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General context — Major developments in 2021
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Define and map EFSA's Management Systems
Develop a roadmap for IMS implementation
Phase 1
(zaog') Implement some IMS roadmap actions
Identify opportunities for the individual MS

efsae
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Introduction on Management Systems and e
Integrated Management System - efsam

European Food Safety Authority
A Management System (MS) is considered a set of policies, processes and procedures utilized by an organization to
ensure the fulfilment of tasks required to achieve its objectives. In particular, the objectives can be related to several
topics such as legality and regularity, quality of products and services & organisational performance, environmental
performance and health and safety in the workplace.

MS standards are designed to be applicable across all economic sectors and to organizations operating in diverse
geographical areas with different cultural and social conditions.

Plan-Do-Check-Act Approach

One fundamental principle is that all standards can work together.

For this reason, management standards have been structured utilizing the
same high-level structure. In particular, Management Systems are based on the
4-element Plan-Do-Check-Act (PDCA) approach, which represents a dynamic
process cycle used by organizations to achieve continual improvement.

The abovementioned approach combines planning, implementing, controlling
and continual improvement, as the organization learns from the resolution of
any issue it may encounter. Below an overview of each element:

1. Plan: establish objectives and process;

2. Do: implement the process as planned and ensure their operation;

3. Check: monitor and review processes and activities with regards to the policy

and the objectives set;
4. Act: take actions to continually improve the performance of MS.

Most importantly, the PDCA approach aims at supporting the
organizational performance in achieving MS objectives.
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Introduction on Management Systems and
Integrated Management System

Integrated Management System

Improved Performance

Streamlined process/Eliminating

An Integrated Management System (IMS) Redundancies

integrates all objectives, requirements, and POTI
elements of an organisations management
standards into a single framework. Benefits
Having an IMS should ensure compliance to
the requirements of each management
standard and allow units and actors throughout
the organization to work together with unified
objectives and efficiency.

Consistent objectives and KPIs across
multiple systems

Improved clarity to the organization

Reducing Management Systems
Maintenance

Integrated follow up of improvement
N actions

~~



Introduction on Management Systems and

Integrated Management System

European Food Safety Authority

Below an illustration of the building blocks of an IMS with an explanation of the meaning of each block:

ANAGEMENT STANDARDS, GOVERNANCE AND ROCESSES, PROCESS
R Ol tRE e e RGANIZATION CHECKS & CONTROLS
REQUIREMENTS
ICF and ISO standards that set Entities (Units)/Actors responsible for Processes related to the IMS for
out requirements aimed at managing part of the IMS and for which common elements (e.g.
supporting an organization in ensuring accountability and integrated/coordinated audit) could
achieving MS objectives. transparency. be combined to create synergies.

DOCUMENTATION AND NFORMATION

Process Charters, EFSA's Repository of
governance documents (which

includes IMS Policies, Manual, SOPs, WINs)
and records (including the ones
encompassing checks and controls) to
support and enable the implementation of
management standards.

Checks and controls to be
performed based on the relevant
management systems.

TOOLS & I TOOLS

Registers (Risk Register, Register of findings
/recommendations, actions, etc.) and other
instruments that support the achievement
and the implementation of the IMS.

Software tools that enable to run correctly,
oversight and manage the implementation and
maintenance of the IMS.



EFSA Management System Integration|

Standards & integrated objectives

European Food Safety Authority

(EU/MS REGULATIONS, ICF \
1) effectiveness, efficiency and economy of operations;
2) reliability of reporting;
3) safeguarding of assets and information;
4) prevention, detection, correction and follow-up of fraud and irregularities; and
5) adequate management of the risks relating to the legality and regularity of the underlying transactions, taking into account the
\ multiannual character of programmes as well as the nature of the payments concerned. )

Quality Management
(ISO 9001)

Business Continuity

OH&S Management (ISO Management (ISO 22301:

Consistently meeting customers 45001: 2018): eliminating and

expectations through the products minimizing OH&S risks, while 2019): increasing ability to

Standards
(objectives)

respond to and recover from

and services provided improving the performance distuptive events

i Information Security
Environmental Management Management (ISO 27001:

(ISO 14001: 2015 & EMAS): 2017): safeguarding data security

managing organization’s from security risks, threats and
environmental responsibilities impacts

Methodologies
Programme/project management PM2, COSO
Hierarchy of Documents & Repository of EFSA's governance documents (internal)*

*More details from slide 15



EFSA Management System Integration|

Lines of accountability

European Food Safety Authority

EU (FR, staff, Founding) /MS REGULATIONS, ICF

HSSE mm -

Quality Management

Management Management
(ISO 14001 & EMAS)
. . LEGALITY AND QUALITY AND SAFETY AND SECURITY
Objectives REGULARITY PERFORMANCE (ICF n. 1
(ICF n. 4 and 5)

(ICF n. 3; ISO 45001, 14001, 22301,
and 2 - ISO 9001

27001, EMAS)

Audit & RMIC ]
3rd Line of
accountability
(overall assurance,
meta
analysis/synthesis)

MB Audit
Committee

External

Quality Management Safety and Converged Security

Accountability

__________ S 17 Workplan/strate " D Souneis
o Financial, contract I plapnning and % : , _ Physical and CQS}rEe:q bg/v\;cgre
aciou'a't“aebﬁfty mgt (G&P and staff), : ' monitoring, Budget/re | | |nfor?1at|o|3r\ security, HoD
(specific controls) ;Zﬂgpetlnfg.dlntsrelfctS, I : sources (ftes/posts/co | : Sacitl»;:,inl.ll'lii;ness IMS Committee
, confidentiality o _m_pste_nc_esl) 1 N - chaired by

__________ - e e the Audit &
RMIC Process

1st Line c_)f_ Manager
accountability l All EFSA Processes, all process architects, owners, managers on their own processes '
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Roadmap for the implementation|

EFSA’s Integrated Management System

European Food Safety Authority

L

[ Accountabilit

i y Policy

IMS integration in GAP IMS Manual &  IMS Register ~ 1ntegrated pre-
Single external new process charters  Analysis SOP on IMS Objectives  and workflow certification
ISO auditing
body, ® ® ® ® ® ®
HSSE integration
Risk based
internal quality
audits
Surveys/feedback
integration
g Dec. 2021 Jan. 2022 Jan. 20622 Mar. 2022 Dec. 2022 May-June 2023
Nov. 2021 Dec. 2021 .
Jan. 2022 | Feb. 2022 | 5., " 5935 | jan. 2023 Oct. 2023
o o o [ o o o
. : i Full Management IMS Coordinator Awareness
Recording of findings, g ( g :
Internal Audit g e g ” implementati Review and IMS Training Integrated
using 'ntegrated recommenaations ~ E t IA d't
Sudit checklist  actions on of the Meeting governance xternal Auadi
) Hierarchy and IMS Process
Corrective/ repository of Implementation =

Preventive Actions docs



EFSA Management System Integration] . £
Actions/opportunities - e15d
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EU Regulations & ICF MS

Quality Management HSSE

(ISO 9001) Business Continuity
OH&S Management Management

Standards

Environmental Information Security
ISO 14001 & EMAS
LEGALITY AND REGULARITY PERFORMANCE AND QUALITY SAFETY AND SECURITY

Objectives

Integrated MS Map

> Integrated documentation & single hierarchy of documents process
(Quality management)

