Health Canada Webinar Presentation:
Mandatory Reporting for Hospitals — November 8, 2019,
10:30-12:00 PM EST

Welcome to Health Canada’s webinar on the topic of mandatory reporting of serious
adverse drug reactions and medical device incidents by hospitals. The presentation will
begin shortly.

This session will be recorded.
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Mandatory Reporting Update Webinar

 We will mute your phone lines for the entirety of the presentation.
« If you have questions, please send them through the WebEx Chat function.

1. Hover your mouse over the Webex presentation.

Click on the chat icon at the bottom of the screen. @ e @ @ @ . °

Select ‘Host’ from the “To:” drop down list.

v Chat X
Type your guestion.

a k&~ 0N

Hit Enter on your keyboard to send.

To:  Everyone

* Questions submitted will be read and answered aloud by a facilitator from

Health Canada following the presentation.
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Objectives

Provide information on:
e The regulations for mandatory reporting

e The guidance document
e The reporting forms

e The reporting methods and systems update
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Mandatory Reporting — Final Regulations

WHY: Provide more and better data for Health Canada’s monitoring of
therapeutic products throughout their life cycle

Pre-market knowledge may be limited (e.g. clinical trials)

» Reports are often the first sign of emerging safety problems

* Reporting was previously only mandatory for industry

« Voluntary underreporting is an international issue (estimated 1 — 10%)

* Hospitals are uniquely positioned to identify serious adverse drug reactions
(ADRs) and medical device incidents (MDIs)
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Mandatory Reporting — Timeline

Royal Assent Discussion Paper Regulatory Coming Into Force
Vanessa's Law received Consultation paper to inform Pro posa| in CGI Mandatory reporting
Royal Assent on the design of the regulations Proposed mandatory reportin regulations come into force on
November 6, 2014. was published online between POS! atory rep 9 December 16, 2019.
P regulations published in
June 28 to August 11. “What
We Heard” report was Canada Gazette, Part | on
P June 16, 2018.

published in December 2017.

2016 Mar 2018

2014 2017 Jun 2018 Dec 2019

Issue Identification System Final Regulations
Paper Consultation in CGlI

Issue Identification Paper to System consultation to Final mandatory reporting
solicit early views on identify IT requirements regulations published in
mandatory reporting was and processes to Canada Gazette, Part Il
published in May 2016. facilitate seamless on June 26, 2019.

reporting was conducted
in March 2018.
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Mandatory Reporting: Details

WHO: All hospitals, as regulated by P/T legislation

— The regulations define a hospital as a facility that:

» islicensed, approved or designated as a hospital by a province or territory, in accordance with the laws of
the province or territory, to provide care or treatment to persons suffering from any form of disease or iliness;
or

* is operated by the Government of Canada and provides health services to in-patients.

WHAT: Serious ADRs and MDls

— Serious ADR: a noxious and unintended response to a drug that occurs at any dose and that:
* requires in-patient hospitalization;
» prolongs existing hospitalization;
* causes congenital malformation;
» results in persistent or significant disability or incapacity; or
* s life-threatening or results in death
— Medical device incident (MDI) means an incident related to a failure of a medical device or a
deterioration in its effectiveness, or any inadequacy in its labelling or in its directions for use that
has led to the death or a serious deterioration in the state of health of a patient, user, or other
person, or could do so were it to recur.
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Mandatory Reporting: Details

WHEN: Hospitals are required to report serious ADRs and MDIs to Health Canada, in

writing, within 30 calendar days of first documentation of the reaction or incident within
the hospital

INCLUDED PRODUCTS:

Pharmaceuticals (which includes prescription and non-prescription pharmaceutical drugs),

Biologic drugs (which includes biotechnology products, fractionated blood products, plasma proteins),
Radiopharmaceutical drugs,

Disinfectants and

Medical devices.

EXCLUDED PRODUCTS:

Vaccines administered as part of a routine immunization program
Natural health products

Cannabis

Blood and blood components

Cells, tissues and organs

Semen and ova

Drugs for clinical trials, devices for investigational testing, and drugs/devices accessed via Special Access
Programme
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Serious ADR Report - Required Data Elements

Reporter:
»  Contact information: The name of the hospital and the contact information of a representative of that hospital

Suspect product:
* Name: The drug’s brand name, proper name or common name

e Drug Number/Code: In the case of a drug imported under Part C, Division 10 of the Food and Drug
Regulations (subsection C.10.001(2)), the identifying number or code of the drug, if any, assigned in the
country in which the drug was authorized for sale

DIN: The drug identification number (DIN) assigned for the drug, if applicable
Concomitants: Any concomitant therapeutic products used by the patient

Patient information:
 Age/Sex: The patient’'s age and sex
*  Medical history: Any medical condition of the patient that directly relates to the serious adverse drug reaction

