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POLICY STATEMENT:

e As source establishment for living kidney donation and transplantation, The Ottawa
Hospital (TOH) Renal Transplant Program (RTP) is responsible for determining the
safety of living kidney organs for transplantation. TOH RTP ensures that the
requirements of the Safety of Human Cells, Tissues & Organs for Transplantation
Regulations are met. If a transplant program or another organ procurement
organization to which an organ was supplied, notifies TOH RTP of an adverse
reaction, TOH RTP will fully investigate the case and ensure the appropriate
establishments are notified of the adverse reaction. TOH RTP will determine if the
adverse reaction is serious and/or unexpected

e A Serious Adverse Reaction is defined as: “An undesirable response in a tissue or
organ recipient, including transmission of disease or disease agent”. It can result in
any of the following consequences to the recipient of an organ or tissue transplant:

a. in-patient hospitalization or its prolongation;

b. persistent or significant disability or incapacity (including transmission of a
disease or failure of the transplant’s function or integrity);

c. medical, dental or surgical intervention to preclude a persistent or significant

disability or incapacity;

a life-threatening condition; and

e. death

o
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¢ Only unexpected serious adverse reactions require Health Canada notification. As
such, in cases of known risk (i.e. exceptional distribution), a serious adverse reaction
does not need to be reported to Health Canada

¢ If the reaction is both serious and unexpected, TOH RTP will ensure it is appropriately
reported to Health Canada (Canada Vigilance) and relevant establishments
(transplant programs, organ procurement organizations)

e TOH RTP retains all documentation related to adverse reaction reporting and
investigation in the TOH donor and recipient charts for a minimum of ten (10) years

DEFINITION(S): N/A
ALERTS: N/A
PROCEDURE:

TOH RTP as Source Establishment

1. When TOH retrieves locally or accepts a living kidney organ from an Ontario or out
of province hospital, TOH is considered to be “the source establishment”

Initial Unexpected Serious Adverse Reaction Reporting

2. When TOH RTP becomes aware or is advised of an unexpected serious adverse
reaction, the Living donor coordinator (LDC) or designate performs the following
tasks:

¢ Notifies the Medical director and Manager of the Renal Transplant program,
who will then notify the Clinical Director of the TOH nephrology programs
¢ Obtains the TGLN/MRN identification number of the recipient and donor.
Reviews the corresponding donor and recipient charts.
¢ Immediately telephones all accepting transplant programs, and notifies all
pertinent establishments that an unexpected serious adverse reaction has
been detected in the a recipient of the donor. The LDC or designate provides
an explanation of how the kidney may have been compromised, if known. The
LDC or designate charts these conversations in the donor chart
e Documents the Serious Adverse Reaction Report with the Canada vigilance
report appendix | (see page 4). Faxes the report to the relevant organ
establishments, such as:
— Establishment which was distributed implicated organ
— The Medical Director, Manager and Clinical director are also provided
with a copy of the report

Canada Vigilance Reporting

3. During business hours, the LDC or designate, in collaboration with the Medical
Director/Manager, completes the Canada Vigilance Report. See Appendix | for
instructions on completing the Canada Vigilance Report. The LDC or designate
faxes the report to Canada Vigilance within 24 hours of notification of the adverse
reaction
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4. The Medical Director or designate notifies the VP, Clinical Services of the
error/accident

Unexpected Serious Adverse Reaction Follow-up

5. The LDC or designate is responsible for initiating an investigation into the adverse
reaction situation. If it is determined that this investigation is not warranted, the
reason for not further investigating will be documented in the file

6. The LDC or designate provides an update on the adverse reaction investigation to
Health Canada after 15 days, and every 15 days thereafter until completion of the
investigation

7. The LDC or designate submits a final report to Health Canada upon case closure,
including the results, root cause if known, final disposition of organ(s) and any
corrective actions taken. The final report is provided to all establishments that were
notified of the unexpected serious adverse reaction

8. TOH RTP files all reports submitted to Health Canada and other establishments in
the TOH donor chart

DOCUMENTATION:

