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Forward

Guidance documents provide assistance to industry and health care professionals on how to comply with governing
statutes and regulations. They also provide guidance to Health Canada staff on how mandates and objectives should
be met fairly, consistentland effectively.

Guidance documents are administrative, not legal, instruments. This means that flexibility can be applied. However,
to be acceptable, alternate approaches to the principles and practices described in this document must be supported
by adequate justification. They should be discussed in advance with the relevant program area to avoid the possible
finding that applicable statutory or regulatory requirements have not been met.

As always, Health Canada reserves the right to request infommatmaterial, or define conditions not specifically
described in this document, to help us adequately assess the safety, efficacy or quality of a therapeutic product. We
are committed to ensuring that such requests are justifiable and that decisidaarfy@locumented.

This document should be read along with the relevant sections of other applicable guidance documents.
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Overview
Purpose

This document increases government transparency by providing:

e the Health Products and Food Branch (HPFB) procedures for releasing information from adverse reaction
(AR) and medical device incident (MDI) reports to the public

e the Regulatory Operations and Enforcement Branch (ROEB) procedures for releasing information on
reports or complaints about medical devices

It outlines:

e aconsistent and uniform application of government laws, policies and guidelines governing the public’s
right of access to information held by government
e Health Canada's duty to protect personal and confidentialphity information in accordance with
applicable laws, including the:
o Privacy Act
o Access to Information Act

The report relates to:

e medical devies
e adverse reactianto health products such as:
o biologics
pharmaceuticals
natural health products
blood and blood components (B/BCs)
human cells, tissues and organs (CTOSs)
sperm and ova for the purpose of assisted human reproduction (AHR)

O O O O O

This docunent outlines the procedures for providing this information to members of the public including:

media

industry

academia

consumers

research communities
health care professionals

Background

We have collected reports aflverse reactiorte health products Canada since 1965. For marketed health
products, these reports are knowradserse reactioar medical device incidenteports.

The associated regulations of fh@od and Drugs Act andAssisted Human Reproduction Act require important
safety informatn from:

licensees

hospitals

blood establishments

source establishments

primary establishments

medical device licence holders
market authorization holders (MAH)
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They must provide Health Canada with safety information, includéihgrse reactioandmedial device incident
reports, about the products they are responsible for in Canada.

Health professionals such as physicians, pharmacists, nurses, dentists, veterinarians and veterinary technicians as
well as consumers are encouraged to requverse reaains andmedical device incideabn a voluntary basis.

The type of information collected adverse reactioar medical device incidemeports includes:

e highlevel information about the patient or device user
e details of the reaction(s) suspected withhbalth product(s)
e general findings and the treatment and final outcome(s) @fdherse reactioar medical device incident

Adverse reactioneports andnedical device incidentzrovide information on events suspected to be related to a
health product. Ezh report represents the suspicion, opinion, or observation of the individual making the report.
They don’t represent all known or possible safety information concerning the suspected product.

Find more information about treelverse reaction and medical device incident reporting programs
Scope

This procedure applies only tmlverse reactioandmedical device incidemtports from orgaizations within the:

e Health Products and Food BrangtPFB)
e Regulatory Operations and Enforcement BrafROEB)

From theHealth Products and Food Branthis includes the:

e Biologic and Radiopharmaceutical Drugs Directorate (BRDD), which collects reports
o adverse transfusion reaction/event, clinical @idVerse reactioreports for biological drugs and
radiopharmaceuticals and related Special Access Rnqmieducts
¢ Marketed Health Products Directorate (MHPD), Canada Vigilance Program, which caieats on:
o postmarket side effect reports for pharmaceutical drugs, biologics, radiopharmaceGficats,
B/BCs(donor), AHR, natural health products and medical devices approved for use in humans
o medical device incidenmeports forSpecial Access Pgoam and investigational testing
e Pharmaceuticals Drug DirectorgfPD), which collects reports on:
o clinical trial adverse reactioreports for pharmaceuticals and natural health productSpedal
Access Progma adverse reactioreports for pharmaceugtils
e Veterinary Drugs Directorate (VDD), which collects reports on:
o postmarketadverse reactioreports for veterinary drugs approved for use in animals

From theROEB, this includes the:

¢ Medical Devices and Clinical Compliance Directorate (MDCCD), whigltects reports on:
o medical device problem reports originating from consumers as well as trade and advertising
complaints

Learn more abouhe responsibilities of these organizations
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https://www.canada.ca/en/health-canada/news/media-room/advisories-warnings/adverse-reaction-reporting.html

Procedure for releasg information

The Health Products and Food Branch (HPFB) and Regulatory Operations and Enforcement Branch (ROEB) have
different procedures for providing adverse reaction (AR) and medical device incident (MDI) data.

