Health Santé
I‘I Canada Canada

Guidance Document: Blood Regulations

Published by authority of the

Minister of Health

Date Adopted

2014-05-12

Effective Date

2014-10-23

Health Products and Food Branch

Canada




Health Canada

Guidance Document Guidance Document: Blood Reigulsit
Our mission is to help the people of Canada HPFB’s Mandate is to take an integrated approach
maintain and improve their health. to managing the health-related risks and benefiits o

Health Canadd health related to health products and food by:

e Minimizing health risk factors to Canadians
while maximizing the safety provided by the
regulatory system for health products and food;
and,

» Promoting conditions that enable Canadians|to
make healthy choices and providing
information so that they can make informed
decisions about their health.

Health Products and Bd#ranch

© Minister of Public Works and Government Servi€ssada 2014

Egalement disponible en francais sous le titreigne directrice : Réglement sur le sang

Date Adopted: 2014/05/12; Effective Date: 2014/10/23 2



Health Canada
Guidance Document Guidance Document: Blood Reigulsit

FOREWORD

Guidance documents are meant to provide assistariedustry and health care professionals on
how to comply with governing statutes and regulatigagidance documents also provide
assistance to staff on how Health Canada mandateskgectives should be implemented in a
manner that is fair, consistent and effective.

Guidance documents are administrative instrumesttbaving force of law and, as such, allow
for flexibility in approach. Alternate approacheshe principles and practices described in this
documenimay beacceptable provided they are supported by adegusitication. Alternate
approaches should be discussed in advance witielneant program area to avoid the possible
finding that applicable statutory or regulatoryuggments have not been met.

As a corollary to the above, it is equally impottemnote that Health Canada reserves the right
to request information or material, or define coiodis not specifically described in this
document, in order to allow the Department to adésly assess the safety, efficacy or quality of
a therapeutic product. Health Canada is commitieghsuring that such requests are justifiable
and that decisions are clearly documented.

This document should be read in conjunction withahcompanying notice and the relevant
sections of other applicable guidance documents.
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1. INTRODUCTION

TheBlood Regulationare intended to promote the protection of the gaf€Canadian blood
donors and recipients in connection with the sabétylood for transfusion or for further
manufacture into a drug for human use. See settitme Interpretation section of this guidance
document, for the definition cfafety

TheBlood Regulationsontain requirements for human safety and theysafdilood with

respect to the following activities related to humiood and blood componerits transfusion
processing (donor suitability assessment, collactiesting, and blood component preparation);
transforming (washing, pooling and irradiatingleting; storing; record keeping; importing;
distributing; and error, accident and adverse readéhvestigation and reporting.

TheBlood Regulationsontain requirements for human safety and theysafdilood with

respect to the following activities related to huniood and blood componerits further
manufactureprocessing (donor suitability assessment, catlactesting, and blood component
preparation); labelling; storing; record keepingtibuting; adverse donor reaction investigation
and reporting; and error and accident investigadiot reporting.

TheBlood Regulationare administered by the Health Products and Foaddr, Health
Canada. Any questions concerning Bleod Regulationsr this guidance document can be sent
to bgtd.opic@hc-sc.gc.ca

1.1 Policy Objectives

Under theFood and Drugs ActheBlood Regulationgtroduce specific regulations for blood
and its components intended for transfusion ofdgher manufacture into drugs for human use.
This guidance document interprets the requiremeintse Blood Regulationo provide
necessary information for establishments that m®dabel, distribute, transform, or store blood
for transfusion or for further manufacture, andabBshments that import blood for transfusion,
to comply with the requirements of tBéood Regulations

1.2 Scope and Application

TheBlood Regulationsnly apply to human blood that is collected fonsfusion or for further
manufacture into a drug for human use. Manufacguoindrug products using blood or blood
components is outside the scope ofBi@od Regulationand is regulated under tkeod and
Drug RegulationsBlood product fabricators are referred to in gusdance in respect of the
chain of distribution and for blood safety commution purposes. See 1.5 Definitiob&yod
product fabricator

Date Adopted: 2014/05/12; Effective Date: 2014/10/23 10
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TheBlood Regulationall under the authority of theood and Drugs Acand apply to all
persons or establishments that process, labed, stmtribute or transform blood for transfusion
or for further manufacture, including establishnsethiat import blood for transfusion. TReod
and Drugs Actaind the current version of the National Standar@arfadaCAN/CSA 7902,
Blood and blood componen8SA Blood Standard), published by the Canadiand&tals
Association (CSA), should be read in conjunctiothviheBlood Regulations

It is the responsibility of the establishment ts@e that they follow the requirements of the
most recent version of tiedlood Regulationgand the clauses of the CSA Blood Standard
incorporated by reference into the Regulations. T84 Blood Standard clauses incorporated
by reference into thBlood Regulationare regulatory requirements that must be met,ewhil

CSA Blood Standard clauses that are only refeed this guidance document are
recommended best practices. In the case of a geucyg between the CSA Blood Standard that
is not incorporated into thBlood Regulationand a requirement in tiélood Regulationgthe
regulatory requirements take precedence as thethaiegislative rules enacted by the Governor
in Council.

