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ADR Adverse drug reaction

AE Adverse event

CIOMS Council for international organizations of medical sciences
DHPC Direct Healthcare Professional Communication
DLP Data lock point

DTA Directorate of Technical Affairs

EMA European Medicine Agency

EURD List European Union Reference Dates List

ICSR Individual case safety report

IPC Iragi Pharmacovigilance Centre

LSR Local safety responsible

MAH Marketing authorization holder

NBDS National Board for Drug Selection

PASS Post-Authorization Safety Study

PBRER Periodic Benefit Risk Evaluation Report

PSMF Pharmacovigilance system master file

PSSF Pharmacovigilance system sub master file
PSUR Periodic Safety Update Report

RMP Risk management plan

SDEA Safety data exchange agreement

QPPV Qualified Person Responsible for Pharmacovigilance
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Post Authorization Safety Studies (PASS)

G2l e g sl Vg Aalal) il sall o Lo goan as Lebiay (pa sl pinall (3 il st i ALl / 381 pal) AS 80 o5 -1
Al iy oY) oY A gl Rialll i panll Ay S el Aialll Jadi Sl daall )55 6 Aiaall Clgall (3e) G1adl J3l
Al gal) A0l 8 jall S all U A all (e B apdy (Rl 5l Rsuad) A As¥seall Cpall B Sl

¢ = sall (solicited reporting form) 4w ol Galdll & 3LV z3 gai aladiuly (G gudll Gand 3 adlals /400 gal) 4S H8)) 655 -2
Gl glaall b 55 yiiay 5« CIOMS 3 sah Alaia¥) oy 23 gail) 138 Jia 8 63 a2 die 5 (study protocol) 4wl all el (jaa
.(study ID, study type, patient ID) 4w ja JSI ) 31 4,0

ASLAN £ 3015 Al 3 el eanteed) Aol Aalias Galall Gilal o 5a nal pes Al o0l AE1 81 el S5l 4 g -3
gy Al (A u=l » B A 2 g
Al )l el 8 Aral jall Ay Lpliaa o) G sual) Gana 5 dlals /4300 50l

SSOa) E3U) 2 A pall b el ol sl AaSla i S Labian 5l (3 puadl) s 53 Alala / A3l sall AS 8] WSl xie 4
431138 e (Module V1) (15 2) e il o e LS 5 @iy 31 5al)

Al AL a3 Y

PASS 1 Lalsll 5 Module 138 85 ) Saall al puall iy Y sedie (conditional approval) b sial) 18 ¢S5 -6

Bl 8 Lgalian s (33 suil) it 55 daalia S il (31 5all 8 sl A0 sal) 308 s jlas Joe il
Version 2.0, 2020

14



Module 1X
<l laN) Zh.ll.’.a
Signal Management
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Additional Monitoring
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Module XV
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Safety Communication
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Annex I- Required training for QPPV/LSR

Essential training List:

e Pharmacovigilance methods.

e |ICSRs processing activities

o Case Narrative Writing for Reporting Adverse Events.
e Medical Aspects of Adverse Drug Reactions.

¢ National pharmacovigilance regulations

e PV Planning & RMP.

¢ Risk communication, DHPC

e Pharmacovigilance quality management

e How to prepare PSMF/PSSF

Additional training List:

¢ Evidence based —medicine, How to conduct literature search.
e Pharmaco-epidemiology

e Biostatistics

o Signal detection

e How to prepare PSUR

e MedDRA coding.

e Causality assessment

e Risk benefit assessment in Pharmacovigilance
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Annex Il - Summary of Pharmacovigilance System Master File (PSMF)

(Signed by the MAH and QPPV)

1- QPPV
Name:

Country:

Contact details:

Tasks and Responsibilities:

(according to safety agreement if applicable)

2- PSMF

Location:

3- Signatures

This document should be submitted to the IPC upon registration and re-registration and upon request from
the IPC incases mentioned earlier, copying the registration department in case of biologicals.
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Annex IIl - Summary of local PSMF / PSSF
(Signed by the MAH representative and local safety responsible)

1- LSR (Local safety responsible)

Name:

Contact details:

Tasks and Responsibilities (according to safety agreement if applicable):

2- Local PSMF/PSSF
Location:

3- Signatures

e This document should be submitted upon request from IPC.
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e Annex IV — Check list of local PSMF/ PSSF

11.B.4. Information to be contained in the PSMF/ PSSF

No. PSMF/ PSSF section Remarks
Cover Page:
1- The unique number (Revision No.)
2- The name of the MAH, QPPV or LSR (including third party).
3-  The name of other concerned MAH(s) (sharing the
pharmacovigilance system). If applicable
4-  The list of PSMFs/ PSSFs for the MAH (Products with a different
pharmacovigilance system) if applicable.
5- The date of preparation / last update.
1I.B.4.1. | Qualified person responsible for pharmacovigilance (QPPV)/ LSR.
1- Description of the responsibilities.
2-  Summary curriculum vitae (CV).
3- Contact details. (Name, postal, telephone, fax and e-
mail)
4-  Details of back-up arrangements.
5-  Practical experience/ training. (Attached checklist)*
11.B.4.2. | Organizational structure of the MAH/ MAH's local office. (Diagram)
1- The organizational structure of the marketing authorization
holder(s)/ local office, showing the position of the QPPV/ LSR in the
organization.
2-  The site(s) where the pharmacovigilance functions are undertaken
covering individual case safety report collection, evaluation, safety
database case entry, periodic safety update report production,
signal detection and analysis, risk management plan management,
pre- and post-authorization study management, and management
of safety variations.
Service providers (e.g. medical
3- Delegated activities (contracts and agreements). information, auditors, patient support
programme providers, study data
management etc.)
Commercial arrangements
(distributors, licensing
partners, co-marketing etc.)
Technical providers (hosting of
computer systems etc.)
Individual contractual agreements
11.B.4.3. | The sources of safety data.

