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MONASH HEALTHCARE INNOVATION SUMMER SCHOLARSHIPS (HISS) 
PROJECT NAME: Project Dolphin
DELIVERABLES NUMBER: 9 (Week 10)
PROJECT MEMBER(S):  Maya Wilmshurst

Gantt chart:

https://rowan-pressure-3e1.notion.site/Gantt-Chart-6ee70750d0a7438d9a418018f1966c32

Regulation:
The device is excluded from TGA regulations.

It is excluded as it meets the following exclusion criterion:
· Enabling technology for telehealth, healthcare facility management
· Software intended to provide alerts or additional information to health professionals in relation to patient care. The health professional can exercise their own judgement in determining whether to action the alert or information.

Example of related excluded software: 
· Pharmacy dispensing systems and prescribing software used by GPs – these are not intended to be used by laypeople and are not making decisions.
· Electronic Patient Records (EMRs) and Electronic Health Records (EHRs). A suite of software used to electronically receive, collect, store, manage, display, output, and distribute data, within or between healthcare facilities, to support the electronic registration and documentation of patient clinical data. The software enables healthcare providers to review and update patient medical records, place orders (e.g., for medications, procedures, tests.)

It is displaying data rather than making decisions.

(Source: https://www.tga.gov.au/sites/default/files/examples-regulated-and-unregulated-software-excluded-software-based-medical-devices.pdf)

For example, CDSS that is intended only to display or print medical information about a patient or other medical information (such as demographic information, drug labelling, clinical guidelines, studies, or recommendations) is not a medical device and is not regulated by the TGA.

(Source: https://www.tga.gov.au/sites/default/files/clinical-decision-support-software.pdf)


Risk and Hazard Analysis:
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	Risk
	Classification
	Solutions

	Failure to identify over-adherence (is not flagged using PDC)
	Low-Medium (low frequency, medium-high severity)
	Develop/identify additional measure to flag over-adherence and add to software.

	Software bugs
	Medium (high frequency, low severity)
	- Use Stack Overflow, R tutorials etc
- Use R console to identify errors
- Frequent testing

	Inability to develop certain features (due to lack of R capabilities)
	High (medium frequency, high severity)
	- Use R tutorials & guides to gain skills
- Longer term: get new team member(s) with other software skills

	Legal issues with accessing patient data
	Medium (low frequency, high severity)
	- Consider system for patients to withdraw consent
- Look into safescript system and similarities

	Loss of patient data (hacking)
	Medium (low frequency, medium severity)
	- Employ data encryption/security methods similar to those used in the EMR etc

	Inefficient project management
	Low (medium frequency, low severity) 
	- Utilise Gantt chart

	Scope Creep
	Low (low frequency, low severity)
	- Focus on displaying data initially
- Come up with database of future developments
- Ensure app/code is modular so that modifications can be made down the line






User Interview/testing:
Interviewed oncologist:
· Solution is something that they would use: “Can be used in day to day [practice] quite practically.” They said it is a “good idea” and would be helpful (currently rely on patient reports or very occasionally directly contacting local pharmacies to see if medication has been dispensed to patients of concern).
· Depending on how much time is involved, it may not be practical to use for every patient. 
· Ideally, integration into existing clinical system would make it more usable.
· Integration into workflow:
· Check before patient comes for follow-up appointment to get an idea of adherence.
· Cross-check with patient during appointment.
· Work out why there is an issue: memory, side effects etc.
· Try to identify solution.

My clinician’s suggestions of additional features (on top of current UI/UX):
· Colours used for flagging issues potentially (low priority)
· Clinician can select which drugs they’re interested in (may just want to see chemotherapy, may also include ancillary drugs such as anti-nausea tablets to assess side effects) (medium priority)
· The dispensing records could help clinicians know who to send scripts to
· Method/measure for highlighting over-adherence (medium-high priority)

Prototyping progress:
I have determined the Adherence measure to use to approximate patient adherence: Proportion of Days Covered (PDC). This is a more conservative estimate than Medication Possession Ratio (MPR) which allows back-counting of medications. The issue with it is that it doesn’t take into account over-adherence. Another measure (to do with number of excess tablets in hand) will need to be included.

I ran through the Figma mockup with my clinician (as above) and she was happy with the features included. 

I have begun developing a dashboard using R Shiny. It is currently able to display patient data from an external source. It is also able to convert dispensing data into approximate adherence statistics (using MPR for now) and display this to the clinician. This process is currently not very modular/adaptable. Next steps will involve making it more soft-coded for various medications etc.
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