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0830~0915 wEl
0915~1005 2ElER PMDA & Chair of Expert Circle
How QRM is a lifecycle enabler within an ICH Q10
1005~1035 ] .
Pharmaceutical Quality System
1035~1115 Current state of QRM Maturity in the Industry and Inspectorates
' Break
11301210 The PIC/S Aide Memoir Qn Inspecting the Implementation of
‘ QRM at a site
12101240 GMP inspection procedures in PMDA: Risk-based Inspection
' ‘ Planning and Post-inspection Activities
Lunch
1330~1445 Use of Risk Assessment to support a PAT Change Control
(Workshop) ‘
Break
1450~1535 QRM & the Supply Chain - Inspecting the use of QRM for Starting
‘ Materials (incl excipients) '

Break




1550~1635 QRM in Facility/Process Decisions - Design Stage & Process
Improvements '

11635~1715 POSSIBLE SESSION - SUBJECT TO BEING ON TIME
Challenges in
Inspecting QRM and Risk Assessment

52K 12H9H

0900~0945 Overview of Various QRM Tools and Common Ways that QRM
| Can Go Wrong (US FDA)

0945~1100 Case Study Topic: Inspecting Risk Assessments involving Multiple
' Root Causes — Media Fill Failure(Workshop) (Hungary)

Break

1115~1230 Case Study Topic: Use of QRM to evaluate CAPA proposals
following a Product Recall (Workshop) (Ireland)

1230~1305 Case Study Topic: Understanding HACCP (Austria)

_ Lunch _
1400~1515 Case Study Topic: 1st Oil Ingress issue — API 'Centrifuge
(Workshop) - |
(Ireland) _
Break

1530~1615 Case Study Topic: 2nd Oil Ingress issue — Hydraulic Pump failure
in Biotech Process(Workshop) (Ireland)

Break

-1630~1745 Data Integrity - how to identify and manage risks (US FDA)

3R 12H10H

0900~1015 Case Study Topic: Overview of the PIC/S Risk-based GMP

Inspection Planning tool and results of a 12 month Pilot Exercise

using the tool in Ireland

Break

1030~1100 Case Study Topic: Using the PIC/S Risk-based GMP Inspection
Planning tool — Poland's Experience

1100~1130 Case Study Topic: Using the PIC/S Risk-based GMP Inspection
Planning tool — Austria's Experience

_ Break _
1140~1230 Case Study Topic: Risk-based GMP Inspection Planning tool — US
FDA Experience
Lunch

1330~1345 Case Study Topic: Introductions to the Case Studles on Risk-based
GMP Inspection Planning (Austria)




1345~1500 Case Study Topic: Risk-based GMP Inspection Planning Practical
Case Studies (Workshop) ( Poland) |
Break
1510~1600 Case Study Topic: Japan’s Desktop versus On-site Inspection
‘Selection Sheet’ in Risk-based GMP Inspection Planning (Japan)
1600~1630 Case Study Topic: Results of the Various Case Studies on
risk-based GMP Inspection Planning (Poland)
Break
1640~1710 Closing Session - Round table Open Discussion
1710~1730 Closing Session - Closing Remarks
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PART A — Preliminary Information about the Site

Site Name

Site Address

Licence Number (if any) -
FP or API Manufacturer?
Last Inspection Date




Name of prévious lead

Inspector
PART B — The Intrinsic Risk Associated with the Site
Risk Factor Risk Score | Matrix for Estimating the Intrinsic Risk
The Complexityof |1 2 3
the site, its processes | Circle one ' Criticality
and products, is _ Complexity 1 2 3
regarded as: ) , 1 1(Low) | 2(Low) | 3 (Med)
2 2 (Low) | 4 (Med) | 6 (High)
The Criticality ofthe |1 2 3 _ 3 3 (Med) | 6 (High) | 9 (High)
products Circle one Use the above matrix and record the Intrinsic
manufactured by the . | Risk associated with the site below:
site, or the criticality Low O Medium QO High O
of the analytical :

testing or other
| service offered
provided by the site,
is regarded as:

PART C —The Compllance-related Risk based on the last Inspectlon

The compliance risk | Low QO - No Major or Critical Deficiencies

_indicated by the most | Medium Q | - 1 to 5 Major Deficiencies: Number of Majors = ____
recent deficiency High OQ - 1 or more Critical Deficiencies or more than 5 Majors
profile of the site is: (Note: Customise as appropriate)

PART D — The Risk-Rating assigned to the Site

Complete the matrix below by combining the Intrinsic risk score and the

Compliance-related risk score to determine the Risk Rating for the site.
: Intrinsic Risk

Compliance Risk Low Medium High

Low Risk Rating=A Risk Rating=A Risk Rating=B
Medium Risk Rating=A Risk Rating=B Risk Rating=C
High Risk Rating=B Risk Rating=C Risk Rating=C
The Risk Rating associated with this site is: A U BQ cQ
PART E — The Recommended Frequency for Routine Inspections at
the Site
Using the Risk Rating, the recommended frequency for routine
A | Reduced Freq, inspections at the site is an inspection every:
210 3 yrs
B | Moderate Freq, " Yearsor_______ Months
1to2 Yrs ‘
C | increased Freq,
<1yrs
Customise as
appropriate

PART F — Recommended Scope of the next Routine Inspection

Note: This Part should be periodically updated if new information is received about the
site before the next routine inspection that may warrant a change in the scope of that
inspection.

For example, information can be received relating to, Quality Defects, Recalls, Market
Surveillance Test Results, Enforcement Investigations, and other indicators of
non-compliance, such as the failure to implement a variation to an MA, that might require
the scope of the next inspection to be changed. Information may also relate to major
changes at the site (indicated perhaps via an MA variation or a manufacturing

authorisation variation submission) and this may warrant a change in scope.
Document on the right the recommended '
focus & depth of the next routine
inspection.




Note: Take into account the following:

e The areas in which deficiencies
were identified during the most
recent inspection at the site,
particularly major and critical

- deficiencies;

"o The areas that were not
inspected (or that were not
inspected in detail) during the
most recent mspectlon at the
site;

¢  The areas that were considered
inadequately resourced at last
inspection;

e Planned changes at the site that
may alter the complexity or
criticality risk ratings associated
with the site

e Any other area that the inspector
feels warrants review at the next
inspection.

Document on the right the required
duration of the next routine inspection:

Document on the right the required
number of inspectors that should be
assigned to the next routine inspection:

Document on the right any specific
competence or expertise that will be
required on the inspection team when
performing the next routine inspection of
the site:

PART G —Signatures & Dates

Record here the names of the persons who completed this quality Rlsk management
exercise, and sign and date this form;
Name: Name:
Name: Name:
Signed: , Date:
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