This guidance document replaces some of Healthd@émalood regulatory guidance
documents. See Appendix D. This guidance docuntentld be read in parallel with tisdood
RegulationsIn the event of any perceived inconsistency oflad, theBlood Regulationsake
precedence over this guidance document.

In this guidance document, “must” is used to expeesquirement, i.e. a provision of Bikeod
Regulationghat the establishment is obliged to satisfy ineotd comply with the regulatory
requirements; “should” is used to express a recamdiggon or that which is advised but not
required; and “may” is used to express an optiothair which is permissible within the limits of
the guidance document.

Where this guidance document indicates number yd &a notification or further action
required by an establishment or Health Canadassrilés otherwise specified, the days are
counted as calendar days.

1.3 Background

TheBlood Regulationsvere developed to
» complete Health Canada’s response to the Krevem@ission recommendations;

» add specific safety requirements for whole blood i components to the federal
regulations;
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» consolidate and clarify the existing regulationsitmod safety that are contained in
various divisions of th€ood and Drug Regulationato standalone regulations specific
to blood safety;

» address the specific needs of blood as a uniquagéetic product rather than applying
general drug regulations to blood; and

» deal with fast changing technologies, emergingatiss, and blood shortages in urgent
circumstances.

Establishments are regulated, under the Bmed Regulationsbased on the degree of risk that
their activity poses to the safety of Canada’s 8lftwy transfusion or for further manufacture.

An establishment must apply to Health Canada fokathorization and an Establishment
Licence if it intends to conduct processing adwgtdescribed under tiood Regulationsvith
respect to human allogeneic blood for transfusiaciuding plasma for further manufacture. The
preparation of the circular of information of aleaweic blood for transfusion and the labelling of
allogeneic units of blood prior to distribution nhilie conducted in accordance with an
Authorization. Blood that is imported for transfisimust be associated with an Authorization
and the importing establishment must have an Hshabént Licence.

The requirements of tHeood and Drug Regulations.04.400-C.04.42Bluman Plasma
Collected by Plasmapheresge provided in Appendix C. These requirementgtegdaseline of
the authorized criteria for licensed establishmengésiously held to these requirements prior to
the repeal of these sections of Bwd and Drug Regulation3hese baseline requirements will
change once an application for an amendment touimofization is submitted by an
establishment and approved by Health Canada.

An establishment must register with Health Canatlzely collect autologous blood, have a Pre-
Assessed Donor Program, or transform blood.

All establishments that store and transfuse blatrio meet specific requirements described in
theBlood RegulationsNote: Labelling, after the blood is determinetedar distribution, is an
activity that applies to establishments that tramsafor transfuse blood.

Some sections of tH&lood Regulationseference specific clauses in the CSA Blood Stahdar
that are within Health Canada’s scope of authowfien a specific sectionlause or table in the
CSA Blood Standard is incorporated by reference tinése regulations, it becomes a mandatory
regulatoryrequirement. The CSA Blood Standard, as amended tiroe-to-time, is
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incorporated in this way. Clauses or tables inGB& Blood Standard, not referenced in the
Regulations, remain voluntary.

1.3.1 CSA Blood Standard

The CSA Blood Standarmbvers the lifecycle of blood for transfusion.

The CSA Blood Standandas developed through a consensus-driven proceagdnhnical
committee of experts in the field of hematologyergroups, and federal and provincial and
territorial governments. The CSA undertook consigdiaon the CSA Blood Standaad part of
their standard development process.

All establishments require access to the currersioe of the CSA Blood Standard, since some
provisions of théBlood Regulationare standards-based. The CSA Blood Standard ikbiei

by ordering it through the Canadian Standards Aasoo website
(www.shopcsa.ca/onlinestore/welcome)asipby calling 1-800-463-6727. Information on how
to receive updates or amendments to the standaxaiable on the “CSA Standards Update
Service” page of the CSA Blood Standard.

All stakeholders play a key role in keeping the CB8l8od Standardip-to-date. The CSA Blood
Standarccontains a Proposal for Change Form that staket®iday use tsubmit proposals for
change directly to the CSA. The CSA recommendsstaiieholdersupply the following
information, in addition to the appropriate contaébrmation, tofacilitate the evaluation of the
proposed changes:

» standard/publication number;

* relevant Clause, Table, and /or Figure number(s);
» wording of the proposed change; and

» rationale for the change.

References to the CSA Blood StandirtheBlood Regulationgare ambulatory, i.e. as amended
from time-to-time. Health Canada will review anyaolges to clauses of the CSA Blood
Standard, referenced in tBéood Regulationswith respect to risk and the potential impact on
the safety of blood.

