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Minutes
	Meeting:
	PharmBiz Software Vendors

	Date:
	Friday 26 September, 2008

	Time:
	10:00am – 3:00pm

	Location:
	Holiday Inn, Mascot, Sydney


Please note that the content of the presentations shown at this meeting, available at http://xml.pbs.gov.au/forum/2008-09-26/index.html forms part of these minutes.

Welcome
Welcomed attendees to the SV meeting and explained that the proposed date in August had been postponed to September to allow for some issues to be resolved, most significantly allowing time for implementation of the $1.50 dispensing incentive.
DoHA personnel changes

Paul Storey - Director of Publishing, Industry Liaison and Listing (PILLS)

Sonja McKenna – Project Officer, PharmBiz

$1.50 dispensing incentive

Feedback was requested on the implementation of the $1.50 dispensing incentive.

All software vendors had implemented this requirement. Some had experienced problems early in implementation but improved support, through the xml.pbs.gov.au (including the XSL style sheet) has enabled implementation by all software vendors present. 
xml.pbs.gov.au

An overview of the xml.pbs.gov.au website was provided to show the location of:
· xml schemas, v1.6 and 2.2 (available as relax ng and other schema languages .rnc and .xsd)

· Documents and diagrammatic materials (available  as .doc, .pdf and .html)

· Sample xml data – includes one realistic sample as well as a minimum size sample. (2.1 samples available now, 2.2 should be available next month)
· XSL style sheets for streamlined authorities, dispensing incentive

This website is being continually updated. Currently, mapping is being provided to assist with the transition from version 1.6 to 2.2

The new structure should improve access and support archiving requirements. The XML schema is also available as a zip file for downloading.

Positive feedback was received from users of the site, regarding the support materials available, allowing software vendors to be prepared for changes. It was stressed that DoHA need to provide details of requirements and support to implement changes with adequate warning. Feeling was that 6mths was reasonable. [Policy actually specifies 12 month minimum. See the PBS XML Schema Management Policies, xml.pbs.gov.au/version-control.html]
PBS XML Schema – version 2.2

The Structure of v 2.2 is the same as 1.6. Style sheets will have to be updated when v 2.2 sample data is created.
A major change is the new method used to represent pricing data. This will increase consistency and decrease redundancy, as well as promote the move from an interpretive to declarative style of data (includes public hospital mark-ups and section 100 arrangements).
Fees per prescribing rule will be supported but will not cater for broken packs.

Price is set by the manufacturer, but may be affected by the prescribing rule. Pricing may still include an interpretive element as some prices are determined on a per patient basis.
Extemporaneous preparations and formularies will be supported by PharmCIS and will be included in the v2.2 xml. V1.6 supports extemporaneous preparations but we have no data. Standard formula preparations are now a prescribing rule, so is handled differently in v2.2 as compared to v1.6.
An overview of the 1.6 and 2.2 models was provided to explain the advantages of the new model. Steve also provided walkthrough of a sample of the 2.2 schema to explain the structure. (This is available in Presentation 1) 

A question was raised about triggers for item codes to be removed from the PBS.

Only current items are included in each schedule. End dates for drugs are only included when advance notice is given that a drug is to be removed. When provided, an end date may apply at brand or item level.

PBS XML adoption
A small number of software vendors are using v1.6, however it appears the majority will wait until v2. 2 to avoid difficulties in transitioning from one version to the other.

Experiences vary amongst users with some able to process the XML file easily, while others find their computers struggle to cope with the size of the xml file. The file size should not be an issue. The xml is developed within W3C guidelines and there are a range of xml parsers available that should easily handle processing requirements.  For example, Gnome software – libxml2/libxslt [see xmlsoft.org] and Saxon – Java based.
Extraction of text from the xml is another sticking point with some users. They find the style sheets provided very helpful and would appreciate additional style sheets being made available to assist with this task. In answer to this it was explained that the xml schema has been designed to deliver data using a declarative rather than interpretative method that allows software vendors to extract data using their own style sheets and to extract data in whatever format is required. While limited style sheets have been made available on the developers’ web-site, it is not DoHA’s intention to provide an exhaustive library.
Vince McCauley mentioned he has used SQL tools successfully to extract from XML files.