SADR information:
»  Serious ADR description: A description of the adverse drug reaction
Documentation date: The date on which the serious adverse drug reaction was first documented

»  Start/End therapy date: The date on which the patient first used the drug and, if applicable, the date on which
the patient stopped using the drug

Start/End Serious ADR date: The date on which the serious adverse drug reaction first occurred and, if
applicable, the date on which the patient’s health was restored to its state prior to the reaction

Outcome: The effect of the serious adverse drug reaction on the patient’s health

Note: minimal essential information required to submit a report. The hospital is exempt from reporting if it does not have in
its control all of the information for any of the 4 essential data elements.
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MDI Report - Required Data Elements

Submitter:

« Contact information: The name of the hospital and the contact information of a
representative of that hospital

Suspect Product:

 Name or Identifier: The name or identifier of the medical device, so that it is uniquely
identifiable.

« Manufacturer Name: The name of the manufacturer of the medical device
 Lot/Serial Number: The lot number of the device or its serial number

MDI information:
« MDI description: A description of the medical device incident

Documentation date: The date on which the medical device incident was first
documented

« Contributing factors: Any contributing factors to the medical device incident including any
medical condition of the patient that directly relates to the medical device incident

« QOutcome: The effect of the medical device incident on the patient’s health

Note: minimal essential information required to submit a report. The hospital is exempt from reporting if it does not have in
its control all of the information for any of the 2 essential data elements.
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Dates to Note:

Mandatory Reporting of Serious Adverse
Drug Reactions and Medical Device
Incidents by Hospitals

Educational Support for Vanessa's Law
Module 1:
Overview of Vanessa's Law

and Reporting Requirements

dvcationsl content devsioped by ismp HS< iy

rl‘l o

Suspect a SERIOUS ADVERSE DRUG

L( “anadi

M ° Health Canada (HC) published

* New Amended Food and Drug Reqgulations / Medical Devices Requlations
» Updated Guidance Document
* New Reporting Forms for SADRs and MDIs

July 2019

* HC in partnership with CPSI, ISMP, HSO will publish

¢ 4 Education Modules for MR -
https://www.patientsafetyinstitute.ca/en/toolsResources/Vanessas-Law/Pages/default.aspx

Fall 2019

* HC will:
» Update HC webpage
» Post case studies, video, infographics
» Send out posters and postcards to promote MR in your hospitals
* Provide more webinars on MR

December 16", 2019

» Coming into Force Date:
» Hospitals are required to submit in writing, all SADR/MDI to Health Canada
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http://gazette.gc.ca/rp-pr/p2/2019/2019-06-26/html/sor-dors190-eng.html
http://gazette.gc.ca/rp-pr/p2/2019/2019-06-26/html/sor-dors191-eng.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse-reaction-reporting/mandatory-hospital-reporting/drugs-devices/guidance.html
https://www.canada.ca/content/dam/hc-sc/documents/services/drugs-health-products/medeffect-canada/adverse-reaction-reporting/mandatory-reporting-hospital-drug-eng.pdf
https://www.canada.ca/content/dam/hc-sc/documents/services/drugs-health-products/medeffect-canada/adverse-reaction-reporting/mandatory-reporting-hospital-device-eng.pdf
https://www.patientsafetyinstitute.ca/en/toolsResources/Vanessas-Law/Pages/default.aspx

Guidance Document for Hospitals

Overview

Who is this guidance for?

As part of the implementation plan associated with mandatory reporting of serious ADRs
and MDIs, Health Canada committed to providing guidance, outreach, and education to
all hospitals and health care professionals working within hospitals responsible for
reporting.

Healt  Sarid Tour haaim and Vil sanid al ot
Bel 55 S Safoky. urpronte  SECUANL.., NOY priomd.

As such, this guidance document, written in plain language, was

developed to provide hospitals with information that may be useful in _
achieving compliance with the federal regulatory requirement for — eosdmion ™
hospitals to report serious ADRs and MDIs to Health Canada, T —

mainly by outlining the type of information that should be submitted

and the different methods available for submitting reports.

This guidance is intended for regulated parties (hospitals) who
are affected by the regulations as they pertain to the mandatory
reporting of serious ADRs and MDIs for therapeutic products.
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Guidance Document for Hospitals

June Summer Fall/Winter
2018 2018 2018

* Draft Guidance » 75-day » Analyzed
Document for consultation stakeholder
mandatory period comments and
reporting by revised Draft
hospitals Guidance
published Document

AONRS

» Updated
Guidance
Document
published

Guidance Document: https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-
canada/adverse-reaction-reporting/mandatory-hospital-reporting/drugs-devices/quidance.html