Record Record
Record Name Record Location Retention
Holder :
Time
Canada Vigilance Report Adverse TOH RTP SOP
Reaction Reporting Form TOH RTP Procedures Folder: 25 years
HC Pub 100251 (Jan 2011) Nephrology VDrive

RELATED POLICIES / LEGISLATION: N/A
REFERENCES:

1. Health Canada, Guidance Document for Cell, Tissue and Organ Establishments:
Safety of Human Cells, Tissues and Organs for Transplantation, current.
http://www.hc-sc.gc.ca/dhp-mps/brgtherap/reg-init/cell/cto_gd Id-eng.php

2. Health Canada Guidance Document for Source Establishments — Reporting
Adverse Reactions to Human Cells, Tissues and Organs. Health Canada, current.

3. Safety of Human Cells, Tissues and Organs for Transplantation Regulations.
SOR/2007-118, current. Published by the Minister of Justice at: http://laws-
lois.justice.gc.ca

4. Canada Vigilance Report HC Pub 100251 (Jan 2011) Health Canada Adverse
Reaction Reporting Form. www.hc-sc.gc.ca/dhp-mps/medeff/report-declaration/ar-
ei_form-eng.php

5. Appendix I: Canada Vigilance Adverse Reaction Reporting Form http://www.hc-
sc.gc.ca/dhp-mps/alt_formats/pdf/medeff/report-declaration/ar-ei_form-eng.pdf
(page 4)

6. Appendix II: How to Fill Out the Health Canada Adverse Reaction (AR) Report (page
6)

COMMENTS / SIGNIFICANT REVISIONS: N/A
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Appendix I: Canada Vigilance Adverse Reaction Reporting Form

on e 2o [

Canada Vigilance Adverse Reaction Reporting Form
Report of suspected adverse reactions to marketed health products in Canada
Ses instructions and information on adverse reaction reporting and confidentiality on Page 2.
Compleie all mandatory liems, marked by a ", and provide as much Information as possible for the remalning lems.  PROTECTED WHEN COMPLETED — B

1. Name*, strength and manufactmer (i known)
1

=

2 Dose, frequency and route used
#

|#ﬂ
3. Therapy dates (or duration)
#1 Fromiyyyy-mm-id)- lbu-m-mrn-ml #2 From {yyyy-mm-dd)- To{yyyy-mm-od)

A Indication for use

T # | =2

e orpr T H Shated after = or dose

#1 Yes Mo Doesnotapply [#2  Yes No  Dossnotapply
ELot# T. 7

|__Hospikzaiion — proionge Other
2. Reaction date [yyyy-mm-dd) 3. Report date (yyyy-mm-od)

9. Concomitant health products. excluding treatment of reaction
(name, dose, frequency. roule used and therapy dates [yyyy-mm-dd))

N y data (including dates {yyyy-mm-dd]) [0, ol i dates [yyyy-mm-dd)

™

and ConGmons i
[eg.mw [ oy = = D. Reporter Information

1. Name*, occupation, address, telephone number®

Yes Mo

* Am par tha Tessmry Sowrd of Canerts Seceetariet Governmant Securtty Polcy:
Aprogram of ed Ellest™ Genasle lﬁ
HC Pub.: 100251 (January 2011) Page 1 of 2
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Instructions to Complete the Canada Vigilance Adverse Reaction Reporting Form

»  Use: thiss form anly o report adverse feacions in Canadan marksed haali products, Incuding presciplion and non-prescription medications;
naiural heaith producs; biok destvag such 35 vacoines and fracionated biood - cells, issues and organs,
mﬂnprﬂn'mnmm -n:ﬁmﬁw t5: and Santtizers with disinfctnt clams. Frocs. e

« Al sections af i Sorm shoukd be filed In 35 a5 passinie. U 3 senargie o for each patient. Up to two health for
3 particular advarse reaction may be reported on one Mmmmmnm“mm%m% L5 for The
aoverss Feaction being Feporten. ACHONG [REE M3y be ARached I Move space |5 Tequined.