1.4 Acronyms

BGTD Biologics and Genetic Therapies Directorate
CmMv Cytomegalovirus

CSA Canadian Standards Association

HBsAg Hepatitis B surface antigen
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HBV Hepatitis B virus

HCV Hepatitis C virus

HIV Human Immunodeficiency Virus

HLA Human leukocyte antigen

HPFBI Health Products and Food Branch Inspectorate

HTLV I/l Human T-lymphotropic virus-I/Human T-lyphotropic virus-II
IgA Immunoglobulin A

PADP Pre-Assessed Donor Program

US-FDA United States Food and Drug Administration

WNV West Nile virus

1.5 Definitions

The additional definitions provided below are tgissin the interpretation of this guidance
document.

“apheresis” means the process of withdrawing bllooch a donor, separating specific
components from the blood, and returning somelafahe remaining blood components to the
donor.

“blood product fabricator” refers to the manufaetuof blood products from plasma for further
manufacture. Innovation could bring about new blpomtiucts, so this term is not restricted to
plasma within this guidance document.

“Clarifax” is a communication tool used to requiedbrmation or to request clarification of
information already filed.

“ISBT 128" is an international information standded use in the labelling of blood for
transfusion, blood components intended for useemtanufacture of a drug for human use, and
products intended for transplantation that is madaand promoted by the International Council
for Commonality in Blood Banking Automation (ICCBBA

“lookback” is the process of identifying

» previous donations (and related blood componeris) & donor who, on subsequent
testing, is confirmed positive for a transfusioargsmissible infectious agent; and

» recipients who received blood components from abdaro is confirmed positive for a
transfusion-transmissible infectious agent.
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The “Medical Devices Bureau” of the TherapeuticdRrets Directorate (TPD) of Health Canada
is the Canadian federal regulator responsiblei¢ensing medical devices in accordance with
theFood and Drugs Acand theMedical Devices Regulation§he Medical Devices Active
Licence Listing (MDALL) is a database containinglelensed Class I, 11l and IV Medical
Devices for sale in Canada. It can be found orHisalth Canada website atvw.hc-
sc.gc.ca/dhp-mps/md-im/licen/mdlic-eng.php

“novel blood component” means a blood componeritighaot routinely processed or transfused
in Canada. A novel blood component either provalesoduction benefit or is equivalent or
superior to a reference product or fulfills an ubeimical need.

“opportunity to be heard” means that an establisttiroan respond in writing to Health Canada
in response to an action taken by Health Canadadaxy the establishment’s Authorization,
Establishment Licence or Registration. In some s;aséace-to-face meeting may occur.

“physician” means a person who is entitled to psacthe profession of medicine under the laws
of the province in which the person provides mddeavice.

“physician substitute” means a person who

(a) acts under the general supervision and directiangfysician; and
(b) is authorized to provide the services that mayrbgigded by a physician according to the
applicable laws of the province in which the perpoovides any of those services.

“pooling” includes mixing.

“quarantine” prevents suspected or confirmed namfaraning units of blood from being used
for transfusion, further manufacture or distribatio

The term “senior executive officer” refers to adiindual holding a position that has an assigned
level of responsibility for activities the establsent conducts under tiood RegulationsThe
term senior executive officer refers to a functiathin the establishment and is not necessarily a
specific position title.

“traceback” is the process of investigating a repba suspected transfusion-associated
infection in order to identify a potential implieat donor. The purpose of the traceback
investigation is to

» determine whether any donor who contributed tadesfusion is infected with, or
positive for, serologic markers of the implicataectious agent;
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» trigger arecall of in date blood components cowiieed by that donor; or

» notify consignees and recipients of componentsctdd from that donor.

2. GUIDANCE FOR IMPLEMENTATION

Chart 1. The application of the Blood Regulations to different types of
establishments

The purpose of this chart is to identify the sediof the regulations that apply to establishments
who must hold an Authorization, Establishment Lmeand/or a Registration because of the
activities they conduct. See the Authorization &)-Establishment Licences (17-29) and
Registration (30-37) sections of this guidancestwn more about the level of regulatory
oversight required for the types of activities thatir establishment conducts.