Guidance Document for Hospitals

Table of Contents

updated! 1, Introduction \CS
updated 2, The regulations and their purpose

updated 3. RoOles and responsibilities
updated! 4, Applicability of the regulations according to product type
updated 5, Serious ADRs or MDIs to be reported by hospitals
updated! 6, [nformation requirements for serious ADR and MDI reports
updated! 7, \When and how to submit serious ADR and MDI reports
updated! 8. Privacy
updated! 9, Additional reporting considerations

new 10.Compliance and enforcement

et RO

Appendices
Updated!s  Appendix 1: Acronyms, Definitions and Terminology
New! e Appendix 2: Third-party Reporting Authorization Form
New! e Appendix 3: Reporting requirements for therapeutic products not subject to the new regulations for hospitals
New! «  Appendix 4: Quick Reference
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Guidance Document for Hospitals

Introduction: Objective, scope and application
The regulations and their purpose

— Purpose
— Serious ADR and MDI definitions

Roles and responsibilities

— Role of hospitals/HCPs
New! —  Other types of facilities (e.g. private clinics, nursing homes, outpatient clinics)
New! —  Hospital's requirement to report in other situations (examples)

Applicability of the regulations according to product type

New! —  Applicable therapeutic products/ medical devices
New! —  Non-applicable therapeutic products/ medical devices
New! —  Determination of applicability for combination products

Serious ADRs or MDIs to be reported by hospitals
New! —  SADR/MDI reportability considerations
New! —  SADR/MDI examples
New! — Outcomes associated with MDIs
— Causality assessment/hospital investigations
Documentation examples
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Guidance Document for Hospitals

6. Information requirements for serious ADR and MDI reports

ADR/MDI data elements: essential minimal information and information required if known

7. When and how to submit serious ADR and MDI reports

New!
New!
New!

New!

Reporting timeline

Health Canada follow-up requests

How to send reports (submission methods and formats)
Links to ADR/MDI reporting forms

Use of third-party reporters

Feedback

8. Privacy: Privacy considerations when submitting reports

9. Additional reporting considerations

Submission of reports to manufacturers
Submission of reports to CMDSNet

New 10. Compliance and enforcement: Health Canada compliance and enforcement actions for hospitals

Appendices:

. Appendix 1: Acronyms, Definitions and Terminology

«New! Appendix 2: Third-party Reporting Authorization Form

*New! Appendix 3: Reporting requirements for therapeutic products not subject to the new regulations for hospitals
*New! Appendix 4: Quick Reference Guide - Regulations, What, Why, Who, Products within/outside of scope, When, How, Contact
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Serious ADR Reporting Form for Hospitals

*I Health Santé

Canada Canada
Serious Adverse Drug Reaction Reporting Form for Hospitals
Canada Vigilance — Adverse Reaction Reporting Program
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A. General Information

[2. Health Canada (HC)

1. Type of Repert® [ Initial [] Follow-up Reference No.:

3. Organization File No_ |4_ Date report submitted 5. Documentation Date*

6.a. Organization Contact First Name* 7.a Phone No.* ext
b. Email
b. Last Name*
c. Fax

8. Organization Name*

10. HC Institutional ID
fEpmms =

13. Provinca/Temtory

5. Source of report (proression)

11. Address 12 City |14 Postal Code

5. Reason for SEroUSNEss” (pan (g)insen F)
[i=) Death tyyyimmiss) [ (1) Life-threatening [] (c) Caused disability [] (d) Admitted to hospital
[te) Lengthened hespital stay [] (f) Congenital malformation [] (g) Required medical intervention to avoid any of (a) to (f)

ient Information
1. Patient ID (s nvuas, rcoranc.) 6. Known medical conditions and relevant lifestyle faclors® (g hapsve angorrensl
JImpaiment, daetes melitue, ouent pregrancy. 03000, cannabis or algaNol use, recreational drug uéz,

TSex

[5. Age™

PIESSEX 15 3 1 U5 T 3 Vanery of conainons In
whicn anatomy that

Goes not T he typical cenons ofemake or make |7 KNOWN BlISTgIes” (e.g.bod, drugs, envioemental, et prote detals]
4 Height [5. Weight
cmor kg or

ft in lbs oz

2| Serious Adverse Drug Reaction Reporting Form for Hospitals

C. Serious Adverse Drug Reaction(s)
1. Did the parson recover from the reaction?”

2. Reaction start date” 3. Reaction end date*

h choose one of the folloung)

Recovered [[] Recovering [] Not recovered

[oied Unknown Recoverad with sequelae
of the serious ad di tion(s)™

D. Suspect Product One
110 DI 1 KOO8, 48388 BV i Brand N of 1 PToget Name, 8 Wl 8 e M Tachurs i f Khown
for traceaty

s Inormatan s iy
rug Identification Number (DINy® 3 Idenh ing Code for Urgent Puhlm Health Need Drugs*™

