INDIAN PHARMACOPOEIA COMMISSION

National Coordination Centre-Materiovigilance Programme of India (NCC-MvPI)

ﬂ:’}‘a Conducting sensitization/Continuing Medical Education (CME)/Advance Level
JIJP‘G Training (ALT) and extending financial support to MDMC/RTC under MvPI

1.0 OBJECTIVE

1.1 To lay down a procedure for conducting sensitization programme/Continuing Medical
Education (CME)/Advance Level Training (ALT) and extending the financial support
to Medical Device Adverse Event Monitoring Centre (MDMC)/Regional Training
Centre (RTC) under Materiovigilance Programme of India (MvPI).

2.0 SCOPE
2.1 This document is applicable to National Coordination Centre - Materiovigilance

Programme of India (NCC-MvPI) and all MDMC/RTC under MvPI.

3.0 PROCEDURE

3.1 MDMC Coordinator/Deputy Coordinator and Materiovigilance Associate (MvA) shall be
responsible for the effective functioning of MDMC:s as per Standard Operating Procedure
(SOP) - Ensuring the functioning of MDMCs (Available on www.ipc.gov.in).

3.2 RTC Coordinator/Deputy Coordinator and MvA shall be responsible for the effective
functioning of RTCs as per SOP - Ensuring the functioning of RTCs (Available on

WWW.IpC.gov.in).

33 The Coordinator/Deputy Coordinator and MvA shall fulfill their responsibilities as per
SOP - Roles & Responsibilities of Technical Staff at MDMC/NCC (Available on

WWW.IpC.gov.in).

3.4 MDMC/RTC shall conduct regular sensitization / awareness programmes for Healthcare
Professionals (HCPs) including doctors, nurses, pharmacists, medical & pharmacy
students and others, consumers including patients, care-givers and general public at
MDMC or peripheral centres and also through community-level outreach activities.

3.5 MDMC/RTC shall conduct at least one CME/ALT per year with prior approval from

NCC-MvPL Training may be held at their own center or at associated/nearby hospitals.
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3.6

3.7

3.8

3.9

3.10

3.11

3.12

3.13

3.14

NCC-MvVPI shall maintain the record of training program conducted at NCC/RTC/
MDMC/ or by MvPI associates as per Annexure II and ‘Training calendar’ as per
Annexure [V.

Before conducting CME/ALT programme, MDMC/RTC shall intimate NCC-MvPI at
least one month in advance with proposed date and tentative agenda of such training
programme.

If financial assistance is needed, MDMC/RTC shall propose a budget estimate and request
for financial assistance in advance.

NCC-MvPI holds the complete discretion to accept or deny the financial assistance as
decided by the competent authority of IPC.

MDMC/RTC shall send original copy of attendance sheet (Annexure I), suggestions,
feedback form (Annexure V), registration forms & other training documents including
original bills (hardcopy/ e-bills) duly attested by Coordinator after conducting CME or
sensitization/awareness programme funded by MvPI.

MDMC/RTC shall send detailed report of the training programme (Annexure VI) along
with evaluation analysis from the participants regarding the programme funded by MvPI.
MDMC/RTC shall send the details of bills of telephone/ internet/miscellaneous items as
per the format provided in Reimbursement claim form (Annexure IX) which must be
signed by MvA (if available) and counter signed by the Coordinator. Original bills
(hardcopy/ e-bills) shall be sent to NCC-MvPI, along with a covering letter signed by the
Coordinator.

The certificate for CME/ALT programme shall be prepared by the coordinating
MDMC/RTC and approved by competent authority of NCC-MvPI. MDMC/RTC will
issue certificate of participation to the speakers/resource persons and participants once it
is approved by NCC-MvPI.

The programme brochure and training certificate should bear the line ‘Sponsored by’ or

‘In Collaboration with’ National Coordination Centre — Materiovigilance Programme of

Version No.: 00 Release Date: 03-FEB-2026 Document Owner: NCC-MvPI
Approved By: Competent Authority, NCC-MvPI Page |2



INDIAN PHARMACOPOEIA COMMISSION

National Coordination Centre-Materiovigilance Programme of India (NCC-MvPI)

Conducting sensitization/Continuing Medical Education (CME)/Advance Level
Training (ALT) and extending financial support to MDMC/RTC under MvPI

India, Indian Pharmacopoeia Commission, Ministry of Health and Family Welfare, Govt.

of India.

3.15 To support these activities, each MDMC shall be allocated a budget of INR. 80,000/-
(Eighty thousand) per year by NCC-MvPI. MDMC shall adhere to the guidelines for
financial assistance for conducting CME (Annexure VII). In addition to this, NCC-MvPI
shall also provide financial assistance maximum up to INR. 80,000/- (Eighty thousand)
per year for conducting ALT programmes to RTCs (Annexure VIII).

