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PROFESSIONAL EDUCATION

Certificate

Medical Device Quality and Design

This program helps you gain expertise in medical device quality design and regulatory compliance, covering key
areas like risk management, human factors, and quality systems, and guides you in developing compliant
documentation and risk management plans. The Medical Device Quality and Design program consists of six to
eight core courses.

Total Units: 14

Completion Time: 9-12 months (full-time)

Modality: Online with live-online and self-paced formats.

Special Programs: Not currently approved for F-1 Compliance or WIOA/TAA Funding.

Courses may have prerequisites; review the course page before enrolling. A checkmark indicates the course is typically offered during that term. *

Core Courses
14 Units | Choose 6 to 8 Courses

COURSE NAME & NUMBER . . UNITS FALL WINTER  SPRING  SUMMER
gll\lﬂasth{yl I\:Aagg%elgzg;Sy.stems f.or Medical Devices: ISO 13485 and FDA 25 s s
&eégg,g(in(;?l for Medical Devices | 20 v v
'F\{/llsékpl\gé;z%e.gment for Reguléted. Industries 3.0 v v
R/IA(EdS(gIXDE/;:e Firocess Vallldatlon | 20 N v
iﬂc)étgglr)e(;/?gdanon for M.e.dlclal DEVI.CES | 20 v v
II;AI.uS)aS.)F(Zcégrs and Usability in Medllcal Device Development 20 v v
’[\)/llgEltDaII)f-;(e:(I)tz, .SaMD, eTnd Al/ML D.EVICES 15 v v
Elgg[it?;zgﬂgd.lcaf DeV|.ce Regu.latl.on (EU MDR) 30 v v
E/TEBISJ%I)C()Z(;);”.] vitro Dla.gno.stlcs in Europe and The us 25 v v
EAffézgg\{)e(LlA;ngtmg: Interviewing, Influence & Audit Psychology 15 v s

Completion Review

Once all certificate requirements have been met and your final grades are posted, please access your Student
Portal to enroll in the “Certificate Completion Fee” to begin the review process. Please allow 5-8 weeks to receive
your certificate.

Note: You will need an understanding of statistics for this program.

*Scheduling is subject to change at any time by UCSC Silicon Valley Extension. Contact Us:
Please visit our website for all current course offerings. extension@ucsc.edu
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https://www.ucsc-extension.edu/courses/quality-management-systems-medical-devices-iso-13485-and-fda-qmsr
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https://www.ucsc-extension.edu/courses/risk-management-for-regulated-industries/
https://www.ucsc-extension.edu/courses/medical-device-process-validation/
https://www.ucsc-extension.edu/courses/software-validation-medical-devices
https://www.ucsc-extension.edu/courses/human-factors-and-usability-in-medical-device-development/
https://www.ucsc-extension.edu/courses/digital-health-samd-and-aiml-devices
https://www.ucsc-extension.edu/courses/european-medical-device-regulation-eu-mdr
https://www.ucsc-extension.edu/courses/regulation-of-in-vitro-diagnostics-in-europe-and-the-us/
https://www.ucsc-extension.edu/courses/effective-auditing-interviewing-influence-audit-psychology
https://www.ucsc-extension.edu/courses/medical-device-quality-and-design-certificate-completion-fee
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