Information available on the Health Gala website

You can access a subset of the information from-pasket domestiadverse reactioreports for health products
approved for use in humans through @enada Vigilance Adverse Reaction Online DatabBlse MHPD updates
this database monthly to include data from 1965 up to that received 3 months prior to the update.

You can accessedical device incid® reportsavailable to the public through tivéedical Device Incidents
database

Information from postnarket adverse reaction reporting programs in standard
summary formats

The programs will only prdde adverse reactiomformation from posimarket domestiadverse reactioand
medical device incidemeports. You can request information from:

e postmarket domestiadverse reactioreports from the Canada Vigilance Program and Veterinary Drugs
Pharmacuigilance Programs
o The programs will provide thedverse reactiodata in a standard summary or Hieting format
o medical device incid# reports from the Canada Vigilance Programrfeadical device incidgs submitted
by industry, hospitals, and Canadian Medical Devices Sentinel Network(CMDSNet) or ROEB (for
voluntarymedical device incidgssubmitted by community health care practitioners/facilities and the
general public)

Requests for information shoulddlude:

e your name, address, telephone number and email address (if available)

¢ information to help determine the identity of the health product(s) of interest (brand name or generic
name/active ingredient, or tradename), manufacturer name(s), devicded@tdrother pertinent
information

e the time period of the search (time period when reports were received)

e any specific criteria or search limitations (specific reaction terms, gender, age range)

You can makeequests for standard summary formatadferse reactiodata in writing (letter, fax or email) to the:

Canada Vigilance Program

Health Products Surveillance and Epidemiology Bureau
Marketed Health Products Directorate

Health Products and Food Branch

Hedth Canada

Postal Locator 1908C

Ottawa, Ontario K1A 0K9

Telephone1-866-234-2345

Fax:1-866-6786789

Email: canada.vigilance @hsc.gc.ca

Medical Devices Compliance Program

Medical Devices and Clinical @apliance Directorate

Regulatory Operations and Enforcement Branch

Health Canada

Email:meddevmatmed@hesc.gc.ca

Website https://www.canada.ca/en/heatthnada/services/drudgmealthrproducts/compliancenforcement/medical
devicesprogram.html
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https://can01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.canada.ca%2Fen%2Fhealth-canada%2Fservices%2Fdrugs-health-products%2Fcompliance-enforcement%2Fmedical-devices-program.html&data=04%7C01%7Cekamjot.sangha%40hc-sc.gc.ca%7C46cc82647fbb432ebc4008da18dea546%7C42fd9015de4d4223a368baeacab48927%7C0%7C0%7C637849641773174902%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000&sdata=EZwONM3M40v1tPNFFSb4ivpD6CCwQ%2B4UOpynVWZis34%3D&reserved=0

Pharmacovigilance Program
Clinical Evaluation Division
Veterinary Drugs Directorate
Health Canada

Postal Locator 3106D
Ottawa, Ontario K1A 0K9
Telephone: 8877-8387322
Fax: 6139461125

Email: pv-vet@hesc.gc.ca

Non-standard information

You can request information other than what is publicly available or represented in standard summary format
reports. This includes:

e copies ofadverse reactioar medical device incidentepors
¢ information from
o clinical trial adverse reactioreports
o medical device incidentports
o health products obtained through one of Health Canada’s Special Access Programs

You may request this information under thezess to Information Act (ATIA) and paythe applicable fee using the
online request system:

ATIP online request

Be sure to include thaedverse reaixtin report number omedical device incidemtumber for copies of reports.

Information from foreign regulatory agencies

You can request data received from foreign regulatory agencies from the responsible regulatory agency.

Protectedinformation

Protectednformation includes both personal information and confidential 4béndy information.

