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Annexure

List of horized Pharmacovigila ce Centres for ASU Dr

A} National Pharmacovigilance Coordination Centre (NPvCC()
1. All India Institute of Avurveda. Gautam Puri, Sarita Vihar, New Delhi.
B) Intermediary Pharmacovigilance Centres (IPvCs)

1. Mational Institute of Ayvurveda, Jaipur, Rajasthan

. Institute for Post Graduate Teaching and Research in Ayurveda,Gujarat Avurved
University, Jamnagar, Gujarat

« National Institute of Siddha, Chennai, Tamil Nadu

4. National Institute of Unani. Bengaluru, Kamataka

3. National Institute of Homoeopathy, Kolkata, West Bengal

[ ]

e

C) Peripheral Pharmacovigilance Centres (PPvCs)

Avurveda

. Central Ayurveda Research Institute for Cardiovascular Diseases, Delhi

2. Raja Ramdeo Anandilal Poder (RRAP) Central Ayurveda Research Institute far
Cancer, RA Podar College, Worli. Mumbai

3. Regional Ayurveda Research Institute for Dirug Development, Gowt. Avurvedic
Hospital, Gwalior, MP

4. Rajiv Gandhi Government Post Graduate Ayurvedic College, Paprola, Himachal
Pradesh

3. Uttarakhand Ayurved University, Dehradun, Uttarakhand

6, Shri Narayan Prasad AwasthiGovt Ayurved College, Raipur

7. Bharati Vidyapeeth, College of Ayurved, Pune

8. Pt. Khushilal Sharma Government Ayurveda College and Institute, Bhopal

9. Dr. Sarvepalli Radhakrishnan Rajasthan Ayurved University, Jodhpur, Rajasthan

10. Madan Mohan Malviva Government Ayurved College, Udaipur, Rajasthan

11.Ch. Brahm Prakash Ayurved Charak Sansthan, New Delhi

12. Govt. Dhanwantri Ayurvedic Medical College, Ujjain, Madhya Pradesh

13, Institute of Medical Sciences, Banaras Hindu University, Varanasi

14, Regional Ayurveda Research Institute for Metabolic Disorders, Bengaluru

15. Central Avurveda Research Institute for Drug Development, Kolkata

16. Shri BM Kankanawadi Ayurved Mahavidyalya, Belagavi, Kamataka

17. Morth Eastern [nstitute of Ayurveda and Homeoapathy, Mawdiangdiang, Shillong,

Meghalaya
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18, Vaidyaratam P.S. Varier Ayurveda College. Kottakkal, Kerala

19, 8ri Dharmasthala Manjunatheshwara College of Ayurveda Hospital,
Thanniruhalla, Hassan

20. Tilak Ayurveda Mahavidyalaya, Pune, Maharashtra

21. Govt. Ayurveda College, Bilaspur, Chhattisgarh

22. Government Ayurvedic College, Khadakpura, Nanded, Maharashtra

23.Govt Ayurved College, Raghuji Nagar, Nagpur, Maharashira

24.SDM Institute of Ayurveda & Hospital, Bengaluru, Kamataka

25.188 Ayurvedic Medical College and Hospital, Mysuru, Kamataka

26.Govt. Ayurveda College, Bangalore, Kamataka

27.JB Roy Ayurveda College, Kolkata, West Bengal

28. Amrita School of Ayurveda, Kollam, Kerala

Siddha
29.Siddha Central Research Institute, Arumbakkam, Chennai

30. Siddha Regional Research Institute. Puducherry

31.51ddha Regional Research Institute, Thiruvananthapuram

32. Government Siddha Medical College And Hospital, Palavamkottai, Tamil Nadu

33. AMO, Gowvt, Hospital {Siddha Wing), Perundurai, Erode.

34. Kulumani, Govt District HQ Hospital (Siddha Wing), Trichy

35, Government Siddha Medical College Arumbakkam, Chennai

36. Govt District HQ Hospital (Siddha Wing), Dindigul

37.Siddha wing Government Kamaraj Hospital, Chidambaram, Tamil Nadu

38, Government Villupuram Medical College and Hospital (Siddha Wing),
Villupuram

39. Siddha Clinical Research Unit (functioning under CCRS), Karol Bagh. New
Delha

40.Govt, Hospital, Kamuthi, Ramanathapuram Distriet, Tamilnady

41.Govt. Theni Medical College Hospital (DSMO), Madurai District. Tamilnady

42. Govt. Hospital, Kuzhithurai, Kanyakumari, Tamilnadu

Unani
43. Central Research Institute of Unani Medicine. Hyderabad
44. Central Research Institute of Unani Medicine, Lucknow, Uitar Pradesh
43. Regional Research Institute OF Unani Medicine, Mumbai, Maharashira
46. Regional Research Institute Of Unani Medicine, Chennai, Tamil Nadu
47. Regional Research Institute of Unani Medicine, Srinagar, J&K
48. Regional Research Institute of Unani Medicine New Delhi
49, Ajmal Khan Tibbiya College, Aligarh Muslim University, Aligarh, U.P,
50. Hakim Syed Ziaul Hasan Govi Unani Medical College & Hospital, Bhopal, M.P.
51. Dr. Abdul Haq Unani Medical College, Kurnool, Andhra Pradesh

3
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52. Regional Ressarch Institute of Unani Medicine, Kolkatta, West Bengal

Hgmnmpnﬂﬂ

33. Regional Research Institute of Homoeopathy, Dr, GGH Medical College
Campus, Gudivada , Andhra Pradesh

34.Dr. Anjali Chatterjec Regional Research Institute For Homeeopathy, Kolkata,
West Bengal

53. National Homocopathy Rescarch Institute in Mental Health - NHRIMH,
Kottayam, Kerala

36. Govi. Homoeopathic Medical College and | lospital, Bhopal , Madhva Pradesh

37. Regional Research Institute for homoeopathy, Mavi Mumbai

38.Dr. D.P, Rastogi Central Research Institute for Homeopathy, Noida, Utar
Pradesh

59 Regional Research Institute for Homoeopathy, Guwahati

60. Mahesh Bhattacharya Homoeopathic Medical College & Hospital, Howrah, West
Bengal

61.5arada Krishna Homoeopathic Medical College, Kanyakumari, Tumilnadu

62 Father Muller Homoeopathy Medical College & Hospital, Mangaluru, Kamataka

63. Dr. Abhin Chandra Homoeopathic Medical College & Hospital, Bhubaneswar,
Ordisha



Established Centers:

Following the eligibility critetia and having
the approval of Project Approval Committes
(PAC) and Project Sanctioning Committes
(PSCY; Peripheral Pharmacovigilance Centres
(FPvCs) have been identified that function
under the supervision of respective ['vCs. As
on date, % PPvCs are lunctioning that are
located across the country.

Conduction of training programs to generate human resource:

Since ils inception, all the identified centres from different AYUSH specialties are
myvolved in conducting awareness programs
with an obpective to disseminate the concepls
of Pharmacovigilance in the AYUSH system
and inculcate the reporting of suspected
adverse drug reactions.

To date, 377 awareness programs on
Pharmacovigilance have been organized by the identified centres, where about
29335 professionals belonging to various sectors have been trained.

Page1ofi



Z.25021/01/2017-DCC(AYUSH)
Government of India
Ministry of Ayurveda, Yoga & Naturopathy, Unani, Siddha and Homeopathy
(AYUSH)
AYLISH Bhawan
‘B’ -Block, GPO Complex,
INA, New Delhi-110023%

i ':-:"f.i fVo.2018

iy

Subject- Forwarding the minutes of the 2=d meeting of Froject Sanctioning
Committee (PSC) for the Central Sector Scheme of Pharmacovigilance of
Ayurveda, Siddha, Unani and Homoeopathy drugs held on 23 Oct 2018 -
reg-

The undersigned is directed to forward herewith the minutes of the 2w
meeting of Project Sanctioning Commitiee (F5C) for the Central Sector Scheme of
Pharmacovigilance of Ayurveda, Siddha,Unani ang Homoeopathy drugs held on 234
October, 2018 at 1200 P.M under the Chairmanship of Secretary (AYUSH) for VORIF
information and compliance. -

(Shiela Tirkey)
Under Secretary to the Govi. of India

Te,

All members of PSC (As per list attached

Copy to, 51\153

1) PPSto USH)
2) PPSto AR
3) Director, AllA, Kew Delhi

4) Dr. D.C, Katoch? Advisor {Ayurveda)
Ea

e

¥

Scanned with CamScanner
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3y The meetings of all the sbove 0% Commitices shall be gonvened and facilitaied by

3

AllA-the Mational Pharmacovigilance Coordination Center and thelr Terms of
Reference (TORs) be specified sccordingly. Henecforth the echnicel matlers of the
pharmacavigilance programme may not be brought 1o PsC.

The PSC considered the othes related proposals under the Operational framewark
and recommended the following:-

a) The standard protocol and the Individual Case Safety Repon format as proposed
by the Mational Pharmacovigilance Coordination Center may be scen by the
iechnical officers of the Minisiry and finalized for adoption.

b} Mational Pharmacovigilance Coordination Center i.e AllA may develop Weh

portal of AYUSH Pharmocovigilance programme  and Phormpcovigilance

. Library by February 2019 taking the designiemplate and damain from IPGTRA
Jamnagar in the name of wirw gpushsurakgha com for e2sy adoplicn.

¢) Standard format and institutional mechanism for reporting of objectinnable
advertisements of ASU& H Drugs may be evolved and used for submission of
reports 1o the State regulators and Central Authorities. The Pharmacovigilance
Centers may issue initial notice o the defaulier as and when any misleading
advenisement of ASU&H Drug in the electronic and print media comes is
ohserved.

d) The individual CME Programmes at Mational AYUSH Institutes ie inermediary
Pharmacovigilance Centers may be organized by February 2019,

¢) The matier of fixing the proportion of excipients in the ASU products may b

taken up with PCIM&H 10 check the rampant proliferation of chemicals based
products coming 1o the market.

The meeting ended with thanks 10 the Chair.

E L

Scanned with CamScanner

.



.,13?,-'

T-12012/1/2018-DCC (AYUSH) i

Government of India
Ministry of Ayurveda, Yoga & Naturopathy, Unani, Siddha and Homeopathy

({AYUSH)
AYUSH Bhawan
‘g’ -Block, GPO Complex,
INA, New Delhi-110023
D4t July, 2019
CE R M

Subject: Minutes of the 4% Meeting of Project Appraisal Committee (PAC) for the
Central Sector Scheme of Pharmacovigilance Program of ASU & H drugs-reg.

The undersigned is directed to forward the minutes of the 4% Meeting of Project
Appraisal Committee (PAC) for the Central Sector Scheme of Pharmacovigilance of ASU &
H drugs held on 24% May, 2019, under the Chairmanship of Sh. P. K. Pathak, Additional
Secretary at Ministry of AYUSH for perusal and necessary action. All concerned are
requested to send the action taken repaort on the decisions/recommendations of the Project

Appraisal Committee within 15 days.
.lé}ty

(Dr. Himanshu Joshi)
Rm:r:l_t Officer {A.yfl]

Email:- in
s; &
To:

All the participant of PAC (as per list)

Enclosure:- As above

Copy to:

L{ﬁ/\f:a/:z;u ﬁhmz{dﬁ%ﬂ 13



Vinutes of the 4"Mecting of Project Appraisal Committee (PAC)ol
AYUSH Pharmacovigilance Scheme held on 24" May 2019,

IMecting of the PAC of Pharmpcovogilance Scheme was held undur e
Chairmanship of Shri PR Pathek Addinonal Secretaryvon 24" May 20119 w D3:30 S 0
e Ministrs of AYUSH 1o review the progress of seheme implementation and appraosal
ol the proposals tor the vear 2019-20, Director AllA and National coordinator ol the
Phanmacos igilance Scheme Trom NI participated in the meeting. The hist el

participants is anncxed.