3. Brand Name** {per product (ssi) 4. Common/Proper Name** (active Ingredient)

5. Strength (e [6. Dose 7. Frequency

8. Route of administration 9. Product start date* 10. Product end date”

1. Indication 12. Lot No 13 Expiry date
15. Did thy i if duced d?
14, 2 Manufacturer Name. DY;EDELE:DD:USAW jose was reduced or removes
b. Did you also report to the manufacturer? [ Yes [JNo  |16. Did the reaction return with reintroduction of the product?
c. Date reported fyyyy-mm-t) Jres Cne CIwa
- 17. Is the product still being administered?
d_ Reference No.* (firoun) e D

D. Suspect Product Two
1 e 3 ot prowca plecan prosdcs B Ham o 02 Propar o, aa el a2 e Marfaciurer Har f know
This rt for racesoity of an acverse reaction

2. Identifying C\)de Icr Urgent Public Health Need Drugs™

1. Drug Ide

ication Number (DIN|

3. Brand Name™ (per proaue: osi) [ Common/Proper Name™ (zctve ingeaert)

5. Strength (perunn) [6. Dose 7. Frequency

8. Route of administration |9. Product start date~ 10. Product end date*

1. Indication 12. Lot No. 13. Expiry date

15. Did the react i d duced =3
14. a. Manufacturer Name o - DLTD":;”D 1058 Was reduced orremovs
b. Did you also report to the manufacturer? [1ves [CINe |15 pig the reaction retum with reintroduction of the product?
c. Date reported iyyy-mm-d) [ ves CIne Cwa

17. s the product stil being administered?
d. Reference No.* (tinoun) Jves Do

Canada

fral

4 Serious Adverse Drug Reaction Reporting Form for Hospitals

structions on completing the Serious Adverse Drug Reaction (SADR) Reporting Form for Hosp

A. General information
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B. Patient information
BL Patient ID: Prosice = patient dentiier in order t readily ocate the caze
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B2 Sext:Enter the patient’s bilagical sex.
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B5. Weight: Enter the patient's weight
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o1z
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rufscturer Details* Ingicate the manufacturer name of the zuzpect
Broguct and # the scverse resction derai were sl provided 1o the
manafacturer. I 30, please 2lsn provide the date on which the case was
reparted to the manufacturer and the reference number f knawn,
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=d or removed: -
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F. Additional Information

FL
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MDI Reporting Form for Health Care Professionals
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Medical Device Problem Report Form for Health Care Professionals

Canada Vigilance — Medical Device Problem Reporting Program [ —

2| Medical Device Problem Report Form for Health Care Professionals

3| Medical Lievice Protism [Hepon I'omi Sor Health Cane Frolsssionsis
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Required Fields and Privacy Notice

* = required if this information is in the control of or reasonably accessible by the hospital
** = required, but hospital is exempt from reporting if this information is unavailable

Santé
Canada

Health
Canada

i~

Serious Adverse Drug Reaction Reporting Form for Hospitals
Canada Vigi

Profected “B” When Completed

Program
‘ormation is in the control of or reasonably accessible by the hospital

required, but hospital is exempt from reporting if this information is una
pecific field instructions can be found at the end of the form. Submission of a report does not constitute an admission that medical personnel or the suspect
product(s) caused or contributed to the serious adverse drug reaction(s).

this

Privacy Notice: The personal infoemation you provide to Health Canada = governed in accordance with the Frivacy Act. We only collect the information Health €
o administer the Canada Vigilanes Adverse Reaction Reparting Program authorzed under the Departrnent of Health Act, section 4 and the Food and Drug Regulalions,

Section C.01.020

Purpose of collection: Health Canada requires this information to assess adverse reaction reports, monitor the safety of health products and enforce relevant legislation
where applicable, Personal mformation may be wsed o analyze general irends, report lo senion management and evaluate related programs and services, Trend and safety
data in a de-identified format may be communicated by a vanety of risk tools and/or to inquiries. A subset of de-identified Canada Viglance
Adverse Reaction Reporting Program data is made publicly available from the Canada Vigilance Adverse Reaction Online Database.

Other uses or di Personal mary be shared wilhin Health Canada and wath the Public Health Agency of Canada, the Canadsan Medicabion Incident
Reporting and Prevention System Program (managed in partnership with the Canadian Institute for Health Information), the Institute for Safe Medication Practices, the
Canadian Patient Safety Institute, and intemational regulatory and health product i far advarse i In limited and specific situations,
your personal information may be disclosed without your consant in accordance with subsaction B(2) of the Privacy Act

For more information: This personal informuation eollection is deseribed n Info Sowrce, available online at mfosowres ge ca. Refer to the personal information bank HC PP
417,
Your rights under the Privacy Act; In addiion to p your personal , the Privacy Act gives you the night to request access 1o, and comection of, your

For mare 1 about these nghls, or aboul our privacy prachcas, please conlac! Health Canada's Privacy Coordinator at 613-046-3170 or
he prive [Hives 8. You also have the nght 1o file a complaint with the Privacy Commissioner of Canada if you think your personal mformation has been

handled improperly.

nacda needs

Santé
Canada

Health
Canada

i+l

Medical Device Problem Report Form for Health Care Professionals
Canada Vigilance — Medical Device Problem Reporting Program Protected “B” When Completed

Fields represented by asterisks * indicate that they should be provided in the case of Mandatory Reports by Hospitals if the is in contrel or
reasonably accessible by the hospital,”* = required, but hospital is exempt from reporting if this information is unavailable. Specific field instructions
can ba found at the and of the form. Submission of a repert does not constitute an admission that medical personnel or the medical device caused or

centributed to the incident.