> Integrated indicators framework

> Integrated decision-making bodies (council & committee)

> Harmonized follow-up action template and non-conforming reporting in

ERW

Integrated Policy (accountability)

Definition of a common SOP

IMS Coordinator

Management Review Meeting

Awareness training sessions

Integrated findings, recommendations, and actions register
IMS Manual & Objectives

YVVVVVVYY

» EPA integration of quality, risk management » Integrated audit templates
= and business continuity, data protection > Integrated audit documentation
Integ ration > Integrated risk-based planning for the internal > Conversion of the documents from other
roadma P quality audit programme management systems into the QMS format
» Single auditing body > Integrated internal and external audits

> Quality Policy - Policies and Handbooks™ Register of the.
» Surveys alignment/centralisation « Form to record internal mte_rested part_le_s
STl ERle Sl e IR TN EEIR TN VIR (Tl | > Annual alignment of EPA, Organization and external factors Regllstt_ar c??rt]ammgdthe
analysis to see whether they need to be integrated at design, enterprise architecture, L&D plan - Register for the 223 éilse%tatii::Efs
a higher level (ISO or ICF) > Further, competence - based linking of EPA assessment of the interes'?ed parties
For a more detailed analysis, please refer to the IMS charters with Department/Unit Charters and internal and external Internal Documents
MS Map resource management with post management factors register

- Actions currently to be commenced/ongoing



Maintain the IMS| T | if:t*efs e
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Annual Cycle 2022 (IMS SOP)

Below it is provided an overview of the main checks described in the IMS Standard Operating Procedure that are recurring
in the view of continuous improvement:

a February g April-May g September

Overview of main outcomes of the Check and approval of EPA,
previous  year, risk register Org Design in time for the Status of the IMS to be presented
update and objective setting for the planning cycle n+1 and plan to the Accountability Council prior
year for the Integrated Management for related POTI to_external audits. This ensures
System. Internal and external IMS architeture/standars updates management that IMS is in
audit plan and controls discussed to be performed (e.g. EPA, compliance  with all standards.
and agreed. OrgDesign/DMF..). Changes Approval of EFSA’s corporate risks,
Formalisation of the Management Review approved by Accountability to be integrated in the SPD.
meeting utilizing the Management Review Council end May. 05
Report with A@ollntability Council 03
A
6 O 6 O O O
v v \

January- February g June- September d@ December
R-EViEW/Update . of As part of the annual p|anning Cyc|e, IMS Committee meets to discuss
Hierarchy/Repository of documents Process Managers review their outcome of completed audits
is done - ensuring that the respective EPA Charters. Risk (internal/external), discuss non-
documentation of each Management management exercise is conformities etc in preparation for
System is in compliance with EPA and performed. IMS  Committee Management review meeting with
any  recommendations/findings  from Coordination performs a quality Council in Feb. Needs for trainings
audits. Relevant committee members + check.) on IMS are discussed/agreed.

owners of Document process.

& IMS Committee g Accountability Council and IMS Committee involved 14




IMS| T
ISO IMS Hierarchy E,, 2 Saﬁgghoy

Accountability policy

_____________ VA S

! : .
;| Quality Policy HSSE Policy Information
I
i

Management
Policy

D T ————

IMS Manual

L 4

IMS SOP

1

Individual WINS




IMS wide|

Hierarchy & rep05|tory of EFSA documents

Entire triangle is the Hierarchy of
i Documents.
All the levels with the exception of
Records* will constitute the
Repository.

European Food Safety Authority

Further distinction within the categories
can be made between documents to be
managed centrally (Repository) vs

High # of docs!
the ones that are under the

257 (136 SG)
responsibility of the Units (outside : . :
the Repository) ! /

101 docs cleaned from
Repository (outdated,
duplication etc)
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Rl e R e i R R e R e |

I EPA3 New Organigramme |

Architectures

I Level 1 P e :
I unctional areas eve rocesses ome I
° Scientific preparatory activities
SENIOR POLICY
= = CHIEF SCIENTIST COORDINATOR
I . . G End-to-End (E2E) Applications MHUGAS . SPAGNOLLS I
I Science production
o E2E Pest es MANAGEMENT SERVICES I
S YARABIAKO
| ° E2E Generic Mandate & Other EFSA Outputs : I
FINANCIAL SERVICES LEGAL AFFAIRS
Service operations . M. MORAVE (s Senvcrs
| P o Service Delivery AN T ' |
TRANSFORMATION
| e Knowledge Management & Development @ GLOBAL PERFORMANCE " DEVALIER I
L. PAPATRYFON
I Ecosystem management a Engagement & Communication CORPORATE SERVICES MeRvices I
A E APR
I ° Foresight
RISK ASSESSMENT PRODUCTION RISK ASSESSMENT SERVICES COMMUNICATION AND I
S == PARTNERSHIP
| o Legal Counsellin (hssess) ,(ovete) eerct
ntehizl parenng (10] Procure-to-pay ——— BlOLEGICA, S & P R e .
I (1) —— = 1| T - v I
Hire-to-retire ' N, KRIZ 8. VAGENEND C. RONCANC ARTNERSHI
PLANT HEALTH 8 NUTRITION & FOOD
I Strategy execution and @ CIDES RESIOUES || INNOVATION INTEGRATED 0ATA RISk ASSESSNENT e eaGEENT S I
. N o K. LHEUREUX V. VILLAMAR
business transformation M —— FO00 INGREDIENTS &
- gt PACKAGING
1. GiLsenan PACKAGING I

Technology Architecture

COLLABORATION CLOUD CUSTOMER INTERACTION CLOUD ACCESS CLOUD LEGEND I
I Microsoft 365 (ConnectEFsA) perated by ECHA (OpenEFSA/OpenSCAIE) = I
)perated by Microsoft Salesforce CRM Azure " HPAC -
' it Work ongoing
- Service I
I Target

ICTAC

Maintenance, updating

Target

) and alignment of

\|
FOUNDATION CLOUD 2020 1T

B et EFSA’s Architectures

Operated by Oracle In Progress

= to be part of the IMS

Microsoft 365 Ambiguity;

— | oo and piloted in 2022

— -



IMS 2021 |Results and achievements | S :
Audits overview - eTSaAE

European Food Safety Authority

IAS Audit on Procurement and Grant Award Processes |
ECA Financial, Legality & Regularity Audit

O critical / 1 very important observation
3 important recommendations*

ISO 9001:2015 ISO 45001: 2018 ISO 22301: 2019 ISO 14001: 2015

\U)

c -

SN Quality OH&S Business & EMAS

T Management Management Continuity Environmental
% = Management Management
TS ' i i

c o Surveillance Surveillance 1st Re- Surveillance
8 = Audit Audit Certification Audit

