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ABBREVIATIONS

ADR Adverse Drug Reaction

BADBIR British Association of Dermatologists Biologic Intervention Register

BSRBR-RA British Society for Rheumatology Biologics Register for Rheumatoid
Arthritis

CAPA Corrective and Preventative Action

CCDS Company Core Data Sheet

CHMP Committee for Medicinal Products for Human Use

DCP Decentralised Procedure

DHPC Direct Healthcare Professional Communication

DSUR Development Safety Update Report

EMA European Medicines Agency

EU European Union

GVP Good Vigilance Practice

HCP Healthcare Professional

ICH International Conference on Harmonisation

ICSR Individual Case Safety Report

KPI Key Performance Indicator

MAH Marketing Authorisation Holder

mos. months

MRP Mutual Recognition Procedure

PIL Patient Information Leaflet

PSMF Pharmacovigilance Systerm Master File

PSUR Periodic Safety Update Report

PV Pharmacovigilance

QA Quality Assurance

QPPV Qualified Person responsible for Pharmacovigilance

aRMM Additional Risk Minimisation Measures

RMP Risk Management Plan

SDEA Safety Data Exchange Agreement

SmPC EU Summary of Product Characteristics

SOP Standard Operating Procedure

yrs. years
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SECTION C: INSPECTION FINDINGS

cA Summary of significant changes and action taken since the last inspection

Since the previous inspection in 2011, the company had made the following changes to the
pharmacovigilance system:

¢ The safety database changed from EmpiricaTrace 4.2. to Argus in June 2014.

¢ Local ICSR management, follow-up and reconciliation activities have been
subcontracted to the service provider Bioclinica since September 2018.

¢ Pharmacovigilance activities such as aggregate report writing and signal management
were previously subcontracted to UBC and were transferred to the service provider
Sciformix in September 2018.

C.2 Definitions of inspection finding gradings

Critical (CR): a deficiency in pharmacovigilance systems, practices or processes that
adversely affects the rights, safety or well-being of patients or that poses a potential risk to
public health or that represents a serious violation of applicable legislation and guidelines.

Major (MA): a deficiency in pharmacovigilance systems, practices or processes that could
potentially adversely affect the rights, safety or well-being of patients or that could potentially
pose a risk to public health or that represents a violation of applicable legislation and
guidelines.

Minor (MI): a deficiency in pharmacovigilance systems, practices or processes that would
not be expected to adversely affect the rights, safety or well-being of patients.

Comment: the observations might lead to suggestions on how to improve quality or reduce
the potential for a deviation to occur in the future.

The factual matter contained in the Inspection Report relates only to those things that the
inspection team saw and heard during the inspection process. The inspection report is not to
be taken as implying a satisfactory state of affairs in documentation, premises, equipment,
personnel or procedures not examined during the inspection.

Findings from any inspection which are graded as critical or major will be shared with the
EMA, other EU competent authorities and the European Commission.
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C.3  Guidance for responding to inspection findings

Responses to inspection findings should be clear, concise and include proposed actions to
address both the identified deficiency and the root cause of the deficiency. Consideration
should also be given to identifying and preventing other potential similar deficiencies within
the pharmacovigilance system.

Responses should be entered directly into the table(s) in section C.4. The following text is
intended as guidance when considering the information that should be entered into each of
the fields within the table(s). ‘Not applicable’ should be entered into the relevant field if the
requested information is not appropriate for the finding in question.

Root Cause Analysis

Identify the root cause(s) which, if adequately addressed, will prevent recurrence of the
deficiency. There may be more than one root cause for any given deficiency.

Further Assessment

Assess the extent to which the deficiency exists within the pharmacovigilance system and
what impact it may have for all products. Where applicable, describe what further
assessment has been performed or may be required to fully evaluate the impact of the
deficiency e.g. retrospective analysis of data may be required to fully assess the impact.

Corrective Action(s)
Detail the action(s) taken / proposed to correct the identified deficiency.

Preventative Action(s)

Detail the action(s) taken / proposed to eliminate the root cause of the deficiency, in order
to prevent recurrence. Action(s) to identify and prevent other potential similar
deficiencies should also be considered.

Deliverable(s)

Detail the specific outputs from the proposed / completed corrective and preventative
action(s). For example, updated procedure/work instruction, record of re-training, IT
solution.

Due Date(s)

Specify the actual / proposed date(s) for completion of each action. Indicate when an
action is completed.

Further information relating to inspection responses can be found under ‘Inspection
outcomes’ at: https://waww.gov.uk/guidance/good-pharmacovigilance-practice-gpvp
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C.4 Inspection findings

C.4.1 Critical findings

No critical findings were identified from the review of pharmacovigilance processes,
procedures and documents performed during this inspection.
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SECTION D: CONCLUSIONS AND RECOMMENDATIONS
D.1 Conclusions

The factual matter contained in the Inspection Report relates only to those things that the
inspection team saw and heard during the inspection process. The Inspection Report is not
to be taken as implying a satisfactory state of affairs in documentation, premises,
equipment, personnel or procedures not examined during the inspection. It is
recommended that you review whether the inspection findings also apply to areas not
examined during the inspection and take appropriate action, as necessary.

<This section of the report will be completed when the final version containing the MAH's
responses is issued by the Inspector.>

D.2 Recommendations

<This section of the report will be completed when the final version containing the MAH'’s
responses is issued by the Inspector.>
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APPENDIX | REFERENCE TEXTS

¢ Directive 2001/83/EC, as amended.

e Commission Implementing Regulation (EU) No 520/2012.

e Guideline on good pharmacovigilance practices (GVP).

¢ Directives 2001/20/EC and 2005/28/EC in relation to Clinical Trials.

e The Human Medicines Regulations 2012 (Statutory Instrument 2012 No. 1916).

e CPMP/ICH/377/95. E2A “Clinical Safety Data Management. Definitions and Standards
for Expedited Reporting”.

e EMA/CHMP/ICH/287/1995; ICH guideline EZB (R3) on electronic transmission of
individual case safety reports (ICSRs) - data elements and message specification -
implementation guide.

e CPMP/ICH/3945/03: E2D “Post-Approval Safety Data Management: Definitions and
Standards for Expedited Reporting”.
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