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3. ldentify necessary funding

4. Set up technical committee and
ensure input from all interested parties
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5. Develop standard
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| 6. Invite public view of draft standard |
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I 7. Committee vote in response to comments |

| 8. Resolve nagatives and revise draft |
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| 9. Second level review |
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| 10. Approve standard |
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| 11. Publish standard |
12. Review and revise standard at |::>
appropriate intervals
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Further Information
Wald A. A Standards Primer for Clinical Engineers. In Bronzino JD (ed). The Handbook of Biomedical
Engineering. Boca Raton, FL., CRC Press, 1995.
The Guide to Biomedical Standards. Gaithersburg, MD, Aspen Publishers,
International Standards Organization (ISO) www.ISO.ch.
American National Standards Institute (ANSI) www.ANSIorg.
Standards Council of Canada (SCC) www.SCC.ca.
The European Union (EU) http://europa.eu.int/comm/enterprise/medical devices/index.htm.