3.16 RTC shall follow guidelines for financial assistance to RTCs by MvPI for conducting
CME/ALT programme (Annexure VIII).

3.17 If any MDMC/ RTC wishes to invite NCC-MvPI officials as a speaker for the training
session, a formal email request shall be sent in advance. NCC-MvPI may participate
virtually or in person; however, for physical participation, there must be at least 50
attendees present. NCC-MvVPI shall maintain the record of sessions provided by IPC
officials as per Annexure III.

4.0 SAFETY AND PRECAUTION

4.1 Do not use any SOP ifit is not signed and issued by competent personnel or the authorized
signatories.

4.2 Do not use adhesive tape or whitener on SOP.

4.3 Do not share the SOP information outside the organization.

5.0 REFERENCES

In-House

6.0 ABBREVIATIONS

6.1 IPC : Indian Pharmacopoeia Commission

6.2 MvPI : Materiovigilance Programme of India

6.3 NCC : National Coordination Centre
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6.4 RTC Regional Training Centre
6.5 MDMC Medical Device Adverse Event Monitoring Centre
6.6 CME Continuing Medical Education
6.7 ALT Advance Level Training
6.8 MDAE Medical Device Adverse Event
6.9 MvA Materiovigilance Associate
6.10 SOP Standard Operating Procedure
6.11 HCP Healthcare Professional
7.0 ANNEXUREC(s)
7.1 Annexure | Attendance record
7.2 Annexure 1 Training programme conducted at NCC/RTC/MDMC/ by
MvPI associates
7.3 Annexure 11 Sessions provided by NCC-MvPI representatives
7.4 Annexure [V Training calendar
7.5 Annexure V Training program feedback form for RTC/ MDMC
7.6 Annexure VI Report format for sensitization/CME/Training programme
7.7 Annexure VII Guidelines for financial assistance to MDMCs
7.8 Annexure VII Guidelines for financial assistance to RTCs
7.9 Annexure [X Reimbursement claim form
Version Description of Change Release Date
00 New document for posting on IPC’s website 03-FEB-2026
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Annexure-VII
Guidelines for financial assistance to MDMC's
Format No: IPC/MvP1/010/00/FMT/07
Guidelines for financial assistance to MDMCs

1. MDMCs should preferably use an internet connection from BSNL/MTNL. If a different
service provider is used, a valid justification shall be provided.

2. A valid original bill (with Bill No. date/ TIN/ GST No.) or proof of payment are required for
all the expenditures made along with countersigned by the Coordinator or Deputy
Coordinator in case Coordinator is not available.

3. The details of bills of telephone/internet/miscellaneous item should be filled in
reimbursement claim form (Annexure-I1X), which must be signed by MvA and countersigned
by the Coordinator. Original bills (hardcopy/ e-bills) should be sent to NCC-MvPI along with
a covering letter signed by the Coordinator.

4. MvA can propose their plan to visit peripheral hospitals/Primary Healthcare
Centres/Community Health Centres etc. to NCC-MvPI with covering letter signed by the
Coordinator or through e-mail vetted by Coordinator. If NCC-MvPI approves the travel plan
then he/ she can proceed and detailed outcome report countersigned by the coordinator must
be submitted to NCC-MvPI.

5. The use of personal vehicle is discouraged, except for regional travel. Reimbursement claim
is subject to reasonable and proper justification.

Financial Assistance
The NCC-MvPI will provide financial assistance of maximum up to INR. 80,000/- per year as per
the following details:

Sr. no. | Activity Expenditure Breakup
1. Internet & telephone Up to INR. 10,000/-
2. Stationary Items Up to INR. 10,000/-
3. Making posters/pamphlets or any other promotional | Up to INR. 10,000/-
materials
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4. To organize CME/ALT/awareness programmes including | Up to INR. 40,000/-
refreshments
5. Travel expenses of MvA for visiting peripheral hospitals | Up to INR. 10,000/-

attending trainings/ MvPI awareness lectures etc.

A maximum amount of 50% of the proposed expenditure may be released as an advance, subject to

approval by the competent authority of NCC-MvVPI, after submission of the detailed CME proposal

to NCC-MvPL
Note:
1. The financial assistance for conducting sensitization/CME/awareness programs shall be

provided to MDMCs based on the performance of MDAE reporting. NCC-MvVPI reserves
the right to deny financial assistance for MDMC, if the performance of MDMC is not found
satisfactory. However, relaxation may be provided by the competent authority in special
cases or the basis of demographic & other parameters.

