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Course & Instructor Information

Regulatiory, Clinical & - Guna Selvaduray
Manuftacturing Office: E179
Aspects o Medical Phone: (408) 924-3874
Devices Email:

3 semester units gunas@email.sjsu.edu

Office Hours: Tues/.
Tuesdays/ Thursdays Thursi4:00 ~ 5:30 p.m.

6 ~ 8:10/p.m. Homepage:

Room: E 301 www.s)jsu.edu/faculty/
selvaduray.
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OBJECTIVES

Theob jectives; ofi fihisicolrserare toreducate engineers on the importance off
understanding the following;

Regulationsi that relate to biomedical devices including iihe different classes of
devicesiand the differeniregulationsithat pertain o eachi class;

Regulations that' pertain 1o the development' andiapproval process and fihose That:
pertaini fo the manufiacturing processiand be able fo distinguishi betweeni fthese;

The manner: in which clinical trialsiare designediand conducted) including the
different: requirements; fior different: classes of biomedical devices;

Whai constitutes good quality practice;
Methods used| for manufacturing medical devices;
Sterilization techniguesiused in manufaciuring;

Appropriatie means of safeguarding intellectual property and proprietary
nTormation;

Ethical issues related foi the development:, tiesting, deploymenti andi reliability: of;
biomedical devices;

Indusiry trends and current developments and' areas of focus.
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A Secondary’ Ob jective of this course is o
enhance The written communications and oral
presentation skillsiof the students.

LEARNING OBJECIIVES:  Listed separately.

Attainment of Learning Objectives will be
assessed via assignmeniis, in-class quizzes,
examinations, and the term project.

G, Selvaduray = SJSU. = Engr 296 - Summer 2006




San José State

Tentative Schedule

Please refer to handout
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Text & Reading Matierials

Instructor handouisiwill'be posted onicourse
Websiitie

- www.sysu.edu/faculiy/selvaduray

Click on Biomedical Devices
Click on Engr 296Y

Readihg off publishied papersiand relevani:
chapiters from other books will'also be
required
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Assignments & Examinations

One page summary. of eachleciure,
covering e most importani points

Assignmenis will'be duerin‘one week

Assignmeniisimusii be word processed in
grammatically correct English

Final Examination: Augusi 10, 2006
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Term Paper - 1

Must be Medicall Device related

[Focus! eifiher onia particular medical device, or'a case
history of amedicalldevice failure

I the term paper focuses;on a medical device, fhen it
should include the following:

- A general descripfion,

- The related physiology,

- The market: it serves and' the potential size of the market,

> The regulatory aspecis related to the device,

> The clinical trials required for tihe device, and

- How: the device is manufactured.
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Term Paper - 2

Musi include search of current peer-
reviewed literature, using eleciironic
datia bases

Refierences must include a mikimun oif
fiivel peer-reviewed| journal papers

Approximately 15/~ 20 pages
Eormats Must follow. CME Tihesis
Guidelines
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Term Paper - S

Jiune 20: Abstract & Proposed! Tiable off
Conients

July 6: Resultsiof Literature Search, -
Abstract and complete Citation

Augusi 31 & 6: PowerPoini Presentiation
Algust 8 Submii fihal paper

Two hard copiesiwilihrevaluation sheei
atitiached

One electronic copy intMS Word format:
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PRESENTATION

All stiudentis are required fo do a preseniation
of their term paper

PowerPoin or other equivalent presentation
sofffware

Musii include colorigraphicsiandlanimartion
Each presentation will'be 15 mihuies long
10 minutes; for guestionsiand answers

Active participation by the rest of: fihe class
during Q4&A is required
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Grading

Assighmenis

Fieldiirip Elow: Charts

Final Examination

Alitiendance & ClassiPariicipation
lierm Paper

lierm Paper Presentation
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Notes - 1

INo late assignmenisiwillibe accepied

Absence duringi class; periods, withoui:
prior approval, will'affect grades

Prior approvalwillfbe givenionly: under
excepitionall circumstances

Sedliing arrangementis may: be handed
out for mid-tierm and final examinations

There will be ner make-up examinations
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Notes - 2

Please be punctual for class and field
Trips
Please tiurnioff your cell phones and

pagers when yourenter the classroom
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Self Introductions

IName
Major
Graduaiie studenti/Undergraduate?

Workiexperience?
Wihere?
IHow: long?

Intierest in this class?
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Please fill out the
Student Background Information
Survey Sheet

Thank You
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