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PROFESSIONAL EDUCATION

Certificate

Regulatory Affairs

This program enables you to master regulatory affairs by developing global strategies, managing risk, and
ensuring compliance for medical devices, drugs, and biological products, preparing you for success in the
regulatory field and the RAC certification. The Regulatory Affairs program consists of seven required courses.

Total Units: 14

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

Modality: Online with live-online and self-paced course 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. *

Required Courses

14 Units | Choose 7 Courses

COURSE NAME & NUMBER UNITS FALL WINTER  SPRING SUMMER
Quality Management Systems for Medical Devices: ISO 13485 and FDA
Requirements | MEDD.X407 2.5 v Vv

Foundations in Medical Devices: Developing Premarket U.S. Regulatory

Strategies a}nd Working ina Regulated Environment | REGL.X410 2 v v
gllé)Gt.)aLl.)l\(A:g;cal Device %ubmlssllons and Strategy 15 v v N4
'?AeEs;Dggl()l(c:lnégol fo.r Medlcal. Devices 20 v N4 N4
(;cécédl_ll\g(?ggéctunng Practllce.s | 3.0 v N4
(é%n(;rﬂl;(ryl%aztmg afnd.Negotlat.mg with th.e FDA | 15 v N v

EeEgGuILa?;JL?(/)gubmlsswns: DE-VIC(%S and Dlagmlnstlcs | 25 v v
'F\’;I)ESEI\DA?)EIZ%%R(.aguIator.y Obllgatlor.w for Médlcal DEVIC.ES 15 v N
;u;)k[gaguxiﬂ;g;\LETv;EeGRLeg(ﬂgtéon: Clinical Evaluation and Post- 3.0 v v

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 4-6 weeks to receive
your certificate.

Professional Development

UCSC Silicon Valley Professional Education is a Regulatory Affairs Professional Society (RAPS) RAC
Recertification Approved Provider. Visit our Regulatory Affairs program page to view courses that meet RAC
recertification requirements to maintain the credential.

*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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