-

3. The meeting stared with welcome remarks from Dr D, C Katoch, Adviser (A ) and
[Head, Deug Control Cell and ppening stalement about e background of scheme
iplementation, The Charman. Additional Seeretars Shri K Pathak 10 his remarks
cmphasized the need 10 last track the reporling of adverse cvenls of ASU&H drugs and
cicemees of  misleading  advertisements and  proactive  perlormance ol the
pharmuacovigilancecentres in this regard by 1aking necessar actions in fime bound
manner. Subseguentds. National courdinator of  the Pharmacovigilance  Program.
DrGalibpresentedibe progress report and the npenda items were considered and Jiscussod

as ursder-

3. Agenda ltem No.l: Minutes of the 1" mecting of Projeet Appraisal
Committec heid on 2" January, 2019 and Action taken

report therelo.

PAC endorsed the minuies of the 1 meeting of PAC held on 21,2014 and
reviewed point-wise Action Faken Report,  1towas observed tha CME programs have
been conducted by all the intermedian centres, onw advanee rinnE program organised
at Indian Phanaeapoici Commission, ofl late most b the peripheral cenires stared

du.u:umcnling ADRs and mislending advertisements. few centres were sluggish and yet 1o



LY

recruil  project  stafl, 11:C  materials developed  and structurdl

pharmacovigilance wehsite have been compiled after obtaining domain name from

IPGTRA. Janmapar.  PAC emphatically pointed out the abjective of streamlined

implementation of the scheme for specified outcomes and recommiended the Tollowing-

1)

i)

w)

v)

In future PAC meetings. heads of Intermediary Pharmaco igilanceCentres

may also be called to present periodic progress reports.

Ihe online portal www avushsuraksha.com should he consolidated shortly

and eperationalized within a month uploading |EC materials and reported
instances of misleading advertisements and providing link with the

AYUSH Ministry's and CDSCO’s websites.

A bricl note of progress of pharmacovigilance initiative along with [EC
material may be sent to WHO Country and Regional Offices.

Warning may be issucd o the non-performing peripheral centres for their
closure. if they I'all o recruit the project stafl soon and underiake the
intended work of pharmacovs :gilance and reporting of misleading AYUSH
adverlisements. Such centres are- -CBP .ﬂyurw:da CharakSamsthan, Delhi:
Govt. DhanwantariAyurved College Ujjain: Ayurveda Department ol
Institute of Medical Sciences. BHU, Varanasi (Ayurveda) Pt Khushilal
Ayurveda College, Bhopal, Campus Ayurvedic College of Rajasthan
Ayurveda Universily, Jodhpur; MMM Ayurveda College, Udaipur:
andGovt District HQ Hospital (Siddha Wing). Trichy.

NPvOC fe. AlTA may at ihe carlicst submit consolidated Expenditure

Statement and UC along with achievemenl cum performance report to settle

the grant accounts.

mputs - ol the

L B
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Vi Frainiies on AY USTE pharmacos igilanee progrm s e ehinbbed W

E ok 3 L i e 1‘_ l:.'||“l
waining programs conducied T DUC and NMEPT To e State regiar,

personne ] and other stukcholders.

+ "q"f":““d' ltem No.2:  Progress of implementation of PharmacoyigilinecScheme

. ; i A
Cosrdinaor of NISCC explained the [unctionalily  slatus ol 43 POy e

program implementition as under-

1) b unctional Status of peripheral cenires: - :
T — — s enl O
System | No. of Functionality | Status of Reeruitm
' | Staff
Approved |
Peripheral
' Centres g | s
TR st | Ry cOnlers wre Ye
' e 1 ntresnres functionul | Sin - cenlars »
rvedn 19 Al centresare | |
o | | pecrutt project stall.
Dne : Vs Gove. | Chwe -.:u-nl-.'r_i:'.-}::l_ln Pegrull
I One centre- ATSVS Gove
Siddha 1l

widdhy  Medical  College. | the prajeet stall

Kanvakuman not |
fanctioning. |
s e T el )
=1 —gg € enire-  RRL NC“'-I Fwo centers are 3
| Inami 06 e cenlre 5 S
! Delhi not  Tunchioning | recruil the project stall.

1
Iprﬂpcrh due [ MAnpPowWer |

il;-lll-l-\n |
. l? ﬁ.l - - i k! 3 1 \ y -t .1'¢||

! aialT done at ¢l centers.
thy | _

|}
—— i
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R% ADRs and 1485 cases of misleading ads ertisements of ASU&II drug *

’ o narnns ol the Steering &
been reported 1l 247 May., 9. Also the mechings i
held at AlA.

Manitoring Commitice and 1 echnical Advisory Comnntice

In view of the need to expedite ¢lfective implementation of the pharmacevigilance

mitimtive. PAC recommended following actions-

1}

i)

i)

v

V)

Make all the existing PPvCs (unciional by issuing warning and bring the non-

responsive centres 1o the notice of the Ministry.,

NPVCE may repulnrdy provide necessary details and copies of the reported
misleading advertisements to tne Ministry so that the same could be taken up

with the concerned State Authorities and individual manufacturers. adveriisers,

Preferably overy State/UT should have minimum one PPvC of AYUSH and
the cxisting centres need 1o be fully equipped and functional before now

centres are considercd for addition in the pharmacovigilance network.

A compact module ofPharmacovigilance initiative of ASU & 1 drugs and
control ol misleading advertisements may be prepared for inglusion n the
CMI programs lunded by the Ministry ol AYUSH and for distribution (o

AYUSH mstituations.

Report and recammendations of the Stecring and Adyisors Commitiees may he

shared with the Ministey for information and consideration of action points,

\

o
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genda em Nods Approval of New Peripheral Pharmacovigilimee Centres

PAC uhserved that carlicr 1% additional centres were approsed for funding b
dretr monmes & addresses were not knowgs, NIBCL coordnator 1-,.-.;;..-.;n|.1.'4.i phee Hist ol 21
dentified PPOCs and PAC recommendgd theny Tor liking appres al of the Project
sanetioning Committes as under-

Wy Ly g;]a

L. Tilak Avurveda Mahavidyalaya, Pune (Maharashtra]

7 Gowvt, Avueveda College. Bilaspur (Chhattisgarh).

3 SDM Institute of Asurveda & Hospital. Rengalury (Karaiaks)

4. Govi Asurved College. Raghuji Nagar, Nagpur (Maharashira)

5 Covernment Ayun edic College. K haduk pura, Nanded ( Maharashiral,

G, 155 Asurvedic Medical College and Hospital, Mysury [ Kamiataka)

7. Avurveda Department Amrita Institule al Medieal Seiences. ki (Kerala

% Gl Asurveda College. Bangalore (Karnataka)

-

b1 Ros Avursveda College. Kolkata {West Bengal)

Homoeopathy
1M, 1. Homoeopathic medical College & Hospital, Tloarah (W es! Thenuul)

11, Saradu Erishinn | fomecopathic sedical Collepe. Koamy akumar | Lamabnadud
12, Father Muller | fomueapiathy Medical Collepe & lospital, M:mgﬁlum { Rarnotika
13. e AU Homovopathic Medical College & Hospital. Bhubanesi i (Ondishad

Unani
14, Ajmal Khan Tibbiva College. A ligarh Muslim University. Adigarh (L)
15, Hakim syed J".'Imll”'.mun[in'-.IUII.‘mi Medical College & Fospital, Bhopal (ML
16, r. Abdul HagUnani Medieal College. Kumool ( Andhry Pradesh
17. |{¢giu|m|. Rescarch Institule of UnaniMedicmne. foolhatta {West Phengal )
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I8, Sicldha Clinical Research 1init (under CC
anathapuram 1 ¥isin

al (1AM Azl I pstrict (1

ot (Taml [l

1 Govt, Tospital, Kamuthi. Ran i
v L Tl i amilnadu).

a1 Giond, Theni Medieal College Haspil

21, Giovt, Hospiial. Kushithursi, Fansakumari | L aminadi)

. : - - pamipheral Centreis) for the
PAC suggested Tor identifving and including any moie peripheral Centrels) 1t

approval of PSC on getting recommendation from relevanl SOUFCES.

6. Agenda ltem No0d:  Requirement of grants for the financial year 2019-20.

NPYCC Coordinator explained the financial proposal for the vear 019-20 and

sred that total gramt of Rs 258800000 had been received from the Ministr

February, 2018 out of which Rs] 99.01.426'- dishursed/spent, Funds lor salary of the

LR

project stall have been exhausted and balance amount of Rs 59.78.574" will be spent
necd-wise under different heads by the time next installment of grant is received. Details

of vear-wise release of grant and expenditure al NPvCC are as under:

3 s — S—

Financial | _| Installment  of | Amount of | L:‘-.].’h.ﬂdll.l.ll'L Balanee

Year grant /dated grani il date amourit
released

ST TR T 15000000/ | 1723.02.2018 | 1.40.00.000 | 1,99.01.426 39,7847

27 03,2018 | 1000000

A , |
-0 LSO00.000 328052008 | 10.60.000

| Ai402.2018 | 9820000 |

1 ; ! FE—

PAC  showed its displeasure for nol having submitied  proper  expenditure
documents and directed NPVCC/ATIA o send at the carliest the UC of funds wilized so
far in Form-12A alongwith audited l:spenditure Statement as per GFRs and dulv

suthenticated by Finance Officer/CA and countersigned by head of the institute,  1urther,
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. e

Salary Component:

Pi '
er month Monthly For 4 For 11 Months
amaunt (@) Fapenditure | Months

SO

| e e - i p
I echnical o Rs 3000 - s 1000, 00t - Ry 40000 - sl | 0T -
Progrim
(OTicer (2)

2 Daln o "o Ra 15.000- CRs LA 00t - PM :, R GibIHIL - CHs 1650 -
|
Cperator (1]
1Pyl

| Tprogram  « Rs 10000 TRs 200000 [ Rs 8.00.000° | ks 22.00.000 -

Associale el
(50 ' | II

s ; Paa bt " Rs 12,000/ s OO0 - M Tis 240,000 - Bs i B -
(peralors . |
(5) | | __ ll

Ppvs 18

Fi Prﬁgrnm T Rs Zﬁ.uiﬁl.'-"- LR 10, 50,000 ', Rsd2. 00,000 - Rad | 53LL AN
Assistant l
(PA) (42) o S _L_ s | :

'I'uturmiﬂn-' eunnpu_nt:l;i_ﬁt:i;cl for 2019-20 for |“-.ﬁ‘.?.lm.mll.‘r . Re).56.35.000

existing 42 cenires | .
: W prri;ﬂwml ! > R A 20000 -
cn additional ey girement  Tor sulary

aires th
A from August 2019 onwards for 8

Total galary €
i 57,00, 000/ - 1.98,75,000/-
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- sotbanee prnmgrant
Fotal funds requirement tanticipated expenditure) for Pharmacovigila prog

implementation during the year 2019-20 will be as follows:

M Expenditure Head Amount (Tor 11 Alreads requested
. months) amount of Tfunds for
4 months for existing
41 centres)
I, Salars Component (ol NPvCC : Rs | .98.75.000"- | Rs 57.00.000 -
MO8, 2 existing M Csoandd
21 new PPyCs) .
2. Uinticd Funds (for cntire vear) | Rs 31.50.0000- | T
. " One Nationsl Lovel Tralming. 1 REZ0DRO00S | =
Programs '
4 Vor conduction of Rs. 700,000/ | -
Stecring and Advisory : .
Comimittes Meetimgs , |
FOTAI T Rs 25725000/ | - RsS7.0000-

Program Olficer of the Pharmacovigilance scheme in the Ministry. Adviser (AL Dr

P4 Katochinformed that sdvance proposal of Rs 57.00 lakhs is being processed with the
concurrence of Chaivman, PSC and funds would he released alter due approval of IFD

PAC recommended the financial proposal as above for consideration of PSC n 11s nexi
meeting.
The meeting ended with vote of thanks 1o the Chair.

