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2. Preamble: Medical devices have become integral to modern healthcare. However, adverse
events involving medical devices can significantly impact patient safety. To strengthen surveillance
and response, the National Medical Commission (NMC), under the guidance of the Ministry of
Health and Family Welfare (MoHFW), mandates the constitution of a Medical Device related
Adverse Event Committee (MDAEC) in each medical college, which should be aligned with the
Materiovigilance Programme of India (MvPI) under Indian Pharmacopoeia Commission (IPC).
MvPT aims to collect data on medical device related adverse events systematically and scientifically
analyze them to aid in regulatory decisions and recommendations on safe use of medical devices.
MvPI monitors medical device-associated adverse events (MDAE), create awareness among
healthcare professionals about the importance of MDAE reporting in India and to evaluate the
benefit-risk ratio of medical devices. MvPI generates independent, evidence-based
recommendations on the safety of medical devices and to communicate the findings to all key
stakeholders.

3. Purpose: To establish a structured framework for monitoring, assessing, and preventing
adverse events related to medical devices used in the institution and to ensure compliance.
Following are the primary purpose:

(a) Ensure Patient Safety

(b) Implement Materiovigilance at the Institutional Level
{c) Facilitate Structured Reporting to IPC

(d) Support Post-Market Surveillance

(e) Promote a Culture of Safety and Vigilance

(H Improve Clinical Gutcomes and healthcare quality.

4. Scope and Applicability: This SOP is applicable to all medical devices used in patient
Care in various clinical as well as diagnostic departments like surgery, medicine, radiology,
pathology, ICU, emergency, OPDs, or wherever medical devices. The surveillance and reporting
mechanisms involve all healthcare personnel including doctors, nurses, pharmacists, biomedical
engineers, technicians, CSSD staff, students and other individuals involved in handling or using
medical devices in Symbiosis Medical College for Women and Symbiosis University Hospital &
Research Centre. :

5. Objectives:  The following process should be followed, aligning with the
Materiovigilance Programme of India (MvPI) and regulatory expectations:
(a) Constitution and register the MDAEC with the Indian Pharmacopoeia Commission
as per NMC guidelines
(b) Identify and investigate adverse events related to medical devices : Medical Device

Adverse Events (MDAES) are unintended incidents related to a medical device that could
have or did result in harm to a patient, user, or other person. Committee should
acknowledge the medical device adverse effect/incident and investigate the matter on
priority by isolate the medical device, review the patient documents, interview the staff
reporting the matter, assess causality & severity and document findings & root cause
analysis(RCA).

(c) Immediate Reporting : All suspected adverse events should be reported to the IPC
within 24 -48 hours using the standardized forms available on the IPC website
hitps//www.ipc.gov.in). Details related to Device name & its type, manufacturer/company
details, description of event and reporter’s information needs to be submitted. Anonymity
about the patient has to maintained, hence patient information should not be submitted.
(d) To promote patient safety by preventing device-related incidents.

(e) To train healthcare professionals on materiovigilance.

) To contribute to national databases for post-market surveillance and regulation.
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6. Policy Details: Each medical college has to Mandatorily Constitute the MDAEC as per
extant guideline and to register it with the Indian Pharmacopoeia Commission (IPC) on website
using  this link  (https:/www.ipc.gov.in/mandates/materiovigilance-programme-of-india-
mvpi/enrolment). All staff must report medical device-related adverse events in accordance with
this SOP. Timely and accurate reporting to the designated Materiovigilance Officer or Hospital
Nodal Officer is mandatory. Investigations will follow defined protocols and comply with national
reporting systems. Monthly reporting of nil report also to be sent on monthly basis. The NMC’s
require public disclosure, and functional integration of MDAECs in each medical institution to
enhance device-related safety surveillance under the MvPI framework.

