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S.No Title of the Programe 

Coordinator 

1|20BM601 Medical Requlatory Affairs and Ethics19.01.2024|30.04.2024 
2|Awareness talk on"National Voter's Day" 

CEL 

Date from Date To 

IQAC) 

|29.01.2024 29.01.2024 

HOD 

No. of Participants 
57 
105 



20BM601 

Nsture of cour8e 
Pre requisites 

Course ODjecttves8 
1. To Decome Professionais In Requlatory attalrs and in ensurtng all Medlcal DevicES to CompBy 

wh regustons govening the hdustry 
2. As Reguatory protesson a's In Industry and get involved with a wide range of mescal 

devices T2de varous COuntres 

Medical Regulatory Affalra and Ethica 

Protessional Core 

4. Farmlarty with Requlatory AFarS provides Wth the 5peclaized knowtedge required to help 
biotechnology, medlcal devtce, pharmaceutica and food companles manage regulatory 
poces5e6. 

CO. No 

CO1 

Basics of Blomedcal Engineertng 

5. Understand Legal Law within medcal practtce Including ethics in patlent c3re 
Course Outcome8 

Co2 

On successul compietion of the course. students will be able to 

CO3 

Knoa Regulatory processes in complexty, scope and giobalization whn the heaithcare 
doman, matchng industy demand for Medical Devioes reguatory affalrs 

CO4 

Course Outcome 

Understand Medica Devkke6 Regulatory Afalrs and MDRA Basics 
Agoy FDA CDRH Functonhg to Medical Device and Invttro dlagnosticS 

TO pertom biocompatbllby Studles on Medical Devices and ClIinica! 
Ivestgaton of Medical Devibes 
Understand Genera controls and Specla Controls incUdng Pre-martet 
apgoval 
To kno Law whin medca practce and Its Is5Ue5 in doctOr-patlent COS 
relationship 

Course Contents 
Untt-I Introduction to Regulatory Atalrs for Medical Devicss 

Medical Device and In VItro Dlagnoatic8 

Bloom's 

Lovel 

Understand 

Apply 

Analyze 

Understand 

Medical Devices Regulatory Arars - MDRA Baslc concepts - Overiew of Regulatory 
Requirements Medicai Devtces Taxonomy of medical devices and ther tsk dasses - The 
reguiatory process Regulatory Afairs Pre-Clinical Trlal-cinical Tral-Reguatory Bodles n inda 
Central Drug Reguiatory System-Drug & Cosmetcs Act-Medcal Device Reglstraton in inga Produc Deveiooment Protocol-EnvtorTmental Protectin Act 

CHAIRAN- 8OARD OF STUDNES 

Understand 

IEC 60601-1 C365i1caton of Medcal Elecirical Equipment- FDA j CDRH Functonhg 
Medical Dertce Ciasscaton -Types of devices Iinciung combinatton devices and Drug Vs devioe vE VD, Medical Devce Rules, 2017: Implkcations Dn medical devices, Devices Devce Panels ! 
Regulation Product Codes. 21 CFR Code tor Federal Requlations- Parts 800-1299. 
Untt - H Standards of Medical Device, Quallty Assurance, and Testing 
Biocompatbiifty Studies on Medical Devte5, Cünica Investlgation of Medical Devices Quality 
AsSrance and Quaity Management System: 13O9000 and 1sO13485 RISk management 
IS014971- Disinct Produc Code identfcaton Procedure- Total Produd LiMe Cycle TPCL)! TRCL 
Produc: Code Re9or- Labellng of medcal devices-is0 13485:2016 complaht handEng procedure 

Unit -V Manufacture of Medical Devlcee and IVD8 

General conTols and Speclal Controls-Pre-martet approval - PMA-Aduteration 
Mistrand ng-Electrorc Esabilshment Registraton-OMaining a lcense to manutacture a mesca 

devce- Rist Managemnent System tor medlcal devices (iso 14971) - Inspecton of medlcal device 
and vD estatisnmerts, Import and export of medlcal devices and ivDs, Medica devtoe requaton: 
in inga and irtermatona practices 



Unt-v 

Introducton to ethics - Law wthln medica! ractce- i584ES In the doctor- patient reationsip- Ethico- lega t65ueS by medical specialsm- Statutory provislons - Requlatlon of human tissue- The defniton of mental dsorder under the Mental Health Act 

Text Book8 
1. Jac Wong, Raymand Tong "Medical Reoqulatory Aalrs: An Internatlonal Handbook for Medica! Devices and Heathcare ProductsJeny Stantord Publshing,2022 2. Anna Sma<dor, Jonathan Hertng, Robert WheeierOxtord Handbook of Medlcal Ethlcs and Law ouP Oxford 2022 

Reterence Book8 
1. Dougias J. PIsano, David Mantus FDA Requlatory Afalra- A Guide for PreScipton Drugs, Medica Devices, and BiolcgicsInfoma Health care.2003 

Medical Ethcs 

2. Stepthen AmaieBob 

3. Jobn HaTts, The Vaue of Lite-An Introdcion to Medical Ethics" Routtedge,1990 Additlonal /Web References 
1. httpswww.blomedicarlews.com 

Ezzell Regulatory Atairs tor Biomatertals and Medcal 
Devices"Woodhead Publlshlng,2014 

2. https:www.blcmedicalviews.comVsearchlabeliSO%20134855%3A2016 

CO8 
CO1 

Mapping of Course Outcomes (C0s) with Programme Outcomes (PO8] Program me Specific outcomes (PS08) 