Marcus Carr (Allette) mentioned that they have some development scripts available to assist with extraction of restrictions text. These could possibly be made available on the developers’ web site but should be checked by Steve to ensure they are correctly packaged before publishing.
Question was raised as to which version of the PBS data should be used as a legal reference. In reality the Legislative Instruments are the definitive source but operationally the XML would be referenced as they align closely with the Legislative Instruments. The text extracts are currently produced by the PBDS and are prone to error and inconsistency, compared with the xml produced by the MPS. The XSL style sheets produce multiple versions: PDF, PDA, HTML and Website.
PBS Number

The four digit PBS numbers are expected to last until at least 2009, although some reserve blocks exist that may extend this date to 2011 - 2012.

There were comments that there was code wastage, in that interchangeable drugs could share the same code and that substitution would be easier if this was the case.

Response was that historical reasons and business rules often determined the allocation and management of numbers. Also, numbers had been rolled up in the past, but this did cause trouble. Vendors discussed the problems this causes for reporting, which is well understood. 
The option of reusing blocks of numbers was raised. If this was an option we would have to publish which blocks would be reused and how existing rules relating to the block would change. [Reuse of PBS Item Codes has been previously ruled out as an option.]
The 5 digit structure will consist of a 5 digit string followed by a check-sum character (Basic structure unchanged from the 4 digit structure). [The check character is calculated using the existing algorithm.] A leading zero may be used to pad existing 4 digit codes to 5.
It is planned that the (yet to be implemented) PharmCIS system will support the process to allocate the 5 digit numbers. 

Text extracts (currently produced by the PBDS) will be produced by the MPS and are planned to continue for 12 mths post PharmCIS implementation. This will provide Software Vendors with time to adopt XML. When 5 digits are introduced the text files will not be updated so vendors will have to adopt XML to access this data. (Because we are not certain when the 4 digits will run out, 12 months must be considered an estimate, rather than a promise). XSL Style Sheets will be provided to support text extraction from PharmCIS xml.
If implementation of PharmCIS is delayed – version 2.2 of the PBS XML would also be delayed and an interim measure to support 5 digits would be required.

PBS/ AMT alignment and integration

SNOMED CT is a global standard in medical terminology. AMT is based on SNOMED CT. AMT id’s are planned for inclusion in v 2.2 but they could also be included in version 1.6. AMT includes 6 primary concepts, 3 will be adopted by PharmBiz. MP, MPP and TPP (MPUU – lesser extent)
AMT:

· supports the identification of relationships between drugs 
· provides a powerful search function
· supports improved reporting by Medicare

· supports volume pricing for large pack sizes

In practice AMT will impact on how max quantities are expressed – in terms of ‘unit of use’ and ‘number of packs’.

We will align with AMT but not be dependent on it.

It is planned that PharmCIS will support AMT. The PBDS will not be enhanced to support AMT. 
Implementation is flexible and will cause minimal impact to MPS, Medicare and Software Vendors. Further consultation will be required to manage the impact of implementation of the AMT.
Presentation 2 covers the background and benefits and impact of adopting the AMT.

A Software Vendor requested a copy of the AMT discussion notes from the April meeting, these are attached at the end of these minutes.

Bioequivalence/Biosimilarity and Brand-Substitution

Bioequivalence flags will be removed from the xml and replaced by Brand-Substitution. Bioequivalence belongs in the approval process rather than the schedule. This change will be in v2.2 and could be incorporated into a version 1.7 if required.
Dosage, form and strength are the most common descriptors. Pack size should be included as a descriptor for every drug.

Other Business
ANS data is included in the pbs: authority elements
Chemotherapy Drug changes – Business rules are not sufficiently determined to update xml yet, but DoHA is progressing with this issue. We will need to meet ASAP to progress.

