Enrollment No./Seat No.:

GUJARAT TECHNOLOGICAL UNIVERSITY
DIPLOMA IN ENGINEERING - SEMESTER - VI EXAMINATION -

SUMMER 2026
Subject Code: 4360303 Date: 18-05-2026
Subject Name:  Medical Regulatory Affairs
Time: 10:30 AM TO 01:00 PM Total Marks: 70

Instructions:

1. Attempt all questions.

2. Make Suitable assumptions wherever necessary.

3. Figures to the right indicate full marks.

4. Use of simple calculators and non-programmable scientific calculators are
permitted.

5. English version is authentic.

Marks
Q.1 (a) Define FDA 03
(1) FDA clvAlRd 531 03
(b) Define CDSCO 04
(1) CDSCO & cuuALRlct 5 0¥
(c) Enumerate Regulatory requirements for different device classes 07
() ([QlQu Gusel adoll 12 [AaHatstd] wtcas Al ALl 5. 09

OR
(c) Describe the brief concept of medical device safety and risk management 07
() dolloll Gusal AAHA WA AWH cAcRUUatall AR vallcts] 09

cllet 53
Q.2 (a) Explain Phases in life span of medical device. 03
) dolloll Gusetl W alotsloell delssvll U1 03
(b) Describe Critical elements for regulatory attention 04
(W) 0VYARI| Budw HRell Hecl Bl clecllej clilet $RU. 0¥
(¢) Explain the identification of standards (ISO,ANSI) 07
(5) R00e{l B 1A (ISO, ANSI) 09
OR
(a) Define GHTF 03

(1) GHTF cluARlct 531 03



Q.3

Q4

(b) Define standards:
() NN AR 53U

(c) Enlist typical process for Standard development
(5) R0 [@Ast 12 clel@ls wsasll atel oettdl

(a) Define BIS in brief.
1) BIS o d@rnl celivalRd 53

(b) Explain Harmonized standards
() VB NRQN UM

(¢) Classify medical devices based upon risk in EU
(5) EU Hiluiail 2R dollell Busele] aollswl 5

OR
(a) Write a full form of CEN, CENELEC and ETSI
() CERN, CENELEC, ETSI oll Y&l 2ai3U ctwl.

(b) Enumerate process to obtain CE mark

(@) CE x5 Anaal Hizoll ulsauell ol s

(¢) Apply the principle of pre market and post market scenario of CE marked
medical device and explain in brief.

(5) CE R(&d dolloll Gusatetl Yd-olxlR wa ¢esR Ugdlall g2uall
Rgical clo] 5 ual AR LAHT UHLA

(a) Define Quality System Regulation (QSR)
@) dletadl yeudl [RauMet (QSR) catvaul@d 53

(b) Describe product registration process in India
(W) GURAML Geuleat allurl Ulsale] cdlet 53

(c) apply the regulation guidelines of India and explain labeling requirements
in India for medical devices.

(5) ARAHl dolloll Qanet Hole@lst clo) $A wal dolloll GusN 12
AUR ML QAL AL US AR UHSLA.
OR
(a) Describe role of distributors in India

@) ARAHL Q86 o(RAste] allet 5

(b) Describe product registration process in USA
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Q.5

(6) YAUJAH Geuleat Rl ylbute] cdlet 52,

(c) Write the upcoming medical regulations in India in brief.
() AURcHL AUUHL dolloll (e Al@ il el

(a) Explain the Voluntary standards
@) WD LREN A

(b) Give classification of Medical device a per CDSCO
() CDSCO Y do{loll BusWle] cdlswL AW,

(¢) Describe regulatory tools and general requirements of five members of
GHTF

(5) GHTF oll Wi AeAloll [(AauHots13] Aol Wl ALHIeA 3R UAl]

CEEERN
OR
(a) Explain the Current trends in use of standards in medical device
regulations

) dolloll GuswL [A00HT DRENeA GUALell cldHiot ARl UM A

(b) write a short note on CE mark
() CE HU5 UR &5l olltd cul.

(c) write a note on medical device regulation

() colloll GusL AaHet UR g5l oll cull
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