A = Establishment holding an Authorization

EL = Licensed Establishment

R-Auto = Registered Establishment that conductslagous activities

R-PADP = Registered Establishment that has a Psegs&d Donor Program
R-TWPI = Registered Establishment that conduetssfiormation activities (washing,

pooling, irradiating)

Blood Section Title A/EL R-Auto | R-PADP | R-TWPI
Regulations
Section

1 | Interpretation v v v v

Application

2 | Scope of e
Regulations

w

Non-application

AN
't\
AN
't\

4 | Prohibitions

Authorizations

5 | Authorization

»

Application for
authorization

Issuance

Refusal

[(e el LN

Significant changes

NENANENIENNAN

10 | Emergency changes
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Blood Section Title A/EL R-Auto | R-PADP | R-TWPI
Regulations
Section

11 | Administrative
changes — notice

'Q\

12| Other changes —
annual report

'{\

13 | New or amended
terms and
conditions

14| Suspension

15 | Reinstatement

ANANANEEN

16 | Cancellation

Establishment
Licences

17(1) | Establishment
licence required

'{\

17(2) | Test Labs

v (EL only
for PADP)

18| Application for
establishment
licence

'Q\

19| (1) Inspection
(2) Information on
request

20| Issuance

21 | Refusal

22 | Changes requiring
application to
amend licence

ANEENENEEN

23 | Administrative
changes — notice

24 | Changes requiring
amendment of
licence by Minister

'{\

25| New or amended
terms and
conditions

'{\

26 | Additional
information

27 | Suspension

28 | Reinstatement

29 | Cancellation

AN
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Blood Section Title A/EL R-Auto | R-PADP | R-TWPI
Regulations
Section

Registration

30 | Requirement to
register

31 | Application for
registration

32 | Registration

33| Changes — notice

34 | Amendment by
Minister

35 | Annual statement
of compliance

36 | Additional
information

NN RN NN ENE RN
NN RN NN ENE RN
NN RN NN ENE RN

37 | Cancellation

Processing —
Donor Suitability
Assessment

38 | Non-application —
autologous v
donations

39| Licensed
establishments

40 | Past unsuitability

41 | Donor screening

42 | Exclusion criteria

43| When donor
determined
unsuitable

AEIANANENIEN
ANEIENENEN

44 | (1)When donor
determined suitable
(2) Reassessment
(3) Notice

Processing —
Collection

45| Licensed
establishments

46 | Donor
identification code

-t\

47 | Donation code vy

-t\

48 | Labelling of
containers

'Q\
-t\
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Blood Section Title A/EL R-Auto | R-PADP | R-TWPI
Regulations
Section
49 | Collection
procedures v v v
50| Samples e v v
51 | Autologous
donations v
Processing —
Testing
52 | Authorization e
53| Autologous
donations — v

transmissible
disease testing

54 | Autologous
donations — ABO v
and Rh

55 | Medical devices
v v

See also
S.17(2)

56(1) | Test results —
allogeneic blood

56(2) | Test results —
autologous blood

Blood Component
Preparation

57 | Licensed
establishments

58 | Registered
establishments

Labelling

59 | Non-application —
pre-assessed donofs

60 | Language
requirement

61| General
requirements

62 | Circular of
information

63 | Donation code

64(1) | Contents of label —
blood for
transfusion

AN NNIENE RN
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Blood Section Title A/EL R-Auto | R-PADP | R-TWPI
Regulations
Section

64(2) | Contents of label —
Autologous blood

64(3) | Contents of label —
blood for use in
manufacture of
drug for human use

66 | (1) Designated
donations
(2) Change of use

67 | Directed donations

68 | Label verification

'Q\
't\
't\

Storage

69(1)@) | Criteria —
collecting
establishment,
licensed

69(1)@) | Criteria —
collecting
establishment,
registered

69(2) | Criteria —
receiving
establishment

70 | Storage location e v v

71| Segregation —
autologous,
designated and
directed donations

72| Segregation —
untested or positive
or reactive test
results

Distribution

73(1) | Determination of
safety — allogeneig v v
blood

73(2) | Determination of
safety — v
autologous blood

74| (1) Verification
(2) Prohibition — v v v v
distribution
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Blood Section Title A/EL R-Auto | R-PADP | R-TWPI
Regulations
Section

75| Shipping containers v v v

76 | Storage during
transportation v v

'Q\
-t\

Transformation

77 | Transformation
methods

78 | Washing

79 | Pooling

80 | Irradiation

NNANENIEN

Exceptional
Distribution

81 | Conditions vy

82| (1) Notice of
exceptional
distribution

(2) Notice in
establishment’s
records

83| Labelling

AN

84(1) | Follow-up

Pre-Assessed
Donor Programs

86 | Program
characteristics

87 | Donor
identification code

88 | (1) Regular donor
assessment and
testing

(2) Comparison of
results

(3) Discrepancies

89 | At each collection

AN

90 | Labelling

91 | When blood not
transfused

-t\

Importation in
Urgent
Circumstances

92 | Importation in
urgent

v
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Blood Section Title A/EL R-Auto | R-PADP | R-TWPI
Regulations
Section
circumstances
Quality
Management
System
93| (1) Organizational
structure
(2) Oversight v v v v
(3) Periodic review
94 | Requirements vy e e e
Operating
Procedures
95 | Operating
procedures required v v v v
96 | Requirements vy e e e
97 | Documented
evidence v v v v
Personnel,
Facilities,
Equipment and
Supplies
98 | (1) Personnel
(2) Competency v v v v
99 | Facilities vy e e e
100 | Equipment e v v v
101 | Storage equipment vy vy vy vy
102 | Supplies vy vy vy vy
Error and
Accident
Investigation and
Reporting
103 | Error or accident of]
another v v v v
establishment
104 | Establishment’s
own error or v v v v
accident
105 | Requirement to
cooperate v v v v
106 | Investigation results vy v e e
107 | Reports to Minister vy e e e
108 | Annual Report e e e e