Personal information

Personal information is defined in tReivacy Act (the Act) as “information about an identifiable individual that is
recorded in any form (secti®). The Act protects personal information related to an identifiable patient, device
user, animal/owner and/or reporter of #tverse reactioar medical device incidenfheCanadian Charter of

Rights and Freedoms (the Charter) and other applicable lamay also protect this information.

We will not provide information in standard summary format for requests where the search criteria selected include
patient or reporter identifiers such as:

e addresses, including names of cities, towns, provinces and podés
¢ names of institutions, clinics or other organizations with whom patients, device users, animal/owners or
reporters may be affiliated

These identifiers increase the risk ofidentification of the patient or reporter.

4 | Guidance on releasing information from adverse reaction and medical devi@ntrreiports to the public



mailto:pv-vet@hc-sc.gc.ca
https://www.canada.ca/en/treasury-board-secretariat/services/access-information-privacy/access-information/request-information.html
https://www.canada.ca/en/treasury-board-secretariat/services/access-information-privacy/access-information/request-information.html

Confidential thireparty irformation

For the purposes of this procedure, "thatty" means any person, group of persons or organization other than the
person requesting the information or a government inistitlisted in Schedule 1 of thccess to Information Act
(ATIA).

HealthCanada holds confidential thigghrty information for various purposes. Having received such information in
confidence, it has a duty to uphold its confidentiality in accordance with the applicable laws. The Charter also
protects thirgparty information ér which there is a reasonable expectation of privacy.

In circumstances where thighrty information is requested pursuant toAf@A , some types are, or can be,
protected against releagehis includes:

e informationthatmay be a trade secret

¢ confidental financial, commercial, scientific or technical information supplied by the grarty

¢ information which could reasonably be expected to result in material loss or gain to, or could prigjedice
third party's competitive position

¢ information thatwhen disclosed, could reasonably be expected to interfere with contractual or other
negotiations

Limitations and interpretation of information

There are limitations to both tlaglverse reactioreports and thenedical device incidents

Adverse reaction repts

You should take the limitations of information fraadverse reactioreports, described here, into consideration
when interpretin@dverse reactiodata.

This summary is based on raw data from information provideatloarse reactioreports submittetb Health
Canada:

o directly by health professionals and laypersons or
e via market authorization holders, licensees, blood establishments, source establishments or primary
establishments

Each report represents the suspicion, opinion or observation of thigliad reporter and does not necessarily mean

the suspected health product(s) caused the reaction. The information is based on a spontaneous reporting system that
is suitable to detect signals of potential health product safety issues during theap@stperiod. The data have

been collected by a spontaneous surveillance system in athese reactiorte health products are reported to

Health Canada either:

e on avoluntary basis or
e by regulated parties who are mandated to report according Emddeand Drug Regulations or Assisted
Human Reproduction Act

Underreporting ofadverse reactioris seen with both voluntary and mandatory spontaneous surveillance systems.
You should not use accumulated case reports to determine the incidence of a reactistimate risk for a
particular product because we don’t know the:

e total number of reactions occurring
o number of patients exposed to the health product

Because of the multiple factors that influence reporting, quantitative comparisons of health gafetyatannot be
made from the data. Some of these factors include:

regulatory actions

publicity about aradverse reaction

the length of time a drug is marketed

the market share, size and sophistication of the sales force

Guidance on releasing information from arbeereaction and medical device incident reports to the pt | 5




In some cases, the reported dadidata is incomplete and there is no certainty that these health products caused the
reported reactions. A given reaction may be due to an underlying disease process or to another coincidental factor.
We provide this information with the understandingttthe data will be appropriately referenced and used in
conjunction with this caveat statement.

Medical device incidents

The information in thé/edical Devices Incidents databdsdased omaw data provided omedical device incident
reports submitted by manufacturers or importers directly to Health Canada. Each report represents the suspicion,
opinion or observation of the individual reporter and does not necessarily mean the suspebtedoldest(s)

caused the incident. The data have been collected by a spontaneous surveillance systenmiedidaictievice
incidentsare reported to Health Canada:

e on avoluntary basis
e by regulated parties who are mandated to report according Emédeand Drug Regulations

Not all medical device incidentsre reported to manufacturers or importers. Reporting may be influenced by
multiple factors, including:

o themedical device incident
e the device(s) involved
o the level of media coverage

For these reassnaccumulated case reports should not be used as a basis to estimate risk nor do they represent all
know safety information concerning the device(s) and should not be known on their own to make decisions about
the use of these devices. We provide thisrimfation with the understanding that the data will be appropriately
referenced and used with this caveat statement.

