
' Minutes of the meeting of the Standing Finance Committee (SFC) for t 

• consideration of Central Sector Scheme of Pharmacovigilance of 
Ayurvedic, Siddha, Unani & Homoeopathy drugs 

Standing Fianance Committee (SFC) chaired by Secretary (AYUSH) 
considered the proposal of Central Sector Scheme of Pharmacovigilance of 
Ayurvedic, Siddha, Unani & Homoeopathy drugs on 1st November, 2017 at 3:00 
p.m. in the Ministry of AYUSH. The following were present: 

i. Vaidya Rajesh Kotecha, Secretary, Ministry of AYUSH-Chairman 
ii. Ms. Vijay Srivastav , SS & FA, Ministry of Health and Family Welfare 
iii. Sh. Roshan Jaggi, Joint Secretary, Ministry of AYUSH 
iv. Dr. D. C. Katoch, Advisor (Ayurveda), Ministry of AYUSH 
v. Dr. Rais Ur Rahman, Advisor (U), Ministry of AYUSH 
vi. Dr. K. S. Sethi, Advisor (Homoeo.), Ministry of AYUSH 
vii. Dr. Abhimanyu Kumar, Director, All India Institute of Ayurveda 
viii. Dr. G. N. Singh, Drug Controller General (India) 
ix. Sh. D. N. Sahoo, Deputy Secretary, Ministry of Health & Family Welfare 
x. Dr. Pradeep Dua, Research Officer (Ay.), Drug Control Cell, Ministry of AYUSH 
xi. Dr. G. C. Gaur, Consultant, Drug Control Cell, Ministry of AYUSH 
xii. Dr. Rachna Paliwal, Research Officer (H), Drug Control Cell, Ministry of AYUSH 

The SFC Memo along with the scheme and remarks of the Ministry on the 
comments received during inter-departmental appraisal-the tabulated statement of 
which is enclosed, were provided to the members. 

After introduction of the participants, the meeting initiated with the opening 
remarks from the Chairman followed by presentation of the background and the 
provisions of the scheme by Dr. D.C. Katoch, Advisor (Ayurveda) who informed 
that the present scheme was a part of the 12th Five Year Plan however work could 
not be initiated due to lack of any regulatory structure at the Centre. With the 
vertical structure for AYUSH with twelve posts at CDSCO approved in principle, the 
time was ripe to strengthen the regulation of ASU&H drugs. 

1. Ms. Vijay Srivastav, the SS & FA, initiated the discussion on the scheme and 
clarified that since the scheme was already budgeted in the 12th Five Year 
Plan, it may not be treated as a new scheme but the operational guidelines are 
to be considered by the SFC to initiate the implementation of the scheme. 
After implementation, like other Central Sector Schemes, this scheme will 
continue beyond 2020. Referring to the Parliamentary Standing Committee on 
Health and Family Welfare which has repeatedly emphasized the need to 
check the misleading advertisements of exaggerated claims about AYUSH 
products in print and electronic media, she appreciated the inclusion of 
surveillance of misleading advertisements as a component of the scheme. 
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2. Dr. G. N. Singh, DCG (I) welcomed the initiative and congratulated the 

• 
Ministry of AYUSH for initiating the safety monitoring of Ayurvedic, Siddha, 
Unani & Homoeopathy drugs and control over the related misleading 
advertisements. It was emphasised that the monitoring of misleading 
advertisements is the need of the hour to safeguard the interests of the 
consumers. Referring to the development of National Pharmacovigilance 
programme for allopathic drugs, he stressed on the need of having a unified 
approach for implementation of the Pharmacovigilance initiative of ASU&H 
drugs which may help a lot in establishing the credibility of these drugs. In 
this regard, he informed that the National Pharmacovigilance Programme is 
presently being implemented at the Indian Pharmacopoeia Commission 
which has recently been recognized as Global Regulatory Pharmacovigilance 
Centre by the W.H.O. 

3. Sh. D. N. Sahoo, Deputy Secretary, MoHFW endorsed the scheme and 
appreciated the endeavour particularly the component of surveillance of 
misleading advertisements. 

4. Prof. Abhimanyu Kumar, Director-All India Institute of Ayurveda (AIIA) 
offered whole hearted support in the execution of the scheme and expressed 
his gratitude to the Ministry for extending the privilege of designating AIIA 
as the National Pharmacovigilance Co-ordination Centre to implement the 
scheme. 

