. Plans for interim monitoring

3. List one or two ethical issues related to your protocol, and how you plan to manage them.

b. Email your cumulative protocol to your section leader by noon on Monday, February 22 to allow time for her/him to review and comment on your project.

c.  Bring a copy of your protocol to section.

3.  Required Reading:

Read the following and be prepared to discuss in section:

· Montori VM, Devereaux PJ, Adhikari NK, et al. Randomized trials stopped early for benefit: a systematic review.JAMA. 2005 Nov 2;294(17):2203-9. Note: read abstract only

· Pocock SJ. When (not) to stop a clinical trial for benefit. JAMA. 2005 Nov 2;294(17):2228-30.
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