TLL:]



Annesure,

List of Participants

ity ' - o "
47 Meeting of PAC of Pharmacoyigilance Scheme, 24" May, 2019

+ Sh, PR, Pathak. Additional Scerctan . Ministry of AYLUSH- Chairman

d Dr. 1 Co Ratovh, AdyisortAs ) Minisirs of AYUSE

& Dr Molid. Labie, Advisor(U ). Mimistry of AYUSH JL%

& e K5, Sethi. Advisort] lomocoputhy ). Minisiry of AY ISt ll"'- \
< MrsShielaTirkey. Under Secretary. Ministry of AYUSH =" EP%
& Dr. Tanuja Nesari, Dircctor, AllA — 19 yu 3| 2ol9g
& Dr. Gulib. National Coordinator, NPYCC ANA = 1auy2] 2019

e

= . Vimanshu Joshi, Research Officer. Ministry of AYUSH

- EEW




Ministry of Ayush

Approved Minutes of the 1Y Project Sanctioning Committes mutmg rEentral Eﬁ!ﬂqu’

Scheme of Avoush Qushadhi Guovatta evam Utipadan Samva

Scheme

The first meetmg of the Project Sanctioning Commuttee meeting (PSC) for AQUGSY Scheme
was held under the chairmanzhip of Shri Rajesh Kotecha, Secretary (Avyush) on 09.03.2022 at 12

noon through video conferencing .List of participants s annexed.

Al the owser , Dr Anand Gudivada, Advisor (Ay) Mimstry of Avush welcomed the Chairman
and the members of the committee and thereafter briefly described about the background of first
PSC meeting under AQUGSY scheme,

Dr Galib, Nodal officer for NPVce, ALLA appraised the committee about the activity and
achievements of Pharmacovigidance program held in the last two years. A briel note on existing
structural hierarchy of pharmacovigilunce centers was presented highlighting the synoptic
statistics of reported misleading advertisements i these centers in the last six months and the
awareness programs conducted under the scheme | The Chairman opined the need to outreach
OPD's of the existmg bhospitals for sensitizing general public using 1EC material about the
ongoing program and that the National Commissions of respective system of medicine may be
invoelved in this task,

(Action: AllA 10 comact Chairperson NCISM and NCH  for  wider  publicity).

In this context. DG-CCRAS has informed that awareness program is likely 10 be conducted in
the last week of March, 2022 at Jamnagar 1o the State authorities and Primt Media. The
Commiltee sugeesied that awareness program needs to be given to electronic media also 5o as to
sensitize them regarding the musleading advertisements casted in the electronic media.

The Chairman also suggested 1o draw these statistics thus obtained into o published clinical
study. Agenda-wise deliberations and recommendations were made as under:

Agenda No 1: Approval and Gramt in  aid for Newly identified Peripheral
Pharmacoyvigilan enlers (PPvC) ui vigilunce of ASU&H nt

of A Y scheme.

The last meeting of PAC recommended the proposal of 25 newly identificd PPvCs with a
financial implication of Rs. 87.50 lakhs /| year to be placed before PSC for approvals in
accordance with the AQUGSY scheme guidelmes.

Decision of PSC: The PSC noted the recommendation of PAC and approved the proposal with
the following hreak up:

M ol proposed cenlers Financial imvelvemeni Far 2% centers venr
iper cender | Year)
15 K 350,004 - R 87,50, (16K -
Break-Up of proposed funds
=.nn esipnation M ol post Safarvivesr
. rogram Assisinnt ol s 3 AHK DO
i B 250000 Month)




E- Emled Funils

The last mecting of PAC recommended the proposal for revision of pay structure and re-
designation of technical officers to be placed before PSC for approvals in accordance with the
Avurgyan scheme guidelines and [FD concurrence.

Decision of PSC: The PSC noted the recommendations of PAC and approved the proposal,
subject o revision of the existing ADUGSY scheme guidelines as per the due procedure and
under following heads:

Existing designat| Numb | Preposed re ~designation and Proposed pay
bom, B gpuslification
qualification,
pay
Mechnical Progral 02  [Research Associate s 47.000 = HRA /mouth
DHfcer Ph.D. in the concernad subject Nin 18t Year)
R

AT (ASSIH sirey
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nst=Giraduation m (ASTH sifRs 49,000 + HEA ‘'month

fim ) {in 2nd Year)
K

Degree quodification in (A5
stremm ) wilh manimem 5 yeEr
s resenrch experience i-2 having

Rs 58000 M |
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dsion of annual

& 54,000 + HRA ‘mionth
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hancement of 2
bused on safi
ctory performan
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| enhancement i
5% based on sal
slnciary perform

csearch Associaie
Ph.[ i the concemed sulbject

R
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& research expericnee 1, havin
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funided by the Mindstry of AYL
SH, ICMR. CSIR. DST or equiv

B 47,000 + FRA /month
in 151 Year)
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in Yoad Yearp

Fa S4,00H) 4 HRA manth
i 3 Year)
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vigion of annuesl
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The additional finaacial implication is as follows:

Y ear E‘:jupomi ExpelExisting Expenditure vaditional Minancial implication
finure
Y eur | 3,65, 29,4440 - S () A (L7 29.440
Year 2 1,67,33.9200- 258, (0 1,09,33.920
“gar 3 .TMS.I;E-_'E.EH.HI.M 114,345,120

The Chairman desired that the proposal for revismn of Scheme guidelings for the above
proposal along with other necessary changes if any. may be submitted to the Ministry wilhin
W weeks from the dale af ISEATCE of the Manutes.

enda No 3: Grant in_aid to ncial su stioning of Pharmacoy of A
U&H drugs compomnent of AOGUSY scheme during F.Y 2022-1%

The last meeting of PAC recommended the proposal of financial support of Pharmacovigilance
component of AQGUSY scheme in scecordance with the existing pay structure and existing cen
vers for an amount of Rs.3.29 crores durmg FY 2022-23 to be placed before PSC tor appro vals.

Decision of PSC: The PSC noted ihe recommendation of PAC and approved the proposal  The
Committee also agreed to enhance 3% annually as per the existing guidelines of the Scheme :

[_ Copmpancni Finances
E:ur!.- Component for | NPvCC, § IMCs Hs 2714000
d 74 PPvCs*
ffice running, CMEAwnreness and Con Fes 20,00, (4H)
gencies (Bs 5 lakhs for WPvCC, 3 Inkhs
o each IPVCC)
nited Funds for the existing 74 centers Fex 37,00
Hs 30,0000 per cenier
Totnl proposed cxpenditure for the exingi s 3,29.40,000
Li“ ueiure

Break-up for the proposed salary camponent for the existing centers af 1 NPYCC, 5 1PvOs and 74 FPvCs for

11-13

El'nuigmttlnmhrrt::luy Compfealary | Month }rnr 12 months
T pusis el

PyOC: 02 Lsu.nnmmnnql.mmmm 12,000~

Duta Entfil
v Ope by 1, (0 month [0 B0 montl 2. 40,0007-

40008 mon 2, DL HHK manth (24,008,000 -
I

20,000/ mon |00 B msomihy 12 a0 -

Frvis

roEram (74 25 K mon L& S0, maonih 2,22 000/
Assisiant ]



T otal suliry component needed for 203223 Rs 27240000 - |

t spaknat for office running, CAVIE/awarcness & contingenches far 2022-23
stablishment & CofTorl (Bs) |

Break-up for the Anancial 5

Awarencss Programs
WIEC(Rs) ntingencies Rsi
NIV 250000/ 2 50,000/ - 5 M, 10 -
P i Far 1750006 - 7. S L RN - | 5. 0, =
S CERIErs}
[T wtal T Db, 00 (MY -

ASLUEH d i) meni (HGLSY se [

The last meeting of PAC recommended the proposal of engagement of Administrative
Consultant and Financial Assistant along with financial implications to be pliced before PSC for
approvals in accordance with Ministry’s goidelines

Decision of PSC: The PSC noted the recommendation of PAC and approved the bllowing
propasal subject to revision of the existing AOUGSY scheme guidelnes as per the due
rocedure;

Number of proposed Consuli Salary (Bs) . Sulary (Bs)
wnts (S0, (0l ety consuftant | {per vear)
02 1, i, () - | 1200, (WK -

The Chairman desired that the proposal for revision of Scheme guidelines for the above
proposal along with other necessary changes if any, may be gubmitted to the Mimstry within
two weeks from the dare of issuance of the Minutes,

er approved sal ce of

The last meeting of PAC recommended the proposal for ratification o f carlier approved salary co
mponent of Pharmacovigilance progran during FY 2021-22 to be placed before PSC for approva
I

Decision of PSC: The PSC granted ex post facto apptoval far the salary component of Pharmac
ovigilance program during FY 2021-22 as under:
Pharmacovigilance program {Far 12 monihs)

Siall Salary Fis 2,71 40,060




The last meeting of PAC recommended the proposal to be placed befure PSC tor approvals .subj
ect 1o restructuring of budget within the limits of existing ADUGSY scheme gurdelings and liqu
dation of utilization cestificate of previous funds provided to the unit through NAM.

Decision of PSC: The PSC noted the recommendation of PAC and approved the proposal subje
cied to liquidation of utilization certificate of previous funds provided o the unit through NAM a
nd also to conduct onsite monitoring visit and verification of the obsolele instruments requiring r
eplacement as submitted by the State DTL with the following break up:

| Revised Non recurring expenditure (in lakhs)
willding renovation [21.50
Equipments 1H#.50
Total 3 bW
Revised Hecurring expenditure (in lakhs)
Manpower [or (5 years .00 (344 Y earh
AMC Echemical reagents, SABL Acore 13 B0 {24,507 ear)
jdination, ml_;:i,
[I‘ml i H
otal fund requirement from Central Government JHLB0
Ape Mo T: Grant in_aid for u harmacy and State [¥

testing laboratory in Jammu & hashimir

The last meeting of PAC recommended the proposal to be placed hefore PSC for approvals,
subject 1o restructuring of budget within the himits of existing AQGUSY scheme guidelines and
liquidation of the pending utilization certificate of previous funds provided to the DTL through
NAM

Decision of PSC: The PSC noted the reco mmendation of PAC, approved the proposal subject w0
[FD concurrence and liguidation of pending U.C with the following break up:

| Mon recurring expenditure il Hsj
Building remevation 0,00 Lakhs
Computer, Printer AW Lakhs

Lachinery & equipment B5.51 Lakhs

ok (=i, 000
[Monitring of project z 40,050
Totul REETR T

Hum'ﬂgg_upmdl'rurr fim fsj
Manpower B.21 Liiwh s
Raw material, chemical reagent Eﬂ.nﬂ Lakhs

M JH

uckaging 00 )

"esting charpes 00 Lakhs
|Consumables ;En.ﬂa Lkahs _
Manitoring of project 47,050
Total (104, 38, 0054N -

Tatal (Non Recurring and Recorring) [217.79,100 (2,17 cr. approx)

Wirant in aid for existing State Drug Testing Laboratory:

5



|'Nn-n recurring expendifure

{Building rensvation 00,040 Lkl
Equipment 4,58, 400/~
urring expenditure
lanpower i, B3 AMHE -

otal (Mon Recurring and Recurring)  [THLAT M) (100 cr. approx)

rant in aid for existin

Mizoram.

The last meeting of PAC recommended the proposal of existing State DTL i Mizoram to be
placed before PSC for approvals,

Decision of PSC: The PSC approved the proposal in accordance with the porms of the existing
AOGUSY scheme gu idelines with the following break up:

Recorring expendinure {in Lakhs)/vear
Munpower |l-l.1il
I hemicals amd reagents h].ErB
Amy other comsumables |
AMC 1.0
Total (1 8.0
Additiona

The Advisor (Ay) appraised the PSC .J.1!'H"F|.lt the three regulatory training programs conducted
under AQGUSY scheme during FY 21-22 with 2 budget of Rs 5.3 lakhs per esch program as

approved by IFD. the Committee was informed that other twe Iraining programs could not be
conducted due to the Covid-19 restrictions.

The meeting ended with thanks to the Chaar.

