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Why the A.R.C.O. Programme

A A response to the BEMA 2022
Assessement SOP 365 on Risk
Manhagement

. A A drive for improvement

.- A A pilot project for a systemic
change
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Agenda

1. Context analysis

2.AR.C.O.Pr ogr a Qbeetves

3. Risk based approach
a) Risk data form > risk identification questionnaire
b) Risk ranking
c) Impact scale > risk assessment questionnaire
d) Data processing

e) The risk cycle
f) A.R.C.O. App:RTP and CAPA Management



...................... Context analysis

AIFA Quality Assurance System

268 Documents divided into :

Standard Operating Procedures(SOPS3: 220
Quality System Documents (QSD): 35
Operating Instructions (Op.Is.): 10
Manuals 3

To o o I

Biennial audits of the European pharmacovigilance system

Ex-post Audit :

A Coverage: 40% of the operating documents

A Focus on technical processes(EMA, European Commission)
A Examples GMP compliance,international mutual recognition
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Context analysis

ISO 9001 and ISO 31000

1ISO 9001 1SO 31000

aguality of services

lit it wAlldimension®f Risk

Management

Q;' ?/)L/'- |N‘§ ggzg;a;;eﬁl 2t WwAgl] wUniversal framework for RM
CKAY1AYy3Q wlntroductionof the following

concepts context, risk
assessmentcommunication,
mnitoring, continuous
improvement of the RM system

APromotion of process
management

APDCA cycle (PlarDo-CheckAct)
AlLeadership and Governance

ADocumented Management
AStakeholder Orientation




Needs Identification

Comprehensive and timely overview of process compliance

Mapping of standard processes and identification of KPIs

Definition of early warning thresholds

Definition of impact measures (outcomes) linked to the Agency's strategic
objectives

Performing trend analysis and constantly updating information.

Context analysis




@A| . .. A e Context analysis

WE ASKED ALL OUR EMPLOYEES FOR HONEST FEEDBACK
AND THEY HAVE TRUTHFULLY TOLD US THAT EVERYTHING
IN THE COMPANY 1S 100% PERFECT




@A\I% A.R.C.O.Pr o g r a Quioeres

The starting point of A.R.C.O. Programme

/~ Selection of "\ /Promptused with
structures and 4 R Alwith a threelevel
processes Standar_dlsdatlon system (risk source 1)Definition
ANDEIAGER | require risk and trigger)
LJS N‘DAS A D SVR | Definition of RBS based on: A.R.C.O.
U NRAajl Q 4 t N2 3 NJ
(throughthe Use of Al ISO 31000:2018 Outcomes
Processes \ +
information Ma r}glzlesniient
registry(provided \ manual (EM A)J

\_ by SOP 365) /




@AJF)’A‘» A.R.C.O.Pr o g r a Quioernes

A. R. C. O. 6s me s

Ut c
Establishment of an
internal community for
risk management

Creation of arApp based

on Microsoft Power

Platform for risk cycle

andaudit management .
N

. Design and adoption of a

Governance, Risk And

Classificatiorof

processedasedon risk Compliancg GRC)
level (excluding UJ framework with KPIs and a
corruptionand cyber _ _ management dashboard
risk) Review & Updatef quality (Balanced Scorecard)
documentswhile mapping )
U Il LC! Qa hiN®RJDGta 4 S &

the BPMN2.0 standard and
identification of KPIs
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Risk triangle

< Exposure

\

Crichton D: The Risk Triangle. Natural disaster management: a presentation to commemorate the International Decade f@iddataraReduction (IDNDR), 192000
Ingleton J: Tudor Rose; 1999.
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Risk Data Form

Risk Data Form

Risk SourceHazard
Risk

Risk statement

Risk description

Trigger

Personnet Human Resources
Personnet Human Resources allocation

Since the number of resources allocated to this task is limited or shared with other tasks/processes, periods of
dedicated resource shortages may occur, resulting in slowdowns in activity and delays in process execution.

Shortage of dedicated resources may be due to two main factors: limited number of resources and rsbauirog
with other tasks/processes. This shortage leads to an activity slowdown, which may entail:

A Delays in completion times

A Reduced service quality

A Stress and overload for staff

A TROZ1 How many people are assigned to implement this process?

A TRO2 What percentage of the people working on this process are assigned to other processes?

A TR61cAs of 31 December of the previous year, what is the average percentage of holiday leave per person for
the people involved in this process that will need to be used within the current year?

A TROT-What is the average age of the staff assigned to the process?

A TR62 Number of staff assigned to the task who have children under the age of 15
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Risk Data Form

Risk Data Form

Risk SourceHazard

Processes

Risk Absence/obsolescence of operating procedures

Risk statement

Risk description

Trigger

Since there are ngtardardoperating procedures (or they are obsolete) for this particular task, situations of
excessive discretion may arise.

In the absence of defined or updated operating procedures for a particular task, situations of excessive discretion ir
the execution of activities arise. This lack of SOPs can lead to various problems, including inconsistency in results,
difficulty in maintaining quality standards, and an increased risk of errors. It is also more difficult to ensure
accountability and transparency, as decisions can be made subjectively, without a shared frame of reference.
9EOSaaAPS RAAONBGAZY Oly Itaz2z tSIR (2 AYSTFTFAOASYOAS
processes on the spot, rather than following predefined guidelines. Furthermore, the absence of operating
procedures makes it more complex to train new staff and transfer kinow within theorganisation

A TR45 Are SOPs defined for the process under review?

A TR46 In addition to any SOPs present in AIFA, are there other procedures or reference standards from other
bodies/organisationge.g. ISO, UNI, EMA, etc.) for the process under review?

A TRA47-Have the SOPs been updated in the last three years?



...................... Riskbased approach

Risk triangle

Exposure >

Information cellection
Boundanyobject: thequestionnaires

Crichton D: The Risk Triangle. Natural disaster management: a presentation to commemorate the International Decade f@iddataraReduction (IDNDR), 192000
Ingleton J: Tudor Rose; 1999.




AlIFAQOrganisationaRisk ldentificationQuestionnaire
The questionnaire aims to gather useful information for identifying potential risks to whigtF#process (or individual tas

be exposed. These risks are identified by checking for the presence or absence of vulnerabilities that may have bee
in other similar situations. If your answer falls between two options, select the option with the higher number.

Hi <user>. When you submit this form, the owner will see your name and email address.
* compulsory

Indicate the process for which you are filing the questionnaire

Enter your answer

2.TROT - How many people are assigned to implement this process

() 1Person
Za

(-/' 2-3 People

(_) 4-5People

() 5-6 People

O More than 6 People
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Risk ranking
Risk Ranking
Information collection is essential to assessthe Risk esposure and rank the risk
: . . : : Total
Risk Risk Description Risk Ranking
sScore
Since the number of resources allocated to this task is
11 Personnel limited or shared with other tasks/processes, periods o - -
' allocation dedicated resource shortages may occur, resulting in
slowdowns in activity and delays in process execution.
Ongoing Since there are regulatory processes in place that

4.2 regulatory could impact SOPs, there may be changes to -
processes processes.
Since specific equipment/tools are required to perform
5.2 Tool availability the task, there may be shortages during task _ -
execution.
Since the process/task involves interaction with other
Interfaces with processes, there may be interruptions in the value
other processes chain or inconsistencies in the information in the _ -
various processes.

3.2




Rt L onnigiay ancats Risk based approach

R Bowtie diagram
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