Date Adopted: 2014/05/12; Effective Date: 2014/10/23 22



Health Canada
Guidance Document Guidance Document: Blood Reigulsit

Blood Section Title A/EL R-Auto | R-PADP | R-TWPI
Regulations
Section

Adverse Reaction
Investigation and
Reporting

Adverse Donor
Reactions

109 | Adverse Donor
Reactions — v
Notice to Minister

{\
{\

Adverse Recipient
Reactions

110| Required Action e

111 | Autologous
Donations

112 | Requirement to
cooperate

't\
't\

NENENEIN

113 | Notice to Minister e

't\
't\

114 | (1) Results of
investigation

(2) Notice to be
forwarded

115 Final report to
Minister

'Q\
't\
't\
't\

116 | Annual Report e

't\
't\
't\

Records

117 | Record quality e

't\
't\
't\

118 | Donation code part
of all records

'Q\
't\
't\
't\

119 (1) Retention
periods —
allogeneic
blood v v

(2) Calculation of
retention
periods

120 | (1) Retention
periods —
autologous
blood v

(2) Calculation of
retention
periods

121 | (1) Retention v
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Blood Section Title A/EL R-Auto | R-PADP | R-TWPI
Regulations
Section

periods —
transformation
(2) Calculation of
retention
periods

123 | Storage of records e

't\
't\
't\

124 | Powers of
Inspectors

'Q\
't\
't\
't\

125| Consequential
Amendment

Transitional
Provisions

126 | Deemed
authorization

127 Licence continued

'Q\

128 | (1) Delayed
registration v v v
(2) Duration

Coming Into
Force

129(1)| One year after
publication

129(2)| Subsections 4(4) tg
(6) and paragraph v v v
64(1)b)

Chart 2. Application of the Blood Regulations to establishments that are
not required to obtain an Authorization, an Establishment Licence
or a Registration

Some establishments do not conduct activities fackwvan Authorization, an Establishment
Licence or a Registration is required. Howeverséhestablishments must still meet the
applicable sections of tH&ood Regulation$or the activities they conduct. These sectiors ar
identified in the chart below.

Blood Section Title
Regulations
Section

1 | Interpretation

Application

2 | Scope of Regulations

3 | Non-application

4 | Prohibitions
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Blood
Regulations
Section

Section Title

Labelling

60

Language requirement

61

General requirements

65

Aliquots

68

Label verification

Storage

69(2)

Criteria — receiving establishment

70

Storage location

71

Segregation — autologous, designated and diredpdtibns

72

Segregation — untested or positive or reactivertesilts

Distribution

74

(1) Verification
(2) Prohibition — distribution

75

Shipping containers

76

Storage during transportation

Transformation

77

Transformation methods
*applies to establishments that only pool cryoppiate

79

Pooling
*applies to establishments that only pool cryoppiate

Exceptional Distribution

81

Conditions

82

(3) Notice to be forwarded
(4) Notice in recipient’s file

84(2)

Results to be forwarded

85

When blood not transfused

Operating Procedures

95

Operating procedures required

96

Requirements

97

Documented evidence
*applies to establishments that only pool cryoppeate

Personnel, Facilities, Equipment and Supplies

98

(1) Personnel
(2) Competency

101

Storage equipment

Error and Accident Investigation and Reporting

103

Error or accident of another establishment

104

Establishment’s own error or accident

105

Requirement to cooperate

106

Investigation results

107

Reports to Minister

108

Annual Report
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Blood Section Title
Regulations
Section

Adverse Reaction Investigation and Reporting

Adverse Recipient Reactions

110 | Required Action

112 | Requirement to cooperate

113 | Notice to Minister

114 | (1) Results of investigation
(2) Notice to be forwarded

115/ Final report to Minister

116 | Annual Report

Records

117 | Record quality

118 | Donation code part of all records

121 | Retention Periods - transformation
*applies to establishments that only pool cryoppiate

122 | (1) Retention periods — transfusion
(2) Calculation of retention periods

123 | Storage of records

124 | Powers of Inspectors

Coming Into Force

129(1)| One year after publication

Section 1 Interpretation

The statements enclosed in the boxes are sectikes tirectly from th&lood Regulations

Definitions

1. The following definitions apply in these Regulason

“accident”
« accident »

“accident” means an unexpected event that is tidbatiable to a deviation from the operating
procedures or applicable laws and that could com@m® human safety or the safety of blood.