: ug 0 non-conformities 0 non- 5 Minor non- 0 non

> O . conformities s B

% @ 0 findings conformities conformities
L o

Yoz

<

*More info on slide 13



Internal control|

Nonconformities
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During 2021, EFSA recorded 81 deviations | A proactive approach has been adopted: for recurring issues, NCs have been

v

/

Management and SOP

16 ex-ante inserted in the workflow by Unit/Department following general or specific
65 non-conformities scenarios, in order to better identify and follow up on the mitigating actions
14
12
18 ] . - CTTTTTTTTT T L&R
6 ! ! ECA 2021 recommendation: Omission to register
3 I i I i I i E I I i i I E the late publication of contract award notice in the
0 iy :: - ; <I: N : |: ('3 :q o ; ; oo ! g :) : IE .= B . ERW (Financial, Legality and Regularity Audit)
= ) ! E= B ik A ..
Sl588ls|ScRleEEagalssa; sgun < 5 E o S G ! Internal Control Framework Principle 12
Jdaoaaola|a alo|a o oojloao <) ©% wg‘{:’ﬁa:
OlmO O|0ol0O00O|IODI0OO OO0 Q0 £ ®© £8 o |
o U)U)ﬂ(n(f)U')U) U)U')U)U)U)U')'—':u_ﬁ < O :
e EFSA Policy on Independence, ED
T ! ! on Competing Interest
D {

SOP 007 Risk Assessment of Generic Mandates and SOP 012 Risk
Assessment of applications: Linked to the unfeasibility of recording tollgates
for the pre-Transparency mandates/dossiers on the Case Management tool

SOP_014_Publishing a scientific output in the EFSA Journal- Updated as
a result of the high number of non-conformities around the 14WD after adoption
to be sent to EFSA Journal

Opportunity: HSSE non-conformities overview reporte I

separately since currently not inserted in ERW

039 Management of Competing
Interests:

15 NCs related to Dols’ submission
and assessment were detected, due
to the malfunctioning of the new Dol
IT tool

WG on Independence set up.
IMPRUL_110_CIM 28 09 2021
temporary processing of Declaration
of Interest in contingent exceptional
circumstances



https://dms.efsa.europa.eu/otcs/cs.exe?func=ll&objaction=overview&objid=24351375
https://dms.efsa.europa.eu/otcs/cs.exe?func=ll&objaction=overview&objid=24350698
https://dms.efsa.europa.eu/otcs/cs.exe?func=ll&objaction=overview&objid=17937234
https://dms.efsa.europa.eu/otcs/cs.exe?func=ll&objaction=overview&objid=18608964
https://dms.efsa.europa.eu/otcs/cs.exe?func=ll&objaction=overview&objid=15857615
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Legality and Regularity|

Internal Control Assessment | 2021 Achievements

Audits & Certifications

European Food Safety Authority

ECA Financial, Legality and Regularity Audit O critical observations
IAS Audit on Procurement and Grant Award O critical/very important observations
IAS Internal Audit Plan 2022-2024
Follow-up on very important outstanding recommendations Action plans on track or ready for
review
= EFSA Audit Plan 2022-2024
@ = Single provider Certification audits driver for integration
= ISO certifications All ISO certifications confirmed in 2021

Internal Control
Assessment Monitoring Criteria

Sources « 2019 Discharge granted 4 ®.—: B

= ECA's clean audit opinion on reliability of the accounts and legality & regularity of transactions [ Lo Contel §m' oy ] Extemal vt I
= Anti-Fraud Strategy New EFSA Anti-Fraud Strategy and Implementing Rules — )
o = No transmission or follow-up of any suspicion of fraud to OLAF

. Control Activities - Risk Management exercise Carried out against newest EPA 3

. Audit
. Monitoring Criteria

1S0 27001

. Continuous Monitoring « Number of exceptions and non-conformities within target e | o | rocmee

nvironmental

(Exception reporting) = EDPS inspections and follow-up on track
= CERT-EU implementation of recommendations on track
= Managerial onboarding programs Ongoing

Control activities

= Independence No Conflict of Interest identified
= User Access Rights Management
- Access rights granted in ABAC in line with delegations
- Annual review DMS Access Rights extended scope
= Finance
- Public Procurement Committee Recognized in grant procurement and award process by IAS
- Financial verification on mass payments within threshold

Continuous monitoring (Exception reporting)

= Exception register | Outcome ECA review IUCLID exception




Legality and Regularity|

Internal Control Assessment | 2021 Weaknesses

Internal Control
Assessment
sources

. Audits
. Monitoring Criteria

. Control Activities
. Continuous Monitoring
(Exception reporting)

Audits & Certifications

= ECA Financial, Legality and Regularity Audit 2021 1 very important recommendation
= IAS Audit on Procurement and Grant Award 2021 3 important recommendations
= Follow-up ECA one outstanding difference in opinion from 2017 position Accounting Officer
= Follow-up IAS four important recommendations not implemented within agreed timelines
Documentation of the monitoring of grant and procurement procedures (IAS 2021) Action plan
behind schedules
= Documentation of grant and procurement procedures
= Two recommendations on the EFSA staff Dol Management
= Implementation of the Oracle Fusion Performance management tool

Monitoring Criteria

= Mandatory training Attendance rate
= Financial impact of exception NCs Above threshold

Control Activities

= Independence One Competing Interest Management Compliance & Veracity Check in 2021
= Human Resources

= Monitoring time and leave management Reporting tool not available

= Remuneration cap for outside activities Ongoing

Continuous monitoring (Exception reporting)

= Independence
= Expert Declaration of Interest Technical issues IT solution
= EFSA Staff Declarations of Interest
= Finance
= IUCLID SLA between EFSA and ECHA Financial impact
= Omission to register the late publication of contract award notice ECA

European Food Safety Authority

= Internal &
Legality & Internal Control External Audit European
Regularity
Monitoring

150 27001
TS0 500t 150 22310 | 150 1490018 ponlzane
e Businass EMAS 18001 Haalth i
Qual Continuity [ ——— et RiES v}



Legality and Regularity |

IAS/ECA 2021 recommendations overview

**
¥

- efsa

European Food Safety Authority

RATING | AUDIT RECOMMENDATION INITIAL REVISED STATUS
TARGET TARGET

2021

2020

2019

2021

2020

2019

Very
important

Important

1. DURATION TEMPORARILY OCCUPATION MANAGERIAL POSTINGS (ECA)

2. ACCUMULATED BATCHES OF WORK OF THE RE-EVALUATION OF SAFETY OF
FOOD ADDITIVES AND ENZYMES (lAS)

3. WEAKNESSES IN THE TIME MANAGEMENT PROCESS (IAS)

4. DOCUMENTATION OF THE MONITORING OF GRANT AND PROCUREMENT
PROCEDURES (IAS)

5. TIMING OF CONTRACT SIGNATURE AND DECLARATION OF HONOUR (IAS)

6. PROCEDURE AND DOCUMENTATION DECLARATION ABSENCE CONFLICT OF
INTEREST AND CONFIDENTIALITY IN THE PROCUREMENT AND GRANT AWARD
PROCESS (IAS)

7. STAFF EXPERTISE, BACKUP ARRANGEMENTS AND TRAINING (IAS)
8. MONITORING (IAS)

9. ACCESS RIGHTS AND PUBLIC INFORMATION (IAS)

10. FOLLOW UP AND APPROVAL OF DECLARATIONS OF INTEREST FROM EFSA
STAFF (1AS)

11. WEAKNESSES IN APPRAISAL AND PROMOTION EXERCISE (IAS)

12. MONITORING REMUNERATION CAP OUTSIDE ACTIVITIES AND

MANAGEMENT OF CONFLICT OF INTEREST (IAS)

