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Submitted By: Steve Sandberg (ssandberg)
Assigned to: Steve Sandberg (ssandberg)
Summary: Redesign ConcomitantAgent
Initial Comment:
The fact that an agent is concomitant is relative to a particular study.  There may be one PerformedProcedure.PerformedSubstanceAdministration for a particular med (Product).  In one study it may be considered a StudyAgent and in the other study it would be considered a ConcomitantAgent.  Currently in BRIDG this would have to be accommodated with two substance administrations.  The modeling of concomitant agent should be re-designed.
----------------------------------------------------------------------
Comment By: Wendy Ver Hoef (verhoefw)
Date: 2011-05-27 13:48
Message:
SCC Decision:  assign to Steve to write up for SCC and eventually the SMEs; There is a question about whether the issue is persuasive - people are not usually on 2 therapeutic studies at the same time - therapeutic and observational yes, but that won't be a problem then re concomitant since the observational trial would likely view the agent same as investigational because of the nature of obs trials - Steve to investigate the requirements; also take into account the issue of condition vs disease/diagnosis too since it's similar (see tracker item 31225).
Background:
ConcomitantAgent
DEFINITION:
Substance used by the study subject either prior to or during the study that are not specified by the protocol. 
EXAMPLE(S):
Blood pressure medication prescribed either before or during a chemotherapy therapeutic trial.
tobacco, alcohol
OTHER NAME(S):
NOTE(S):
BRIDG does not yet have a business requirement to include illicit use of drugs or abuse of drugs as concomitant agents.
ConcomitantAgent tags:
· caAERSv2.2:StudyParticipationPriorTherapyAgent
· caAERSv2.2:StudyParticipationConcomitantMedication
· caAERSv2.2:PriorTherapyAgent
· caAERSv2.2:ConcomitantMedication
Product > ConcomitantAgent
DEFINITION:
Each ConcomitantAgent always is a function performed by one Product. Each Product might function as one or more ConcomitantAgent.
ConcomitantAgent > PerformedProcedure
DEFINITION:
Each ConcomitantAgent always is used during one PerformedProcedure. Each PerformedProcedure might use one or more ConcomitantAgent. 
StudyAgent
DEFINITION:
A product that is being used or tested as part of a study.
EXAMPLE(S):
Tamoxifen used in a breast cancer study.
Fish oil used in a heart health study.
Artificial knee joints used in a joint replacement study.
OTHER NAME(S):
NOTE(S):
If a study has study agents, presumably one or more of the StudyActivity will use the agent and have studyFocusedIndicator = "Y".
StudyAgent tags:
· caAERSv2.2:StudyAgent
· caAERSv2.2:CourseAgent
· COPPA:StudyProduct
Product > StudyAgent
DEFINITION:
Each StudyAgent always is a function performed by one Product.  Each Product might function as one or more StudyAgent.
StudyAgent > PerformedProcedure
DEFINITION:
Each PerformedProcedure might use one or more StudyAgent. Each StudyAgent might be used during one or more PerformedProcedure.
StudyAgent > PerformedStudyAgentTransfer
DEFINITION:
Each PerformedStudyAgentTransfer always is a transfer of one StudyAgent. Each StudyAgent might be transferred during one or more PerformedStudyAgentTransfer.
PerformedMedicalConditionResult.medicalHistoryIndicatory
DEFINITION: 
Specifies whether the condition is considered part of the historical record of a subject, that is, it did not occur within the bounds of the study.
EXAMPLE(S):
OTHER NAME(S):
NOTE(S):
Derived from comparing the occurrence date of the medical condition (PerformedMedicalConditionResult.occurrenceDateRange) with the subject participation in the study (PerformedStudySubjectMilestone.studyReferenceDateRange).  If the occurrence date is within the study participation date range then this indicator will be "true".  Note that this means that this indicator will be derived differently for each study.
PerformedActivity > StudyProtocolVersion
DEFINITION:
Each PerformedActivity might execute under one StudyProtocolVersion.  Each StudyProtocolVersion might be executed by one or more PerformedActivity.
