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Setting

· The setting for the reporting to a public health repository use case is a physicians’ practice where pediatric patient care is delivered.

· The site, Holbin Medical Group, is a multi-site physician practice, employing over 100 physicians in a variety of specialties, including cancer. 

Preconditions 

1. A Public Health Reporting Protocol is defined by a Public Health Repository expert.

2. A Public Health Reporting RFD has been developed and published.

3. Holbin Medical Group has pediatric patients and has the expertise to diagnose and/or treat cancer.

4. Holbin Medical Group uses an Electronic Health Record (EHR) System. 
Use Case
1. Holbin’s involvement begins when a diagnosis of cancer in a pediatric patient is made.
2. ProtocolExecutor uses the RetrieveProtocol transaction to obtain the specific protocol from the ProtocolManager.

3. Protocol Executor retrieves and populates the PediatricCancerReporting RFD.

4. EHR Transmits RFD to the Public Health Repository ProtocolStateManager
Postconditions 

1. Holbin Medical Group uses an Electronic Health Record (EHR) system to document the transmission of information to a public health repository (HIPAA requirement).

2. [Holbin Medical Group may choose to perform the Retrieve Protocol for Execution – Clinical Research.]
<Appendix A> Actor Summary Definitions

· Protocol Definition Manager 

· An entity that manages clinical research protocol definitions. 

· An example would be an EDC
 vendor that wishes to allow access to the list of clinical research protocol definitions contained within the EDC system. 

· Protocol Executor 

· An entity wanting to access clinical research protocol definitions from an entity that manages clinical research protocol definitions. 

· An example would be an EHR vendor that wants to participate in clinical studies by accessing clinical research protocol definitions. 

· Protocol State Manager 

· An entity wanting to receive clinical research data from a supplying entity 

· An example would be an EDC vendor wanting to consume data from an EHR 

<Appendix B> Transaction Summary Definitions

· RetreiveProtocolDef 

· Used to allow a ProtocolExecutor to retrieve an instance of a ProtocolDef for a particular study from a ProtocolDefManager 

· Can be used by a site attempting to pull down a ProtocolDef once they have finalized all Prerequisites/Dependencies to execute this transaction 

�Can we spell out EDC the first time?
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