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National Coordii ‘,.m__m.:nm Programiiie of India

Page No. | 1ofs
STANDARD OPERATING PROCEDURE"
. - SOP No. - IPC/PYvPLI/QA/010
Section All mwo:os Revision No. | 00
H:mﬁ?a Date ew o.m_ soyg . —Nnimi‘_um;m . mw;&«w.ina
H:_m. wOHu mo_. P m_umﬂ.mcon and mzcm.:vm_os 0% Eoﬁnmm Reports.
10 OBJIECTIVE
1.1 To iay down a procedure for making progress reports under Pharmacovigilance
Programme of India.
20" SCOPE
2.1 This SOPshall be applicable to PvPL.
'3.0° RESPONSIBILITY
© 3.1 The wﬁ.mc:so.m engaged E.mﬁ. PvPl activity mrm:.@m.mnm_uommmgm for adhering to this
sor. o |
32 Al __u__,_E.Bmoo/\_?:m:om ‘ Associates working at NCC-PVPI shall be responsible for
-adhering to ﬁ_:m Sop.
3.3 Quality zmamm@_ Hwo:bam_ E\Emmﬁ. m@n:oﬁ In- o_#s,am & AMC Coordinator shall
mswEm overall :._%_mﬁmimcos Om this mQu
40  ACCOUNTABILITY
4.1 Officer Incharge - Hu_rm__.Emomim:ms_oa Programme of India
50 PROCEDURE
5.1 The T.om_.mmw Report under PvPl shall be of foliowing type :
M A) Daily Progress Report
. wv Monthly vaomm.m.mm Report of AMCs
C) Monthly Progress Report of PvP1
Name - Designation Signature Date
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STANDARD OPERATING PROCEDURE .
Bl SOP No. IPC/PYPI/QA/010
. | Section All section Revision No. | 00
Effective Date | T&, ﬂﬁa“n . Review Date |y _e@ 2619

.H:_a. SOP for ?mum_.msos and ucc_EmmHo_,_ of Progress Reports.

Lh &.n
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mwm

5.2.7

D) DMU Wﬂuoz (Quarterly)

E) Annual Performancé Report

Daily Progress Report )

Monthly Summary of ICSRs and Communication Details shall be prepared by the

m.:a.?asmm PvA @smmmna in PvPl activities as per annexure 1.

Daily Progress Wﬂuon_mwm: be prepared by the individual personnel engaged in w<_3

activities as per E,Bmem 11. !

The Um_? Fom_ ess Report shall include the day to day mn:ﬁrmm\éo% performed by

the ﬁQ.mo::& at NCC and shall be privided in a date wise manner for that particular
month. |

The Daily Progress Repott shall be supported with Monthly Summary of ICSRs &
OoEE:Eom:os Details: S&Br shall be filled by individual PvA engaged in PvPl]

.mo: vities at NCC for their mz o:oa centres.

Monthly Summary oﬁ. ICSRs and .ﬂo_éﬁcinmﬁ.ﬂo.: Uoﬁm:m 'shall be prepared by
EOSQEQ the Qﬁm:m :wm namie of AMCs Am:m:m& in alphabetical order as per
AMC i.d.), name of Ooanmﬁoh name of PvA with Communiication details; total
no. of ICSRs _.ooome. in the Um:dos_m_. month EQ:_o:Em no. om serious ICSRs in
@m_.m::?mmm The QQm:m on number of IC3Rs committed, 8<mnma and pending tili
date ouq m:@::mmﬁo: oa details. The amS: of no.. oZOme :z:_mma (if any) shall also
be pr- oﬁn_ma 1n 90 mmoawmn_o: mEErm column. _

,;m w<> shall _UBS% the “details  of ooB.Bcsmommon: with the AMC’s
wiiooQm_s&oﬂm\nozom_ sma _u@_mo: for the ailotted omsﬁmm in the specified column

as per Annexure-l,

- The Daily Progress Wmmon and Monthly Summary of ICSRs and Communication

Details of AMCs that shall be submitted in hard capy to QA section on the first

working day of _983\ next month. The e-version ‘format shall be used to prepare
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STANDARD OPERATING PROCEDURE
SOP No. [PC/PvPI/QA/010
Section Al section Revision No. | (0
Effective Date | o) | v Sel¢ Review Date wd_em Te iq
.H:_m. mO_u mo;, _:a@ﬁm:o: and mcw_ﬁ_mm_os of Progress Reports. .

Daily Progress Wo_uo: and Monthly mc:,:,:mc of ICSRKs m:a GOB:EEnm.:o: Details
and only mar o_sm.\m@mor may be adjusted if’ Fﬁ::ma

Note: - The Daily Progress Report and the Monthly Sumumary of ICSRs and
Communication Details shall preferable be hand written.

