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7.1.9 - Sensitization of students and employees of the institution to constitutional obligations: values, rights, duties and

responsibilities of citizens:
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208ME01 Medical Reguiatory Affairs and Ethice

0 3
Naturs of courss Srofessional Core
Pre requisites Basics of Biomedical Engineering
Course Objectives

1. To become Professiona's In Regulatory aftairs and In ensuring ail Medical Devices to comply
Wih regu 3tons goveming the hdustry:
2. As Reguiatory professionas In Industry and get Involved with 3 wide range of mescal
devices Tade i various countries
3. ¥now Reguiatory processes in complexity, scope and globalization wihin the healthcare
doman, matching INGUSYY demand for Medical Devices reguéatory affars
¢ Familiarty with Requiatory Aars provides with the speclaized knowiedge reguired to heip
diotechnology. medical device, pharmaceuticai and fod companies manage raqulatory
DroCesses.
§. Ungereiand Legal Law within medical practice Inchading ethics In patient care
Couree Outcomes
On successful completion of the course, students will be able to

Bloom's
CO.Neo Course Outcome Leve!
Co1 Undersiand Medical Devices Regulatory Afrairs and MDRA Basics Unoderstiand
Cco2  Apoy FDACDRH Functioning to Medical Device and Invitro dlagnostics Appty
co3 To perform biocompatibdity Studles on Medical Devices and Clinical
investgaton of Medkal Devices Analyze
co¢ Jnaetsiand General controls and Speclai Controls inciuding Pre-market
- approval Understand
cos 1O KNOW Law within medical practice and Its lssues in docioe— patient
YT reiztonship Undesstand
Course Contents
unit -1 introduction to Regulatory Affsirs for Medical Devices 9

Wedical Devices Regulatory Afairs - MDRA Basic concepts - Ovenview of Reguiatory
Requirements: Medical Devices - Taxonomy of medic devices and their rsk ciasses - The
TEQUItDTy proc2sE Regulatory Affaire Pre-Clinical Trial-Clinical Tria-Reguiatory Bodles i In®a
Central Drug Regulatory System-Drug & Cosmelics Act-Mecal Device Reglstraton In In®a
Product Development Protocol-Environmental Protection Act .
Unit -8 Medical Device and In Vitro Diagnostics 9

IEC 60501-1 Ciassification of Medical Electrical Equipment- FDA / CDRH Functionhg -
WMedical Device Ciassiication -Types of devices Inciuting combination davices and Drug Vs device
Ve WD, Medical Device Rules, 2017: implications on medical devices, Davicas / Device Panes /
Reguiation Product Codes. 21 CFR Cade for Federai Requlations- Parts 300-1259. .
Unit — Standards of Medical Device, Quallty Assurance, and Testing 9
Siocompatolity Studies on Medical Devices, Clnical Investigation of Medical Devices - Quality
Assurance and Cuaifty Management System: 130S00C ang ISO134B5 - Risk management
1201457 1- Digtinct Proguc: Code lgentification Procedure- Total Proguct Lite Cycle {TPCL) ! TPCL
Proguct Coce Repor - Labeling of medical devices-ISO 13485:2016 complaint handing procedure |
Unit - 1 Mznufacture of Medical Devices and IVDs 3 ‘

General conwols and Speclal Controls-Pre-market approval - PMA-Aduiteration-
Wistrangng-Electronc Establishment Reglstration-OBtaining a license 10 Mmanufacture 3 meEcal
gevice- Risk Management System for medical gevices {1SO 14971} - Inspection of medical tevice
angd /0 es@pignments, Impon and export of medical devices and (VDs, Medka gevioe requiaton:
in Ing3 ant imMematonal practices

,3.1,, -
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unit-v Medical Ethics 9

Introguction ta ethics - Law within medical practice- IsEUes In e doctor- patent
resationsnip- Etmico- fegal IsEues by medical specialism-
lisgue- The

Statutory provisions - Regulation of human
gafinition of mental isorder under the Mental Health Act

Total: 45 Perlods '

Text Books
1. Jack Wong, Raymond Tang “Medical Regulatory Affalrs: An International Handbook for
Medica! Devices and Healthcare Products"Jenny Stanford Pubkshing, 2022 -
2. Anna Smajdar, Jonathan Hering, Robern Wheeler “Oxforg Handboak of Medical Ethics and
Law™ U2 Qxford 2022 .
Re&terence Books