“ACt”
« Loi »

“Act” means thd~ood and Drugs Act

“adverse reaction”
« effet indésirable »

“adverse reaction” means an undesirable respomaséstassociated with
(a) in the case of a donor, the collection of bloaail
(b) in the case of a recipient, the safety of thedhased blood.
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“allogeneic”
« allogénique »

“allogeneic”, in respect of blood or a blood donatimeans that the blood is collected from ap
individual either for transfusion into another imidiual or for use in the manufacture of a drug
for human use.

The collection of allogeneic blood for distributionto the general blood supply either for
transfusion or for use in the manufacture of a dandghuman use requires an Authorization and
an Establishment Licence.

The collection of allogeneic blood from a pre-assdsdonor for an emergency transfusion to a
specific patient requires a Registration, whiletésting of allogeneic blood from a pre-assessed
donor requires an Establishment Licence.

“authorization”
«homologation »

“authorization”, in respect of any blood or progasgans an authorization that is issued undgr
section 7.

“autologous”
« autologue »

“autologous”, in respect of blood or a blood dooatimeans that the blood is collected from gn
individual for transfusion into the same individala later time.

Autologous blood must only be used for transfusmthe same individual from whom it was
collected.

The scope of autologous blood collection, undeBlloed Regulationsexcludes the following
because this type of blood is not considered todiected for use at a later time:

* peri-operative blood that is collected and remairthe clinical patient care area, for
example:
- collection just prior to surgery (e.g., acute novalemic hemodilution);

- collection throughout surgery from the surgicad it an extracorporeal circuit
(intraoperative); or

- collection following surgery or trauma from bodyitees, joint spaces, and other
closed surgical or trauma sites (post-operative).

* blood that is collected to be radio-labelled fagtostic purposes.

See section 71 for storage segregation requirements
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“blood”
« sang »

“blood” means human blood that is collected eifloetransfusion or for use in the manufactu
of a drug for human use, and for greater certaibtgcludes whole blood and blood
components.

e

The scope of blood, under tBéood Regulationsexcludes blood products or blood derivatives.

Examples of blood components include red bloodgcplasma, platelets, and granulocytes.
Blood components do not include products manufadtfnom plasma for further manufacture.

See section 2 of this guidance for the scope diagin of theBlood Regulations

“circular of information”
« document d’information »

“circular of information” means a document thataéses all of the following in relation to
blood:

(a) the composition and properties of the blood;

(b) directions for storage and for use; and

(c) indications for use, contraindications, warniagsl a list of possible adverse reactions.

“critical”
« essentiel »

“critical”, in respect of equipment, supplies ama\gces, means that the equipment, supply o
service could, if it does not meet its specificaipcompromise human safety or the safety of
blood.

Examples of critical equipment include, but are limited to, those that are used in the
collection of blood, the testing of blood, bloodhgmonent preparation, storage, and
transformationThe following examples are provided for your guiceuand are not exhaustive.

Examples of critical equipment

apheresis equipment;

automated blood extractors/presses;

automated blood processors;

automated blood testing systems and/or transnesdibease test equipment;
automated dockers/sealers;

automated microbial detection systems;

cell counters or hematology analyzers used in btodilood component assessment;
cell washers/deglycerolization;

centrifuge used for the processing of blood compbunaits;

electrophoresis devices;

fast freezers;

freezers used to store blood (units or samples);

—xT T S@ T ooo0op
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m. nucleic acid testing (NAT) instruments, includingractors or pipettors;
n. platelet shakers;

0. refrigerators; and

p. thermometers and temperature probes (any type).

Critical equipment also includes critical software.

Examples of critical software

a. software for transferring data between automatetitds; and
b. software that analyzes data regarding the suitgloifiblood for transfusion or for further
manufacture.

Examples of critical supplies

blood group or phenotype testing reagents;
irradiation indicator labels;

collection sets (bags and tubing);

filters;

labels; and

reagents for transmissible disease test kits.

-0 o0 o

Examples of critical services

calibration and maintenance of critical equipment;
laboratory testing;

guality control,

guality management;

testing services; and

training on critical equipment by vendor.

-0 o0 oW

Examples of non-critical equipment or supplies

balances (any type);

blood bag shaker;

cell washers of the centrifuge type not used falyteerolization;
centrifuges not used for component separation eparation;
circulating bath;

haemoglobinometers;

heating bath;

incubators (except platelet shaker/incubator);

manual extractors for blood component preparation;
microhaematocrit centrifuges;

T T STe@meao0oT
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k. pipettes (except nucleic acid testing pipettors);

[. thermosealers for making blood tubing segmentslmod sampling;
m. timers (any type); and

n. weights (any type).

“designated donation”
« don désigné »

“designated donation” means a blood donation thatade by a donor who is selected for
medical reasons to make the donation for a spaeifipient.

“directed donation”
« don dirigé »

“directed donation” means a blood donation thamagle by a donor who is known by the
recipient and selected for medical reasons bydbmient’'s physician.