EX L LE

List of Participanis

Annexure - 1

Shri Raj Kumar , AS & FA, IFD

Dr. TarnugjaMNesari , Director, AllA

Prof. P K Prajapati. Director L'e PCIM&H

D, SubhashKaushik, DG CCRH

Shri RN Acharya, DG CCRAS

Prof. Asim Al Khan, DG CCRUM

Dr . K. Kanakavalli , DG CCRS

Shri M. A Qasmi , Adviser { Unani) . Ministry ol Ayush

Dr. Chinta, Deputy Adviser (H), Ministry of Ayush

il Dr Suresh Kumar , Deputy Adviser [ Ayurveday, Ministry of Ayush
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11. Dr. Rachna Paliwal ,Assistant Adviser (H), Ministry of Ayush

12. G.V.R. Joseph (Guest), Joint Director [/e PCIM&H

13. Dr.Galib. Nodal officer for Pharmacovigilance program, NPvCC, AllA
14, Shri SudiptRath.Nodal officer for Pharmacovigilance program IPvC, NIA
|5 Dr Rama Kanta Sharma , Director { Ayush) , State of Assam

16. Dr. Mohan singh, Director { Ayush) Statz of J&K

17. Director { Ayush) State of Mizoram

1% Dr Kumaran D, Research officer (Siddha) Minisiry of Ayush

19. Dr Shiddamallayya ,Research officer { Botany) CCRAS HOQ

0. Dr, Neha Kalra, Research officeri H) Ministry of Ayush
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Minutes of 7" Project Appraisal Committee Meeting of
Parmocovigilance Scheme virtually held at 2:30PM on 31.5.2021

7th pAC Meeting was held virtually under the Chairmanship of Shri P K

Pathalk, Special Secretary {55], Ministry of Ayush on 318 May 2021 at 2:30
PM to review the progress of Pharmacovigilance srheme mplementation.
List of the participants is annexed.

The meeting started with welcome remarks by Dr J.L.N.Sastry, I/C Drug
Contrel Cell followed by opening statement about the background and status
of scheme implementation. The Chairman, in his remarks emphasized the
need to hold the meeting of PAC on quarterly basis and implement the
Pharmacovigilance actvities in effective manner etc, He expressed his
displeasure on poorly framed Agenda Items and directed NPWCC to EXErTise
due diligence in preparation of Agenda items,

Thereafter, agenda-wise discussions proceeded as under-

Agenda Item Neo. O1: Confirmation of the Minutes of the 6" Project

Appraisal Committee [PAC) Meeting heid on 12" January 2021 and
Action taken report thereto.

Minutes of the 6'"PAC meeting held on 12 Japuary, 2021 were confirmed.
However, it was suggested by the Chair that the minutes are to be circulated
among the committes members before finalizing their inputs, if any. Dr.
Galib informed that there are 74 Peripheral Centers functioning across the
country in majority of States/UTs. Program Assistants have been recruited
in imaximum of these centers and functioning in lines of the objectives of the
program.PAC  also noted the action taken report of previous
recommendations and discussed the functional status of the Peripheral
Pharmacovigilance Centres. In this regard Chairman, PAC specifically
directed as under:

1. Pending UCs of Re. 27.35 Lakhs from Financial Year 2019-20 should
be scttled within a 7 days.

2. Reporting of suspected Adverse Drug Reaction should be specific and
to be augmented.

3. NPvCC should make it sure that the untied funds are being utilized as
per the guidelines :esued for the same, Chairman, PAC further directed
that this shouid be taken as separate Agenda liem in the next meeting.
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4, Details of publication by the Pharmacovigilance centres should be
specific. Accordingly, details of publications by the pharmacov igilance
centres are as follows:

National Pharmacovigilance Coordination Centre:

I Ancient wisdom of Ayurveda vis-d-ws contemporary aspect of
Materiovigilance in association with DCC, Ministry of AYUSH and IPC,
(ihaziahad submitted ta JAIM [JAIM-5-21-00442}

ii. A chapter Pharmacovigilance for Indian Traditional Medicine in
association with IPC, Ghaziabad being published by SPRINGER
Publishers, coordinated by University of Auckiand

iii. Invited article entitled The challenges of implementing
Pharmacovigilance in AYUSH Systems of Medicing in a Commemorative
Volume of 150" Birth Anniversary of Vaidya PS Varier Celebrations

iv, Virtual workshop on Pharmacovigilanee [PV) for Traditional Medicine
{TEM) Products in the WHO South-East Asia Region
(https:/ Japps who.int /iris/ handle/ 10665/ 34071 1)

v. Activity Report of Pharmacovigilance Program -upto June 2020

Intermediary Pharmacovigilance Centre - Jamnagar:
. KAP Study on the Pharmacovigilance concepts in the stakeholders of
Gujarat

Intermediary Pharmacovigilance Centre - Jaipur:

i. Impact of AYUSH Pharmacovigilance on Misleading advertisements.
i, Suspected ADRs in AYUSH Pharmacovigilance - Expenences of an
Intermediary Pharmacovigilance Centre

Agenda Item No. 02: Status Report of System wise ADRs, Misleading
Advertisements, COVID-19 Advertisements and awareness programs.

Dr.Galib provided information about the functioning and reparting culture
and mentioned the reporting of 735 suspected ADRs, 13722 misleading
advertisernents and 184 COVID related misleading advertisements. till
date However, during the reporting period of January to April 2021, he

mentioned that the centres reported 128 suspected ADRs, 3038 misleading
advertisements and 13 COVID related misleading advertisernents.

In addition, it has also been mentioned that 1978 stakeholders [rom
different sectors have been sensitized about Pharmacovigilance related
aspects in 25 awarcncss programs during the reporting period.

Details of system wise ADRs Misleading Advertisements and COVID-19
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Advertisements
Number of ST = COVID-19 related
Elisbsading
Suspected : Misbeading
Mumber of |Number of Advertisaments
Systam PCs e ADRs Advariisaments
Jante | April |Jan toMar |April | Janto e
Mar21 | 21 2 #| Marn ik
1 [Apinvads 02 35 49 g 1807 337
2 [Siddha i 14 14 - {223 - 4 8
3 [Homaopathy 0t 13 3 i) {241 (136
& [Unani 0t b & | 2 of 454 137
5 |[Sowa-Rugoa : i ™ . : : Z =
Total [0 T4 178 | 10 | 2528 | 510 4 B
125 o4 13

Dr Galib further said that about 62% of the received suspected ADRs are in
POSSIBLE category, when preliminarily analvsed [ollowing Naranjo's
algorithm. He further emphasized that this finding i= aligned with previous
studies demonstrating that Casuality assessment results are often
categorized as POSSIBLE, which is difficult to interpret clinically. In
addition, about 20% are PROBABLE categories: while ghout 7%reports were
mecomplete and were unable to be analysed.About 87% of these suspected
reactions werg observed to be MILD in nature, while remaining were
moderate. However, none of these reports are serious. None of the reactions
required hospitalization, no fatality was noticed. All reporte were non-gerious
in nature.

Chairman, PAC asked about the action taken and followup actions on the
misleading advertisements reported. Dr.Galib informed that from January
2021 to April 2021,3038 instances of objectionable advertisements were
reportedby centers to respective SLAs, About 64% of such advertisements
were from  Ayurveda, while 20%, 9% and 7% is shared by Unani,
Homoeopathy and Siddha sysiems respectively.There are about 85
advertisements on which action has been taken by the State Licensing
Authorities (SLAs) and majority of these are from NIA, Jaipur. Chairman,
PAC directed, that rcapective PPvCs should send reminders: to SLAs
[enclosing the details of misleading advertisements} with a copy to Drug
Policy Section, Minigstry of Ayueh to lake acbons on musleading
advertisements.

Agenda Item No. 03: Presentation of Progress of the Pharmacovigilance
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Scheme implementation by NPvCC and IPvCs:

Chairman, PAC directed in the PAC that a separate review meeting will be

held in 2™ or 3™ week of June wherein NPvCC and [PvCC shall present the
progress of implementation of the pharmacovigilance Scheme.

Agenda Item No. 04: Identifying New Centres:

A list of 24 centres has been submitted by NPVCC for possibility of
designating as new Peripheral Centres, Chairman opined that in the current
pandemic times, designating new centres may be considered later. After
thorough assessment of performance of the existing centres, new centres
may be identified on need basis,

Agenda Iltem No. 05:Communicating with CCIM for releasing advisories
towards unethical practices by registered practitioners

It has been suggested that the NFvCC should directly communicate to CCIM
to release suilable advisories against uncthical practices by the registered
practitioners.For such items, approval of PAC is not required

Agenda Item No. 06: Releasing of News Letter

The agenda wag discussed and suggested not to print the news letters. It
was resolved in the meeting that digital version of news-letter should he
released utilising the services of existing manpower.,

Agenda Item No. 07: Revision of Pay Structure and nomenclature of the
recruited man power

It was suggested to prepare a comprehensive agenda item justifying the
proposed revisions and submit as a new agends item in next meeting,
keeping in view extant guidelines, their work profile and performance till now
and pay structure of similarly placed employees in other Institutes/Schemes
of Ministry of Ayush,

Agenda Item No. 08: Financial support facilitating the functioning

In the meeting Chairman appraised the budgetary provisions within the
approved Scheme for FY 2021-22, whereas financial assistance for opening
of designating new centres and recruiting administrative consultants was
deferred considering the present pandemic situation. Further NPvCC was
directed to resubmit the details of the break-up for various provisions as per
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the approved scheme in accordance with budget allocation and the same
should be reflected in the minutes.

Accordingly, the revised proposal for financial support for 2021-2022 is as
follows:

[A) Salary
Comp " Salary Per Month| For 12 months
NPVCC
Technical Pr :
S . - OMEEL | e 50,000/~ PM [Rs 1,00,000/- PM [Rs 12,00,000/-

Data Entry Operator (1) @ Rs 20,000/ - PM [Rs 20.000/- PM F=. 240,000 /-
IPvCsa|5)
Program Associate |5) i Rs 40,000/- PM [Rs 2.00,000/- PM Rs 24,00,000/ -
Data Entry Operator (5] o Bs 20,000,- PM JRs 1,00,000/- PM Rs 12.00,000/-
PPvCs(74)

Program Assistant (74 |@ Rs 25,000/- PM [Rs 18,50,000/- PM[Rs 2,22,00,000/-

Total salary component for 2021-22 Rs 2,72,40,000/ -
Activities, Webinars, Office
(B) E:umg Management Unit, & Untied | © aoopres © [For 2021-22
nds
NPvCC
[EC Activities, Wehinars, Management Unit, &
Office running (1 NPvCC) s 5,00,000/- F.—Dﬂ,ﬂmg’-

IPvyCC |5 Centires)

[EC Activities, Webimmars, Management Unit, [Rs 2,00,000/- g
Office mnning(5 1PvC) E&r [PvC FU,DD.DDD;'—
PPvCC |74 Centres)

; . £ 25,000 /- g
Untied Funds (74 PPvC) E:er PPuC rI{E,ED.EH'Iﬂ,"-
Total for 2021-22 =
3,20, 0D -
Financial support for
Component 2021-2022
1 Balary Component for NP OO, 5 IPvC and 74 PPvD Fs 2, 72,440,000
IEC  Activities, Webhiners, Office munning and
33,500
= Untied Funds {for all existing centtes) g
Total Es3,05,90,000

Agenda Item No. 09: Any other item with the permission of the Chair.



NIL
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The meeting was ended with a vete of thanks to the Chair.

LIST OF PARTICIPANTS

L L - L - L] L - L] L] L] L]

5h. P, K. Pathak, Special Secretary, Ministry of Ayush, Chairman

Dr. Tanuja Nesari, Director, ATTA & Member Secretary, PAC

or. 1. L. N. Sastry, I/C Drug Contral Cell, Ministry of Ayush

Director, NIH, Kolkata

Director, NILIM, Bangalore

Dr. 5, R. Chinta, Deputy Advisor{Homoeopathy), Ministry of Ayush
Dr. Galib, Coordinator, NPvCC, AITA

Prof, Rabinarayan Acharya, IPvC, IPGTARA, Jamnagar

Dr. Sudipta Rath, 1IPvC, NIA, Jaipur

Dr. Mohd Aleemuddin, IPvC, NIUM, Bangalore

Dr. Vishweshwaran, IPvC, NIS, Chennai

Dr.5wapan Paul, IPvC, NIH, Kolkata

Dr. Vijay Gupta, Principal Scientific Officer {Av.), Drug Policy Section,
Ministry of Ayush

Dr.Rachna Paliwal, Asst. Advisor {(Homoeopathy), Drug Policy Section,
Ministry of Ayush

Dr.Himanshu loshi, R.O. (Ayurveda), Drug Policy Section, Ministry of
Ayush
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Minutes of 7" Project Appraisal Committee Meeting of
Parmocovigilance Scheme virtually held at 2:30PM on 31.5.2021

7th pAC Meeting was held virtually under the Chairmanship of Shri P K

Pathak, Special Secretary (S5), Ministry of Avush on 31% May 2021 at 2:30
PM to review the progress of Pharmacovigilance scheme implementation.
List of the participants is annexed.