Privacy Notice: The personal mfumah-on y\:\u p(owde to Health Caneda is govemned in accordance with the Privacy Act. We only collect the infarmation we nead to administer]
the: Medical Device Problem of Health Act, Section 4ih), and the Food and Drugs Act, Seclion23 (1) (c) and the Medical

Devices Regulations, Section(s }bJ[IJfa] (b] {2] 60,611 [H b-’. 63 B4, 65, 77, 810k) (v} (2) and 88 {c).
Purpose of collectlon: We require your information to assess the nature of the repart and to fulfill the Health Products and Food Branch (HPFB) program's responsibilities for
manitaring the use of medical devices in Canada, Personal information regarding the Submitter, collectad from lhu medlc,ul deww pwblum wpuﬂs may be used I.o c.unducl

Tollow-up of a medical device mcdent, Lo monitor the sabety urrj efficacy of markeled medscal device:
fresm the =, hoalth care ! taciltios and ather users of marketod modical devices for Ihe pEpose of post market surveillance

of medical devices, to reporl 1o senior management, of o Domplme a trend analysis. Trend and safely data in a de-identified formal may be bry & vaniely of nisk
communication 1ools (Incleding a monthly Health Caneda newsletter ~ Infowalch - and an incident dalabase/data extracts) and [ of responses 1o Inquines

may atso be provided to the Manufachwenimporter of the devics in the event that they require follow-up of a medical
your persenal may b without your consent in accordance with subsection 8 (2) of the Privacy Act

Refusal to provide the Infermation: If the report governed under the above sections was not provided when known, in the wnlikely event that a situation of non-compliancs is
not resolved through this cocperative, staged approach, Health Canada could potentially use previsions of the Food and Drugs Act and its assocated requiations, far axample,
to seek an injunction under section 21,5 of the Act, to compel a Reporter to comply with the regulations.

For more information: This personal information collected is described in Info Source, available online al infosource gc.ca. Refer to the personal information bank, HC PPU
45

Your rights under the Privacy Act: In addilion lo prolecting your personal infarmation, the Privacy Acl gives you the nghl Lo reques! access lo and comection of your personal

information, For mere information aboul these rights, or about our privacy practices, please comact the Privacy Coordinator ol 613-048-3179 or
b privacy-vie prives. seifcanada ca You alsa have the nght to e a complaint wath the Privacy Commissioner of Canada i you thmk your personal informabion has been

Other uses or disch : Your personal
dovice mcident. In limied and spocific

handled mproperty,
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Serious ADRs — General Information

A. General Information

2. Health Canada (HC)

1. Type of Report* [] Initial [] Follow-up Reference No.:
{for follow-up reports only)
3. QOrganization File No. 4. Date report submitted 5. Documentation Date”
2019-06-27 ¥ Date when the adverse drug reaction was documented in
the hospital
1 June, 2019 3
Sun Mon Tue Wed Thu Fri  Sat
260 27 28 29 30 3 1
2 3 4 5 6 7 8
g9 10 11 12 13 14 15
16 17 18 19 20 21 22
23 25 26127 29
30 1 2 3 6
6.a. Organization Contact First Name* 7.a. Phone No.” ext.
b. Email
b. Last Name”*
c. Fax
8. Organization Name”
9. Source of report (profession) 10. HC Institutional ID
- j [Flfrl,[f,igfzﬁfri'sgf "eedo  Contact HC to obtain this number
Physician
Pharmacist
Other Health Professional
Risk Management Coordinator
Nurse
Lawyer
Consumer or other non health professional
11. Address 12. City 13. Province/Territory 14. Postal Code

15. Reason for seriousness” (explain (g) in section F)
[(a) Death (yyyyimmiaq) _Partial date accepted M () | ife-threatening [[] (c) Caused disability [] (d) Admitted to hospital

[J(e) Lengthened hospital stay [] (f) Congenital malformation [] (g) Required medical intervention to avoid any of (a) to (f)




Serious ADRs — Patient and reaction(s) Information

B. Patient Information

1. Patient |D (eg. initials, record no.) 6. Known medical conditions and relevant lifestyle factors® (e.g. hepatic and/or renat
impairment, diabetes mellitus, current pregnancy, tobacco, cannabis or alcohol use, recreational drug use, etc.)