How you can use the information from adverse reaction reporting
programs irHealth ProductandFood Branclor Regulatory Operations
and Enbrcement Branch

You may use thadverse reactioar medical device inciderttata provided by reporting programs of the HPFB in
other documents, including publications. We ask that you:

e acknowledge the source of the data and the limitations of the datafrentaneous reporting systems
e provide a copy of the document or publication todtgerse reactioreporting program prior to its
publication

Requests by thmedia

Representatives from the media who wish to request information or specific issueg telatiadverse reactioar
amedical device inciderghould contact the Health Canadadia Relations Unit:

Health CanadaMedia Relations Unit

Communications and Public Affairs Branch Health Canada

Postal Locator 0912C

Ottawa, Ontario K1A 0K9

Telephone613957-2983

Fax: 6139527747

Email: cpab.media.relatioaslations.avec.les.media.sdgcap @leac.ca
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Health Canada responsibilities
Health Canada: Access to Infotima and Privacy Operations Division

Health Canada: Access to Information and Privacy Operations DiiBI®®©D) processes requests by:

e Canadian citizens, permanent residents or any persons or corporations residing in Canada for access to
government reaals held under the control of Health Canada in accordance wifkicthss to Information
Act

e any persons for access to their personal information held under the control of Health Canada in accordance
with thePrivacy Act

Health CanaddvlediaRelations Unit

Health Canadaviedia Relations Uni(MRU) acts as a first point of contact for members of the media seeking
information about Health Canada activities and programsuii® role is ta

e provide consistent, open and transparent information to memb#rs ofedia
e to support the Minister, Deputy Minister and departmental spokespersons in their media relations activities

HealthProducts and Food Branohganizations

TheHealthProducts and Food Bran€¢HPFB) is composed of many directorates whose rolek mispect to
adverse reactioAR) and medical device incidefiDI) reporting are summarized here.

Biologic and Radiopharmaceutical Drugs Directorate

TheBiologic and Radiopharmaceutical Drugs Directorate (BRDD) regsitablogical drugs (products madiem
living sources) and radiopharmaceuticals (drugs that have radioactivity) for human use in Canada.

The BRDD collects and assessesious and unexpectetinical trial andSpecial Access Program adverse reaction
report information for these productithe BRDD also regulatesertainproducts to comply with specific
regulationsincluding

e blood and blood componen{B/BCs)for transfusion and further manufacture into a drug for human use
through theBlood Regulations
o blood products are regulated under floed and Drug Regulations
o cells, tissues and orga(@TOs)for transplantation through ttsafety of Human Cells, Tissues and Organs
for Transplantation Regulations
e gperm and ova for assisted human reprodud#dtR) through theAssisted Human Reproduction Act
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Marketed Health Fxducts Directorate

The Marketed Health Products Director@HPD) maintainsandimproves theCanada Vigilance Prograrfhis
program collects, processes and assemdese reactioand medical device information for pastarket
surveillance, assessmemidarisk communication activities of théPFB. Adverse reactionsollected by the Canada
Vigilance Program includthose from:

e pharmaceutical drugs

e biologics including:

biotechnology products

B/BCs

humanCTOs

sperm and ova for the purpose of AHR

vaccinegtherapeutic and diagnostic vaccines since 1965, immunization vaccines since January 1,
201

¢ radiopharmaceuticals

e natural health products

O O O O O

MHPD releagsa sub-set of the information (without personal identifiers) frtfhlPD's posimarket
domesticadverse eactiors tothe World Health Organization’s (WHO) International Drug Monitoring Program on a
quarterly basis.

Natural and No#prescription Health Products Directorate

The Natural and Noprescription Health Products DirectoréddNHPD) regulagsnatural halth productandnon
prescription drug$or sale in Canada.

Pharmaceutical Drugs Directorate

The Pharmaceutical Drugs Directorate (PDD) oversees the regulation of pharmaceutical drugs. It collects and
assesses serious and unexpected clinical trial addrrgeeactions reports from both domestic and international
sources. It also collects and assessk®rse reactioreports for drugs obtained through Beecial Access

Program

Veterinary Drugs Directorate

The Veterinary Drugs Directoraf§DD) regulate drugs approved for use in animals and evaluatesrpasket
adverse reactioreports and assesses signals and safety trends conoegtarigary drugs. Th&DD also oversees
Veterinary Health Products (VHPSs) for use in food and companion animals.