- For e “Heniifier” boo, provide some type of ldentfier hiat wil alow you, fhee reporter, to readly locote the case If you are contaciad for more Infomason;
do ot e the patients name. Ses cmnamalrfumammmwmmmmpage. e

+ Any Tollow-up Informasion for an adverse reaction hat has aready been can he submitted using 3 new fom, Indicating at it conelsss of
foiCw-Up Infamuation, Ingiuding, If known, the date of the oiginal report and e Advarse Reaction Number provided in the ackndwiedgement ietter

- Reports can be faxed 1 1-355-E78-6789 (hoil-¥es=) or malled tor Canada Vighanee Program, Marketsd Healt Producs Diraciortz, Heath
Canads, Postal Loeator DTD1E, Cttawa, Criarlo K14 DKD. Postage pald Iabsls ar avallable ot weew.hesith ge.caimedaffect or by caling
1-B56-234-2345 mril-#e). D Nt 520 reports by e-mall

Information on Adverse Reacfion Reporting

What is an adverse reaction?

A adverse raction |5 3 hanmful and unintended respons2 to 3 health product, This Includes 3y undeeiratis patient affect suspectsd o be 3ssociated
with haait product use. Unintended effect, healih product abuse, ovesinss, Interation {Including crsg-arug and dnug-ood Interactiors) and wnusual
Iack of therapewic: efficacy are all considered fn ba reportable adverse ractons.

A SErOUS 3cversa raaction ks ane tat roures In-patiert hoepltaization or proionastion of exsing hospitalizston, cases ftal malformation,
results In perslstent or Sgnificant disaiblity o Incanachy, s IMe-threatening or In dezth, Amverse reactons iat require snificant medical
Inizrveniion to prevent one of thess Isted cutcomes are alsp considersd 1 be serous,

Which adverse reactions should be reported?
Al sisspectad A0VErse [RaCI0Ns SNOUK be repartad, espedially Mose hat ane:
+ umexpected, rRgEFEEs Of their saverty, Le., not consistent wih product Informaton of labedling; or
+ senous, whether expaciad of not, or
* MEactons 40 recantl markefed Naamt roccts (an e manket for 1865 than fve Years), fegardiess of Melr naturs or sevarty
Alternative ways to report
You can alsd fepon sde eflects to Realth products b he Canada Viglancs Program:
« By calling 1-BE6-234-2 34 (fniHre)
= Cniine: www_heaith go.caimedalTect

The Canata Wigllance Adverse Reaction Reporting Foom is also avallabia onlinge at wwa heaith go.ca'medaTect or at the back of e Compendium
of Pramacauticals and Specianes (RS
(ther Information

+ Submission of a report does not constiute an admission that medical personned or the product caused or contribuiad bo e adverse reaction.

- Agverse reaction reports are, for e moet assnaiations. Afemporal o posslbie association s suident for 3 report fo be mads.
WmmmwMMmmm%ﬁﬂmmmu pessl

+ Hegith professinals and cONEUMaNs may a0 fepor 3tvera raactons 10 the manst autharzation hokder (MAH). INdiz3te on Your avers: reacion
report s2t to Health Caneda i 3 362 was also renored b the products MAH,

[For addfional Information. sontagt a Sanada Vighanas Raglonal CfMaa by telsphona at 1-268-234-2546 [toll-frea) or:

Canada Viglianos Ragional CMos - Britich Columibila and Yukon Canads Vighsnos Reglonal OfMos — Ondarko and Kunayut

4004555 Canada W, Bumaby, B WEG 13 2301 Midland fwe, Toromio, 0N BHP £R7T

Canadaigliance BCEhc-scocoa Canadavigiance_ONghc-sc.ge.o

Canada Vigllanos Reglonal Offlos — Albarta and Horthesct Terrtories Canada Viglianos Reglonal Offios - Gusbso

‘Eule T30, 5700 Jasper Awe, Edmontion, AB TSJ 4C3 Suibe 202-40, Exst Tower

Cansdaigianoe ABINC-5C JC.0a 200 Rens-Lsvesgue Bivd, West, Monirkal, GC H2Z 1x4

ol , - Fnrmarr:;u,ms::,m Edward lciand,

- nios

3l mﬁhﬂmﬁﬂﬂn.lﬂaﬂi STKOE1 N arad .

