Description of Procedure of Analysis of Information Cards

Receiving cards about AE /
UEAI, LE from Medical /
Pharmaceutical worker,

Patient, SSMP, other
organizations

Data

€

5

E

£

5

g

2 Lethal incidents (LI)
3 48 hours
3

g

§

=3

8

§

E

5

£

o

UAEI
48 hours

Lack of effectiveness
)

(LE;
48 hours

Analysis

O

Periodic safety analysis of
selected MP / INN /

Vaccine / Tuberculin on

subject of necessary
decisions

Development of the
project of solution

based on the results
of

Further collection of
information

Filling out the card about the
AE / UEAI, LE in the PAIS or
on the Agency website (for
Patients and Pharma
workers)

Information
source (Sender)

> Electronic means of
communication (e.g. email

Tasks fulfilled in EDMS /
PAIS

.
g,
8<s
P
EREE
8%
SESB2E
$52832°
KD.>‘5':N
o £
x s>

Sub-process

Receiving electronic

Automatic

Providing a protocol for
igating and ing the

notification

Regional Rapid
Response
Teams

cause-effect relationship between
serious and group UEAI, and the
use of a vaccine, tuberculin

Sending electronic




Description of Procedure of Analysis of Information Cards

Part 2/2

Applicant

Legend

State Service
on Medicinal
Products

stry of
Health

[

=

=

‘Additional information about
the lethal incident

Electronic means of
communication (e.g. email

Tasks fulfilled in EDMS /

Notifications about

the AE,
LE and AE / LE with
lethal

Automatic task (Script)

Receiving electronic
documents (messages)

=

Notifications about
UEAI that led to a

lethal incident

lethal incident

ST g ot " .
3ec= 289
883 8252 Sending electronic Sltcations about UEAI that
S EEeonEE documents (messages) are not specified in the
=58 £52=2 instructions and in the list of AE
85 SUE with cause-effect relationship
B H
BE8EE
ESs 8%~
E2ozg
2 a
Exchange of information about the SE, LE Yes
hours
[- Lack of effectiveness (LE) }
[- Unpredictable AE j Received new
additional
information about No Q
[ AE / LE, leading to a lethal consequence }— N the incident? oo safety St gsis ofslected
5 ' Copy ofa card and a P INN
E Exchange of information about the UEAI | letter about AE / LE, (See Part 1)
g 48 hou \ which led to a lethal
g H consequence
3 ISl UEAI with cause-effect relationship due to violation| | |
5 Receiving and analyzing in the production, including the device provided by the T Incident analysis
> the info cards manufacturer | based on a Clinical-
3 (See Part 1) \ Expert Commission
g By protocol data and
] [- UEAI, which led to a lethal j— 0 input to the PAIS
[ |
B UEAI with cause-effect relationship due to a _,L
program error H
1
B UEAI that became the basis for a signal about |
the UEAI that are not specified in the i ions and -
in the list of AE with cause-effect relationship |
|
L Receiving and processing
| | the additional information
| | ‘ and input to the PAIS
| | |
I I
§,% ! !
Sg
§88 o B ifcation of |
£ 23 ! information |
g2ee ! !
= 1 I
oz 2 | ]
T888gs | B4 On-site data !
SES8E e collection and /
& g B % 2 5‘ analysis
x <
: Clinical-Expert
5%z5 Commissi
- >
£87% 48 hours Protocol and
ETot
Sg5e Copy of the Card about ion in 24
SagE the lethal incident hours from the date
8s22 48 hours of assembly
S50z
BEET