Do not provide patient’s full name
2.1Sex 3. Age*

M M

FIntersex is a term used for a vanety of conditions in

which a person is born with a reproductive anatomy that —
does not fit the typical definitions of female or male 7. Known allergles (e.g. food, drugs, environmental, etc.; provide details)

4. Height 5. Weight
cm or kg or
ft in Ibs oz

C. Serious Adverse Drug Reaction(s)

1. Did the person recover from the reaction?” 2. Reaction start date” 3. Reaction end date”
(please choose one of the following)
Recovered D Recovering D Not recovered Partial dates are acceptable
[ ]Died [Junknown [] Recovered with sequelae

4. Description of the serious adverse drug reaction(s)"*

- Avoid using acronyms
- Do not include any information which may identify the patient or staff involved

HEALTH CANADA >




Serious ADRs — Suspect Product(s)

D. Suspect Product One

If the DIN is not provided, please provide the Brand Name or the Proper Name, as well as the Manufacturer Name if known
This information is important for traceability of an adverse reaction to a specific suspect product.

1. Drug Identification Number (DIN)* 2. ldentifying Code for Urgent Public Health Need Drugs**
3. Brand Name™ (per preduct label) 4. Common/Proper Name™” (active ingredient)
5. Strength (per unit) E 6. Dose D 7. Frequency
8. Route of administration 9. Product start date” 10. Product end date™
[~
Top 5 Cral il
Intravenous (not otherwise specified)
common Subcutaneous
routes Intramuscular
Topical
Other
Auricular (otic)
Buccal EI
11. Indication 12. Lot No. 13. Expiry date
15. Did the reaction stop If dose was reduced ar removed?
14. a. Manufacturer Name [Jves [INo (VA
b. Did you also report to the manufacturer?”[]Yes [[JNo |15 Did the reaction return with reintroduction of the product?
c. Date reported (yyyy-mm-dd) [ ves [No A
17 Is the product still being administered?
d. Reference No.” (if known) [ Yes [No

D. Suspect Product Two

If the DIN is not provided, please provide the Brand Name or the Proper Name, as well as the Manufacturer Name if known
This information is important for traceability of an adverse reaction to a specific suspect product.

1. Drug Identification Number (DIN)* 2. ldentifying Code for Urgent Public Health Need Drugs™

3. Brand Name™ (per product label) 4. Common/Proper Name** (active ingredient)
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Serious ADRs

1. Known tthﬂpE"UtiC pdeLICtS taken or used pmximal to the reaction® je.g. prescription and non-prescription drugs, medical devices, natural
health preducts, ete. Include details of use if available.)

- List all known health products taken when reaction occurred
- Information related to therapy of these products
- Do not include health products used to treat reaction

F. Additional information

1. Use this section to include details that did not fit in the previous sections’ structured boxes, or related test/lab results,
autopsy information, treatment details, or any other details you feel would contribute to assessment of the serious
adverse drug reaction.

- Narrative summary
- Additional information
O Underlying diagnosis pertinent to reaction
O Information that did not fit structured fields
O For death cases: details on official cause of death and autopsy results

For more details, refer to Instructions and/or Guidance Document
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MDI — Report and Submitter Information

A. Report and Submitter Information

2. Health Canada (HC)

1. Type of report' Initial FO”OW-Up Reference No. (for follow-up reports)

3. Internal submitter file No. 4. Type of event” 5. Date report submitted 6. Documentation / awareness date”
- YYYY-MM-DD 4 June, 2019 »
Death R R R
Serious deterioration in the state of PO N A
Potential for death or serious deteriy 1617 18 19 20 2l 22
k Potential for death or serious deterioration in state of LM e
OthEr 30 1 2 3 4 5 6
health
7.a. Submitter first name” 8. a. Contact phone* ext c. Fax
b. Submitter last name* b. Contact email
9. Organization name” 10". a. Report Type b. ITA Authorization No. or SAP
j reference No.
Mandatory report from hospital

Mandatory report for ITA
Mandatory report for SAP
Voluntary report from CMDSNet

11. Profession 12. Department 13. HC Institutional ID (i this unique number is provided, address
J details do not need to be completed.) Contact HC to obtain
Nurse this number
Pharmacist
Physician

Risk management coordinator

Other health care professional

Lawyer

Consumer or other non-health care professional

14. Address ‘15. City |16. Province/Territory 17. Postal code

18. Alternate contact

19. Seriousness of the incident

a. Death (yyyy-mm-dd)  partial date accepted c. Permanent impairment of a body function e. Unexpected medical or surgical
b. Life-threatening d. Permanent damage to a body structure intervention to prevent a. through d.




MDI — Affected Person

B. Affected Person

(e.g. initials) /J cm or kg or
| Other: _ ft in | lbs oz | J J

Patient
- : - [ 4

Health care professional

Other Not part of a vulnerable pog

No person affected Pediatric ‘Not part of a vulnerable population
Geriatric
Pregnant or lactating
Psychiatric
Other
Unknown

8.Consequences to the affected person”(Describe the outcome of the incident to the affected person.)