The meeting started with welcome remarks by Dr J.L.N.Sastry, 1I/C Drug
Control Cell fallowed by opening statement about the background and status
of scheme implementation. The Chairman, in his remarks emphasized the
need to hold the meeting of PAC on quarterly basis and implement the
Pharmacovigilance activities in effective manner etc. He expressed his
displeasure on poorly framed Agenda ltems and directed NPvCC to exercise
due diligence in preparation of Agenda items,

Thereafter, agenda-wise discussions proceeded as under-

Agenda Item No. 01: Confirmation of the Minutes of the 6" Project

Appraisal Committee (PAC) Meeting held on 12" January 2021 and
Action taken report thereto.

Minutes of the 6'9PAC meeting held on 12MJanuary, 2021 were confirmed.
However, it was suggested by the Chair that the minutes are to be circulated
among the committee members before finalizing their inputs, if any. Dr.
Galib informed that there are 74 Peripheral Centers functioning across the
country in majority of States/UTs, Program Assistants have beer recruited
in maximum of these centers and functioning in ines of the objectives of the
program.PAC also noted the action taken report of previous
recommendations and dizcussed the functional status of the Peripheral
Pharmacovigilance Centres. In this repard Chairman, PAC specifically
directed as under;

1. Pending UCs of Rs. 27,35 Lakhs from Financial Year 2019-20 should
be setiled within a 7 days.

2. Reporting of suspected Adverse Drug Reaction should be specific and
to be augmented.

4. NPvCC should make it sure that the untied funds are being utilized as
per the guidelines issued for the same. Chairman, PAC further directed
that this should be taken as separate Agenda [tem in the next mecting.
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4. Details of publication by the Pharmacovigilance centres should be
gpecific. Accordingly, details of publications by the pharmacovigilance
centres are as follows:

National Pharmacovigilance Coordination Centre:

|, Ancient wisdom of Agurveda vis &-vis contemporary aspect of
Muateriovigilance in association with DCC, Ministry of AYUSH and IPC,
Ghaziabad submitted to JAIM (JAIM-5-21-00442)

ii. A chapter Pharmacovigilance for Indian Troditional Medicine in
association with IPC, Ghaziabad being published by SPRINGER
Publishers, coordinated by University of Auckland

iii, Invited article entitled The challenges of implementing
Pharmacovigilance in AYUSH Systems of Medicine in a Commemorative
Volume of 150" Birth Anniversary of Vaidya PS Varter Celebrations

lv, Virtual workshop on Pharmacovigilance (PV] for Traditional Medicine
(TEM) Products in the WHO South-East Asia Region
(https:/ [apps.who.int /iris  handle / 10665734071 1)

v: Activity Report of Pharmacovigilance Program -upto June 2020

Intermediary Pharmacovigilance Centre - Jamnagar:
i. KAP Study on the Pharmacovigilance concepts in the stakeholders of
Gujarat

Intermediary Pharmacovigilance Centre - Jaipur:

i. Impact of AYUSH Pharmacovigilance on Misleading advertisements,
ii. Suspected ADRs in AYUSH Pharmacovigilance - Experiences of an
Intermediary Pharmacovigilance Centre

Agenda Item No. 02: Status Report of System wise ADRs, Misleading
Advertisements, COVID-19 Advertisements and awareness programs.

Dr.Galib provided information about the functioning and reporting culture
and mentioned the reporting of 735 suspected ADRs, 13722 misleading
advertisements and 184 COVID related musleading advertisements tll
date However, during the reporting period of January to April 2021, he
mentioned that the centres reported 128 suspected ADRs, 3038 misleading
advertisements and 13 COVID related misleading advertisements.

In additicn, it has alen been mentioned that 1978 stakeholders from
different sectors have been sensitized about Pharmacovigilanee related
aspects in 25 awareness programs during the reporting period

Details of system wise ADRs Misleading Advertisements and COVID-19



il Mo. T -T207 2rErdu2u -0

Advertisements
Number of _ COVID-18 related
Misleading
Suspected : Misteadin
System "“;f;' of "‘;’;‘“TE':' ADRs Mverisaments. | s
" Jonto [ April [Janto Mar [April [ Janto |
Mar21 | 1 % |2 | Mar2e
1 Joyurveda 02 % W 08 | e |
7 [Eiddha i 1 1 T 7 ;
THomeopathy | 01 13 31 | 00 | 044 | 0%
4 Unan ik E 7| 0 | oask [ 1%
5 [Sowa-Figpa : o 3 P : . . :
Total 0 7 THEEECEE g
126 038 13

Dr Galib further said that about 62% of the received suspected ADRs are in
POSSIBLE category, when preliminarily analysed following Naranjo's
algorithm. He further emphasized that this finding 18 aligned with previous
studies demonstrating that Casuality assessment results are often
categorized as POSSIBELE, which is difficult to interpret clinically. In
addition, about 29% are PROBABLE categories; while about 7oreports were
incomplete and were unable to be analysed.Abour 8754 of these suspectod
reactions were observed to be MILD In nature, while remaining were
moderate. However, none of these reports are serious. None of the rcactions
required hospitalization, no fatality was noticed, All reports were non-sernous
in nature.

Chairman, PAC asked abour the action taken and followup actions on the
misleading advertisements reported. Dr.Galib informed that from January
2021 to April 2021 3038 instances of objectionable advertisements were
reportedby centers to respective SLAs. About 64% of such advertisements
were [rom  Avurveda, while 20%, 9% and 7% is shared by Unani,
Homoeopathy and Siddha syvstems respectively.There are about BS
advertisements on which action has been taken by the State Licensing
Authorities (SLAs] and majority of these are from NIA, Jaipur, Chairman,
PAC directed, that respective PPvCs should send reminders 1o SLAs
{enclosing the details of misleading advertisements) with a copy to Drug
Policy Section, Ministry of Ayvush to take aclions on  misleading
advertisements.

Agenda Item No. 03: Presentation of Progress of the Pharmacovigilance
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Scheme implementation by NPyCC and IPvCs:

Chairman, PAC directed in the PAC that a separate review meeting will be

held in 2™ ar 3™ week of June wherein NPvCC and IPvCC shall present the
progress of implementation of the pharmacovigilance Scheme.

Agenda Item No. 04: ldentifying New Centres:

A list of 24 centres has been submitted by NPvCC for possibility of
designating as new Peripheral Centres. Chairman opined that in the current
pandernic times, designating new centres may be considered later. After
thorough asscssment of performance of the existing cenlres, new cenires
may be identified on need basis.

Agenda Item No. 05:Communicating with CCIM for releasing advisories
towards anethical practices by registered practitioners

It has been suggested that the NPvCC should directly communicate to CCIM
to release suitable advisories against unethical practices by the registered
practitioners.For such items, approval of PAC iz not required.

Agenda Item No. 06: Releasing of News Letter

The agenda was discussed and suggested not to print the news letters. It
was resolved in the meeting that digital version of news-letter should be
released utilising the services of existing manpower..

Agenda Item No. 07: Revision of Pay Structure and nomenclature of the
recruited man power

It was suggested to prepare a comprehensive agenda item justifying the
proposed revisions and submit as a new agenda item in next meeting,
keeping in view extant guidelines, their work profile and performance till now
and pay structure of similarly placed employees in other Institutes/Schemes
of Ministry of Ayush.

Agenda Item No. 08: Financial support facilitating the functioning

In the meeting Chairman appraised the budgetary provisions within the
approved Scheme for FY 2021-22, whereas financial assistance for opening
of cesignating new centres and recruiting admmistrative consultants was
deferred considering the present pandemic situation. Further NPvCC was
directed to rezubmit the details of the break-up for various provisions as per
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the approved scheme in accordance with budget allocation and the same
should be reflected in the minutes.

Accordingly, the revised proposal for financial support for 2021-2022 15 as
follows:

[A) Balary
Compunent SBalary Per Month| For 12 months
KPvCC
E“hmm Program OHcer b o0 20 006, - M ks 1.00,000 /- PM [Re 12,000,000/ -

Data Entey Operator (1) |6 Bs 20,000/- PM [Bs 20,000/- PM [Rs. 2.40.000/-
IPvCsi5)
Program Associate (5] [ Rs 40,000/ - PM [Rs 2.00,000/- PM [Rs 24,000,000 /-
Date Entry Cperator [(5) il Ra 20,000/- PM [Es 1,000,000 /- PM [Fs 12,00 000/ -
PPvCs(T4)
Program Assistant (74) [ Rs 25,000/ - PM [Rs18,50,000/- PM[Rs 2,22,00,000/-

Total salary component for 2021-22 2,72.40,000/-

'BI Activities, Webinars, Office
ng, Management Unit, & Untied
nds

For existing

SR For 2021-22

NPvCC
IEC Actimties, Webinars, Management Umit, 5
5 3,00,0007F 5

Office running (1 NPvCC) 200,000/

IPvCC (5 Centres)

IEC Activities, Webinars, Management Unit,
Office running|(s 1PvC)

PPvwCC (74 Centres)

Rs 2,00,000/- |[Rs
per IPvC 10,000,000/ -

: Rs 25,000/-  [Rs.
Untied Funds (74 PPvC) per PPvC 18,50,000/ -

Total for 2021-22 RS
33,50,000/-

Financial support for

2021-2022
1 [Salary Companent for MPwCC, 5 IPvC and 74 PPyC Rs 27240000

[EC Activities, Webinars, Office nunning and
Uinticd Funds [for all existing centres)

Component

Rs 33, 50,000

Total m.n.i.snknun

Agenda Item No. 09: Any other item with the permission of the Chair.
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The meeting was ended with a vote of thanks to the Chair.

LIST OF PARTICIPANTS

Sh. P, K. Pathak, Special Secretary, Ministry of Ayush, Chairman

Dr. Tanuja Nesan, Diractor, ALIA & Member Secretary, PAC

Dr. 1. L. N, Sastry, I/C Drug Control Cell, Ministry of Ayush

Director, MNIH, Kolkata

Director, NIUM, Bangalore

Dr, 5. R. Chinta, Deputy Advisor{Homoeopathy), Ministry of Ayush
Dr, Galib, Coordinator, NPwCC, AILA

Prof. Rabinarayan Acharya,IPvC, IPGTEBRA, Jamnagar

Dr. Sudipta Rath, IPvC, NIA, Jaipur

Dr. Mohd Aleemuddin, 1P¥C, NIUM, Bangalora

Dr. Vishweshwaran, [PvC, NIS, Chennai

Dr.Swapan Paul IPvC, NIH, Kolkata

Dr., Vijay Gupta, Principal Scientific Officer (Ay.), Drug Policy Section,
Ministry of Ayush

Oir.Rachna Paliwal, Asst, Advisar (Homoeopathy )}, Drug Palicy Saction,
Mimistry of Ayush

Dr.Himanshu Joshi, R.0. {Ayurveda), Drug Policy Section, Ministry of
Ayush



T-12012/1/2019-DCC (AYUSH)
Government of India
Ministry of Ayurveda, Yoga & N aturopathy, Unani, Siddha and Homeopathy

(AYUSH)
AYUSH Bhawan
‘B’ -Block, GPO Complex,
INA, New Delhi-110023
August, 2019
FFICE EN

Subject: Minutes of the 3¢ Meeting of Project Sanctioning Committee (PSC) for the
Central Sector Scheme of Pharmacovigilance Program of ASU & H drugs-reg.

The undersigned is directed to forward the minutes of the 3rd Meeting of Project
Sanctioning Committee (PSC) for the Central Sector Scheme of Pharmacovigilance Program
of ASU & H drugs held on 29 July, 2019, under the Chairmanship of Secretary |AYUSH) at
Ministry of AYLISH for perusal and necessary action. All concerned are requested to semd
the action taken report on the decisions, recommendations of the Project Sanctioning
Committee within 15 days.