Canada Vigllanos Raglonal Cffas — Manioba Canads Vigilanos Reglonal OMos — Atlantic

=10 Lﬂ:ﬂﬂtﬂh‘ﬂ. Winnlpeg, M8 R2J 371 Suite 1625, 1505 Bamngion 5L, Halfay, NE B3J 3Ye

Canada\Vighance_ME{Dhc-sc.go.ca Canada\igiano:_ATL@hc-sc.geca

|
Confidentiality

Persoral Irtmiation collepied, usesd or disclosed under the Canada Vighanes Program ks conkential and protecied. For the purposes of the Canada
Vinlance Poaram, Infamiation riated i0 the inemtiy of 3 patient andior renonar of the advarse reaction will ba protected 35 personal Infarmation Lnder
the Privacy A and under tha Assees in Inormation Ast, In the esa of an ac0ess to ITfomation Fequest. Provision of M Infamason requested on this
form ks voilniary. ITforTiation STM ANVersS reacton IEpons s maintained In 3 computerized databace nd Used for ME MONADANg of marketed heaith
produets, which may contrbate to the detection of potental productrelated safaly lssuee, 35 well 25 10 the DEneSt-risk S5aECments of Mese oo,
For detals sbout personal Informesion eoiected urder this program, vistt the Govemment of Cansda web site on InsStufoer Specfic Personal Informaton
Bianks under Heaith Canada, Healf Products and Food Sranch, Branch Incident Reporing Sysiem, FIE# ppu 088 &
hiipo/Antasolrce: e calnstshefedli7-eng.asp {Health Pmducts and Food Branch, Branch Indident Reporing System).
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Appendix II: How to Fill Out the Health Canada Adverse Reaction (AR) Report

Website:

www.hc-sc.gc.ca/dhp-mps/medeff/report-declaration/ar-ei form-eng.php

Form:

http://www.hc-sc.gc.ca/dhp-mps/alt formats/pdf/medeff/report-declaration/ar-ei form-eng.pdf

Mark CTO at the top of the form
Section A: Patient Information

¢ In the “Identifier” box document the donor TGLN Identification number

Section B: Adverse Reaction

¢ In Box B1 check off all the boxes that are attributed to the Adverse Reaction
¢ Provide all relevant information including any information on the CTO that you are not
able to provide in Section C

Section C: Suspected Product(s)

Box C1: - Provide the common name of the CTO followed by “Organ” in
parenthesis [Kidney (Organ)]

- Include the TGLN donor identification number

Box C2:  Not applicable

Box C3:  Document date of transplant surgery

Box C4:  Provide the diagnostic reason or indication for the transplantation

Box C5:  Check “doesn’t apply”

Box C6:  Not applicable

Box C7:  Not applicable

Box C8:  Check “doesn’t apply”

Box C9:  Provide information on the drugs, biological products or devices that
patient received (e.g. patient’s regular medication, perfusion solution,
blood transfusions, etc)

Section D: Reporter Information

¢ Indicate your name (the person reporting to Health Canada)

¢ Provide the name, mailing address, telephone, fax and email address of the “Privacy
& Special Programs Officer”

¢ If you are a health care professional, check the appropriate box

Other Required Information

Report Source: Indicate how TGLN became aware of the AR

Indicate the date that TGLN was made aware/received information of the AR
Mark “Preliminary Report”

Include TOH’s full address, telephone and CTO registration number (100043)

Fax the form to:
Canada Vigilance, MHPD, Health Canada,

Tunney’s Pasture, Address Locator: 0701C, Ottawa, Ontario K1A 0K9 Fax: 613-
957-0335
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