5. Vaidya Rajesh Kotecha, Secretary (AYUSH) reiterated the need to curb the 
veracity of misleading advertisements. The scheme will help in 
documentation of adverse effects of ASU&H drugs and monitoring the 
advertisements of such drugs. In order to carry forward the 
pharmacovigilance initiative of ASU&H drugs in an effective manner, the 
Chairman expressed the need of expeditious creation of AYUSH vertical in 
the CDSCO to take care of the regulatory aspects of ASU&H drugs at Central 
level. In this regard, the DCG (I) and the representative of the MoI-IF&W were 
requested to take follow up action for the notification of AYUSH vertical 
structure within a month's time. 

6. After detailed discussions, the SFC approved the Central Sector Scheme of 
Pharmacovigilance of Ayurvedic, Siddha, Unani & Homoeopathy drugs and 
agreed to suitably incorporate the observations of the appraisal forum for 
smooth implementation. 

The meeting ended with a vote of thanks to the Chair. 
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Remarks! Comments on the Inter-departmental appraisal of the scheme 

S. No. Ministry! 
Department 

Comments received Remarks / Comments 

Department of 
Expenditure, 
Ministry of 
Finance 

Supported the scheme with a financial 
outlay of Rs. 13.25 crores for the years 
2017-18 to 2019-20. 

(21st September, 2017) 

Thankfully accepted. 

2.  IFD, Ministry of 
Health & Family 
Welfare 

Supported the scheme and concurred the 
proposal. 

(5th October, 2017) 

Thankfully accepted. 

3.  Ministry of 
Health & Family 
Welfare 

Comments not received. 

4.  National 
Institution for 
Transforming 
India (NITI) 
Aa y g 

Supported the scheme with certain 
suggestions. 

Thankfully accepted. 

The scheme should be run under the 
overarching umbrella of the National 
Pharmacovigilance Program (of 
MoH&FW) for better utili7ation of 
resources including monitoring and 
reporting mechamsms. 

Indian Pharmacopoeia 
Commission which is a 

W.H.O. collaborating centre for 
Pharmacovigilance in India is 
kept in the loop of technical 
guidance. 

The SFC memo entails a cost of Rs13.25 
Crore for 30 months (FY 2017-18 to FY 
2019-20) of which the cost in first 6 
months is Rs 3.65 Crore and Rs 4.80 Crore 
for each of the two subsequent years, 
however the budget outlay for the current 
FY 2017-18 is only Rs 1 crore. Thus, the 
proposed cost needs to be rationalized 
with the budget outlay. 

On implementation of the 
scheme, the necessary funds wifi 
be arranged at RE level. Proposal 
in this regard has already been 
submitted. 

IEC component of the scheme should be 
converged with the IEC program of this 
Ministry and other related Ministries.(In 
another proposal, it has been proposed by 
MoH&FW to set up a Program 
Management Unit (PMU) to strengthen 
IEC unit at the Ministry). 

Only scheme specific IEC 
activity is envisaged for 
facilitating the implementation 
of the pharmacovigilance 
initiative. 

Budgetary allocations in 2018-19 may be 
made based on Outcomes/ impact of the 
current year's results of the outreach 
activities! CMEs/ workshops and 
trainings. 

Agreed. 

There is a need to clearly define the 
targets of monitoring indicators (input, 
process and output! outcome indicators). 

The targets have been explicitly 
defined. Fine tuning shall be 
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Further, indicators like Percentage of 
funds spent against the funds budgeted; 
Percentage of ADR processed in a year 
against the number of ADR reported 
during that period, etc should be 
included. 

done during ongoing reviews. 

Allocation towards monitoring and 
evaluation of the scheme needs to be 
made which is missing. 

The provisions for evaluation 
and monitoring of the scheme 
are inbuilt. 

5.  Drugs 
Controller 
General (India) 

Comments not received. - 

6.  All India 
Institute of 
Ayurveda 

Supported the scheme with certain 
suggestions. 

Thankfully accepted. 

Operational issues of the scheme 
wifi be taken care of. 

Covering advertisements under the 
purview of Pharmacovigilance was not 
seen in the earlier program. This should 
be a separate objective instead of clubbing 
it with other objectives. 

Safety monitoring of the drugs 
also includes misleading 
information about the drugs. 

Training to understand and implement 
the mechanism is an important aspect in 
successful organization of the program. 
There should be some scope for this 
aspect and all (interested) Programme 
Managers / Programme Assistants / 
Programme Officers should undergo a 
short term training programme. Funding 
for this may be earmarked. 

Agreed. 

However, there is already a 
provision of Rs. 10,00,000/- for 
organization of 2 to 3 
Orientation workshops / CMEs 
at least twice in a year at the 
NPVCC. There is an additional 
budget of Rs. 5, 00, 000/- 
towards contingency. 

Such financial provisions exist 
for IPvCs also. 

Proposal for any further 
requirements can be considered 
with prior approval of the 
competent authority. 