This has the approval of the Secretary {AYUSH).
Enclosure:- As above

i
<{K. B. Sintha)
Under Secretary to the Govt. of India
To,
1) Sh. Pramod Kumar Pathak. Additional Secretary, Ministry of AYUSH and Chairman,
Project Appraisal Committee
2) ASEFA, Ministry of Health & Family Welfare, Nirman Bhawan, New Delhi-110011
Financial Advisor of the Ministry of AYUSH
3) Dr. D.C. Katoch, Advisor {Ay.). Technical Head of the Drug Control Cell
4) Dr. Eswar Reddy, DCG(D
5 b KR C Reddy, Director, Pharmacopoeial Commission of Indian Medicine &
Homoeopathy, Ghaziabad, U.P
6} Dr. Tanuja Nesari, Direclor, AlLA
71 Under Secretary (KBS) Ministry of AYUSH,
&) Dr. Galib, Naticnal Pharmacovigilance Coordinator, AllA, New Delhi,
%) Prof. Rabinarayan Acharya- IPyC-IPGT&RA Jamnagar
10) Dr. R. Madhvan- [PvC-NIS, Chennai
11) Dr. M., Raja-IPvC, NIH, Kolkata
12) Dr. Mohd Aleemuddin-IPvC-NIUM, Bangalore
13} Dr. Sudipta Kumar Rath-[PvC-NIA, Jaipur

Copy for information to-
1) PPS toSecretary(AYUSH], Ministry of AYUSH
2) PSto AS, Ministry of AYUSH
3) All the officers of Drug Control Cell, Ministry of AYUSH



Minutes of the 3 Meeting of Project Sanctioning Committee (PSC} for the Central Sector
Scheme of Pharmacovigilance Program of ASU & H drugs held on 200 July, 2019.

Third meeting of the Project Sanctioning Commitiee of Pharmacovigilance Program of
ASU & H drugs was convened under the Chairmanship of Secretary (AYUSH), Vd Rajesh
Kotecha on 200 July 2012 at 03:00 PM to consider the proposals for the Year 2019-20
Faollowing attended the meeting-

a) Sh, P. K, Pathak, Additional Secretary (AYUSH)

b} Dr. D.C, Katoch,, Advisar {Ayurveda) & Head- Drug Control Call (DCC)
¢) Shri Ra Kumar, Deputy Secretary (IFD)- representative of F.A

d) Dr. Satya Pal Shani, Deputy Drug Controfler, COSCO- representative of DCG(1).
gj Dr. K R C, Reddy, Director, PCIM&EH

F) Dr. Tanuja Nesan, Director, AllA

g} Sh. Kundan B Sinha, Under Secretary, Ministry of AYUSH

k) Dr. Galib, National Pharmacovigilance Coordinator, AllA, New Delhi

i) Prof. Rabinarayan Acharya-IPvC-IPGTERA Jamnagar

i) Dr. R Madhavan- IPvC- NIS, Chennal

k) Dr, M. Raja- IPvc, NiH, Kolkata

1) Dr. Mohd. Aleemuddin ~iPvC- NIUM, Bangaiore

m) Dr. Sudipta Kumar Rath- IPvC-NIA, Jaipur

n} Dr. Himanshu Joshi, RO{Ayu), Ministry of AYUSH

2 The meeting starfed with welcome and cpening remarks from Advisor (Ayurveda), Dr
O C Katoch providing background of the implementation progress of the Ceniral Sector
Scheme of Pharmacovigitance of ASU &H drugs since i3 inception on December 2017,
disbursament of funds to All India Institute of Ayurveda and summary of the activities
undertaken so far al Mational, Intermediary and Paripheral Pharmacovigilance Centres and the
recommendations of the previous PAC meefing held on 24™ May, 2016, Additional Secretary,
ah. P, K Pathak expressed the concem Ihat Audited Uc in Form 12-A as per GFR |
Expenditure Statement etc are required from AIANPYCC 1o liquidate the grant funds released
in 2017-18 and 2018-19 and settle the accounts.

i



3 It was informed that 137 ADRs (from January to June 2019) and 1426 instances of
Misleading Advertisements {from August 2015 to April 2019) have been reported by the NPVEC
and Ministry wrote letters to 15 State AYUSH Licensing Authorities, Editors of News Papers,
Manutacturers 'Associations eic for taking necessary action in respect of misleading
advertisements found violating the prohibifive provisions of the Drugs & Magic Remedies
(Objectionable Advertisements), Act and Rules. In this regard, PSC endorsed the
recommendations of last PAC meeting of 24" May, 201%; discussed the need of making swift
and robust system of moenitoring, reporting and taking actions and Chalrman summed up the
following dirsctions-

i Letter head in the name of Pharmacovigilance Program should be used for reporting
the instancas of misleading ASUSH drug adverdisements to the Sigte Authorbes.

ii. Peripheral Phamacovigilance Centres may be sensitized and their capacity buitt up
about proper reporting of ADRs in the prescribed format with help from CDSCO.

i. Dedicated website of Pharmacowgilance Le. wiww, ayushsuraksha com shall be made
nleractive and mare functional in respect of issuance of natices & reminders 10
manufacturers violating the adveriisement norms and ethics and for maintaining data

base of misleading adverlisements of ASUEH drugs,

3. Thereafter, the agenda itermns were presentad and considered by PSC as follows:-
(i) Agenda ltem No. 01: Financial proposal for 2019-20.

The PSC considered the financial proposal for the year 2019-20 wis-avis the
recommendations of the Project Appraissl Committee meefing held on 24 May, 2019,
Approval was accorded o the proposal of Rs. 2,72, 26, 000 for release of funds as per the
following details-

a} Advance of Rs. 57.00 lakh already released ta NPVCC on 11.06.2018 with the approval
of Secretary and IFD on file for four months salary component of exisling centras.



b) Rs. 14176000 for satary component of existing and 21 new peripheral centres

¢) Rs. 31.50 lakh a8 Unfied Funds for 63 penpheral centrés @ Rs. 50,000 per centre.

d) Rs. 20.00 lakh for conducting training programs of pharmacovigilance:

g Rs. 7.00 lzkh for conducting meetings of various Committees of the pharmacowigilance

scheme .

fi Rs. 15.00 lakh for organising Mational Pharmacovigilance Conference, 8-10 Movember,

o010 at IPGTRA, Jamnagar, PSC siso recommended 1o ensure participation of
representakives/coordinators of al MNational, Intermediary and Penpheral
Pharmacovigilance centres in fhe National Conference and approved that MPVCC may
iransfer required amount of funds tg the Intermediary Pharmacovigiance Centre,
IPGTRA-Jamnagar from the funds allocsted for Training Programs for meeting
expendiure 0N wravel, accommodation elc of contractual technical staff of the
pharmacaovigiance centres going lo be deputed 1o parficipate in the National
Corference, [PGTRA, Jamnagar shal work out the proposal in this regard and send 10
NPyCC.

paC noled accordingly !
racammended for NPVCC to first ufilize the remaining balance of Rs 5800 lak

grants released Tl 201 819 and submit the audited UCs, Expenditure

he emerging budget utilizaton and deficit as under and
hs from the

Statements of 2017-18

and 2018-19 at the eariies!.
BE(201%- | Advance Proposed Approval Funds Available “
20) released on | Demand for granted Deficit
11.06.2019 2019-20
1 ? 3 4=2+43 5=1-2
Rai80Cr | Rs057Cr | Rs218Cr Fig 2.72 Cr Rs 1, 23Cr. g
Deficit of Rg. 0.925 Cr

.




{iy  Agenda ltem No. 02: Approval of New Peripheral Pharmacovigilance Centres
PSC considered and approved the foliowing %1 Peripheral Pharmacovigilance Centres.

1. Tilak Ayurveda Mahavidyalaya, Pune (Maharashtra)

2. Govt. Ayurveda College. Bilaspur{Chhattisgarh)

3. SDM Institute of Ayurveda & Hospital, Bengaluru, (Kamalata)

4 Covermment Ayurvadic College, Khadakpura, Nanded{Maharashira)

5. GoviAyurved College, Raghuj Nagar, Nagpur (Maharashtra)

B, JSS Ayurvedic Medical Caliege and Hospital, Mysury, (Kamaiaka)

7. Ayurveda Depariment, Amnita institute of Medical Sciences, Kochi{Keraia)
8. Gowt Ayurveda Coilege, Bangalore (Karnataka)

6, JB Roy Ayurveda College, Kolkata [West Bengal)

Homoeopathy

1. Mahesh Bhattacharya Homoeopathic Medical College & Hospital, Howrah (West
Bengal)

9 Sarada Krishna Homoeapathic Medical College, Kanyakumarn (Tamil nadu)

3 Father Muller Homoeopathy Medical College & Haospital, Mangaiury (Karnataka)

4 Dr Abhin Chandra Homoeopathic Medical College & Hospital, Bhubaneswar
(Odisha)

Unani

4, Ajmal Khan Tibbiya College, Aligarh Mushm University, Aligarh (U.P.)

2 Hakim Syed Ziaul Hasan Govt Unani Medical College & Hospital, Bhopa! {M.P.)
3. Dr. Abdul Hag Unani Medical Collega, Kumoo, (Andhra Pradesh)

4. Regional Researechinsiitute of Unani Medicing, Kolkatta, (West Bengal]

Siddha

1. Siddha Clinical Research Unit of CCRS, Karol Bagh, New Delhi. |

2 Gavt Hospital, Kamuthi, Ramanathapuram Dstnct (Tamilnadu)

3. Govt. Theni Medical College HospitallDSMO), Madurai District (Tamilnadu)
4, Govt Hospital, Kuzhithura, Kanyakumar (Taniinadu)

il



(ili}y  Agenda item No. 13- Additional support at NPvCC

PSC considered the difficulties faced by NPYCC in handiing grant accounts of e
pharmacovigilance scheme far wart of tramed Accountant as explained by the. Director, AlIA
Prof. Tanuja Nesari, After detailed discussions in the light of scheme guidelines for engagement
of contractual manpower, the Charman decided 1o extend reguired manpower support of
Program Assistant provided for the Minisiry by hiring suitable expert oo contract al approved
norms to work in the NPYCC

fiv) Agenda ltem No. D4: Revision of Salary of Recruited Manpawer

PSC digcussed the remuneration raigs of Diata Entry Operators appointad on coniract in
National and Intermediary Pharmacovigiance Cenfres vis-a-vis the scheme guidelines
Considering the need 10 comply with the minimum Wages norms of the Government for
contractual manpower and on the suggeshon of WD representative, PSC agreed 10 pay
remunetation to the Data Entry Operators engaged under e pharmacovigilance program in

sccordance with the extant MInIMUM Wages NOMmS,

Agenda ttem No. 05: Revision of ToRs of Programme Management Unit to be
recruited in the Ministry
PSC considered the proposal of revising the eligibility critena of qualifications and
experience for Tiring she services of Programme Manager and Programme Assistant on
contract in the pharmacovigilance scheme handling unit of the Ministry It was recommended
o process the matter on file for approval of the revised noms and concurrence of IFD therelo

The meeting ended with vote af thanks 1o the Chair and PSC members.
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Email dec-ayush@nic.in

Minutes of the 5th Meeting of Project appraisal Committee (PAC) for the Central
sector Scheme of Pharmacovigilance Program of ASU & H drugs-reg.

From : DCC Ayush <dcc-ayush@nic.in> sat, Jul 04, 2020 11:42 AM

Subject : Minutes of the 5th Mesting of Project Appraisal &2 attachments
Committee (PAC) for the Central Sector Scheme of
Pharmacavigilance Program of ASU & H drugs-reg.

