Enrollment No./Seat No.:

GUJARAT TECHNOLOGICAL UNIVERSITY
DIPLOMA IN ENGINEERING - SEMESTER - VI EXAMINATION - WINTER 2025

Subject Code: 4360303 Date: 18-11-2025
Subject Name: Medical Regulatory Affairs

Time: 02:30 PM TO 05:00 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) What is the role of regulatory agencies 03
(21) (Gisztol Axof|2of) o151 8] 2 03
(b) Define following terms: (Any Two) 04
1, FDA 2. EMA 3. CDSCO
(61) oflAati 2a2iofl U 241): (S URI Q) 0%
1, FDA 2. EMA 3. CDSCO
(¢) What is the classification of medical devices based on medical regulations? 07
(8) RIBcaI Grua 2ioRiR 2410 BusENdl) goflsel g &2 09
OR
(©) Describe role and functions of CDSCO. 07
(s) cDSCO ofl oy@si 214l 517 gEfd) 09
Q.2 (a) Explain the basic concept of safety and risk management in medical devices . 03
(1) AlSsa Baigfaai Adid] 240 Rt idMolol Hoed VAIE 2A34$1d) 03
(b) Briefly explain the concept of safety and risk management in medical devices 04
(o) ABsa Baigfaai AdiHd 24al R U otol VAIE @K A0 0¥
(©) Draw and explain the stages of regulatory control . 07
(8) (Gruztot (GrRist Il coissIA Rxef ex1Td) 240l Aaiend). 09
OR
(a) Describe the critical elements that require regulatory attention in medical devices. 03
(1) Al3sa Bauigaai [Ganoticas ol #I2 Hacay el ges) gefd), 03
(b) Describe the common framework used for medical device regulations. 04

(@) ABsd Baiefall [G1RuHol HI12 GUAIHT Adid] 21H10d HIOUISIY gyl qid],  OF
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Q.5 (a)

(1)

Write a short note on GHTF.

GHTF W2 (2 ofits duil .

What is a standard?

22losS Aed g

Explain the difference between voluntary and mandatory standards.
g0915c Aol RAFAIA LREN 9 Joll dgidd A4endl.

Enlist the typical process involved in standard development.

AR01 [As1doll A1 103 UlSAUIRA) AIE]AHG S
OR

Describe the national and international standard systems in brief.

AN Aol HiaREl Uil vendlila 2Af@uai geidl.

Write a short note on BIS (Bureau of Indian Standards).

BIS (G1Rd1 oS ) UR 2i(@H ol duil.

Explain the environmental factors considered in medical device regulations.

AlSsd (Sulef (orRIA0HT UaTueR(d gesial AHnd).

Describe harmonized standards and the key bodies involved in the European Union.

YRIURIot YftuciHi Agi5N LIRRN ol YU A28 1A10f dlal SU.

Categorize medical devices according to their risk classification in the European
Union.

YRIVII01 Yool ASsd [SAIgAlal Aol BuiH Uo(ls0l ViR Fefloig 2.

List the steps involved in obtaining a CE mark for medical devices.

AlSsd [SUlgA HI2 CE HI1S Aaadiof] ulsyiefl yaif@i u1€lcig s3.
OR

What is the definition of the CE mark?

CE 150(] ca1v41 g] 82

Explain the concept of technical documentation for medical devices.

Alssd [sUIgA HI2 2sloisd e2dIdMSWlal] VAIE AH¥d].

Describe the pre-market and post-market phases of CE-marked medical devices
CE H15 sl AlSsd [Sd1gdall yd HI5e 2ol ugdloll HI5e doissizil geidl,

Describe the role of distributors and subsidiary bodies in the medical device
industry.

AlSsd ([sU1gf GeldlAi [AdRRIsdlA] 2ol AEIuS A28 1AI0f] oiAsi geidl,
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(b) Describe the process of product registration and the quality system regulations for
medical devices.

(1) AfSsa [Suigfl diell Beulea alitief ulBa1 240 deiddi yend Grila gefdl,

(©) Explain the risk-based classification of medical devices in the United States.

(8) yotgfes 22221ai ASsc [Saigfeall AU BIUIRA ddlls2010 A4,
OR

(a) Explain the concept of clinical trials.
(1) (SalGisa zrRIcAN v Ao,

(b) Explain the commercial aspects and regulations related to pricing in the medical
device industry.

(c1) AEsd [Baig GaAi SHA AciBd cAUIRS UIAIRA] A0 (G116l A4,
(¢) Explain the laws governing medical devices and the governing bodies involved.

(8) AlRsd Bdigilal [G1RINEI S20112 SIUEI 2ol ASNIA] VIS 226010l AHA].

*xk
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