Monthly Progress Report of AMCs

The Monthly Progress Wmﬁon of AMCs shall be prepared by QA personnel, Um_.mmm

L

Lh U
s}
—

on the Monthly Summary of ICSRs received from Individual NCC-PvA and shall be
m:.m:Nma after verification of total no. of reports received from each >§ﬂm by QA
section, This F.,n,_uow.ﬁ. mm.m:. be communicated to AMCs preferably within 7 working
_ Ewm g _
54 Monthly Progress Wo_uc: of PvPI
5.4.1  Monthiy Progress Report of ?%H shall be prepared by designated PvPI ﬁﬂ.morsmm by
| ) m:S_Em:_mEm the .B.o:::._,\ activities of PvPI. This report sha!l be communicated to
.. .,xw.prﬁ,.mamm:.m?\.m omm,.o.n_..-:uou PS to Moo_.ﬁ@%-o:E;mommssmo Director and other
.mi.roasnm t_.mm_ﬂ.mzu\ EE&: .m.%,éoza_sm days. o
55  DMU Report (Quarterly)
551  DMU Report .AOcE.H_,Ja. shall be prepared by designated personnel of PvPI on
| quarierly basis. _.h.”m:m_._r contain the details of work &m_sn in every three months
related to PvPI activities. “The DMU __ﬁu_o: shali ._.uo wavamﬂﬁma to office of Drugs and
Food Quality Oo::.o.w AD_UOQ,. MoHFW and DCG (1) &.ﬁm.ﬂ approval from Secretary-
cum- Scientific U_Sﬂo_. SR |
5.6  Annual %n:d__ﬂm:nm WSE_. |
5.6.1 - The Performance Wmmo: of NCC- HJE hoH every financial year shall be compiled by
the wsw:ommo: mnn_m.o.: Bq__u_,%_ by recording the ..mczE:mm of m:.m_._mﬂ:o:_zm and
capacity building of the progress, training and skill development, data collation and

analysis, signal detection and other activities.
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STANDARD OPERATING PROCEDURE .
SQP No. IPC/PvP1/QA/010
Section All secticn Revision No. 00 )
Effective Date | g\ ,wm;&a;n Review Date w‘._om -Maz
D Title: SOP mo_. Preparation and submission of Progress Reports.
6.0 SAFETY AND PRECAUTIONS )
6.1 Do not use any SOP if it is nol signed and issued by QA Personnel or the
authorized si gnatories.
6.2 . -Donotuse adhesive tape or whitener on SOP.
63 Do not share the SOP information outside the organization.
70 REFERENCES:  In-House
80 _ ABBREVIATIONS
S0P : ‘Standard Operating Procedure
AMC Adverse .U_..”zm._ﬂnmomo: Monitoring Centre
H:_E L .m:&._.s.moo.,\mm._”_msno Programme of India.
NCC SR Am:osﬂ Coordination Centre
QA Lo OS:Q >m£=msno
“ADRK : ., Adverse C_:m Wrmo:o:
ICSRs " Individual Case mmﬁoﬁ\ Reports
PvA. : Egmﬂ._smnoﬁm:gom Associate
DMU : .UL:FJ Monitoring Unit -
MobH&FW Mipistry of mmi h- mma mw:ﬁ_% éo_m:o
No. ;- Number
9.00 ANNEXURE(s):
: _ Name Designation Signature . Date
-Prepared by |7, ; - . . ; . 2
epared bY (i Kumon| fr. Adrocink (B nfet el
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| Page No. Sof5
STANDARD OPERATING FROCEDURE
_ SOP No. IPC/PvPI/QA/010
Section All secticn Revision No. | 00
‘Effcetive Date 6l _g_ _P._ Ve Review Date | o3 d od Tro b
.H.:a. mOmv for Preparation and mﬁvsﬁwvﬂos of Progress Reports.

>_§a/:_m-_ _SO:%E Summary of ICSRs and Communication Details of AMC
Mo:,:mzzo VQT%QO&BS FO1-00

Annexure-TI- Daily Progress Report Format NO.-IPC/PvPI/QA/010-F02-00
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Annexure -1

- Monthly Summ‘u} of ICSRs and Communuatlon Detalis of AMCs‘

Format No. IPC/PvPI/QA/010-F01-00

Name of Pharmacovigilance Associate(NCC) :

- Employee ID: Month : June 2016
AMCs Detail | Communication Detail ICSRs. TCSRs “No.of | Total No. “Feedback/Remark
- T : ' ' réceived in Processed in ICSRs of ICSRs - : —
~index index month | Reverted in Pending
. ' : month S index month tift date - |
S.No - Name of Name of Name of By Phone | By Email- ' o ) :
' “the. | Coordinator Tech. (Date (Date” -
AMC Associate Wwise) Wwise)
R 1D R |S§
R: Received, D:Dial ~S: Send
Submitted by: Verified by:
Note:-
1. The above details to be furnished & submitted to QA section on the first working day of every next month.
2. In the feedback/remark column provide only important information.
3. You are required to fill the Performa in'legible hand writing,
Name Designation Signature - Date
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Ari_nexui'g: R B
- Daily Progress Report =

Format No. TP_C/'PV PT/QA/OT0-FO2-00

Name of Pharmacovigilance Associate : _ Employee 1D: Month ;

Date - _ . : _ . L Work performed

Remarks -

Submitted by: Verified by:

Note: - 1. The above details to be furnished & submitted to QA section on the first working day of every next maonth.
2. In the work performed column you are required to provide important information in bulleted points only.

Name Designation '. Signature - Date
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