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TreatmentStrategy Definition:
Proposed Definition: A treatment strategy is a part of a test of the protocol objective.
General ideas about TreatmentStrategy:

· A trial objective will be about a treatment strategy or comparison of treatment strategies

· A treatment strategy is part of a test of the protocol objective.  
· is A collection of StudySegments that meet an objective in a protocol.  Can be repeated in multiple Epochs.

· No treatment is considered a "treatment".

· Need to be able to represent that a treatment strategy is the same no matter which Epoch or Arm it is used in.

· Could use a more generic term for "Treatment", but couldn't think of one.
· Could call it a CareStrategy, with TreatmentStrategy being a subtype of CareStrategy.  The group would rather call it TreatmentStrategy.  
· Treatment effect and epoch effect = treatment strategy – useful to have Diane’s description of Experimental Design.  Diane will write it up.

TreatmentStrategy Discussion 6-Nov:

· Possible attribute - Name: such as Standard Care or Placebo

· Is Arm connected to an objective, too?  Through TreatmentStrategy.

Arm Discussion:
· 6-Nov: Is Arm a derived concept? Jay feels like it is (even though he wasn’t present at the 6-Nov call), others do not.

· 2-December Discussion:

· Jay’s viewpoint (Jay – feel free to edit to be more accurate if you want): Arms are often not known until after the study has been executed, and therefore are derived and not necessary from a pure modeling point of view.  Others in the group do not agree and feel like the Arm concept is very important to include in the model.
· The Arm in the planning stage is the intention to proceed through certain treatment strategies

· In the planning stage, an arm is an intended path through treatment strategies.  Some of these paths are known during the planning stage.
Assertions:

1. A TreatmentStrategy is a collection of StudySegments.

2. A StudySegment is a collection of Activities.

3. A TreatmentStrategy is assigned to a StudyCell.

4. Each StudyCell is a component of an Arm and an Epoch.