Discussion:
A single procedure should use only one product (agent), that product may be a composite products.  It seems to me there was some discussion of a procedure using more than one product (device).  However, wouldn’t this be considered a composite device?  Or if it was two totally distinct products, wouldn’t it be considered two procedures?  I suppose one could have a sufficiently complex procedure that was not subdivided into sub-procedures that could use multiple products.  In a “theoretical” world these sub-procedures would be defined and each use only one product.  But in a “practical” world a system may not know all the sub-procedures and therefore the complex procedure would be defined using multiple products.

I have not head concomitant agents used to describe devices, generally these are considered drugs.  However, theoretically a device could be considered a concomitant agent.
A subject could, theoretically be on two different therapeutic studies at the same time, however unlikely this may be.  But it does not have to be two therapeutic studies.  A subject could be on one therapeutic study and one observational study.  If the observational study is looking at the use of an agent it could be considered a study agent even if it is not being administered as part of the protocol.  Also the studies do not have to be concurrent.  If one study occurred in the past the study agent in one study would be considered a concomitant agent in the other study.
Activities can take place within the context of a study, but this is not required.  So, if a subject was on two studies (as described above) the study agent on one study would be considered a concomitant agent on the other study.  In the current design of the BRIDG model this would require the same procedure to be recorded twice, once as a study agent and once as a concomitant agent.
We need to remove the separate classes for study agent and concomitent agent.  The distinction between these should be derivable like the medicalHistoryIndicator based on the current context.
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Recommendation:
The current StudyAgent class should be used only for relating a product to a study.  The relationship to PerformedProcedure should be moved.  The relationship to PerformedStudyAgentTransfer should also be moved.  The attributes and all associated tags should remain with the StudyAgent class.
The current ConcomitentAgent class should be changed to a generalized participation class for products in an activity, either PerformedProcedure or PerformedStudyAgentTransfer.  And a new derived attribute should be added to this class to indicate if the product is fulfilling the role of study agent.  The tags should remain with the new Agent class.
ConcomitentAgent Agent (rename)
DEFINITION:
Substance used by the study subject either prior to or during the study.
EXAMPLE(S):
Blood pressure medication prescribed either before or during a chemotherapy therapeutic trial.
tobacco, alcohol
OTHER NAME(S):
NOTE(S):
BRIDG does not yet have a business requirement to include illicit use of drugs or abuse of drugs as concomitant agents.
StudyAgent > PerformedProcedure (delete)
DEFINITION:
Each PerformedProcedure might use one or more StudyAgent. Each StudyAgent might be used during one or more PerformedProcedure.
ConcomitentAgent > PerformedProcedure (renamed class)
DEFINITION:
Each Agent always is used during one PerformedProcedure. Each PerformedProcedure might use one or more Agent. 
StudyAgent > PerformedStudyAgentTransfer (move association target)
Agent > PerformedStudyAgentTransfer
DEFINITION:
Each PerformedStudyAgentTransfer always is a transfer of one Agent. Each Agent might be transferred during one or more PerformedStudyAgentTransfer.
Agent.studyAgentIndicator (new, derived)
DEFINITION: 
Specifies whether the agent is considered the focal agent within the bounds of the study.
EXAMPLE(S):
OTHER NAME(S):
NOTE(S):
Derived from comparing the product used in the procedure with the products associated with a study (Agent) for which the subject is enrolled.
Derived from comparing the occurrence date of the procedure when the agent was used (PerformedProcedure.dateRange) with the subject participation in the study (PerformedStudySubjectMilestone.studyReferenceDateRange).  If the procedure date is within the study participation date range then this indicator will be "true".  Note that this means that this indicator will be derived differently for each study. -- include looking at StudyAgent (now just an associative class connecting product with study)
StudyAgent tags:
· caAERSv2.2:StudyAgent → leave on StudyAgent
· caAERSv2.2:CourseAgent → move to Agent
· COPPA:StudyProduct → ??? leave on StudyAgent