9.Contributing factors of the affected person * (e.g. family/sociceconomic issues, understanding of the person, medical directive/therapies, or
conditions and history of the person)

10. a: Were there Yes |c. Please describe the impact on them.
other people involved? No

b. If so, how many?
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MDI — Primary Device Information
(secondary device, if applicable)

C. Device Information i. Primary Device

** Box 1 or 3 is reguired
1. Device name™” 2. Device model 3. Device identifier

4  Serial No * 5. Catalogue No. 6. Lot/batch No.* 7. Software and version

8. Unigue Device ldentifier (UDI)

9. Start of use date 10. End of use date 11. Duration of use 12. Expiry date 13. Age of device

K =
14. a. Manufacturer name* 15. a. Vendor name

(importerfdistributer/retailer/supplier)

b. Did you also report to the manufacturer?” Yes No b. Did you also report to the vendor? Yes  No
c. Date reported ¢. Date reported
d. Reference No.*(if known) d. Reference No.(if known)
16. a. Was the device Yes MNo b. Date returned c.If not, is it available Yes No
returned to the for evaluation?
manufacturer?
17. a. Was the b. Date implanted |c.Was the device d. Date explanted e. Duration of implant
device implanted?  Yes No explanted? Yes No =
18. a. Was more than one b. No. of devices 19. Usage of device
of this device involved? Yes No involved j Other

20. Potential device/use contributing factors® (e.g. design issues, missing component, software errors, incompatible with other devices/accessories,
sterility/packaging issues, unclear instructions for use, lack of training (materials or other information), expired devices, issues with operator/reason for
use, use/environmental issues, reprocessed devices, or maintenance issues such as condition/last inspection date.

ii. Secondary Device, if applicable (if more than two devices are involved, list other devices in Section F)
**Box 1 or 3 is required

1. Device name™” 2. Device model 3. Device identifier™

4. Serial No.* 5. Catalogue No. 6. Lot/batch No_* 7. Software and version

8. Unigue Device ldentifier (UDI)

O Start of 11ca date 10 End Af 11ee Aata T11 Miiratinm of 11ea l19 Evmirg data 12 Afe of davica



MDI — Incident Information

D. Incident Information (Continue in Section F if necessary)
1. Date of incident 2. Source of report (3. a. Is this a recurring issue?  Yes  No |4.In which country did 5. Location of the
b. If so, how many times? the incident occur? incident

B | |

6. Incident details** .(Please ensure there is no personal information including names of affected persons/patients/staff involvéd)
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MDI — Actions Taken and Additional Detalls

E. Actions Taken

1. Actions taken by hospital, if applicable.(e.g retested/calibrated device, called for service for device, discontinued use of device, treatment of
injured party, education provided to staff or reported elsewhere, and development of new clinical guidelines.)

2. Actions taken by manufacturer/vendor, if applicable. (e.g pick up of device for investigation, on site servicing of device/training of the staff,
recalling products, replacement devices provided)

F. Additional Details

1. Insert any additional details, including additional affected persons or devices involved. Use the fields in section B, C, and D to guide
the content.

For more details, refer to Instructions and/or Guidance Document
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The Reporting Methods and System Update

e In order to meet the new regulatory requirements, Health Canada has
ensured there are various submission methods available to hospitals
for serious ADR and MDI reporting

o0 Fax

o Mall

o Online reporting applications

0 Secure electronic submission methods

 Methods of submission must be secure in order to protect the
information being exchanged
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The Reporting Methods and System Update

Health Canada acknowledges that systems and/or internal processes
for documenting serious ADRs and MDIs vary by hospital and province

Health Canada remains flexible and encourages hospitals to select the
most efficient option for their circumstances

Health Canada encourages hospitals to seek opportunities to leverage
existing databases (e.g. incident databases, electronic health records)
to create efficiencies and facilitate reporting
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How can hospitals submit reports to Health Canada?

e Fax or Mail
— Download, complete, and print the PDF form

e Online

— Complete and submit a report using the online reporting applications available at:
canada.ca/medeffect. Serious ADR and MDI hospital forms available early Fall 2019

.* Government  Gouvernement
of Canada du Canada

Search Canada.ca E

Immigration Travel w i L More services w

Home -+ All Services -+ Health + Drugs, heslth & consumer products + Report a Side Effect

Report a side effect
|_| Acknowledgement
Drugs Matural Heslth Products Medical Devices Review Decisions - P About -

. Drugs Natural Health Products Medical Devices Review Decisions « Report a side effect About -
b Privacy Statement
» Instructions. » Privacy Statement
> About » Instructions
» About

* Mandstory Field
Thank you Your side effect report has been successfully submitted

If further information becomes available for this adverse reaction or if you have attachments to include with this report, contact a Canada Vigilance Regional
Office ciling the Side Effect Mumber 20190817 104328_30761. If your repen andior inguiry should be handled by another program or depanment, it will be
forwarded accordingly.

