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10 OBJECTIVE

Sl -To lay down the’ procedure for draftmg, pubhcatron, distribution and comrol of
L _Resource Matenals of Pharmacovr grlance Programme of India. i
12 Th1s SOP descnhes written mstructlons Format Initiation, Revrew, Approval

_Implernentatron, D1strrbut10n and Control of Resource Materials.
20 _s’cgpr B

Lol "Thrs SOP shall be apphcable to the Commumcatron & Pubhcatron sect10n of |

| _'_,Pharmacowgllance Progra.mme of Indla -

31 : _ The personnel engaged in the Pubhcatlon of Resource Matenals shall! be responsrble _
T 'for adhermg to this SOP. , ' - o
_ 32 All the. Ofﬁcers and Sectron—Incharge shall ensure that this SOP has been reﬂected
5 E m the partlcular sectlon of NCC.

" 33 Quahty Manager/Techmcal-Manager shall ensure overall unplementatron of this h
.. osop. S SRR

40 ACCOUNTABILITY

4.1  Officer Incharge - Pharmacovigilance Programme of India
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SOP for draftmg, publlcatlon d1str1but1on and control of Resource Matenals of PvPI '

-PROCE_D_URE

_The Resource Matenals of PVPI shall mclude PvPI Newsletter Gu1dance

o .-Document Performance/Annual Report Pamphlets Posters, Sthkch Brochures :

572 o

Posmon Paper Leaﬂets etc.

_"Resource matenals shall be publlshed by NCC-PVPI as on when requ1red and the |

‘ Whole process of des1gnmg, prmtmg, and d1str1but10n shall be done w1th1n one | o B

e _ m_onth tune af_ter the ﬁnal dr_aft appr_oval_ by_ the competen_t aut_hont_y._

53

Thedraftof 'thc_‘,_: nethlé_leﬁer shall be prepared hy capturing all the .eventsand ;

.updatés of PvPI dunngthe specified quarter ina single WOrd file on or bet'ore'the '
. completion of the quarter and shall be rev1ewed by the commumcatlon team.
' -followed by concerned ofﬁcers and edltonal team, adv1sory board of PVPI

'newsletter for - any suggestlon and correctxon and shall be forwarded to the“" ‘

S 'dlrector for” approval and then ccmmumcated 0 the pnnter for demgnmg and

L ) -,prmtmg

54

55

The e-version (soft copy) of the news letter shall be dlstrlbuted to all the AMCs

- ‘partners and stakeholders of PvPI quarterly after the publ1cat10n A hard copy of
' the Newsletter shall _be_prov1ded to AMCs & the stakeholders of PvPl on request

or as required and a stock register of the same shall be maintained.

The draft of _guidance document shall include the vatious chapters to ensure the

good pharmacovigilance practices and shail be reviewed by the concerned

. experts for their Suggestion and comments. All the justiﬁed comments shall be
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meluded in the fmal copy -and shall be forwarded for desrgnmg and prmtmg after

the approval from the drrector

The Performance Report shall’ be pubhshed at the end of financial year. The - '_
-process of draftmg shall be completed on or before the end of every fmanc1a1' :
: year ‘The draft shall capture all the events and - updates of PvPl durmg thel', .7
spe01ﬁed year and shall be reviewed by the concerned experts The whole'.-
c process of desrgmng, pnntmg and dlStl‘lbllthIl shall be done w1thm three months :

- ‘_of time after the draft approved by competent authorrty

, :The conterit of the Posters Strckers Leaﬂets Brochures Posrtron papers shall be
_'prepared as or when reqmred drafted by the communlcatron tearn as mstructed | j

",'and fmahzed by the offlcer mcharge PvPI Whenever required. The desrgmng and |

p_rm_tmg:shall be done Wrthl__n one month aft_er p_reparat_ron of final content,

~ Copy of resource materials shall be 'distributed 0 the AMCs, partners,
. stakeholders of PvPI on request The dlspatch details shall be mention in the

- stock reg1ster
" SAFETY AND‘ ND PRECAUTIONS

‘Do not use any SOP if it is not signed and issued by QA Personnel or the authorized

signatories.

Do not use adhesive tape or whitener on SOP.

- Do not share the SOP information outside the organization.
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80 ABBREVIATIONS

_ IPC R - 'Indien'Pharmaconoeia ‘Coﬁimission R
g _ PVPI o B Pharmacowgllance Progra.mme of India
e : NCC R Natxonal Coordmatmn Centre o
- AMCS o ' Adverse drug reacuon momtorlng centres '_
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