“distribute”
« distribution »

“distribute” does not include to transfuse.

Many requirements throughout tBé&od Regulationsrre associated with the distribution of
blood. This guidance document further explainsattevity of distribution in various instances.
Also refer to section 4, Prohibitions; section D8termination of safety; sections 81-85,
Exceptional Distribution; section 92, ImportationWrgent Circumstances.

The following are some examples of distributiorbtafod under th@&lood Regulationsin each

of these instances, when blood is to be distribtgeathother establishment or to the operating
theatre or the ward, the establishment must pertbenadditional verification steps required by
section 74 of th&lood Regulations

Example 1, Distribution of allogeneic blood for transfusion

Allogeneic blood is processed by a licensed estatient for transfusion. After determining the
blood is safe for transfusion, it is placed inteantory. Distributioroccurs when the
establishment sends the blood to another estaldishmistributionalso occurs when the
transfusion medicine laboratory sends the blodtiécoperation theatre or the ward.

Distribution can also occur if Hospital A receivesequest for allogeneic units of blood for
transfusion from Hospital B. Distributiayccurs when Hospital A sends the blood to Hospital

Example 2, Distribution of autologous blood
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Autologous blood is processed for transfusion bggastered establishment. Before the
autologous units of blood can be distributed, thesxst be determined safe for autologous
transfusion. Distribution occurs when the estalpisht sends the autologous unit(s) of blood to
the hospital.

Distribution can also occur within the same essdintient if a registered establishment processes
autologous blood for transfusion at the same dstabhkent where it will be transfused. Before

the autologous units of blood can be distributkedytmust be determined safe for autologous
transfusion. Distribution occurs when the transfugnedicine laboratory sends the blood to the
operation theatre or the ward.

If an establishment sends blood from a mobile clinithe processing facility, distribution has
not taken place because the blood has not yetdexared safe for distribution for transfusion
or for further manufacture.

Example 3, Distribution of blood for further manufacture

Blood (plasma) is processed by a licensed estabéiahfor the purpose of manufacturing into a
drug for human use. After determining the bloodate for distribution for further manufacture,

it may be stored at the collection site. Distribatbccurs when the establishment sends the blood
to the blood product fabricator.

Example 4, Distribution of Red Blood Cells for immuization (iRBCs)

Blood is processed by a licensed establishmerth&purpose of immunization. Before the
iIRBCs are placed into inventory they must be deitr@ethsafe for distribution. Distribution
occurs from the location where the inventory isetico the location where the immunization of
the donor occurs. This can be within the same ksteent.

“donation code”
« code d'identification du domn

“donation code” means the unique group of numbetters or symbols, or combination of any
of them, that an establishment assigns to a uritaufd at the time of collection.

“donor identification code”
«code d'identification du donneu

“donor identification code” means the unique grafipumbers, letters or symbols, or
combination of any of them, that an establishmesigas to a donor.

“donor suitability assessment”
«évaluation de I'admissibilité du donneuir

“donor suitability assessment” means an evaluaifandonor that is based on all of the
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following criteria:

(a) the donor’s medical history;

(b) the results of any donor tests and physical ematitn; and
(c) the donor’s social history, to the extent thas itelevant in determining the presence of risk
factors for diseases transmissible by blood.

a. A donor’s medical history refers to

» conditions that could pose a risk to the donor; and
» vaccinations, medications and transmissible disetis# could pose a risk to the
recipient.

b. A physical examination is one of the methods oflifjiag a donor as acceptable for
donating blood and is based on the establishmanttsorized criteria.

c. A donor’s social history refers to the prior adi®$ of a donor that could put the donor
and recipient(s) at risk for infection with transsible disease(s).

“error”
«manguement

“error” means a deviation from the operating prased or applicable laws that could
compromise human safety or the safety of blood.

“establishment”
« établissement

“establishment” means a person that conducts attyedollowing activities in respect of blood:
(a) importation;
(b) processing;
(c) distribution;
(d) transformation; or
(e) transfusion.

(e) transfusion

Although blood transfusion itself is not regulateter theBlood Regulationsestablishments
that transfuse blood must meet the requirementsedlood Regulationshat apply to the
activities that they conduct, such as storing blood

“human safety”
« sécurité humaine

“‘human safety” means the safety of donors and reaip of blood, in so far as it relates to the
safety of the blood.
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Whenever th&lood Regulationsr this guidance document refer to human safbty,mheans
the safety of blood donors, or the safety of rexifs of blood as long as human safety is
associated with the safety of the blood procesaddiastributed under the®@ood Regulations

“medical director”
«directeur médicab

14

“medical director”, in respect of an establishmemnéans a physician who is entitled under the
laws of a province to practise the profession ofliciae and who is responsible for all medicq
procedures carried out by the establishment anthéapplication of the operating procedure
that relate to them.

o

“operating procedures”
« procedures opérationnelles »

“operating procedures”, in respect of an establefimeans the component of the
establishment’s quality management system thaingposed of instructions that set out the
processes to follow in conducting its activities.

