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PHM 653MJ SC PHM-02: REGULATORY LAWSIN INDIAN
PHARMACEU N CAL& HEALTHCARE INDUSTRY

(2624 Rartern) (Semester - V)

Time: 2%2Hoursg| [Max. Marks: 50
I nstructions to the candidates:

1) All questions arecompulsory.

2) Eaeh guestionvhas internal options.

3) Each quesiion carries equal marks.

Q1) Solveanydiveof thefollowing: [10]
a) Staie any two essentials of a contragct,
b) Define offer and acceptance in contract law;
c) Statefeaturesof contingent comtracts.
d) Whatiscyber security in healthcare?.
€e) Definelndian Medical CourigiFAct1956.
f)  State any two health dat&privacy, requirements under the Information
Technology Act, 2000,
g What is GDPR?
h)  Mention objectives of the-Drugs and Cosmetics Act, 1940.

Q2) Attempt any two out of threefrom thefollowing: [10]
a) Explaintheessentialsof avalid contract with suitable exampl es.
b) Discuss medico-legal problemsrelated to hospital agministration.
c) Explain the structure and functions of Consumes_Disputes Redressal
Agencies.

Q3) Answer 3 (a) or 3 (b) [10]
a) Discuss the provisions and significange-0f the Narcotic Drugs and
Psychotropic Substances Act, 1985 in egritrolling drug abuse and illegal
trafficking.
b) Explain the Consumer Protection Act, 201Sin hospitals and discuss its
implicationsfor healthcare professiona swith suitable examples.
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Q4) Answer 4 (a) or 4 (b) [10]

a) Discuss the importance of Electronic Health Records (EHR) guidelines
and measures required to ensure compliance in healthcare organi zations.

b) Explain the provisions relatedto blood bank regulation under the Drugs
and Cosmetics Act, 1940.

Q5) Answer 5 (a) or 51} [10]
a) Explain theirmnpact-of GDPR on Indian pharmaceutical and healthcare
Industrieswith stitable exampl es.

b) Discussthe role of the Indian Medical Council Act, 1956 in regulating
megdital education and professional ethicsin India.
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