CO2 

CO3 

CO4 

COS 

Anaiyze 
Understand 

3 

Bioom's Level 

1 

3 

3 

3 

3 

2 3 45 
22 2 

Po8 

2 2 2 

3 

High 

2 2 

2 2 

8 

2 Nedlum 

Totsi: 45 Perlods 

10 11 12 

Formative asse88ment 

Asssssment Component 

Classrom or Onine Qz 

ASslgnment 

CHAIRNAN-8OARD OF STUES 

1 LOw 

1 

Marks 

5 

10 

PSO8 

2 

3 

Total 
marta 

15 



SRET 

Approved by AlCTE, New Delhi & Affiliated to Anna University, Chennai Accredited by NBA(AERO, CSE.ECERMECH NAAC with "A+" and Recognised by Uo ( 
KOMARAPALAYAM -637303 

Subject Name: 
Subject Code: 20BM601 

S.No Register 
Number 

Faculty Name: Santhiya.R 

1730921121001 
3730921121003 
5 730921121006 
6730921121007 
7730921121008 

EXCEL ENGINEERING COLLEGE 

2 730921121002 Ajai S V 

32 

DEPARTMENT OF BIOMEDICAL ENGINEERING 

4 730921121004 Balaji S 

12 730921121014 

Medical Regulatory Affairs and Ethics 

Abinaya K 

14 730921121017 

8 730921121010 Dinesh R 

15 730921121019 

Ajay Kumar M 

9 730921121011 Divya Bharathi R 
10 730921121012 Duraipandi S 

Dhanush K 
Dhanu Sri J 

11 730921121013 Giri R 

Dharunsankar M 

13 730921121016 | Gopinath P 
Gnanaselvi R 

16 730921121020 Harishree A 
17 730921121021 Hemapriya S 

Gowtham S 
Harinisree M 

18 730921121022| lbraheem I 
19 730921121023 llamathi R 
20 730921121024 | Imrana Khatoon F 
21 730921121025 Kalaiselvan S 
22 730921121026 Karthik R 
23 730921121027 Kathiresan R 

25 730921121029 Lokesh Kannan S 

33 730921121037 

26 730921121030 Milan Kumar 

34 730921121038 

27 730921121031 Mohamed Jaseel Ck 
28 730921121032 Mohamed Nafal 
29 730921121033Mohtashim Sagib M 
30 730921121034 |Navin C 
31 730921121035 Nishanthini S 

730921121036Palanivelu M 

(Autonomous) 

Pavithra M 
Poovarasan G 

35 730921121039 Pradum Kumar R 
36 730921121040 Pranav N 
37 730921121042 Praveen Kumar S 

Name Remarks 

24 730921121028 | Kayal M 



38 730921121041 Praveen S 

39 730921121045 
40 730921121046 
41 730921121047 
42 730921121048 

45 730921121051 
46 730921121052 

Roshnipriya S 

43 730921121049 Selva Karthiga T 

47 730921121053 

Sakthi PalanivelS 

44 730921121050| Sibiraj S 

48 

Santhosh S 
Satheesh Kumar A 

Sowbarnika S 
Sowmiya M 
Sushil Kumar R 

730921121054| Umar Kathaf A 
49 730921121055Umesh U 
50 730921121056 Vanitha P 
51730921121057 Vedhashini R 
52 730921121058 
53730921121059 Vidhyasri M 
54 730921121060Vignesh K 
55 730921121301 Nithin R 
56 730921121302 Sethu Radhakrishnan 
57 730922121062 Sangishwaran M.V 

Venu Krishnan B 

sUBJÉCT INCHARGE HOD 
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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. 

 

 

 

 

To  

1. Department  Notice Board 

 

Copy To, 

1. Circulated to all faculty members 

2. File 
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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, I 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.  
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DEPARTMENT OF BIOMEDICAL ENGINEERING 

                                              ” 
                           

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 S V   

3.  Ajay Kumar M   

4.  Balaji S   

5.  Dhanush K   

6.  Dhanu Sri J   

7.  Dharunsankar M   

8.  Dinesh R   

9.  Divya Bharathi R   

10.  Duraipandi S   

11.  Giri R   

12.  Gnanaselvi R   

13.  Gopinath P   

14.  Gowtham S   

15.  Harinisree M   

16.  Harishree A   

17.  Hemapriya S   

18.  Ibraheem I   

19.  Ilamathi R   

20.  Imrana Khatoon F   

21.  Kalaiselvan S   

22.  Karthik R   

Students Participation list
       "NATIONAL VOTER DAY"



23.  Kathiresan R   

24.  Kayal M   

25.  Lokesh Kannan S   

26.  Milan Kumar   

27.  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.  Aarthi K  

55.  Abinisha A  
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56.  Abipriya T  

57.  Alen Sebastin  

58.  Aravinth N  

59.  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.  Jaya N  

74.  Jeeva P  

75.  Kaviarasu V  

76.  Kavitha P  

77.  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.  Raqeeb Ul Masnaad K M  

96.  Raushani Bharati  

97.  Rubha Sri S  

98.  Sabishek R  

99.  Sasi Prakash S  

100.  Shanmugam M  

101.  Sumit Raj  

102.  Swetha S  

103.  Thamarai Selvan K  

104.  Vanitha M  

105.  Velan K  

 

 

 

  

 


