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AIM 

The New Zealand Government is encouraging manufacture rs to develop markets for high value, knowledge 

based products. Medical Devices [MD] fit we ll within this policy since they are genera lly produced in limited 

volumes for niche markets. The complexity of many devices and restricted marketing opportunities 

discourages countries with deve loping economies from copying them. 

The loca l market is too li mited however to justify the expenditure required for the R&D of sophisticated 

technology a nd the manufacturer must ultimate ly seek internationa l markets. Before a medical device can be 

accepted in any developed country however, it must comply with international standards. 

Standards are evo lving to support g lobal commerce, easing the burden on manufacturers to comply and helping 

to ensure that users receive safe medi cal devices 124 

Bus iness strnctures utili sed for Medical Device [MD] deve lopment must ulti se multidisc iplinary teams with a 

consumer focus to ach ieve success. 

Compliance issues must be fac tored into the des ign of every device from inception. For the sma ll to medium 

manu facturer to be aware of and understand a ll of the issues involved in every international market, is a 

daunting task. 

A possib le solution is to employ a consu ltant wi th the requi site knowl edge, however the cost of advice during 

the period of deve lopment is a burden w hen the cash outflow is maximum' The industry in Z is also 

immature and few individuals, including the Ministry of Health MedSafe staff, have sufficient knowledge to 

prevent costly delays and poss ible reworks for unforeseen des ign fa ults. 

Marketing complex MD's internationa ll y within this regulated environment requires resources and knowledge 

beyond the resources of the micro- and small medium- enterprises that are the lifeblood of the New Zealand 

economy. 

The aim of this thesis is to develop a systematic management model to guide the medical device 

manufacturer along the path towards compliance in major international markets. 
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ABSTRACT: 

Medical Devices [MD] represent special chal lenges to the des igner and manufacturer. They range from 

disposable, single use articles to extremely comp lex and expensive technologies. While single use devices may 

be simple in concept and easily manufactured , they nevertheless may be invas ive or could threaten human life 

if inappropriate ly used. For consumables packaging to maintain sterility from factory output to the operating 

tray is an important requirement. Such devices, in common with far more sophisticated equipment, may be 

assigned a class ification requiring tight ly controlled manufacturing and inspection systems that may vary 

between differe nt jurisdictions. 

Quality management systems increase overheads to the a lready considerable investment incurred during R & 

D. Audit trai ls required by these systems become tortuous and difficult to va lidate as components are sourced 

increasing ly from low cost base countries. 

The increasing use of microprocessor controlled wireless network technology increases radio frequency clutter 

and e lectromagnetic interference between medical devices can result in injury or death . 

Most countries now insist on guarantees that toxic substances cannot be released by a product into the 

environment during it's lifecyc le or when disposed of. 

Inte rnationa l protect ion of inte llectua l property presents cha llenges for ew Zealand manufacturers with 

limited resources. Frequently the desig ner/manufacturer needs an in dep th understanding of the clinical contex t 

for the equipment including a knowledge of human phys iology and anatomy for the application . Current 

literature about allied technology must be reviewed and a business plan deve loped that exp loits the opportunity 

presented by the proposed advances in the development of a new MD app ly ing current theoretical knowledge. 

Many developments supercede historical technology, introducing challenges for the practitioner/operator to 

understand it's operation and optimise it's performance. Factoring pat ient & practitioner educat ion into the 

distribution of MD's significantly increases the cost of marketing . 

To gain access into international markets MD's must comply with stringent standards for safety and 

performance. 

A case study examines these issues in relation to the development by the author of MD's to enhance v is ion 

and conduct tests of visual performance, the Librus 300 & 600. 

This study illustrates many of the difficulties the New Zea land Manufacturer faces and suggests management 

structures, processes and development systems that would faci litiate the process and an infrastructure to 

support it . 
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