Q2 2022 Open
Q4 2021 NA FIP Ready
Q4 2020 NA HuCap/LA/ Ready |
TS
Q4 2021 Q2 2022 FIN Open
Q3 2021 NA FIN Ready
Q3 2021 NA FIN Ready
Q4 2021 NA FIP/HuCap Ready
Q4 2021 NA FIP/GPS Ready
Q4 2021 NA ISO/DMO/  Ready
ART
Q4 2021 Q2 2022 LA Open
|
Q4 2020 Q4 2022 HuCap/TS Open
! - )
Q2 2020 Q2 2022 LA Open
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Quality and performance| /\ e f
Status of 2021 QMS objectives - eTSdm

European Food Safety Authority

2021 Objectives- Status

Prepare for and run surveillance audit
Maintained ISO P 1mplement internal quality audit cycle

9001:2015 - Customer feedback interviews with SANTE / Customer/stakeholder survey

certification
- Close gaps and lean process documentation (SOPs/WINSs)

EFSA’s QMS updated in - Update of EPA (EPA III) for the 2021 planning cycle

line with TR measures _ Update Quality roadmap in line with the Strategy 2027
and strategic needs

Adopt Quality Policy

B Adopt Accountability policy by year end

Develop and implement EFSA’s integration of management systems roadmap
Integration of
management systems - Operationalise hierarchy and repository of normative documents implementation

- Integrated indicators framework: review of KPIs and PPIs in line with strategy

~___ Run Process Improvement Initiatives (Lean), communicate results achieved

Implement Continuous
Improvement Process Deploy L&D plan on process management and lean

Achieved/on track Partially achieved Deprioritised/postponed 25




Quality and performance| | - £
Customer Feedback - CTSde=

European Food Safety Authority

DG SANTE Feedback: 2021 overview

A mix of written procedure and interviews was employed in order DG SANTE Feedback
to cover the same number of opinions, whilst minimizing the effort 2022

Positives : :

\l/ The interview template has been
Good collaboration of SANTE and EFSA Units o ) updated for the current cycle to
General satisfaction with the timeliness and length of opinions receive feedback on the “Abstract”

at the request of EFSA Journal.
This addition was welcomed by
SANTE colleagues

Continuous alignment between EFSA and SANTE on items opinion’s
template was highlighted as very useful

EFSA’s willingness and availability to answer questions, clarify doubts

and present information to interested parties EFSA Strategy Reputation
. Survey 2022
Areas for attention:

Specific Actions for improvements were identified for 7 out of 14 Customer/stakeholder survey to be
outputs merged with the Reputation

. . barometer
General point for attention: ® The new EFSA Strategy Reputation
The importance of having a strong leadership and guidance survey to become one single
from the EFSA Panels’ chairs was highlighted. annual survey as of 2022.

To be launched in the first half of

This has been an observation that has come up in previous years,
and for which some closer monitoring is needed the year




Quality and performance|
Internal Quality Audits

2021 overview

»Mix approach for auditing based on
interviews and document check
type audit in order to minimize
burden on Units.

>»Number of interview style audit: 8

>»Number of document check audit: 4

>»New IMS template used

» 12 process variants audited

> 5 Non-Conformities, 15 Opportunities
for improvement, and 7 Best Practices
found

; missing risk identification on respective
. Process Risk Registers, lack of risk rating
-and mitigating actions adopted.

2022 selection

approach

Unit’s to be audited have been
selected avoiding those that will be
potentially audited externally (ISO

or otherwise). I

Should this approach be continued, @
or should the Internal Quality Audits
be used as prep for other audits?
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Overall EFSA performance 2021

S01. Prioritise public and
stakeholder engagement in the
process of scientific assessment

S02. Widen EFSA’s evidence
base and optimise access to its
data

SO03. Build the EU’s scientific
assessment capacity and
knowledge community

European Food Safety Authority

Overall Performance

Y-on-y:
+1 p.p.

> % (W0

——————

[N SO05. Create an environment
c e and culture that reflect EFSA’s

values 6% 4%

KEY METRICS

704 scientific questions closed (81 less than planned but in line with 2020 result of 697)
oOverall timeliness of adoption of scientific questions: 85% (2 p.p. more than 2020)
Timeliness of publication of scientific questions: 94% (6 p.p. more than 2020)
64,121 citations of EFSA scientific questions (higher-than-planned increase)
100% budget execution, despite budget increase of 19% (to EUR 129 M)

Using the % of KPIs reaching or surpassing target as mean of analysis, EFSA registered a performance in line with the previous year. In
particular, SO1 registered the same performance as last year (with even an almost identical # of questions closed, 704 vs 697), whilst the other
SOs registered some minor deviations (around 5 p.p.), with the exception of SO2 (-9 p.p., mainly due to overplanning in terms of # of questions
closed).

28
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Overall EFSA performance (2017-2021) €154

European Food Safety Authority

Weighted % of KPIs reaching orsurpassmg targets over total

"On target" area
(77%-83%)

Overall EFSA
performance

502

 Acute ph'ése of
" SARS-CoV-2

P12017 P22017 P32017 P42017 P12018 P22018 P32018 P42018 P12019 P22019 P32019 P42019 P12020 P22020 P32020 P42020 PI12021 P22021 P32021 P42021

Performance within the "on target” area (77%-83%) between 2017 and 2019. A drop emerges in P1 2020, due to the impact of the SARS-CoV-2 pandemic, with also P2
2020 registering similar results. These two periods can be considered being the “acute phase” of the pandemic. Since September 2020, the performance moved away from the
red area but it remained behind the 2019 levels, also due to the impact of the TR on EFSA’s operations (resources needed to implement the provisions, effect of the adaptation to
new tools/procedures, delay of the efficiency gains expected from the ART programme).

To be noted that:
- despite the recent challenges and hurdles, SO1 and SO5 were safeguarded, with their performance at the end of 2020 (S0O1:77%,; SO5:90%) and 2021 (SO1:78%,; SO5:85%)
within the “on target” area and in line with the average performance registered within the strategic cycle (80% and 83%, respectively).
- SO3 and S04 registered a positive average performance but a drop can be seen in the past two years, also due to consequence of the re-prioritisation of activities to react to the
SARS-CoV-2 pandemic.
+ S02 saw the least positive average performance (68%). To be noted that this areas has very few indicators, and this can affect the robustness of the analysis
29

Graph is showing the % of KPIs reaching or surpassing targets over total, weighted by average amount of resources (budget+FTEs) spent in each SO between 2017-2021. Dotted lines represent the performance of each SO over the
reportinag periods. Some adiustments have been carried out to minimise the impact of different measurement cvcles amona the various KPIs
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EFSA performance by type of KPI

European Food Safety Authority

s § B

-

E %
o Stable and positive performance across the
. years. To note that some of these KPIs have a

long (once a year or once every 2 years)
measurement cycle

PLAN P27 RNLT M2 PINOLE  PRNIE PINS PANIB  PL0IS  P220IS  P32NIS  PM4NI9  PIZN R0 PRS0 P40 PLANZL P20 PRI PdIO
REPORTIG PEROCS

Performance registers a decrease over

F time. However, the performance in absolute w
. ) 00%
- terms can be considered positive (around ‘
0%

75% of the indicators reaching targets)

]

PL2017 P22017 P32017 PA20L7 PL2018 P22018 P32018 P42018 P12019 P22019 P32013 P42019 PL2020 PR2020 P32020 PAZ020 P12021 P2 2021 P32021 P42021
REPORTING PERIODS

Clear drop in the past two years, with SARS-
CoV-2 and TR implementation impacting
EFSA’s operations