1. Dougias J. Pisano, David Mantus * FDA Regulatory Affairs- A Guide for Prescription Drugs,
Medical Devices, ang BiolegicsTinfoma Healthcare 2003
2. Stephen  AmaicBab Ezzell 'R

latory Afairs  for  Biomaterale and  Medical
Devices"Woodhead Publishing,2014

3. John Hamis,” The Vake of Life- An Introducticn to Medical Ethics® Routiedge, 1530
Additional | Web Relerences

1. htpsi'www blomedicaviews.coms
2. !mps:x'.'mw.momeulcaMm.coMearmabemsmezm3485%3.\2016

Mapping of Course Outcomes (COs) with Programme Guicomes (POS) Programme Specific
Outcomeas (P30s)
Foz — P50s |
COs 1 [2)3]|4af5 |e|7|8|9|[10]11]|12] 1 2 3
cot 3 [2]2]2 2
co2 3 [2)2)|2 2
Co3 3 (3|22 3
cod 3 |3|2]z2 3
Cos 3 13|22 3
3 High 2 | Medium 1 |low
Formative assessment
Total
Bioom's Level Agsessment Component Marks raarks
Analyze Classroom of Onkne Quz 5 15
Ungerstang Assignment 10
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Remarks

Register

730921121001 | Abinaya K
730921121002 | Ajai S V

730921121003 | Ajay Kumar M
730921121004 | Balaji S
730921121006 | Dhanush K
Lﬂ0921121oo7 | Dhanu SriJ

| 7730921121008 | Dharunsankar M
730921121010 | Dinesh R
730921121011 | Divya Bharathi R
730921121012 | Duraipandi S

I
|

|

EETAIH

| 730921121013 | Giri R

| 730921121014 | Gnanaselvi R
13|

4]

15|

8
9
10
"
12

730921121016 | Gopinath P

730921121017 | Gowtham S
| 730921121019 | Harinisree M
|16 | 730921121020 | Harishree A
(

|

17 [ 730921121021 | Hemapriya S
18 | 730921121022 | Ibraheem |
" 19 [ 730921121023 | llamathi R
" 20| 730921121024 | Imrana Khatoon F
730921121025 | Kalaiselvan S
" 22[ 730921121026 | Karthik R
23 | 730921121027 | Kathiresan R
24 | 730921121028 | Kayal M
25| 730921121029 | Lokesh Kannan S
26 730921121030 | Mitan Kumar
|27 730921121031 | Mohamed Jaseel Ck

28 730921121032 | Mohamed Nafal
29 | 730921121033 | Mohtashim Sagib M

30 | 730921121034 | Navin C

!

jﬁ

(F_ 35 }
| 36
730921121042 Praveen Kumar S

| 37




138 | 730921121041

Praveen S

39 | 730921121045

Roshnipriya S

40 | 730921121046

Sakthi Palanivel S

41 | 730921121047

Santhosh S

42 | 730921121048

Satheesh Kumar A

43 | 730921121049

Selva Karthiga T

44 | 730921121050

Sibiraj S

45 | 730921121051 | Sowbarnika S

46 | 730921121052 l Sowmiya M

47 | 730921121053 | Sushil Kumar R

48 | 730921121054 | Umar Kathaf A

49 | 730921121055 | Umesh U

50 | 730921121056 | Vanitha P

51 | 730921121057

Vedhashini R

52 | 730921121058

Venu Krishnan B

53 | 730921121059

Vidhyasri M

T ]

54 | 730921121060

Vignesh K

55 | 730921121301

Nithin R

56 | 730921121302

Sethu Radhakrishnan

57 | 730922121062

Sangishwaran M.V

S% JECT INCHARGE
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24.01.2024
DEPARTMENT OF BIOMEDICAL ENGINEERING
Circular

Our department is planned to conduct Awareness talk on " National Voter's Day" on 29.01.2024
(Monday) at 09.30 am-12.30 pm at APJ Hall. The resource person will be DR. B. Balasubramanian,
HOD/BME, AP/BME at Excel Engineering College. We request all the students for kind co-operation to
conduct the event in an effective manner. On behalf of our Department, all the students are invited.
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1. Department Notice Board

