
October 28 - 29, 2008
Ann Arbor, Michigan

CCCoCore C Corporatte S Sttr tategyy
“Intelliject is a specialty phar--
mmaceutical device company thatt 
iis pioneering human factors en--
ggineering (HFE) applied to phar--
mmaceutical products.”
wwww w.intelliject.com 

FFDFDFDAA GGuididance
““This FDA guidance describes howw 
hhazards related to medical devicee 
uuse should be addressed duringg 
ddevice development ...use-relat--
eed hazards are best identifi ed andd 
aaddressed using human factorss 
eengineering.”
wwww w.fda.gog v/cdrh/humfac/1497.htmmll l 

IIInIndddu tstry T Tre dnds
“Over the next year, the termm 
hhuman factors must become veryyy 
iimportant to those who developpp 
aand market medical devicesss 
....And many companies mayy y
nneed to alter their perception off f
hhuman factors.”
MMDM &DI,, February y 2008

Instructors: John Gosbee, MD & Laura Lin Gosbee, MASc, Red Forest Consulting, LLC 
Specialists in human factors engineering as it applies to healthcare  

www.RedForestConsulting.com



AGENDA
DAY ONE:  October 28, 2008 (8AM - 4PM)

Basics of human factors engineering (HFE)• 
 • HFE case studies of product development and applied risk management
 • Understanding HFE guidance from AAMI, ISO, IEC, and FDA

Heuristic evaluation method (audit and checklist tool)• 
 • HFE analysis and redesign exercises
 • Application to and integration with clinical trials
 • Risk estimation in response to adverse events during clinical trials, alpha testing

Usability testing method (gold standard of HFE)• 
 • Create test plans & execute tests
 • Apply results to risk management & new product development (invention)
 • Create designs for evaluation by another team (DAY TWO)

DAY TWO:  October 29, 2008 (8AM - Noon)
Introduction of TRIZ (inventive problem solving method)• 

 • HFE application of TRIZ
Usability testing in action – bringing it all together• 

 • Developing test plan for another group’s prototype
 • Perform usability test
 • Apply TRIZ principles to create innovation recommendations

Prizes awarded for best design and best test plan• 

Details & Registration Info
Date:  October 28-29, 2008 (1.5 days)

Fee:    $995 per person 

Hotel:  The Dahlmann Campus Inn • 615 E. Huron St. • Ann Arbor, MI 48104
  800.666.8693  www.campusinn.com
  Special $145/night workshop rate (until September 27, 2008)

Location: - In the heart of downtown Ann Arbor
  - Only 30 minutes from Detroit Metro Airport

- Walking distance to over 30 international restaurants, numerous coffee shops and 
bookstores, 2 independent movie theaters, and campus of University of Michigan

Registration:  Registration forms available at www.redforestconsulting.com

www.redforestconsulting.com
Human Factors Engineering Workshop • October 28-29, 2008 • Ann Arbor • Michigan