Please complete one of the following methads of contact (phone, address or email) This will allow Health Canadsa to contact you should there be a need
for further clarifications or questions on this report.

* Mame:
Jahn Smith

Telephana:

(sres code) { oo )

x| — [soo0t| ext. poooot

Address: (122 1st Street City: |Ottawa Province/Temitory: |Select v

Email Address:

yournsme@website.com

Before submitting your side effect report. please review the information you provided.

Preferrad language:

English © Franch
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How can hospitals submit reports to Health Canada?

« Electronic reporting
— Secure File Transfer Protocol (sFTP): enrollment and submission process

Host: Username: Password: Port: Quickconnect B

Local site: + |Remote site:

Filename - Filesize Filetype Last modified i Filen,ame Filesize Filetype Last modifi.. Permissi.. Owner/G..

Server/Local file Direc.. Remote file Size Priority Status

-I Queued files J Failed transfers J Successful transfers
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How can hospitals submit reports to Health Canada?

« SFTP and File Formats:
— Supports: PDF, MS Word, MS Excel, XML, or HTML

— Ability to bulk submit reports, reduces file size restrictions, and compatible with
zipped files

— Best practices recommendations and templates will be made available to
hospitals

» Examples:

— Excel: consistent column and row outputs, clear data field names
— XML.: consistent and clear use of tags, structured information blocks

« Electronic reporting (cont’'d.)

— Health Canada continues to explore other electronic submission methods such
as system-to-system exchanges.
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Examples of serious ADR and MDI Reporting Systems

 Health Canada is currently working with hospitals, health authorities, and
health organisations to support readiness and provide best practices
recommendations to all hospitals

 Examples:

— British Columbia Patient Safety & Learning System (BC PSLS)

* Provincial online reporting system (Datix software) that includes serious ADR
and MDI (future) reporting

— Alberta Health Services (AHS)

» Serious ADR reporting will be fully integrated into the electronic health record
(EPIC system). Until integration is completed, will be using the online provincial
reporting and learning system (Datix software).

« MDI reporting supported by centralized Medical Device Safety teams and
reporting form linked between electronic health record (EPIC system) and the
AHS intranet.
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Reporting Methods and Formats —
more information to follow

Health Canada will continue to collaborate with hospitals, health
authorities, and health organisations to explore new ways to facilitate
reporting of serious ADRs and MDIs

Health Canada will continue to communicate best practices
recommendations to hospitals

If you are interested in submitting reports electronically, please email the
Canada Vigilance Program: hc.canada.vigilance.sc@canada.ca
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Questions/ Comments?

Please send any inquiries to:

hc.canada.vigilance.sc@canada.ca



mailto:HC.canada.vigilance.sc@canada.ca

Questions

* |If you have questions, please send them through the WebEx Chat function.

1. Click on the Chat Box in the upper right hand corner. JE =

Participants Chat

Select “Host” from the Send To: drop down list.

Type your question. v chat X

r Wn

Press send.

Send to:

e Questions submitted will be answered aloud as time permits.

 Health Canada has muted phone lines _



	Health Canada Webinar Presentation:� Mandatory Reporting for Hospitals – November 8, 2019, 10:30-12:00 PM EST
	��Mandatory Reporting Update Webinar
	���Health Canada��Mandatory Reporting for Hospitals�Regulatory Update
	Objectives
	Mandatory Reporting – Final Regulations
	Mandatory Reporting – Timeline
	Mandatory Reporting: Details
	Mandatory Reporting: Details
	Serious ADR Report - Required Data Elements�
	MDI Report - Required Data Elements��
	 Dates to Note: 
	Guidance Document for Hospitals	
	Guidance Document for Hospitals	
	Guidance Document for Hospitals	
	Guidance Document for Hospitals	
	Guidance Document for Hospitals	
	Serious ADR Reporting Form for Hospitals
	MDI Reporting Form for Health Care Professionals
	Required Fields and Privacy Notice
	Serious ADRs – General Information
	Serious ADRs – Patient and reaction(s) Information
	Serious ADRs – Suspect Product(s)
	Serious ADRs
	Slide Number 24
	Slide Number 25
	Slide Number 26
	Slide Number 27
	MDI – Actions Taken and Additional Details
	The Reporting Methods and System Update
	The Reporting Methods and System Update
	How can hospitals submit reports to Health Canada?
	How can hospitals submit reports to Health Canada?
	How can hospitals submit reports to Health Canada?
	Examples of serious ADR and MDI Reporting Systems
	Reporting Methods and Formats – �more information to follow
	�Questions/ Comments? 
	Questions

