Wednesday, January 18, 2012, Quarter 1:

Attendance: Nick Halsey, Mead Walker, Peter Goldschmidt, Shoko Sekine, Junko Sato, Will Gordon, Ann Wrightson, Lise Stevens
Agenda:

1. Risk Management Requirements
2. Agenda for next meeting

Discussion:

Nick has a presentation on the view from EMA on risk management plans.  (The presentation is available.) EMA has defined the expected sections of the plan.  He also walks through the user interface that EMA has provided for capturing plan information.
Question – why is the notion of drug/drug interaction separated from Risk?  Ans: this is the way the interface for collecting information is structured.

Question – if the regulator thinks the plan is inadequate, what happens?  Ans: The plan has to be agreed to by both sides.  If EMA finds the report inadequate, it will request revisions.

We ask if the high level model that Nick has shown is relevant to other jurisdictions than EMA.  Ann will ask around.

Note, Nick is interested in proceeding with RMP in front of PSUR, because he more familiar with the risk part.

Ann is suggesting an additional and complementary activity.  She feels that ‘we’ lack the analysis that lies behind identifying what the risks really are- use of HAZOP (an analysis method commonly used for hazard analysis in complex systems.  She goes over some risk analysis for software and communication of data structures.  The proposal is that HL7 do some analysis of the risks inherent in the standard.  Lise notes this was discussed in Kyoto, and that creation of a checklist – aka hazard logs – was considered desirable.  There were some discussions with other HL7 WGs, and there was not that much interest.  
From Q2 Wednesday

Note, the E-HR functional model is going out to ballot in April.  PSWG members ought to review the ballot, for patient safety triggers and functionality.  However, the model draft is already posted on the E-HR wiki
Note, The E-HR WG would like to engage with patient safety with regard to how related issues are addressed within the functional model.