Restrictions Wording Tool (RWT)

The RWT was raised because it was an item on the draft agenda. (Item was removed because work had not progressed sufficiently to include this meeting). The RWT will be used to create and manage restrictions content. Restrictions contain guidance on the restriction/ condition and instructions on how to obtain authority. The RWT will see this information encoded as data rather than straight text. The RWT output will be similar to the current output. The RWT will support the presentation of restrictions in different versions, reducing discrepancies between versions.
Timeframes to implement change
Software vendors agree that they require realistic timeframes to implement changes. When timeframes are too short may of them will not have the development resources to implement the change on time. They requested this information to be passed on to the policy areas.
Guidelines about standard time frames to implement change.
There are 3 categories of change:

· Bug fix – represented by a change to the third number of the version ie 2.2.0 to 2.2.1. This type of change has no specific time frames attached.

· Minor  - represented by a change to the second number of the version ie 2.2.0 to 2.3.0 (minor changes will be backward compatible with previous version)
· Major  - represented by a change to the first number of the version ie 2.2.0 to 3.0 (major changes are not backward compatible with previous versions)
Minor and Major changes must each go through the following phases:

· Notification
· Consultation

· Prototyping
· Publication

· Deployment

Minor changes require a minimum of one month between phases.
Major changes require a minimum of one month between phases but a minimum of 6 months between the Prototyping and Deployment phases. (These timeframes differ slightly from those stated at the meeting. Timeframes are stated in PBS XML Schema Management Policies, xml.pbs.gov.au/version-control.html.)
Our aim is to give maximum warning but we all have to fit in with policy requirements.
PharmBiz Software Vendors mailing list

To keep the mailing list as up to date as possible, please advise Sonja.mckenna@health.gov.au  of new members’ details etc.

Emails

All future emails will contain ‘PharmBiz Software Vendors’ in the subject line.

Next Meeting

At this stage, the next meeting is proposed to be held in Melbourne on Nov 28. 
Attachment A: AMT notes from the April PharmBiz Software Vendors Meeting 
• Interaction with AMT

DoHA, along with NeHTA, explained the AMT licensing situation. DoHA also confirmed that AMT concepts are resolved each month when preparing the PBS for publication.

Software Vendors voiced concerns that the AMT does not cater for non chemical items e.g. bandages. Quote: “AMT needs to cover every pill and potion in the country”.  They asked if there been a formal crosscheck of AMT to PBS drugs? 

They pointed out that the PBS Schedule is slow to keep up with AMT changes – between company changes and NeHTA keeping up with AMT changes. Also concerned over the timeframe of the embargo and whether there is enough time for Software Vendors to incorporate AMT complexities.

DoHA confirmed that a formal crosscheck at drug level has been completed between NeHTA and the PBS, and DoHA is confident that NeHTA and DoHA can resolve any further issues arising from this. DoHA also confirmed that PharmCIS will be able to process new drug info before NeHTA is aware of the new drugs existence (rare circumstance).

MSIA stated that they are unlikely to take up V2.0 unless every product listed has an AMT UUID. All Software Vendors expressed the importance of receiving information regarding new drugs ASAP.

• Alignment of PB Items with AMT MPP / • meaning of “Maximum Quantity”


DoHA presented the changes to v2.1 of the PBS XML Schema, in particular clarifying the proposed adoption of the NeHTA AMT. This included discussion of the proposal to use the AMT MPP as the drug reference for a prescribing rule, and the options in relation to the meaning of Maximum Quantity (MQ). 

One option is to define maximum quantity in terms of packs by multiples of MPP’s, another option is to retain current definitions of maximum quantity and to identify which reference unit should be applied – ‘pack’ or ‘unit of use’.

The Software Vendors reported that there may be problems when dispensing partial packs, especially with respect to pricing if maximum quantity is defined in multiples of packs. This may be resolved by providing two MQ’s in a prescribing rule; one with the pack as the unit of reference and one with the unit-of-use as the unit of reference.

DoHA stated that it would explore this issue with other stakeholders and push to progress this issue towards an answer.
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