— ~3 F'.I¥ 1 i B
| avenao i LI UMY
| ]

| DV - ""‘fﬁ%oﬁf*faé?ﬁ%’k CONTROLLED COPY
INDIAN PHARMACOPOEIA-COMMISSIDN By sololport
National Coordination Centre-Pharmacovigilance Prog i e FEndat 2
Page No. 1of4
STANDARD OPERATING PROCEDURE
SOP No. IPC/PvPI/SD/003
Section Signal Detection Revision No. | 01
Effective Date '

00‘96‘/?* e Review Date 21lei E 21025
| Title: SOP for Suspected Unexpected Serious Adverse Reactions Identification

1.0 OBJECTIVE
&l To lay down a procedure for operational functioning of SUSARS/SAE
identification.,
2.0 SCOPE
2.1 This SOP shall be applicable to NCC-PvPI.
3.0 RESPONSIBILITY
3.1 All technical personnel engaged in PvPI shall be responsible for adhering to this
SOP.
3.2 All officers and Section-Incharge shall be responsible for compliance of this SOP.
3.3 Quality-Manager/ Technical Manager shall ensure overa]] Implementation of this
SOP.
4.0 ACCONTABILITY
4.1 Officer Incharge- PvP]
5.0 PROCEDURE
5.1 All the personnel at NCC-PvPI shall commit ICSRs of their allotted AMCs within
one month.
52 Every serious ICSR shall be committed within 15 working days of current month
and the same shall be communicated to SAE division of Central Drugs Standard
Control Organisation.
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SUSARSs identification shall be done biweekly for serious ICSRs and data is refined

provided by NCC) from the web

search and statistics, tools and exit option.

5.3
from Vigiflow database.

5.4 Data Analysis

5.4.1  Login into Vigiflow with user ID & password (as
page https://adr.who-umc.org/

542  After log-in the menu page of vigiflow will display. The top row of the menu is
constant and contains report handling,

543 Select search and statistics in drop down menu, three

and statistics, admin

statistics then find page as figure-1.

L e UPPSALA

i FEROVE Handing
MONITORING — - S
CENTRE

statistics and list reports and

below click option search and

e S R
| sezrch and statiskics

 admin statstics £

Search tommitted reports

ol
cétacts profile
oive e query name
= ;.lser aﬁ;’ds description
- drugs added
drug level

G, perform new searey
Petmpm A drug operator
1, get ald query
receive dat,
from: ;

('t'i“d"'lﬁr'r'z\iiiyyj L &
reactions added
reaction level
reaction operator
type of repart

country of primary source

serious

labelled ves
 include concomitant

varsion 5.3 i Fun query

AT

LAM BN Kumag
Reviewed by Dy
Approved by

73

/ %
o A1, oo - P>
fudan, o, Sedvs

T

_preferred

(Jyes ¢

P | Y g
active substance ) ¥
“Vand @ o

£l

(dd mm cey)

.Y icontains ' search |

“and @ o
g.vfspantaneaus

‘ report from study
i ather i

ta sender {unknown}

sex

no glear * mals “female cizar
no cisar  unknown
&

f%ir/[’*{ Wiz /’\1 e




o
.................................... MISST l LLED O
National Coordination Centre-Pharmacovigilance Prog ne"(lf'lltdipt--a--‘f. P yj
Page No. 3of4 e
STANDARD OPERATING PROCEDURE
SOP No. IPC/PvPI/SD/003
Section Signal Detection Revision No. | 01
Effective Date | ) ?1 0o yl” =3 Review Date 2 'Em ;’ 2820
Title: SOP for Suspected Unexpected Serious Adverse Reactions Identification

5.4.4  Search report listing in profile menu, fill the date and click yes on serious then click

on run query to generate excel sheet.
5.5 Clinical Relevance

5.5.1  Labelled or Unlabelled drug-ADR combination shall be cross checked with drug
information resources like NFIL, BNF, WHO F ormulary, UKeMC and drug@FDA.

552 Strength of evidence for a causal effect (e.g. number of reports, exposure, dechallenge

/rechallenge, alternative explanation/confounders).
5.5.4  Seriousness and severity of the adverse reaction and its outcome.

5.6 Literature Review shall be done by using reviewing different peer review

national/International journals on Pharmacovigilance.

5.9 Serious unlabelled ADRs are identified as SUSARs and further process it for drug
alert/signal/Label change.

6.0 SAFETY AND PRECAUTION

6.1 Do not use any SOP if it is not signed and issued by quality assurance Personnel or

the authorized signatories.
6.2 Do not use adhesive tape or whitener on SOP.

6.3 Do not share the SOP information with anybody outside the organizations.

7.0 REFRENCES: In-house
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8.0 ABBREVIATIONS

PvPI

NCC

SUSARs

SAE

ICSR

UKeMC

WHO

NFI

BNF

US FDA

90 ANNEXURE:

Pharmacovigilance Programme of India

National Coordination Centre

Suspected Unexpected Serious Adverse Reactions
Serious Adverse Event

Individual Case Safety Report

Electronic Medicines Compendium

World Health Organization

National formulary of India

British National F ormulary

U.S. Food and Drug Administration

Annexure I : Drug Alert Form F ormat No. IPC/PvPI/SD/003-F01

Prepared by




INDIAN PHARMACOPORTA'C

National Coordination Centre

Annexure-]
Drug Alert Form

Prepared by ay

/, % 1A i/ 4
Reviewed by SR Sy,
Approved by n,. . 1

®
o
‘a\‘:)
o
>

{ N
{

b