7. Constitution & Details of MDAEC : As per the MvPI guidelines shall be as under:

Sr No Name Designation Status in Committee
1. Dr. Prasad Bhanap Med. Superintendent Chairperson
7 Dr. Hitender Singh Dy. Dean Member
Batra
3. Dr. Shubhada Sharma | Head Operations Member
4. Dr. Ashwani Shakya Head' HOSP 1Fal Member
Administration
5. Dr. Priti Dave Prof & HOD Medicine Member
6. Dr. Shraddha Yadav Prof & HOD Member & MvPI Coordinator
Pharmacology
7. Dr. Amol Gautam Prof & HOD Radiology Member
8. Dr. Shruti Vimal Prof & HOD Pathology Member
9. Dr. Pankaj Bansode Prof & HOD Surgery Member
. Prof & HOD
10. Dr. Kalpana Angadi Microbiology Member
11. Ms. Meenakshi Gizare | Head Quality Member
12. Dr. Santosh Jagtap Lab Director Member
3. Mr. Sunil Kulkarni Dy. Heaq of Biomedical MvPI Member Secretary
Engineering
14. Mr. Vinod Jadhav Biomedical Engineer MvPI Dy Coordinator
15. Ms. Jessy Bhide Nursing Superintendent Member
16. Dr. Raina Banu Clinical Pharmacist Member
8. Procedure: Procedure for Handling Medical Device Adverse Events (MDAEs) are as
follows:
(a) Identification of Adverse Event : Any unexpected or undesirable incident

associated with the use of a medical device is an adverse event. It may be detected by
healthcare personnel including like doctors, nurses, pharmacists, biomedical engineers,
technicians, CSSD staff, students and other individuals involved in handling or using
medical devices.

(b) Documentation and Preliminary Reporting: Collect the following important
details and report the event using the Medical Device Adverse Event Reporting Form:

6] Patient details (Name not to be mentioned)
(i) Device name, model, manufacturer

(iii)  Description of the adverse event

(iv)  Location and time of occurrence

W) Any harm caused or potential risk

(vi)  Reporter’s identity and department
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(c) Internal Review by MDAEC: Invéstigate the adverse effect as under:

(i) Review medical records

(i) Interview involved staff

(ili) ~ Examine and isolate the device (if applicable)
(ivy  Evaluate if the issue is due to:

e User error

® Device malfunction

® Maintenance issues

® Environmental factors

(d) Root Cause Analysis (RCA): Conduct a structured RCA

(i) Identify source of failure
(i) Assess recurrence risk
(iti)  Determine severity and preventability

(e) Submit/Upload the Report on designated IPC / NCC-MvPI portal or via official
email to IPC / NCC-MvPI. Official email of Medical Device related Adverse Event
Committee (MDAEC) of SMCW & SUHRC is mvpifsuhre.siu.edu.in.

9] Corrective and Preventive Actions (CAPA) : to be taken after investigation:
(1) Withdraw or quarantine the device
(i1) Provide training to staff (if user error)

(iiliy  Update SOPs to include risk mitigation strategies
() Periodic Review and Awareness Activities: Committee should:

(i) Conduct regular meetings

(it) Audit adverse event trends

(iiiy  Educate clinicians and staff

(ivy  Display reporting instructions at device use areas (ICUs, ORs etc.)

Responsibility: Committee shall be responsible for Surveillance and Monitoring,

detecting, investigating, reporting, Root Cause Analysis and Corrective & Prevention, Institutional
Coordination, Communication with IPC and CDSCO, Training and Capacity Building, Website
Information Disclosure and Periodic Review and Reporting of medical device-related adverse
events, and play a critical role in enhancing patient safety and regulatory compliance under the
MvPI framework. Additional to the mentioned in this para following members/users are
responsible for:

10.

(a) Healthcare Professionals & users : Identify and report AEs.

(b) Biomedical Engineering: Inspect devices, RCA will be conducted for each reported
incident. Periodic audits and assessments will ensure policy effectiveness and regulatory
adherence. '

(¢) Materiovigilance Nodal Officer: Coordinate reporting, oversee investigations.

(d) Quality & Risk Management: Maintain compliance, support RCA, and staff
training.

Equipment/Resources Needed : No specialized equipment required beyond hospital

systems for documentation and preserved devices for analysis, however MDAEC must be equipped
with digital tools, trained human resources, standardized documentation, access to technical
support and logistical space to fulfill its role effectively under MvPI as mentioned below:
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(a) IT and Digital Infrastructure, Basic camera or smartphone for photographing device
setup or malfunction, Barcode scanner for device identification and tracking, reporting app
or internal portal access, if supported by the hospital.

(b) Investigation and Technical Assessment Tools: Access to Biomedical
Engineering Department for:

(1) Device inspection and malfunction analysis

(ii) Maintenance and calibration records

(1i1)  Device usage logs and service history.