To : Pharmacovigilanceayush
r:phannamuigﬁanr;eayum@gmail.cnm}, galibi4
<galibl4@yahoo.co.in>, Director AlLA, New Delhi
<director-aiiag@gov.in>, ipycjamnadar
<ipvcjamnagar@gmail.com>, Dr Srinivas Rao Chinta
< chinta@nic.in>, Mohd Tahir
«motdtahir. cghs@nic.in=, drrnacharya@gmail .com, dir
nia 54 <dir.nia.54@gmail.com:>, NIA nia-rj <nia-
H@nic.in>, ipvec nia <ipvec.nia@gmail.com:>, fpvC min
kolkata dlm.nih.kdkata@gmall.cum}, ipvCnium
<ipvenium@amail.com=>, nispharmacovigilance
{niﬂpharmwigilameﬁgmall.cwn:-, nischennaisiddha
<nischennaisiddhad@yahoa.co.in>, nist4
<nis04@ymail.com>, niumbangalors
<piumbangalore@yahoo.com=,
drmaquamri@gmail.com, sudipti@gmail.com,
directoripgti®ayurveduniversity.com,
drmadhavanji@gmail .com, syisul L idgmail.com,
National Inst of Homoeopathy <admin@nih.nic.in>,
drspaul 2007 <drspaul 2007 @gmall.coms, Kundan
Bharti Sinha <kb.sinha@nic.in>, Dr. Dr Himanshu Joshi
<dr. himanshujeshil15@gmail.com=, Rachna Paliwal
<rachna.paliwal@nic.in>, Dr. D Rajnish gautam
<rajnishgtm@gmail.com=, drggl9ss
<drgg1955@gmail.com=, Subramanian Saravanan
<subra.saravanani@gov.in>

Cc : RAJESH KOTECHA <secy-ayush@nic.in=, Pramad
Kumar Pathak <as-ayush@gov,in>, Dr. D.C. Katoch
<de katochi@gov.in=, Mr, Dr. DC Katoch
cdckatoch@rediffmall.com=>

Mﬂﬂmﬂ}
£ RS L R
Government of India
wrgdfe, W E ST T, T, e wrE ErEarel (31T HAEE
Ministry of Ayurveda, Yoga % Maturopathy, Unani, Siddha and
Homoreopathy (AYUSH)

NBCC Office Block-3 (2" Floor),
East Kidwai Nagar, New Delhi-110023.
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04" July, 2019

OFFICE MEMORENDUM

lgct: Minutes of the sth meeting of Project Appraisal Committee [PAC) for the
Central Sector Scheme of Pharmacovigilance Program of ASU & H drugs-reg.

This has reference to the st peeting of Project Appraisal Committce
(PAC) for the Central Sector Scheme of Pharmacovigilance of ASU & H drugs held

on 95 June, 2020, under the Chairmanship of Sh. P. K. Pathak, Additional
Secretary at Ministry of AYUSH. In this regard, minutes of the meeting is hereby
farwarded for perusal and necessary action. All concerned are requested 1o send
the action taken report on the decisions/recommendations of the Project
Appraisal Commitiec at the carlicst and as per the directions of the PAC (Agenda-
3 of the enclosed minules), MPeOC and [PvCs are requested to make prescntation
for a special review meeting to he held in the third week of July, 2020.

sJosire:-
1. Minutes of the Eth PAC
3. OM of even number dated and ju1y, 2020

---With regards---
[Drug Policy Bection)

To:
all the participant of PAL {as per list)

Copy to:

i, PPS to Secretary|AYUSH), aMinistry aof AYUSH
i, PStoAS, Ministry of AYUSH
ii. PPS to Advisor, Ayurveda, Dt. D.C. Katoch, Ministry of AYUSH

Hlnutes_,uf,mn_!ith_ﬂht_,ﬂﬂﬂnq_H_Prnmamvlgilancn_smune_held_u
= n_25.06.2020.pdf
380 KB

- 02_07_20_OM_Misleading_Advrtisements.pdf
3 MB
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Minutes of 5 Meeting of Project Appraisal Committee held on 25. 6.2020, 11:00 AM.

50 Meeting of PAC was heid online under the Chairmanship of Shri P.K Pathak
Additional Secretary (AS), Ministry of AYUSH on 95m June 2020 at 11:00 AM to review the
progress of phamacovigilance scheme implementation and appraisal of the proposals for
the year 2020-21. Director AllA and coordinators of National and Intermediary
Pharmacovigilance Genlres (NPVCC and IPvCs) parficipated in the meeting. The list of
participants is annexed.

The meeting started with welcome remarks from Dr D. C Katoch, Advisor (Ayu.) and
Head, Drug Policy Section followed Ty apening staternent about the background and stalus
of scheme implementation. The Chairman, Additional Secretary Shri P.X Pathak in his
remarks emphasized the need to hold the meeting of PAC on quarterly basis (last week of
gvary guarter), steer the pharmacovigilance aclivities in affective manner and instructed
NPVCC to submit UC, expenditure statement, remaining balance etc of the funds
sanctioned in the 2019-20 by 15" July, 2020 1o liquidate the grant accounis. It was
reiterated the need to assess the performance of existing PPvCs in respect of ADR
reporting  and monitoring of Misleading Adverfisements. Thereafter, agenda-wise

discussions proceeded as under-

Agenda Item No.i- Confirmation of the Minutes of the Ath meeting of Project
Appraisal Committee held on 24th May 2019 and Action taken
report thereto,

Minutes of the 4th meeting of PAC held on 24 May, 2019 were confirmed since no
comments received from any member, PAC also noted the action taken repart of the
previous recommendations anc discussed the functional status of the Peripheral
Phamacovigiance Centres. National Co-ordinator Dr. Galib informed the house that 17
Siates/UTs are yet to have phramacovigilance canires and existing 62 PPvCs except that

1
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of Banaras Hindu University, have appointed Program Assistants but reporting of ADRs,

misleading advertisements IS being camied out by the PPvC-BHU.
Agenda Item No. 02: Action Taken Report on the recommendations of the 34 PSC:

Action Taken Report of the 37 PSC held on 20t July, 2019 was presented in the
meeting stating that an amount of Rs. 965 crore was released for pharmacovigilance
activities in 2019-20. Discussing upon the method of fund transfer to the Peripheral
Pharmacovigilance Centres, National Coordinatar, Dr. Galib informed that funds to PPvCs
are not being transferrad through PEMS. In this regard, Chairman intervened that all the
Pharmacovigilance Centers must be enrofled on the PEMS till 15% July and funds should
he transferred through PFMS only. It was informed thal contract of the appointed DEO at
NPVCC was renewed in April 2020 and after that salary Is being paid as per the minimum
wages norms. Regarding revision of ToRs/feligibility criteria of the Program Management
unit (Program Manager and Program Assistant) to be recruited in the Ministry, Dr. D. G,
Katoch, Advisor (Ay.) informed that due to conslraint of space in previous office al AYUSH
Bhawan and lockdown imposed dug 1o COVID-19 outbreak, the file with the proposal of
revised eligibility criteria has been submitted for getting approval of the Secretary (AYUSH)-
Chalrman PSC and thereafter would be farwarded for appraisal and concurrence of IFD.

Recruitment process will be started after due approval of the same.

Agenda Item No. 3- Presentation of Progress of the Pharmacovigilance Scheme
implementation by NPvCC and Intermediary Centres.

Or. Galib, National Co-ordinator, NPWCC pragented the progress of the
Pharmacovigilance Scheme implementation and informed as under:

« Since January 2019, iotal of 416 Suspected ADR's (165 from Ayurveda, 61 from
Siddha, 131 from Unani and 59 from Homoeopathy) have been reported Ul May,
9020, Causality analysis as per Naranjo Scale for reported suspected ADR's shows
maximum reports in the probable category and a very few in the certain category.

P
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Experts were nominated by the respective Central Councils of Homoeopathy, Unani

and Siddha and from AlIA, New Delhi for the evaluation of Suspected ADR repaorts
raceived. Evalualion of these reports in Homoeopathy and Siddha system was
eartiad out at NPVCC, AllA, New Delhi during December 2019, Evaluation of these
reports in Ayurveda was carried in March 2020. Most of the reporls were found to be
non-sefious and not directly related to the suspected drug.

e £501 instances of misleading advertisements (4220 from Ayurveda, 1070 from
Siddha 728 from Unani and 573 from Homoeopathy) have been reported from
August 2018 to May 2020 and 44 COVID 19 related misleading adverlisements were
reported in April 2020. Letiers were sent fo the editors of leading newspapers in
Delhi by NPvCC citing misleading adyerisements and urging them to stop
publication of the same.

Thereafter, presentations were made by the Coordinators of the Intermediary
Pharmacovigilance Centres. .

PAC raised concerns about underreporting of syspected ADRs and lack of follow up
on the Misleading Advertisements escalated 10 Siate Regulators, Editors of the news
papers and individual manufaclurers. It was desired that NPvCC, IPvCs and PPVCs shall
alsa send the reports through email on Misleading Advertisements to the concerned State
Licensing Authority with a copy 10 State Health Secretary and Drug Policy Section of the
Ministry and non-responsiveness of inaction of the State Regulatory Personnel on e
reports of peripheral centres may be brought to the notice of Ministry. In this regard,
Chairman, PAC directed to hold a special raview meeting in the third week of July, 2020
involving participation and presentation from the NPyCC and IPvCs.
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Agenda Item No. 04: Financial proposal tor 2020-21(From June 2020 to March 2021-
10 Months).

Dr DC Katoch and Dr Galib presented the financial proposal for the year 2020-21
and it was informed that total grant of Rs 5,23,36,587)- including Rs. 2,64,56 587 in 2019-
90 had been released from the Ministry since February, 2018 under the pharmacovigilance
scheme, out of which NPYCC and IPvC-IPGT&RA spent Rs. 4,78.45,519/-. and unspent
balarice of Rs 44.91,068- is avallable as on date in the account of National
Pharmacovigilance Coordination Centre. UC of Rs. 15,00,000/- released 1o IPGTARA,
Jamnagar in September,2019 for National Confererce of Phamacovigilance has been
submitted and UCs liquidated except for the funds released in the year 2019-20. Details of
year-wise release of grant and expendilure are as under.

Financial RE (inRs.) | Instalment of  Amount of
Year grant/dated grant till date (in
Released | RS)
(in Rs.)
2017-18 | 1,50,00,000- | 1423022018 | 1.40,00,000 | 4,7845519/-
2w 27.032018 | 10,00,000
018-19 | 1.08,00,000)- | 37/28.052018 | 10,60,000
4 114,12 2018 98.20,000
2019-20 | 2,68,00,000/- | 5%/11.06.2019 | 657,00,000 |
6% /20.09.2019 ' 1,03,00,000
15,00,000(to
IPGT&RA) |
 7%/12.03.2020 89,56,587 |

Expenditure | Balance

| amount
(in Rs.)

| 44 91,068/
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PAC appraised (he proposal of financial raquirement for ten months from June 2020

ta March 2021 and recommended it as under-:

A. | Salary Component from June'2020 to March'2021 (10 Months)
| - For 10 Months
NPvCC : No.| Per Month (in Rs.) (inRs,) |
(02) TPO @ 50000/~ per menth | 2 50000 1000000
(01) DEO ¥4 20000 | 200000
IPvC (5) i
(05) Program Associate | 5 | 40000 ! - 2000000
(05 DE0 EX 20000 1000000
"PPVC (63)° |
(63) Program Assistant | 63 | 25000 15750000 |
Total i 199,50,000
B. | Total Untied fund for 63PPvCs for 2020-2021 (@ 10,000/- per 6,30,000/-
PPvC) i
C. 11 New Peripheral Centres for 6 months 17.60,000
I} Salary of 11 Program Assisiants= Rs. 16,506,000
)] Untied funds @ Rs 10,000 per centre= Rs 1,10.000 |
D. | One National webinar on Pharmacovigilance ? 1,00,000/-
| (AYUSHSURAKSHA 2020) at NIUM, Bangalore _
- Total (A+ B+C+D) | 2,24, 40,000)-

Twais recommended fo deduct the unspent amount of Rs 44.91,068- from the sanctioned
amount of grant during 2020-21 and guidelines be made for activities to be done with untied
funds. It was decided in the meeting that quarter-wise statistical information related to
progress of implementation of Pharmacovigilance Scheme should be made available on the
dedicated website of the Pharmacovigilance and a link of website should be made available
on the Ministry's website and annual reporl of Pharmacovigitance program should be
published along with the annual repart of Ministry of AYUSH.

it was agreed in the meeting that NPVCC will provide specific activities-wise details
of untied funds and the conference at NIUM, Bangalore may be in form of webinar with clear
objectives and strict time frame invalving participation from Pharmacovigilance Centers,
Teaching Faculty and PG Scholars, State Government Regulatory personnel and other
stakeholders of ASU&H seclor.
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Agenda Item No. 05: Approval of New Peripheral Pharmacovigilance Centres.