At National Pharmacovigilance 
Coordination Centre (NPVCC), there 
should be four Technical Programme 
Officers one from each stream and Two 
Data Entry Operators. 

Since the regulatory provisions 
of Ayurveda, Siddha and Unani 
drugs are similar, it is envisaged 
to appoint one Technical 
Programme Officer for these 
systems and one for 
Homoeopathy. 

All the five proposed Intermediary 
Pharmacovigilance Centres are already 
designated as Regional 
Pharmacovigilance Centers (RPCs) that 

With a view to facilitate the 
establishment of a robust 
infrastructure and procurement 
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5- 
are well established and have needful 
facilities. Hence, need to justify on 
providing financial support (of Rs 
2,00,000/- for each centre). 

of latest equipments and 
softwares to collect, collate and 
analyze the reports received 
from all the PPvCs, a provision 
of Rs. 10, 00, 000/- has been kept. 
Moreover, financial support will 
be provided on the basis of need 
assessment. 

Both the proposed Intermediary 
Pharmacovigilance Centres are located in 
northern part of India. This wifi be 
difficult in managing activities of 
Peripheral Centres. A couple of more 
Intermediary Centres from North East 
and South are to be identified. 

Since the data collection is to be 
done electronically only, 
geographical barriers are not 
expected to be a deterrent, 
however, in due course of time, 
more centres can be roped in as 
per the requirements of the 
scheme. 

Can Director be Member Secretary for 
PAC? Who wifi be Coordinator for PAC? 
Similarly for PSC; who will be the 
Member Secretary and who will be the 
Coordinator? 

Concerned Under Secretary in 
the Ministry of AYUSH wifi be 
the member secretary in PAC as 
well as PSC. 

Duration of designation of centre as 
Peripheral Pharmacovigilance Centre 
(PPvC) and its renewal mechanism need 
to be mentioned. 

Such operational decisions may 
be taken by the NPvCC with the 
prior approval of the competent 
authority. 

Programme Managers with a qualification 
of MD (in A/S/U/H) with MBA / BBA / 
PG Diploma in Management is difficult to 
find. May think on relaxing the 
recruitment criteria. 

Techno-administrators would be 
the ideal candidates to collect, 
compile, analyze and manage 
huge data from pan-India. 

Moreover, only one such expert 
is required and that too at the 
Ministry of AYUSH. 

Salary of Data Entry Operator at Ministry 
of AYUSH and at proposed National 
Pharmacovigilance Coordination Centre 
(NPvCC) is different (though both are in 
the same city). Need to look into this. 

The proposed salary of the DEO 
is commensurate to the 
anticipated workload. 

Duration of orientation workshops / 
CMEs should be mentioned. Arranging 
three CMEs within 10,00,000 INR seems to 
be difficult at NPvCC level, 

- Operational decisions like 
duration of CMEs may be taken 
by the NPVCC with the prior 
approval of the competent 
authority. 

Under Point No 12 - Responsibilities: 
Collecting information pertaining to 

Agreed. 
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misleading advertisements etc. is missing. 
It should be added. 
A mechanism to report information 
pertaining to ADRs is mentioned in the 
draft, but the same is missing for 
advertisements. It should be addressed 
appropriately. 

Agreed. 

Besides PSC and PAC; there should be a 
space for Technical Advisory Committee 
that help the NPvCC in causality 
assessment. 

The provision for technical 
guidance is inbuilt in the 
scheme. The NpvCC may avail 
the expertise of the subject 
experts including those from 
Pharmacopoeia Commission. 

Collecting Periodic Safety Update Reports 
from the manufacturing industries by 
NPvCC may be a difficult task. Ministry 
should make it mandate to communicate 
such reports through its Gazettes or Office 
orders to the manufacturing industries. 

Agreed. 

Point 1.9, pg. 4 of Memorandum for SFC: 
WHO didn't sponsored the activity. It 
was sponsored by WHO Country Office, 
India. 

The mandate as well as funding 
for WHO Country Offices comes 
from WHO only. 

Bottom heading at pg. 11 should be 
Peripheral Pharmacovigilance Centre 
instead of Intermediary 
Pharmacovigilance Centre. 

Agreed. 

Point 1.9, pg. 4 of Memorandum for SFC: 
Calculation towards establishment of 
Office at Intermediary Pharmacovigilance 
Centre need to be verified. 

It is Rs. 50 lakhs @ Rs. 10 lakhs 
for each of the five IPvCs 

Name of the IPGT & RA is spelt 
differently at different places. It should be 
Institute for Post Graduate Teaching and 
Research in Ayurveda (IPGT & RA). 

Noted. 
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