PECENTAGE OF KPIS REACHING OR SURPASSING TARGETS
§ 8 & 8§ §8 § § 8

g

-

P12017 P22017 P32017 P42017 P12018 P22018 P32018 P42018 PL201S P22019 P32019 P42019 P12020 P22020 P32020 P42020 P12021 P22021 P32021 P42021
REPORTING PERIODS

Graphs are showing the % of KPIs reaching or surpassing targets over total. Some adjustments have been carried out to minimise the impact of different measurement cycles among the various KPIs. Green bar shows the expected
performance as per targets in the SPD (80% for Intermediary Impact KPIs, 90% for Outcome KPIs, 95% for Output KPIs, which were stable targets over the years).
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Resources Management - Budget

-

Commitment execution:
€ 19.1M (100%, target 100% met)

Payment execution:
€ 106.8M (89%)

out of target 90%)
+ Differentiated credits: € 15.5M (100%,
target 100% met)*

Carry forward to 2022
(C1 non-differentiated credits): € 13.7M
(13%, out of target <=10%)

Cancellation of C8 credits
(non-differentiated credits carried forward
from 2020): 4%

Non-differentiated credits: € 91.3M (87%

)

S LSRR
¥

- efsam

European Food Safety Authority

Budget transfers

Operations
€61.6M

* Differentiated payment budget has been increased following budget amendment (€ 1.5M) and transfers in C

from non-differentiated credits

Personnel
€52.9M ->£€53.1M

Infrastructure
€14.7M -> € 14.5M

Internal transfers between chapters

31
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Deep dive — RA main indexes

European Food Safety Authority

Timeliness of adoption and number of questions closed -

The overall (all SOs) timeliness of adoption showed a decrease over the
years, due to the issues of increased workload (/arge batches of work and
the arrival of several new tasks since 2017) and increased complexity of

01% EFSA’s Risk Assessment. However, in 2021 an increase y-on-y was

registered, mainly due to the fact that COVID-related issues that emerged
83% 83% 83%

in 2020 were not registered in 2021. The drop in P4 2021 is due some late
838

adoptions mainly in the areas of flavourings and MRLs
697 704
63
54
508 =
430, 427
25 23
2

Performance over the years

2021 performance 10% below target (785) but in line with 2020

2017 2018 2019 2020 2021 figures. Compared to pre-COVID years, however, there is a decline in
PL P2 P3 P4 PL P2 P3 P4 PL P2 P3 P4 PL P2 P3 P4 PL P2 P3 P4 terms of finalisation of outputs, with the impact of the pandemic
Reporting periods (in 2020) and the changes brought by TR (in 2021) adding up on the

issues of increased complexity and increased workload mentioned
above.
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Process and Project Performance

European Food Safety Authority

Overall performance Overall performance S
cope = cope
of EPA processes = of EPA projects by
Not enough data Not enough data
9% Attention 9%
Attention e )
s Action ‘ ' FRiS‘:; Time e g;'gf/
M] 2% . 59.3% Eg"l%mﬂ .9%
On t:ack On track esources udge
80% 73% Re:‘:‘;;es 2‘;’?5; ' 86.9% Z:g%t
2020 2021 2020 2021

(Targets adjusted after COVID
prioritization)

Process performance in 2021 showed some deteriorations compared to 2020. The delta y-on-y is mainly explained by teething
issues in the new/enhanced activities impacted by TR (foreseen volumes/timelines not in line with actuals) and impacts of
other changes (such as adaptation to new tools/procedure/providers). Moreover, last year’s assessment was done taking into
account the targets after COVID, which also contributes to explain the deterioration y-on-y.

The 9% of grey processes refers to processes part of the EPA 2.5 framework that were not active in 2021 (either because not

fully defined or not triggered).

The project performance, instead, shows minor improvements in all the dimensions, with the issues connected to delays in
finalization of projects and risks (mainly related to implementation, especially for the science-related development activities)
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Performance

European Food Safety Authority

Activities carried out in 2021

« Central insertion of all process metrics related to EPA 2.5 in units’ + Revision of the EFSA Performance Framework and revision of all

workplans to facilitate a more regular measurement | process metrics to align them with EPA 3.0 processes
+ Creation of an interactive dashboard on process metrics for units to

have an at a glance overview of their process performance / as a tool Cimpece

to support the ISO 9001:2015 audit §

Process Performance Dashboard

i
:
! Expected
Select the Period v Select the Department(s) v Select the Unit(s) v Select the Process variant(s) v Select the type of value v :
:
i
'

October v All v All v All v Click here to remove all filters

Expected Operational
! Results
1 Deliver Drive
1 Resul Process
Overall Process Performance Performance by e of Process Indicator
B y P i Process
i =
Action 8 (6.3%) Proce: us 1 Indicators
Attention - = olume of Wor 61% % !
1401.02%) C0101.01 Audit Management ] L oy !

€01.02.01 Risk manager:

anageme al contro Not enough data i Iy 1
co20ir oot ; . ‘ ! Q »
Onack ‘ s
‘
‘

¥ 03,0101 St nalysis ali 70% Quality Efficiency
e Sl : Definition: euifis:
040103 Decsion making Notenough data. i Meeting customers’ and stakeholders’ Relationship between inputs and
On track 81 (63.78%) €04.02.01 Quality Management | expectations outputs
Qe ooss Indesr peomance | compuance | [ samsracmion | | Rresources | | voume |
427
[ s ] - .
e =) $s - On average, 6 metric/process have been put forward, with stronger
Detailed performance of each Process Indicator (all periods) i CO n t ro I i n th e a rea Of RA (9 m etri CS/ p rocess) .
Monitoring Work hoc documentation in this throughput ti ! 1 H H
e i D : o X Py - When applicable, synergies with Strategy KPIs have been created.
reporting, ex post shown also to BU. i
evaluation Awaiting for follow- |
up actions
GPS. C02.01.01 Volume of EPA (Volume of Work): # of ON TRACK AAR 2020 delivered in ON TRACK 2 (AAR - March; P1 report - ON TRACK 3 (AAR - March; P1 NOT MEASURED -

In the context of the new Performance Framework, we have also created
(albeit the work is not finalized yet) dedicated fiches per each metric
to capture elements like scope and measurement method. The aim is to
systematize knowledge and increase the likelihood of a stable
measurement over the years.
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Contract terminations, reduction in payment & application of liquidated damages for delay

Termination 2 3
Liquidated damages 4 cases = 6,667 EUR 3 cases = 6,633 EUR
Payment reduction 3 cases = 92,087 EUR 8 cases = 176,756 EUR

There was overall good performance in line with previous years, any performance deviations did not have any considerable

impact when looking at the whole EFSA budget.

The overall increase in number (8 compared to 3 cases in 2021) is linked to take-over of IT services by a new contractor, for

which three separate cases of payment reduction were registered, albeit for low amounts, due to quality issues in the first

months of take-over and implementation. The high EUR amount overall for payment reduction is linked in particular to
three specific cases:

- 1 payment reduction of 75k in a grant for benchmark dose analysis where, despite the methodology described in the
specifications, the beneficiary insisted to apply their own methodology using only analogous models in the model
averaging framework. This was not in compliance with the specifications, nor acceptable to EFSA

- 1 payment reduction of 63k due to quality issues in the data migration under a specific contract under the previous IT
FWC.