On presentation of the list of newly proposed 30 Pharmacovigilance Centers, PAC observed
that new centres have proposad in most of the States where PPvCs are already functioning
and contrary to the recommendations of the previous meetings, still 17 States/UTs namely
Arunachal Pradesh, Bihar, Goa, Haryana, Jharkhand, Manipur, Mizoram, Nagaland, Punjab,
Sikkim, Tripura, Andaman and Nicobar Islands, Chandigarh, Dadra and Nagar Havell,
Daman & Diu, Lakshadwesp and Ladakh do not have any PPvC.  Therefore, only eleven
centres in these States were recommendsd to be established in 2020-21 with financial
support for six months and it was advised to explore establishing PPvCs preferably in
Giovernment institutions in the remaining States/UTs of Punjab, Jharkhand, Mizoram, Dadra
and Nagar Haveli, Daman & Diu and Lakshadweep. Following list of new cenires was
recommended-

YURVEDA

1) Bharteeya Sanskrit Prabodhini Gomantak Ayurved Mahavidyalaya & Research
Centre, Vajem, Shiroda- 403103, Distl. South Goa, Goa.

2) Shri Dhanwantri Ayurved College & Hospital, Sector.46-B, Chandigarh - 160 047.
3) Shri Krishna Govt. Ayurvedic College, Umri Road, KURUKSHETRA, Haryana.

4) Regional Ayurveda Research Centre (RARC], Dimapur, Magaland

5) Regional Ayurveda Research Institute (RARI), Gangtok, Sikkim

6 Regional Ayurveda Research Institute (RARI), ltanagar, Arunachal Pradesh

7 ISM & Homoeopathy Hospital, Port Blair, Andaman and Micobar lslands
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HOMOEQPATHY

8. Regional Research Institute (H). Imphal, Manipur
9. Regional Research Institute (H), Agartala, Tripura

UNANI

10. Govt. Tibbi College, Patna, Bihar

SOWA-RIGPA
11. National Research Institute for Sowa-Rigpa,Leh, Ladakh

Agenda Item MNo. 06: Adjudication/ Performance Evaluation of Active
Pharmacovigilance Centres

PAC appraised the proforma prescribing assessment crileria to evaluale the

functionality/ performance of Pharmacovigilance centres and made following observations:

« The assessment shall be done from the date of inception of particular
Pharmacovigilance Centre supported under the Scheme.

« NPVCC will relook the proforma and make it available in the website of

Pharmacovigilance for making entries in online/digital format anly.

Agenda ltem No. 07: Utilisation of Unspent funds of 2019-20 in 2020-21:

It was decided to recommend for deducting the unspent funds of 2018-20 from the
grant of funds sanctioned for 2020-21 and to process the matter on file after obtaining

consolidated statement reflecting details of pending amounts with NPvCC and IPvCs.
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Agenda ltem No. 08: Revision of Salary of Recruited Manpower:

This matter was not recommended considering the Covid-19 situation in the country and its
financial impact.

Agenda Item No. 09: Publication of Anrual Report 2013-20 for Pharmacovigilance
Program

PAC pointed out that there s no need (o publish separate Annual Report of
pharmacovigilance scheme implementation as the outcomes and outputs of the scheme are
covered in the Annual Report of the Ministry. However, NPvCC may bring out quartery
bulletin of ASU&H pharmacovigilance activities, achievements and vents including manthly
reporting of ADRs and misleading advertisements and upload them in the website
periodically.

Agenda Item No, 10: Setting up of Pharmacovigilance cell at all ASU & H Colleges/
Research Institutes.

PAC discussed in detail the proposal of setting up pharmacovigilance cells in all
ASU&H college hospitals, It was found to be a welcome suggestion but providing support
through the scheme to all the calleges may not be feasible and sustainable. Since the NCIM
Bill and NCH Bill are in the Parliament, so the proposal should be taken up for consideration
after the Bills are enacted and Commissions are set up. Meanwhile, CCIM and CCH may be
approached for inclusion of pharmacovigilance modules in the UG and PG teaching and
ADRs reporting and manitoring of advertisements by ASIJ&H colieges.

The meeting ended with vote of thanks to the Chair.

ik

-
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Annexure

Online Meeting of PAC of Pharmacovigilance Scheme, 25.5.2020, 11.00 AM
List of Participants

< Sh. P. K. Pathak, Additional Secretary, Ministry of AYUSH- Chairman
< Dr. D. C. Katoch, Advisor{Ayu.), Ministry of AYUSH

< Dr. S. R. Chinta, Deputy Advisor(Homoeopathy), Ministry of AYUSH
<+ Under Secrefary (KBS) Ministry of AYUSH

+ Dr. Tanuja Nesari, Director, AllA

# Dr. Galib, National Coordinator, NPvCC, AllA

< Prof. Rabinarayan Acharya- IPvC-IPGTARA Jarmnagar

< Dr. R. Madhvan- IPvC-NIS, Cherinai

< Dr. 5.Paul -IPvC, NIH, Kolkata

“ Dr. Mohd Aleemuddin-IPvC-NIUM, Bangalore

% Dr. Sudipta Kumar Rath-IPvC-NIA, Jaipur

< Dr Rachna Paliwal, Research Officer, Ministry of AYUSH

% Dr. Himanshu Joshi, Research Officer, Ministry of AYUSH

% Dr Rajnish Kumar Gautam, Research Officer, Ministry of AYUSH

[
I:u' JII . In-: L/
J ! fff

)
|
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F.No.-T.12012/2/2020-DCC (AYUSH)
£ Government of Indin
Ministry of Ayurveda, Yoga & Naturopathy, Unani, Siddha and Homoeopathy (AYUSH)

AYUSH Bhawan, B Block
GPO Complex, TNA, New Delhi-1 10023,

Dated: 2% July, 2020
Oiffice ndu

Subject: Actions 0 be taken on the instances of misleading advertisements of Avurveda,
Siddha, Unani and Homocopathy (ASU&H) Drugs and related services reported
by pharmacovigilance centres - reg.

Ministry of AYUSH has implemented a Central Scheme for Pharmacovigilance of Ayurveda,
Siddha, Unani and Homoeopathy drugs aimed at monitoring and reporting adverse drug reactions
(ADRs) and misleading/objectionable advertisements appearing in the print and electronic media,
In this regard, a three-tier network of National, Intermediary and Peripheral Pharmacovigilance centres
has been established as enclosed to underake surveillance activities about ASU&H drags across the
country. More pharmacovigilance centres are added to the network from time to time.

Since enforcement of the provisions of the Drugs & Cosmetics Act, 1940 and Rules, 1943 and
Drugs and Magic Remedies (Objectionable Advertisements) Act, 1954 pertaining to ASU&H drugs
and related services is vested with the State Governments, it is requested to all the State Licensing
Authorities / Drug Controllers for taking cognizance of the cases/instances brought to their notice by
the ASU & H Pharmacovigilance Centres and initiste necessary action against the defaulters and
alleged manufacturers/advertisers. Action taken report on case to case hasis may be communicated to
Ministry of AYUSH via email dec-avushi@nic.n and 1o the respective pharmacovigilance centre.

Encl: List of pharmacovigilance cenires T
el
Dr ﬁ {':. Katoch
Adviger (Av), Head- Drugs Policy Section,
Te

All State Licensing Anthorities/Drug Controllers of AYUSH

Copy to:

1} stare Principal Sccretaries (Tlealth/ AYUSEH) with a request for necessary dirgcnon 10
the concerned Licensing Authorities/ Drugs Control Officers.

ii) All ASU&H Pharmacovigilance Cenires.

1



Reporti
National Pharmacovigilance Program for ASU

Note:

Personal information will be kept confidential
Al suspestod reactions are to be reporied with elevant defafls

— T — '
| oo of Perghera Conier. |

| Sy-Pat | Onewin |

ng Form for Suspected Adverse Reactions

& H Drugs

FHE ] Ao |
ADW Murnbar | Year

S

1. Patient / consumer identification (Please complete or tick boxes bejow as appropriate)

Patient Initials: e —==A-" | Patient Record Number

 Place of Burth i / OPD | (PAN) o
Address: { Age; |
Village / Town: | Sex: Male / Female / Othars
Past / Via:

| District / State: — e e i

| Diagnosis: | Constitution and Temperament:

| . - e — - —

2. Description of the suspected Adverse Reactions

3. Whether the patient is suffering with any chronic disorders?

Hepatic Renal Cardiac Diabetas Any Others (Specify, if others)
4. Addictions, if any? If yes, please specify:
5. H/D previous allergies / Drug reactions, if any: If yec, please specify:

6. List of all ASU & H drugs used by the patient during the period of one month:

[0 e D ——— T S o
Manufacturer / | Form/Routeof | Dateof Reason
of the Doze i . : Stopped / unwanted
dng | PWehmn. | T | edministration |i““i"“ Continued | *"U% | oecurrences
gL Lt I S S LI




f - —————_\___ e —

Name | ) P Y e i _ATy__r
| otthe | Mnnul’amrm.rl Biia IFum'rlf_Hm.rtgnﬂ—— T Stoppegj—| Reason | W )

| i_'tu_n_il___“'“_“"i_;_ & _}.'ﬂ'"_'"'f“f""_' ikl .GM_LE“_[IEMEH_MJ
I - |

I : : L | |

b = G e
| - T S _[I = j___’____

| : ]
i e _..|___|_ ——=i | .__I..___J.__.J____J

8. Details of the drug suspected 1o cause ADR:

8. Name of the drug:
b, M&nufactun’ng date and Expiry date (if available):
. Remaining pack / label (if available):
d. Consumed arally along with (water ! milk / honey £ o any other)
. Fany dietary precautions hava bepn prescribed?
Ifyes, please specify:

f?lﬁﬁire?é&i' 15t T |Fatal [ ifFatal

e e T ] | _pDsteoldeatl
| Severe: Yes / No. | Aeaction abated after drug stopped or dose reduced:

| | |
| Il Reaction reappeared after ra administration of drug:

|

- o
' Was the patient admitted to hospital? | |
. ¥es, give name and address of hospital |

1. M]rahnnl'malf'rrding-a of relevant laboratory investigations related to the episode done pre and post
episode of ADR-



|
3 | Did theﬂﬁﬁ'imﬁﬁﬁ;h_en_th?d_n@_ a3 discontinued g e 1o 1
| specific antagonist was administereg?

12, Particulars of ADR Reporter

' Please tick: Patient/ Aftendant 7 Nurse / Dogtar 7 Pharmacist 7 Heaith w rker / Drug Manufagire—
B/

[ Any others (pleage specify) i e

| : 2 |Pease specify) :

| Address:

. the form js received or tg
The Coordinator, MNational Fha-lmacnﬁgilance Coordination Centre (NPvCEC)

All India Instityge of Ayurvada (ANA), Mathyrs Aoad, Gautam puri,
[

Sarita Vihar, New Delhi - 1100
: e : b g z

E-mail
The ADR Probability Scale
—— _{.F_'regr_am_c_n_urﬂn_atift&s_m_ﬁﬂwﬁcaLeL_ —
Questions | Yes | No rﬂn_-ﬂ'l—i

_Lﬂmfnistmed'?

4 | Did the adverse reaction reappear when the drun was re. &1l 555
Ut il S
3 | Are there afternatives causes that could solely have caused -1 | 43 0
I ol IR e 1)
3 | Was the drug detected in the blood (ar other fluids) in a +] 0 0
concentration known to be toxie? \
7 | Was the reaction more severe when the dose was increased, 1 0 0
or less severe when the dose was de_c;?ised? — 1 | ]
'8 | Did the patient have a similar reaction to the same or similar +1 0 0
drugs in an revious exposure? o mem I S
g ﬁ;} tﬁaﬁi};ﬁer&nt%mﬂbr nbj&cﬂvewfdence_?__ | ¥ 0 | o
B e Total Score , =

Score: = 9 = Certain; 5-8 = Probable: 1-4 = Possible; 0 = Unlikely



Grade - 7 (Mild)

Grade - 2
The Suspected Adverse :’Mudﬂmtej
Event Grade - 3 (Severe)

Grade - 4
{ Threatening}
Serfous
The Suspectead Adverge
Event MNon-Serinys
Physician
The Suspected Adverse
Event is due to Patient
Drug

Other factarss

Signature
Program Coordinatar