Copy To,

1. Circulated to all faculty members
2. File
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Date

29.01.2024
Monday
Time
9.30am -12.30pm

DEPARTMENT OF
BIOMEDICAL ENGINEERING

Awareness talk on
National Voter's Day

Chief Guest

2 YU

Dr. B. Balasubramanian
HoD / BME

Excel Engineering College

Komarapalayam, Namakkal District,

Dr. A.P.J Abdul Kalam Hall A/C

PROGRAM CO ORDINATOR CONVENOR
R. Santhiya Dr. B. Balasubramanian
Assistant Professor / BME Head of the Department

Dr. C. Karthikeyini Dr. S. Anbu Karuppusamy Dr. K. Bommanna Raja

Director Academics Director Administration Principal & Executive Director
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DEPARTMENT OF BIOMEDICAL ENGINEERING

Awareness talk on " National Voter's Day"

We the department of Biomedical Engineering, Excel Engineering College have conducted a Awareness
talk on " National Voter's Day" 29.01.2024 (Monday) at 09.30 am-12.30 pm at APJ Hall. The theme for
India's National Voters' Day in 2024 is "Nothing Like Voting, | Vote For Sure." This theme reflects the
Election Commission's goal to reinforce the significance of each vote and encourage active, responsible
participation in the democratic process, particularly among the youth. DR. B. Balasubramanian, HOD/BME,
gave awareness talk among students related to imporatance of voting. BME at Excel Engineering College

Students got awareness about voting. Around 105 Biomedical engineering students attended the seminar.

c
HOD /BME
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DEPARTMENT OF BIOMEDICAL ENGINEERING

"NATIONAL VOTER DAY"
Students Participation list

We the department of Biomedical Engineering, Excel Engineering College have conducted a
Awareness talk on " National Voter's Day" on 29.01.2024 (Monday) at 09.30 am-12.30 pm at APJ Hall..
The entire sessions were handled by Dr.B.BALASUBRAMANIAN; HOD/BME.Around 105

students attended the event.

S.No Students Name Remarks
1. Abinaya K
2. Ajai SV
3. Ajay Kumar M
4. Balaji S
5. Dhanush K
6. Dhanu Sri J
1. Dharunsankar M
8. Dinesh R
9. Divya Bharathi R
10. Duraipandi S
1. Giri R
12. Gnanaselvi R
13. Gopinath P
14. Gowtham S
15. Harinisree M
16. Harishree A
17. Hemapriya S
18. Ibraheem |
19. llamathi R
20. Imrana Khatoon F
21. Kalaiselvan S
22. Karthik R




23. Kathiresan R

24, Kayal M

25. Lokesh Kannan S
26. Milan Kumar

217. Mohamed Jaseel Ck
28. Mohamed Nafal
29. Mohtashim Saqib M
30. Navin C

31. Nishanthini S

32. Poovarasan G

33. Pradum Kumar R
34. Pranav N

35. Praveen Kumar S
36. Praveen S

37. Roshnipriya S

38. Sakthi Palanivel S
39. Santhosh S

40. Satheesh Kumar A
41. Selva Karthiga T
42. Sibiraj S

43. Sowbarnika S

44, Sowmiya M

45. Umesh U

46. Vanitha P

47. Vedhashini R

48. Venu Krishnan B
49, Vidhyasri M

50. Vignesh K

51. Nithin R

52. Sethu Radhakrishnan
53. Sangishwaran M.V
54. | AarthiK

55. Abinisha A
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56. Abipriya T
57. Alen Sebastin

58. Aravinth N

h9. Aswin G

60. Bhuvaneswari V

61. Deepalakshmi S

62. Deepika M

63. Devi Meenatchi G

64. Dhanush M

65. Dharunprakash S

66. Dhilipkumar M

67. Dinesh G
68. Durka M
69. Fareen N
70. Guna S

71. Jananayagan S

72. Jansirani S

73. JayaN
74. Jeeva P

75. Kaviarasu V

76. Kavitha P

17. Kaviya S

78. Kishore A

79. Kokila M

80. Kumareesan S

81. Madheshwaran P

82. Mahendhiran S

83. Manav Melvin S

84. Manikandan S

85. Md Muzamil




86. Monika M.P

87. Mugesh M

88. Nilusiya Raai J
89. Pandidevi T

90. Pavithra M

91. Poovarasan N

92. Rajavelu V

93. Ramesh G

94. Ramya Shri S

95. Rageeb Ul Masnaad KM
96. Raushani Bharati
97. Rubha Sri S

98. Sabishek R

99. Sasi Prakash S
100. | Shanmugam M
101. | SumitRaj

102. | SwethaS

103. | Thamarai Selvan K
104. Vanitha M

105. | VelanK
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