- 1 payment reduction of 17k due to non-delivery of data under EU menu FWCs which was attributable to low quality
issues of the contractor
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b) external (third party) evaluations for
areas of work which entail significant
spending and/or organisational

a) external (third party) evaluation of
EFSA as described in its Founding

3 S

~-efsam

European Food Safety Authority

c) internal evaluations for EFSA’s
“"development” activities (projects),

Reaulation covered ex-ante by project charters and
g / implications, whether individual (e.g., ex-post by project closing reports.
project) or cluster (e.g., EFSA strategy)
activities;
EFSA Strategy 2027
\ 3rd external .\ Mid term Ex-post Ex-ante W A9 Hocexternail Y
\ - T AN o v % PCO/ex-post \,  evaluations: \
;> evaluation - MB  ; / Str ""Itegy 2020  / , evaluation / / end of project [ / cClosing
- / / evaluation STEP 2018
'III g eCOI'n m en da tl On ,,II ’I, ,,I y ,,I 'II reports /I // p rog ra m mes /I
Project i Programmes

Highlights 2021
Closing STEP 2018 open recommendations:

«» Centralisation - harmonise and streamline the role of the
DBC vis-a-vis the coordinators across the departments

% Enabling the Strategy to provide long-term benefits:
Strategy (& work-programme) performance monitoring
(streamlining the number of KPIs and linking benéefits to
strategic results)

Recommendations and findings

To be integrated into IMS

To be carried out from 2022 onwards:
% Third party external evaluations are envisioned to
take place in 2023 (on closed programmes)

% The next external evaluation, to be carried out by the
EC, is planned to be finalised by March 2026.

% Mid term evaluation 2027 Strategy in 2024
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Continuous Improvement Overview

Impact: 16 improvement projects in scope

European Food Safety Authority

r-————m———-—-"—-————- - —_—_—_—_——— -
I - 0 0 = - agm ] L) I
| Cycle Time reduction Customer satisfaction Risk mitigation Efficiency I v (9) FTEs saved on the Science Area
I | : .
I We re-design processes and/or remove  We simplify processes and services to  We identify critical control points in the We find wavs fo do more with less | . ('mprovement of the Food Enzyme Risk
| obstacles to be faster better meet customer needs process and mitigate associated risk ¥ I dib assessment dossier evaluation process and
| Food Enzyme experts identification: _(:PS:Pofset up and ps:::)otpha: sf1act | PAD - Deadiinescalclaton yste: Apgsg.l:f_nh:: and ::Is:_ » [ optimization of the time allocated in drafting
§ . arget is to increase customer sati ion R i o s current proje: processes ini
| Identified 13 additional experts (+130%) = (bl on surves amalyoe) ¥ :&rtr:;lsnetd S?:Ic;rt:fn‘:vt:m?ﬁ;pteea rannd problem 1t baceine o rorioneg FiEe meaded. | Reasoned Qplnlon Art. 12,) vs 0.42 FTEs
I Feed expert identification: £0 FORA Didital Platfa ' Identified tasks to be outsourced. | allocated; i.e. 0.1 GPS and 0.32 Process Owners
| i igi atform: + Root cause analysis and suggestions for
I Achieved minimum number of suitable experts: | The implementation has been sourced to a the improvement of the management of I and other stakeholders
| per WG between 6 and 10 (+20/30%) supplier and it is expected to be implemented tasks and the distribution of workload |
I and UP"-_TEVEfDdUlT[\)Q 2022's glt _Thfg initial + Developed detailed KPI reporting tool |
sizing will be for users, ana It Is foreseen
I 2 yearly incre2se of 3035 users Lol L | v' 23 person days to hire experts (- 58%)
I From 5 working days to 1 (-80%) | v . . . .
| 92 days for SOP dev. to inclusion in repository (-

| staff onboarding: 43%)

Defined new-comer self service mode leading | .
: to an improvement of FTE consumption I 4 13 days tO erte performance report ('380/0)
| | v 205 days GMO applicat_io_ns cycle time (-13%)
| Strategic Sourcing - centralised inventory I v 4.5 expert days per opinion (-10%)

g needs/ opportunities:

| Defined sourcing model and high-level |

process to feed sourcing processes in the EPA |
I 3.0 with relative governance |
| - . .
I | e v" New strategic sourcing process and model

N - -

I I .— v New onboarding process for newcomers
I |
I |
I I
I I
e e o |

Enlarge scope of CI process
Opportunity: collecting and managing
all EFSA improvement opportunities in
the IMS improvement register

New CI partners

Opportunity: leveraging on

LSS skilled employees to build up a
CI partnership approach per Dep.
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Status of 2021 objectives

Domain_______|Objective description Status
Biological, Chemical Risk monitoring
bbb Electric System Inspection

CY-1{:14Y
ISO 45001 Contractors activities monitoring Partially achieve

Purchase of electric energy 100% produced Achieved
from renewable sources

Awareness campaign on environmental Partially achieved
sustainability (due to the COVID
nandemic

Planning and organization of events according Partially achieved
Environment to environmental sustainable criteria (due to the COVID
ISO 14001 - pandemic)

EMAS
Transition to ISO norm version 2019
Integration with Corporate MS Postponed

Continuity
ISO 22301 Significant IT Disaster Recovery exercise Partially achieved

Achievements: Information security and Records Management Policy consolidated and merged

into Information Management Polic
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European Food Safety Authority

Description of minor non Solution already implemented or to be

conformit lemented in 2022

The autonomy of power Increase the generator fuel tank capacity (ongoing, to
L e S Lo atele ] I T (=1 1,14 I be completed in 2022)

RTO

It is missing a dedicated Define the process and improve the monitoring
process that determines what already performed (ongoing, to be completed in
aspects of BC are considered 2022)

relevant and therefore to be

monitored and measured

ole NS SR L= g B RIS 40 B Remove combustible material and plan and execute
the data-centre periodical thorough checks (done, and checks on
going)

The “restore phase” of the IT Review of the “restore phase” of the IT Disaster
Disaster Recovery is weak Recovery and test it (ongoing, to be completed in
2022)

The organisation does not Implement IT suppliers audit — with particular regards
control effectively the ICT to those that are critical (ongoing, to be completed in
supply chain 2022 and re-run periodically in future)
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__Objectives

Risk areas identified in 2022: R

- Budget execution

European Food Safety Authority

Way-forward: to be cascaded down to the EFSA risk

i . - register
_ Mitigating actions Mitigating actions: to be discussed with relevant Process

Transparency Regulation

Fraud consideration

Grants and Procurement

Brexit

SARS-CoV-2

Independence

Scientific Expertise

Information
Management

IT Security

« ART programme Owners (some started)

+ Anti-fraud strategy

+ EFSA grants and procurement policies and guidelines

» Dedicated trainings on grants and procurement processes

- Control activities for grant agreements, procurement procedures and mass payments

« Annual financial, legality and regularity audits performed by the European Court of Auditors

* Preparedness for the UK withdrawal
« Identification of areas of EFSA’s operations likely to be affected by Brexit

* Monitoring of developments
+ Assessment preparation on the impact of the changing context on EFSA’s operations and EFSA’s corporate services

« EFSA Independence Policy: clear framework for the way in which the Authority manages the interests of its scientific
experts and others with whom it works in the course of its activities

» Processes and guidelines detailing how to declare, assess and publish relevant interests

« Committee on conflict of interest advises on issues related to competing interests