1- The description of the main units for safety data collection.

2-  All parties responsible (including third parties).

3- Medical information sites.

List describing: (table)
1-  Product.
2-  Country.
3-  Nature of activity.
4-  Contact point for the site
(address, telephone and e-
mail).
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4- The description of the process for ICSRs from collection to
reporting to national medicines authorities.

Flow diagrams shall be used to indicate
the main stages, timeframes and

arties involved.

5-  For safety data arising from studies. (list/ table)

The list should describe, the status of
each study/ programme, the applicable
country(ies), the product(s) and the
main objective. It should distinguish
between interventional and non-
interventional studies and should be
organised per active substance.

The list should include ongoing
studies/programmes as well as studies/
programmes completed in the last two

years.
11.B.4.4. | Computerised systems and databases.
Validation status of computer system
The location, functionality and operational responsibility for computerised | functionality should also be described,
systems and databases used to receive, collate, record and report safety | the change control, nature of testing,
information. | back-up procedures.
11.B.4.5. | Pharmacovigilance processes.
Description of the process, data handling and records for the performance of (Standard operating procedures,
pharmacovigilance. manuals, safety database).
(Clear written procedures)

1-  Continuous monitoring of product risk-benefit profile(s) applied
and the result of evaluation and the decision making process for
taking appropriate measures, this should include signal generation,
detection and evaluation.

2- Risk management system(s) and monitoring of the outcome of risk
minimisation measures.

3- ICSR collection, collation, follow-up, assessment and reporting.

4-  PSUR scheduling, production and submission.

5- Communication of safety concerns to consumers, healthcare
professionals and the national medicines authorities.

6- Implementation of safety variations to the summary of product
characteristics (SmPC) and patient information leaflets.

7- Quality issue, recall or withdrawal.

11.B.4.6. | Pharmacovigilance system performance.
Description of the monitoring methods applied for performance of the | List of performance indicators must be
pharmacovigilance system. | provided.
(Evidence of the on-going monitoring of performance of the
pharmacovigilance system)
1-  An explanation of how the correct reporting of ICSRs is assessed. Figures/graphs should be provided to

show the timeliness of 15-day and 90-
day reporting over the past year.

2-  Adescription of any metrics used to monitor the quality of Include information provided by
submissions and performance of pharmacovigilance. national medicines authorities

regarding the quality and timeliness of
ICSR reporting, PSUR, RMP or other
submissions.

(PSUR checklist & RMP checklist)

3-  Anoverview of the methods used to ensure timeliness of safety Including the tracking of required safety
variation submissions compared to internal and national medicines | variations that have been identified but
authority deadlines not yet been submitted.

11.B.4.7. | Quality system.

1- Procedural documents.
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- Description of the types of documents used in pharmacovigilance
(standards operating procedures, work instructions, manuals...
etc).

2-  Training.

- The organisational chart giving the number of people involved in
pharmacovigilance activities and Information about sites where the
personnel are located.

- A summary description of the training concept, including a
reference to the location training files, record as well as the
trainings materials.

3-  Auditing.

Information about quality assurance auditing of the pharmacovigilance
system.

- Description of the approach used to plan audits of the
pharmacovigilance system and the reporting mechanism and
timelines.

List of the scheduled and completed
audits (for a period of five years)
concerning the pharmacovigilance
system.

This list should describe:
1-The date(s) (of conduct and of report)

2-Scope and completion status of audits.

- The audit report.

A brief description of the corrective
and/or preventative action(s)
associated with the significant finding.
(Starting and resolving date).

- A note associated with any audit where significant findings are

- The note is only removed once

raised. corrective action and/or sufficient
improvement can be demonstrated.
Amendment or removal of the notes
must therefore be recorded in the
logbook.
11.B.4.8. | Annex to the PSMF/ PSSF.
The qualified person responsible for pharmacovigilance Annex A
- Alist of tasks that have been delegated by the qualified person for
pharmacovigilance.
- The curriculum vitae of the QPPV/ LSR and associated documents.
- Contact details.
The organizational structure of the MAH Annex B
- A list of contracts and agreements.
- Acopy of the individual contractual agreements.
Sources of safety data Annex C
- Lists associated with the description of sources of safety data e.g.
affiliates and third party contacts.
Computerized systems and databases Annex D
Pharmacovigilance process and written procedures Annex E
- Lists of procedural documents.
Pharmacovigilance system performance Annex F
- Alist of performance indicators (where applicable).
Quality system
- A list of all completed audits, for a period of five years, and a list of Annex G
audit schedules.
Products Annex H

- Alist of medicinal products covered by the PSMF/ PSSF.

Name of the medicinal product.
Name of the active substance(s).
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Authorization number and marketing
status.

Document and record control

Annex |

- Logbook.

A logbook of any change of the content of the pharmacovigilance system master file made within the last five years except
the changes in annexes and the following QPPV information: CV, contact details, back-up arrangements and contact
details. Other change control documentation should be included as appropriate. Documented changes shall include
at least the date, person responsible for the change and the nature of the change.
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