Regultory Operations and EnforcemeBtanch
Medical Deviceand ClinicaCompliancéirectorate

The Medical Devices Compliance Program (MDCP) is responsible for compliance and enforcement actions related
to medical devicethatviolate or potentially violate #hFood and Drugs Act (FDA) and theMedical Devices
Regulations (MDR). This includes:

Sentinelreports

trade complaints

voluntary problem reports

anyestablishment licendg&L) non responders

no device licence (DL) and restablishment licendacidents
compliance verification aspect of amandatoryproblemreport (MPR
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Stardard summary formats for adverse reaction data

We will provide adverse reactidAR) data fromthe Health Products and Food Branch (HP&&Jerse reaction
reporting programs as lidesting summaries, either as paper copies or electronically, as PDF @rfles The
format of the lindisting may vary depending on the period searched, and the database used during that period.

Marketed Health Products Directorate, Canada Vigilance Program
A Canada Vigilance linbsting of adverse reactioimformationincludesstandard information:

e Adverse Event Report (AER) numbeeport number assigned by Health Canada

¢ Adverse Event Repoversion numbereport version number assigned by Health Canada where version 0
is the initial report received and subsequent varsiombers refer to followp reports

¢ initial received datedate the Marketed Health Products Directo(&eiPD) received thenitial report,
version 0

o latest received dateate theMHPD received théast follow-up report

e report sourceindicates the lod#on through which the reporter sent the report

Market Authorization Holder (MAH) numbelMAH report number for reports received frorividH or

manufacturer

source countrycountry from which the report originated

type of reportspontaneousstudy, solicited, published registry

reporter typeindicates who reported tlalverse reactioand their relationship to the patient

record typeindicates ifthereport is a duplicate or is linked to another report

Link Adverse Event Reportumber:the identificatiom number(s) of the related report(s)

seriousness afeport:defined as yes or no

reason for seriousness of repaiath,disability, congenitalanomaly,life threateninghospitalization,

other medicallyimportantcondition

patient informationage, gende, height, weight

e report outcomerepresents the outcome of the reported case as described by the reporter at the time of
reporting and does not infer a causal relationship

o report outcome is not based on a scientific evaluation by Health Canada

e product iformation:productdescription (name of producfroductrole ¢he characterization of the role of
each product as provided by the original repoftarexample suspect, concomitantjpsageform, route of
administration,dosing anddosingfrequencytherapyduration

e reaction informationMedical Dictionary for Regulatory Activities (MedDRAyeferredterm (reaction
term(s) selected to describe the reactions in the report, using internationally aecketee reaction
terminology),MedDRA version (vern of MedDRAterminology in use when information was extracted
from the database)

e duration:the length of timehe patient experienced theverse reaction

e report criteriareportruntime (date information was extracted from the databhselthproduct(product
specified in search criteriaitial date of receipt (time period for which the database was searched
according to initial date a report was receivéatal number ofreports

Please note that the detail of the liisting is limited to the amant of information provided in each repofthat is,
if the reporter did not include the product dosing or frequency, then the boxes for these valudsewoydty,

Guidance on releasing information from arbeereaction and medical device incident reports to the pt | 9




Veterinary Drugs DirectoratBharmacovigilandeérogram
A line listing of adverse reaatn informationincludesstandard information:

report identification number
date report was received by Veterinary Drugs Directorate (VDD)
indication if the report is serioudefined as yes or no
animal age
animal gender
production type/breed or species
dosage form othe health product
route of administration for each health product
frequency of the dose for each health prodiectexampleonce daily, twice daily
duration of use for each health product;
reaction term(s) selected to describe the reastin the report, using internationally accepaederse
reactionterminology (Veterinary Dictionary for Drug Related Affaits VeDDRA)
e outcome at time of report
o report outcome represents the outcome of the reported case as described by the répotiereat
of reporting and does not infer a causal relationship
o report outcome is not based on a scientific evaluation by Health Canada
e total number of reports (shown at the end of thellsiang)
e date the information was extracted from the database
e timeperiod for which the database was searched

Please note that the detail of the liisting is limited to the amount of information provided in each case report.
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Definitions

For the purpose of thigrocedure:

Adverse reaction (AR): a noxious and unintendedsponse and includes "adverse drug reaction" as defined in
theFood and Drug Regulations and "adverse reaction” as defined in Katural Health Product Regulations.