» Mandatory training on ethics and integrity

* Annual compliance and veracity checks carried out by EFSA on a sample of declarations of interest

+ Expertise Management programme (EMP)

* Guidelines to govern the process of selection of external experts
+ External review of the evaluation of experts for panel renewal

» EFSA staff policies and guidelines

« Information Management Programme (IMP) coordinating all projects related to EFSA's information at 360 degrees
« Information Security Policy focusing on EFSA's approach to information security management
» Dedicated trainings on Information Security Awareness

« EFSA's business continuity plan is based on a business impact analysis defining dependencies and recovery times for IT
systems




Risk management | Way forward

Integration with performance management

European Food Safety Authority

External/Top down

1
1
L

v Process Performance
IAS Strategic Internal Audit M ments:
Plan 2022-2024 (example) Process Risk Registers casurements:
Feedback interview with SANTE
: - s, ; . Risk 1: Fitness for purpose/Timeliness
Risk area identified: Risk 1: Risk 3: Engagement
- 2, End to end risk assessment * EPA3 4.1 Generic Mandates: Risk
process partially addressed KPIs
I Risk 1:
- Timeliness of adoption
Y Risk 3: e - Timeliness of publication
- 1. Risk of ineffective processes - Methods preparedness to address
for the provision of general risk « EPA 2.5 (New process design RM’s questions
assessment based on mandates ongoing) E06.03.03 Public - Up-to-date scientific guidance
and ineffective application of consultation: MINOR RISK documents
the agreed methodology IDENTIFICATION Risk 3:
I - Public consultation
i o - Customers/Partners/Stakeholders
* 3. Risks of insufficient © satisfaction on risk assessment
engagement with stakeholders
and society in different parts of PPIs
the risk assessment process .
U U Risk 1:
- Throughput time, Timeliness of

Are these risks identified in the Are these risks monitored adoption (4.1)
e respective process charters? __ _ . _ . _ . _ . _ . Dby processmetrics? - Usability of cross-cutting guidance

documents by relevant Panels, # of

! WAY FORWARD FOR INTEGRATION ! ad-hoc requests for advice on cross-
| 1 cutting guidance implementation

addressed (6.1)

I'- Link between objective setting and risk reflection is currently missing :
I - KPTI’s and risk reflection should be set at same time in planning cycle '
1 - Integrated Process Documentation (integration of process risk registers and !

; Charters) I
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Draft and finalise common documentation in line with roadmap(such as
common SOP, development of IMS manual, Accountability Policy)

Integration of

Implement IMS-wide MT review meetings and report

0 management

Implementation of Hierarchy of documents

systems

Common IMS register & workflow

Coordination Audit Committee meetings

Coordination risk process, risk map and risk register

|
1 Accountabilit I
1 I y Policy
| IMS integration in GAP IMS Manual & IMS Register »lNntegrated pre-
Single external ] new process charters " Analysis SOP on IMS Objectives and workflow certification
ISO auditing
body, -
HSSE integration b
Risk based I I
internal quality .
audits -
Surveys/feedback I I
integration Dec. 2021 - Jan. 2022 | Jan. 2022 |Mar. 2022 Dec. 2022 May-June 2023
oo “‘.“‘.““...“‘“““.“‘
Nov. 2021 Dec. 2021 Jan. 2022 | Feb. 2022 | 5. 5555 I3dn. 2023 Oct. 2023
[ |
| ' &
- - - - Full i
Internal Audit Recording 3f:!nd:ngs, implementati g:::;zgfment ;rgrczgrdlnator ?l‘-’;?nrie:gess Integrated
using Jntegraf'ed ;ii?omn?en ations I on of the Meeting Governance I External Audit
audit checklist ) Hierarchy and IMS Process .
Corrective/ " repository of Implementation | 24

Preventive AcClions |Le (JegsSs: == = == = == = m= 5 = 5 == 5 == 5 == 2 == 5 = =
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Audits overview (dates)

. Internal Audit ’
. 1S0 22301 |4so
| IS0 27001(TBC) | ©
I SestdontdatedutSeluried 5 et
| October December
| May |
| September | November
|
i 9001:2015
@ |
T Rl : I 1S0 45001:2018 :
. Internal Audit e | -
15014001 . Internal Quality Audits | Span of audits 9 months
EMAS ; Opportunity to
“condense” ISO audits
in 1-2 months
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External ISO Internal ISO . * Entire ISO 9001 audit plan to S
Audit* audit .~ be defined in March 2022 .

ECA Financial, legality &
regularity audits

5. Services Delivery

6. Knowledge Management & S .
5.1 Services to applicants De\?elo : mer?t 7. Engagement & Communication 8. Foresight

5.2 Support to managing RA evidence 6.1 Methodology management 7.1 Partnerships 8.1 Environment scanning
5.3 People services 6.2 Strategic competencies 7.2. Community management 8.2 Inn&Transf agenda
5.4 Logistics services 6.3 Knowledge Organization 7.3. Strategic engagement definition
5.5 site & Facility services 6.4 Capacity building 7.4. Social research & Comm. planning

7.5 Digital channels management
7.6 Coordinated comm. development
7.7 Internal communication

5.6 Digital services
5.7 Financial Services
5.8 Public Access to Documents
5.9 Content Sanitization

9. Legal Counselling 1. Scientific preparatory activities 2. E2E Applications
9.1 Decisions review management 1.1 Generic Pre-submission Advice 3. E2E Pesticides
9.2 Legal partnering / advice 1.2 Renewal Pre-submission Advice 4. E2E Generic Mandates
1.3 Notifications of Study

2.1, 3.1 Dossier Intake
2.2, 3.2, 4.2 Risk Assessment

10.1 Strategic outsourcing decisions 2.3, 3.3, 4.3 Confidentiality Assessment
10.2 Outsourcing launch, evaluation and award 2.4, 3.4, 4.4 Sc Output publication

10.3 Contract management

10.4 Accounting
11. Hire-to-Retire 12. Planning, Governance & Control 13. Develop & Improve

10. Procure-to-Pay 1.4 Sc. Workforce planning

11.1 Talent pools 12.1 Strategy, Plan|-'|ing, Analysis 13.1 Enter|_:rise Architectur?
12.2 Audit & RMIC 13.2 Innovation Implementation
11.2 Onboarding 12.3 Quality Management 13.3 Continuous improvement
o e e 12.4 Safety & Converged Secyrity .
11.4 Competing interest management 12.5 External gove nan:ti)act S coorgmytmn (MB

11.5 Performance management
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Internal quality audits & support proposal

European Food Safety Authority

Internal Quality Audit Document checks/self External Audit
Interviews assessment preparation

Performed by:
Internal quality auditors

Performed by: Advised by:

