
Description of Procedure of Analysis of Information Cards
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Part 1/2

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

Patient, SSMP, other 
organizations

Inclusion of 
the 

information to 
the database 

PAIS
Information about 

the incident 
needs 

clarification?

No

Yes

Serious incidents (SI)
15 days

Non-Serious incidents 
(NI)

90 days

UAEI
48 hours

Lack of effectiveness 
(LE)

48 hours

Lethal  incidents (LI)
48 hours

Request for 
clarification of the 

information

Clarification of 
information

The card was 
received via 

PAIS?
No

Yes

Providing a protocol for investigating 
and establishing the cause-effect 

relationship between serious and group 
UEAI, and the use of a vaccine, 

tuberculin

Copy of the 
card (for the 

UEAI)
48 hours

Information exchange
(see Part 2)

Periodic safety analysis of selected 
MP / INN / Vaccine / Tuberculin on 

subject of necessary decisions
Is there a reason 
for a decision? No

Yes

Further collection of 
information

Development of the 
project of solution 

based on the results 
of the analysis

Drawing the cards 
about the AE / UEAI, 
LE and transmission 

to SEC 
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Part 2/2

Exchange of information about the SE, LE
48 hours

UEAI, which led to a lethal consequence

Lack of effectiveness (LE)

AE / LE, leading to a lethal consequence

Unpredictable AE

Registration of the 
letter

Exchange of information about the UEAI
48 hours

UEAI with cause-effect relationship due to a program 
error

Registration of the 
letter

UEAI with cause-effect relationship due to violation in 
the production, including the device provided by the 

manufacturer

UEAI that became the basis for a signal about the 
UEAI that are not specified in the instructions and in 

the list of AE with cause-effect relationship

Registration of the letter

Notifications about UEAI that 
are not specified in the 

instructions and in the list of 
AE with cause-effect 

relationship

Copy of the Card 
about the lethal 

incident 
48 hours

Clinical-Expert 
Commission

48 hours Protocol and 
conclusion in 24 

hours from the date 
of assembly

Clarification of 
information

Providing additional 
information

Receiving and analyzing 
the info cards
(See Part 1)

Copy of a card and a 
letter about AE / LE, 
which led to a lethal 

consequence

Incident analysis 
based on a Clinical-
Expert Commission 

protocol data

Received new 
additional 

information about 
the incident?

Registration of the 
letter

Yes

Additional 
information about the 

lethal incident

Additional 
information about the 

lethal incident

No

Periodic safety analysis of selected 
MP / INN

(See Part 1)

Notifications about 
UEAI that led to a 

lethal incident

Notifications about 
the unplanned AE, 

LE and AE / LE with 
lethal consequences

On-site data 
collection and 

analysis