"Adverse drug reaction" as defined in th&ood and Drug Regulations means a noxious anadhintended response to
a drug, which occurs at doses normally used or tested for the diagnosis, treatment or prevention of a disease or the
modification of an organic function.

"Adverse reaction" as defined in thélatural Health Products Regulations means anoxious and unintended response
to a natural health product that occurs at any dose used or tested for the diagnosis, treatment or prevention of a
disease or for modifying an organic function.

Domestic adverse reaction: anadverse reactioaccurring in Caada.

Domestic medical device incident: an incident that occurred inside Canada involving a medical device marketed in
Canada.

Foreign adverse reaction: anadverse reactioaccurring outside Canada to a product that is marketed in Canada.

Foreign medical device incident: an incident that occurred outside Canada to a medical device marketed in
Canada.

Health product: includes drugs, medical devices, natural health products, blood and blood components, cells,
tissues and organs, and sperm and ova for thepemf assisted human reproduction. Drugs include both
prescription and neprescription pharmaceuticals; biotechnology products, biologidaltived products such as
vaccines, serums and blood derived products; disinfectants; radiopharmaceuticalsjiaatideeices.

Line listing: a summary of a subset of the data from individuhlerse reactioreports provided in a table format.

Market authorization holder (MAH): the legal entity that holds the Notice of Compliance, the Drug Identification
Number (DIN, the medical device licence for class Il, 1l and IV devices, the Natural Product Number (NPN), the
Homeopathic Medicine Number (DiNM), the product licence number or that has received approval to initiate
clinical/field trials in Canada. Market authpation holder can also be referred to assfensor ormanufacturer.

Medical Device Incident (MDI): as described in section 59(1) of tedical Devices Regulations, any incident

involving a medical device that is sold in Canada when the incident occursvéitiiaror outside Canada; relates

to a failure of the device or a deterioration in its effectiveness, or any inadequacy in its labelling or in its directions
for use (section 59 (1) (a)); and has led to the death or a serious deterioration in thehs@ith of a patient, user

or other person, or could do so if it were to recur (section 59 (1) (b)).

Medication incident: Any preventable event that may cause or lead to inappropriate medication use or patient harm
while the medication is in the control thfe health care professional, patient, or consumer. Medication incidents may
be related to professional practice, drug products, procedures, and systems, and include prescribing, order
communication, product labelling/packaging/nomenclature, compoundspgresing, distribution, administration,
education, monitoring, and use.

Serious adverse reaction: a noxious and unintended response to a marketed health product covered by this
document that occurs at any dose and that requigatient hospitalizatioor prolongation of existing

hospitalization, that causes congenital malformation, results in persistent or significant disability or incapacity, is
life-threatening or results in death and includes "serious adverse drug reaction" as definedad éne Drug
Regulations and "serious adverse reaction" as defined irNdtaral Health Products Regulations.

"Serious adverse drug reaction" as defined in C.01.001(1) dhe Food and Drug Regulations is a noxious and
unintended response to a drug that occtiesyg dose and that requirespatient hospitalization or prolongation of
existing hospitalization, causes congenital malformation, results in persistent or significant disability or incapacity,
is life-threatening or results in death. For veterinary drugthe case of large animals this would include cases that
required veterinary attention esite.
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"Serious adverse reaction” as defined in Section 1(1) of thatural Health Products Regulations is a noxious and
unintended response to a natural hepittiduct that occurs at any dose and that requirpatient hospitalization or

a prolongation of existing hospitalization that causes congenital malformation, that results in persistent or significant
disability or incapacity that is life threateningtbat results in death.

Spontaneous adverse reaction: an unsolicited communication by heatttwe professional or consumer/animal

owner to a company, regulatory authority or other organizat@rekample World Health Organizatiomggional

centres, Poiso Control Centre) that describ&®r more adverse reactions or medical device incidents in a patient
who was giverl or more medicinal products and that does not derive from a study or any organized data collection
scheme.
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