= 2.1 Applications Dossier Intake rRile—va_nt _l_Jnlt & QM e GPS _ _ _ _
= 2.2 RA of Applications(FEEDCO) * 1.4 Scientific workforce planning ECA (Financial, legality & regularity
= 2.2 RA of Applications (NIF) = 6.2 Strategic Competencies audits)
= 3.2 Peer-review of Pesticides / * 6.3 Knowledge organisation » 5.7 Financial services
Assessment of MRLs (PLANTS) = 7.1 Strategic Partnership & Community » 10.1 Strategic Outsourcing Decisions
- ?E}ORI—?AS\E)GeneHC Mandates building = 10.2 Outsourcing Launch, Evaluation
) = 7.2 Community Management & Award
4.1 RA Of Generic M.andates (MESE) = 7.3 Strategic Engagement I = 10.3 Contract Management
= 5.1 Services to Applicants : :
= 8.1 Environmental scan | = 10.4 Accounting
* 6.1 Methodology mgmt. . : )
. : A = 8.2 Innovation & Transformation IAS audit
6.4 Capacity Building | L |
agenda definition * 6.5 Data management
|+ 11.1 Talent Pools | 1S0 9001:2015
| 13.1 Enterprise Architecture | » TBC
= 13.21 ion Impl tation
New processes L 13:2 Innovation Implementation =~ |
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Hierarchy of documents

Repository
Team

Rolling out Hierarchy of documents suggested

in 2022:

- New classification of docs GPS

- Harmonised naming convention

- Updated templates

- 1 Catalogues with overview of
all document levels

- NEW/Updated SOP to be
finalised

Coordinates/advices/

reviews

LA

Advices/reviews

MESE

Maintains Scientific
guidances catalogue

I

The process may need to be ©
implemented gradually due to limited
resources between GPS/LA

Repository Team:
Responsible for maintaining the integrity of
the Repository. Involved in all layers of the
HoD (except Records). Their involvement is
foreseen from the moment a need for a new

document arises.

composition ‘

— —

When a need for a new document is
identified, the team is responsible for
identifying the nature of the
document (level)

Checking whether there is any other
existing documentation, and if so, if
there is a need for further
documentation

Ensuring the correct naming
conventions/templates are being used
Maintaining the various “catalogues”
up-to-date to ensure that staff have
access to the latest up to date

I
I
|
|
|
I
I
I
|
|
|
I
I
I
|
|
|
I
I
I
|
|
|
documentation |
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European Food Safety Authority

Maintained

Prepare and run surveillance audit, Implement

Internal [Definition of Internal control monitoring criteria,
Control [coordination control activities and internal control
assessment performed
Perform a control environment review (ex-ante and ex-
post) for IT financial, vendor management and G&P
expenditure
Audit Coordination, clearance and follow-up annual ECA
Manage |[financial, legality and regularity audits, ECA Special
ment Reports and Horizontal topics

Coordination, clearance and follow-up IAS audits on
Information Security & Disaster Recovery and
Enterprise Data Governance and Management

ISO internal quality audit cycle

9001:2015 Run customer feedback activities and integrated
certification [survey

EFSA’s Definition of the new processes including their
Quality documentation (Process charters (including PPIs),
Management |SOPs/WINs) and the pending organisational
System evolutions (e.g. IT organisation)

updated in

line with the
EPA3 process
finalisation
and RFCs

Maintain HSSE ISO
standards certification
ISO 14001, ISO 45001,
EMAS, IS0 22301

Prepare and run internal and
surveillance audit

Implement ISO 27001

Develop MS and implement the first
cycle of ISO 27001

Ensure MS
effectiveness

Design and run coordinated
Cybersecurity and Business Continuity
test/exercises

Finalise the
definition of

Finalisation of KPIs and cascading to processes

Finalisation of the new programmes & IT roadmap

Implement continuous
improvements

Cover the minor non conformities to
improve the compliance with the norm

EFSA’sperfor [and new agile approach for handling DEV and PII
mance Create the basis for aligning IT tools with
framework performance framework
Improve and streamline the integration of the end
to end performance management in EFSA (covering
workplan, FTEs/posts, Budget), and reinforce the
PDCA cycle
Strengthen Develop and implement fit for purpose

evaluations

annual/multiannual evaluations plan

Ensure integration among MS
procedures to ensure a more agile
management

Consolidate "Benefits and achievement
reporting

Consolidate
continuous
improvement

L&D- Continuing developing the capability of
continuous improvement and support/partner with
staff to enforce process management and
continuous improvement knowledge and
responsibility

144

Consolidate "Benefits and achievements reportin
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Performance - moving forward

European Food Safety Authority

a) Align IT tools with performance framework

Reason why:

Both at KPIs and at process metric level there is the opportunity to invest to have more automatic measurement. This is obviously a source of
efficiency (less FTEs spent, more harmonization, less manual mistakes) and frees more time for analysis. Also the reporting side (dashboards,...)
can be enhanced.

L Iad 4

{ Create a stronger P-D-C-A cycle
He<®
Reason why:

Establish a codified process to handle deviations (compliance/performance) that integrated all the needed processes/actors, and establish
a stronger links between the various elements (such as between performance monitoring and risks management, integrating register and
process).

Performance deviations to be regularly escalated to Process Sponsor/PCO/Assurance/Continuous improvement functions in case of
consecutive moderate deviations (does the process have a sub-optimal design?), or relevant deviation (is the execution at risk?).

LD\
1@5 Create a measurement (and improvement) culture

Reason why:

This was a suggestion also coming from the FIP Lean Six Sigma exercise done some years ago.

Differentiate what is measuring (we need to measure what we do, ideally done with an increased degree of automatisation) and what is reporting
(report only what'’s important/what’s concerning/what’s scrutinised). This should be, however, a pull and not a push (clarify role of central control
bodies and process hierarchy roles). Good examples from CI can help in this regard.

Risk of not acting: Lack of efficiency generation, Sub-optimal use of Performance monitoring
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Continuous improvement

EPA 13.3 Continuous

Improvement

improvement actions

Collected from all sources of

‘K**a

~-efsam

European Food Safety Authority

NEW Exception request

workflow tool to be used as
central register (mid-2022)

Process scope enlarged ;
Lt et ot s o s —
ID DEPARTMENT UNIT EPA PROCESS 3.0 IMPROVEMENT DESCRIPTION SOlliCE IMPROVEMENT TYPE
Consider to redesign the process since the current one has L

Nutrition & 2.2 RA of reached his maximum productivity in his current form and - T I
48 | ASSESS Food A .Iications the current demand of work from the team and the working|. = EoYR | PII .
Innovation|" PP group is not anymore sustainable as already indicated in I . I I
previous reports . I, .
Format for the assessment of basic substances should be || 10 |
changed in order to provide a more “fit-for-purpose” . I : .
product. However clear and consistent guidelines should be |! 1. |
3.2 Peer- (given by and agreed with SANTE. - 2020 DG | I .
review of [The general limited database provided by the applicants for |SANTE—EFSAi . |
56 | ASSESS PREV Pesticides / these active substances requires an action to increase their |© Customer | | BAU .
Assessment jawareness on why the dossier preparation is crucial to ' Feedback ' |
of MRLs fvoid several data gaps. Implementing for basic substances|, exercise | | :
a similar approach to the Conclusions template which I e I
indicate the “weight” of data gap for the final risk [ 11! I
assessment may be useful. . - _
It was noted that SOPs 9 & 10 are linked, in that they both IR I
deal with the approval process of the final deliverables, but |. Il .
that SOP 9 is not mentioned in SOP 10 - creating a | EFSA I I |
12.3 Quality misunderstanding about the steps to be taken. Lead . . .

59 |EMPOWER GPS Management jauthors of the SOPs 009_S & 010_S to propose more Exception |1 BAU

integration between both applicable procedures in the
process. The lack of integration caused the Non-

compliance event 76

egister 202

s s = s o= Y

Process Leader
suggests/indicates

- = | Improvement type

in liaison with
relevant Unit




