S3I Pre-ISO Group discussion   01/19/06   

Meeting convened at 8:15

Discussions on affiliation with a standards organization were continued with the question of whether we should request an agenda item on the ISO meeting at the ISS in Vancouver in March.  Other potential initial initiative venues offered was Medtrade West.  

The question was asked why we thought we should visit with ISO SC-1.  The explanation was that the group had earlier held an investigational meeting to determine whether or not this work could be attached to the work being done by SC-1.  The answer to this question remains in doubt and remains open.

It was stated that the work currently ongoing in S3I represents a good basis for a presentation to any accredited standards body.  The defined scope, components, terms and definitions, and specific test metrics already exist.

The recommendation was made that a letter be drafted and mailed to companies seeking commitment to the project and agreement to help with nominal funding prior to pressing the next level.

Clarification was offered saying that the mission of the ISO process is not to do research, but to serve as a collecting point for work done internationally from which standards can be created.  Funding was needed for S3I work, but not necessarily for ISO and it didn’t make sense to hold up the process waiting for funding.  

Dave McCausland asked the group for a scope statement.

Karen Z. read the founding mission statement (NPUAP) to the group.  
It was reinforced that the long term goal is that clinicians need information useful in product selection.  It was further reinforced that in order to get to this point, there has to be standard metrics, standardized testing methods, and data collection prior to the development of thresholds which indicate where a specific property of a support surface might be effective for use with a given patient.
Considerable discussion followed to clarify this issue and the potential implications on regulatory, research, legal, and clinical practice.

Roz made a comment on how the work done in this group be distributed to the clinical group.  This progressed into a motion that T&D be submitted as the initial ISO proposal for adoption which was seconded by Evan.

At that time, KZ restated the original mission statement to include references that this work is intended to lead to clinical research applications so that it can be applied….
“To define ‘test methods’ of support surface characteristics that maintain tissue integrity.  Test methods are standards, guidelines, or criteria for evaluating those surface characteristics that affect tissue integrity.”
The guidelines will provide an objective means for evaluating and comparing support surface characteristics.  Test methods and reporting standards will improve the process of selection and procurement.  Clinicians, patients, and other users would benefit from having product information and test data presented in a consistent manner.  

It was reaffirmed again that the purpose of these tests is not to create a pass or fail status.  The purpose of this work is to develop a standard language for researchers and clinicians to use in their work.  
The work was summarized in the following statement:

What is the standard we want to develop and what is our scope?

The product target: 

Support surfaces intended to address tissue integrity.
The specific standards targets:

· T&D

· Product lifespan and performance testing methods
· Standardized indenters for testing 
The long term goal:
· To identify those characteristics of a support surface that affect tissue integrity, to define, and test them in a consistent manner and to provide education to the community at large and thereby reduce confusion and enhance appropriate product selection based on the individual’s needs.
A list serve has been created, Mattress-standards@list.pitt.edu, to support this work.  To enroll, send a message to tkarg@pitt.edu and request to be included.  Dave B will ensure that all attendees at this meeting will be on the list.
James Spahn moved to accept the goal and mission statement and recommend to the S3I group that we move forward on the accredited standardization process.
The motion was seconded and approved by voice vote.

Meeting concluded 9:31