MDMC may club the financial assistance for internet & telephone/stationary/making
posters/pamphlets or any other promotional materials/ travel expenses etc. Along with the
fund for CME/awareness programs (Rs. 40,000/-) with prior approval from Officer-in
Charge, MvPI.

The honorarium of speakers excluding IPC officials and MvA will be reimbursed as per
government norms (for details see expenditure breakup).

Accountability in respect of the amount paid by the NCC-MvPI will be of the concerned
MDMC Coordinator or the person responsible for organizing training programmes/services.
Designated personnel of NCC-MvPI shall get approval for CME from competent authority
and for timely reimbursement of the bills for conducting CME program at MDMC.

Non reimbursable items

1.

All other items apart from the reimbursable items as stated above will not be reimbursed.
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Annexure-VIII
Guidelines for financial assistance to RTCs

Format No: IPC/MvP1/010/00/FMT/08

Guidelines for financial assistance to RTCs

1.

RTCs shall be responsible to submit detailed proposal of ALT/CME to the NCC-MvPI for
approval preferably 30 days prior to the commencement of the training programme.

After approval from competent authority of NCC-MvPI, RTC shall send an invitation to all
the Coordinators/Deputy coordinators, Drug regulators and MvA of their respective region.
RTC shall be responsible to finalise the date(s) for ALT in consultation with NCC-MvPL
RTC shall send a formal invitation and agenda to all the MDMC:s of their respective region
to attend the training.

Each RTC shall ensure that Coordinators/Deputy Coordinators/Medical Device Regulators
& MvVA are included in the ALT program.

RTCs shall be responsible to make all necessary arrangements for conducting ALT
programme.

RTC shall be responsible to make all logistic and travelling arrangements for
speakers/experts, Coordinators/Deputy Coordinators, Drug regulators, IPC officials and
MvA, if required.

After the completion of ALT, a detailed report of the training programme (Annexure-VI)
with evaluation and feedback analysis from the participants regarding the programme shall
be sent to the NCC-MvPI.

RTC shall consolidate all original bills in a specified format (Annexure-IX) for expenses
incurred towards hospitality of the speakers/experts and participants duly verified by the
Coordinator to the NCC-MVPI for reimbursement within 30 days of the completion of the
event. Experts should be senior professionals with experience in the corresponding

discipline.

10. RTC shall issue certificate of participation to the speakers/resource persons and participants.

Responsibilities of NCC-MvPI
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1. Review and grant approval for the venue proposed by RTC for conducting CME/ ALT)
programmes, ensuring it meets the required standards and suitability criteria.

2. Interaction between the hosting institution (RTCs) to facilitate them for finalisation,
resolving of problems, etc., if any.

3. To take appropriate action based on the outcomes of the ALT.

Financial Assistance
The NCC-MvPI will provide additional financial assistance of maximum up to INR. 80,000/-
(Eighty thousand) per year to RTC only (other than provisions of Rs 80,000/- made for all MDMCs)

for conducting ALT programme as per the breakup given below:

Sr. No. | Activity Expenditure Breakup

1. Hospitality/ refreshment during ALT Up to INR. 50,000/-

2. Hiring of venue hall/stage arrangement/ audio-visual | Up to INR. 20,000/-
equipments

3. Miscellaneous expenditures Up to INR. 10,000/-

A maximum amount of 50% of the proposed expenditure may be released as an advance, subject to
approval by the competent authority of NCC-MvPI, after submission of the detailed ALT proposal
to NCC-MvPL

Note:

1. Designated person shall be responsible for getting approval from the competent authority of
NCC-MvPI, for the event & advance amount and reimbursement of the bills related to the
event.

2. The TA, honorarium or any other applicable logistic support of trainers/ experts shall be
reimbursed separately by I[PC after producing verified valid bills along with duly filled form

(TA, honorarium/ any other applicable logistic support) as per prevailing IPC norms.
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3. If Coordinator/Deputy Coordinator may not be able to attend the training due to their
professional commitments, he/she shall nominate one person from their MDMC for the ALT.
The TA, honorarium/any other applicable logistic support of the nominated person will be
paid according to IPC norms, subject to intimation to concerned RTCs.

4. The MvA/Coordinator at concerned RTC is responsible to collect the TA, honorarium/any
other applicable logistic support bills and honorarium form as per govt. norms, which will
be countersigned by RTC Coordinator and send the consolidated bills along with training
report to NCC-MvPI.

5. The HR team of MvPI is responsible for the reimbursement of TA, honorarium/any other
applicable logistic support bills of the ALT participants.

6. All RTCs functioning under MvPI can also utilize MDMC utilization fund (Rs. 80,000/-)
(Annexure-VII) for the smooth functioning as MDMC.
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