(iv)  Quarantine/storage space for isolating suspect devices

(c) Reference Materials and Guidelines

(1) MvPI guidelines and SOPs

(i1) Medical Devices Rules, 2017

(iii)  CDSCO safety alerts and advisories
Human Resources and Administrative Support: To investigate the adverse effect
support from HR in respect of manpower shall be required. Support from Clinical
department representatives, Biomedical engineers and Nursing and quality assurance staff
shall also be required to report the matter to IPC in a time bound manner:

(1) Coordinating materiovigilance activities
(i) Collecting and compiling reports
(iii)  Conducting interviews and follow-ups

Approvals/Guidelines/Compliance/References

(a) National Medical Commission (NMC) Public Notice dated 13 July 2025
{b) Materiovigilance Programme of India (MvPI) Guidelines

(c) Medical Devices Rules 2017

(d) Institutional Pharmacovigilance SOPs

(e) Indian Pharmacopoeia Commission protocols

Dissemination of SOP: This SOP along with details of MDAEC, extant guideline and

references shall be:

13.

(a) Uploaded on the institutional website under statutory committees.

(b) Communicated to all committee members, healthcare personnel including doctors,
nurses, pharmacists, biomedical engineers, technicians, CSSD staff, students and other
individuals involved in handling or using medical devices through email, circulars and
notice boards

(c) Orientation and refresher programs for existing, new staff and students.

(d) Inclusion of orientation program for new staff and student induction activities.

Training and Competency: Regular training sessions on device safety and adverse event

reporting followed by Competency assessments post-training.

14.

Definitions and Abbreviations:

(2) MDAEC: Medical Device related Adverse Event Committee

(b) MvPI: Materiovigilance Programme of India

(c) IPC: Indian Pharmacopoeia Commission

(d) CDSCO: Central Drugs Standard Control Organization

(e) Adverse Event (AE): Any undesirable experience associated with the use of a

medical device.
H RCA: Root Cause Analysis.
() CAPA: Corrective and Preventive Action.
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(h) NCC: National Coordination Centre
1) Medical Device: Instrument, apparatus, appliance, implant, or reagent for
diagnosis, treatment, or prevention of diseases.

5. Review/Revision of SOP: This SOP will be reviewed annually or following updates in
national guidelines or based on internal feedback, if deemed necessary.

16. Repeals and savings: Supersedes any previous SOP related to medical device adverse
event reporting.

17. Annulment of Policy: This policy shall stand annulled upon replacement with a new
version approved by the Quality Committee.

18. Retention/Archiving of policies: All records and documents shall be archived for a
minimum of § years or as per hospital policy. Maintain detailed logs of all reported events and
investigation outcomes. Records will be kept by the Quality and Biomedical Engineering
departments.

19. Forms/Templates & Important links:

(2) Medical Device Adverse Event Reporting Form (attached as Appendix)
(b) https://www.ipc.gov.in

MEDICAL_DEVICE_ADVERSE_EVENT_REPORTING_FORM_Version_1.2_1.pdf

(c) https://www.ipc.gov.in/image/Medical Device Event Reporting_form_for Cons
umers_or Users.pdf

20. Key Principles of the MvPI : Following key principles of the MvPI must be abide by all
users while reporting medical device adverse effect:

(a) Confidentiality: Maintain anonymity of patients and reporters.

(b) Timeliness: Urgent reporting for serious events (within 24-48 hours).

(c) Objectivity: Unbiased investigation and documentation. :
(d) Coordination: Collaborate with departments and national regulators (IPC,
CDSCO).

i Conclusion: Every effort shall be made to adhere to the guidelines and directives of the
Materiovigilance Programme of India (MvPI) for reporting adverse effects of medical devices on
patients. This will be done with the active support and collaboration of all healthcare personnel—
doctors, nurses, pharmacists, biomedical engineers, technicians, CSSD staff, students, and other
individuals involved in handling or using medical devices—under the guidance of the Medical
Device Adverse Event Committee (MDAEC).
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Where to repart?

Bruly filled Medical Devics Adverse Bvent Reporting Form can be send to Indian Pharmacopoeis Commission, Ministry of Health and Famity
Weifare, Sovernment of India, Sector-33, Rajnager, Shaziabad-20082, Tel-0120-2783400, 2783401 and 2783382, or emall to gyl
ips@acvts, shetrenisviocBoontn Or sl on Helpline no. 1988 180 2024 to report Adverse event,
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