“pre-assessed donor”
«donneur pré-évalug

“pre-assessed donor” means a donor who has beeptaddnto a pre-assessed donor program
described in sections 86 to 91 from whom bloo@keh in an emergency to be transfused before
completion of the testing.

The termpre-assessed don@ used in th&lood Regulationso describe what was formerly
referred to as a “walking donor.” See sections 86efxheBlood Regulation$or requirements.

“processing”
« traitement»

“processing” means any of the following activities:
(a) donor suitability assessment;

(b) collection;

(c) testing; or

(d) blood component preparation.

An establishment processes blood for transfusidordurther manufacture if it carries out any
of the following activities: donor suitability assament, collection, testing, blood component
preparation. The scope of processing cannot extepdnd this interpretation.

Blood component preparation does not include tansition or dividing blood into aliquots.

“safety”
« Sécurité»

“safety”, in respect of blood, means that the blbad been determined safe for distribution o
for autologous transfusion, as the case may ba;dordance with section 73, and includes
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(a) in the case of blood for transfusion, its quadihyd efficacy; and
(b) in the case of blood for use in the manufactdre drug for human use, its quality.

Whenever th&lood Regulationsr this guidance document refer to the safetyladd, this
means &) the safety, quality and efficacy of blood faarisfusion; andhd) the safety and quality
of blood for use in the manufacture of a drug fomian use.

Blood safety and quality, in the case of bloodtfansfusion or for further manufacture, are
determinants of whether the blood is safe for ilistron. Blood safety is the degree to which the
blood for transfusion or for use in the manufactfra drug for human use is free of harmful
substances or infectious agents. Blood qualityefsndd by quality assurance procedures and is
determined by the specifications set for blood lalodd components. Blood safety and quality
includes policies for mandatory testing, donor ctba, collection procedures, testing methods,
donation handling, storage, transportation, anttidigion.

Blood efficacy, in the case of blood for transfusis a determinant of whether the blood is safe
for distribution. Blood efficacy is the capacitypooduce a desired or intended result or effect in
blood recipients.

“serious adverse reaction”
« effet indésirable grave

“serious adverse reaction” means an adverse redati# results in any of the following
consequences for the donor or recipient:

(a) their in-patient hospitalization or its prolonige;

(b) persistent or significant disability or incapacit

(c) medical or surgical intervention to preclude espgtent or significant disability or incapacity;
(d) a life-threatening condition; or
(e) death.

“standard”
«norme»

“standard” means National Standard of Canada CAR/ZS02 published by the Canadian
Standards Association and entitBldod and blood componentss amended from time to timqg.

Throughout this guidance document, g@ndardis referred to as the CSA Blood Standard.

“transformation”
« transformatiorn»

“transformation”, in respect of blood componentgams washing, pooling and irradiation tha
are performed after blood has been determinedfeafeansfusion.
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The definition oftransformationstates activities included within its scope: waghpooling, and
irradiation. The scope cannot extend beyond thespnetation.

The definition oftransformationin theBlood Regulationsloes not include pathogen reduction
technologies. Transformation does not include dixgjdlood into aliquots.

“unexpected adverse reaction”
« effet indésirable imprévu

“unexpected adverse reaction” means an adversgaredlgat is not identified among the
possible adverse reactions either in the circulamformation or in any other information
provided to the recipient.

Unexpected adverse reactiareans an adverse reaction whose nature, seveotyt@me is not
consistent with the circular of information or inyaother information provided to the recipient.

Sections 2-3 Application

Section 2  Scope of the Regulations

2. These Regulations apply to blood that is colleébedransfusion or for use in the manufact

Scope of Regulations
re
of a drug for human use.

The scope of thBlood Regulationgapplies to human blood that is collected from dsno
» for the purpose of transfusion;
» as araw material for further manufacture into dipooducts; and

» for the immunization of donors of plasma for furtheanufacture (e.g., red blood cells
for immunization).

Included within this scope is
- the safety of blood donors;
— the safety of the blood collected and processed these donors; and
— the safety of blood recipients.

Section3 Non-application

Non-application — various therapeutic products

3. (1) These Regulations do not apply to any of dllewing therapeutic products:

(a) cord blood and peripheral blood that are forindgmphohematopoietic cell transplantatio
and that are regulated under Befety of Human Cells, Tissues and Organs for Tlangation
Regulations

—
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(b) blood that is the subject of clinical trials und®vision 5 of Part C of thEood and Drug
Regulationsor
(c) blood that is imported for use in the manufactfra drug for human use.

Non-application — regulations
(2) Except for section A.01.045 of th@od and Drug Regulationsio other regulation made
under the Act applies to blood that is the subpéthese Regulations.

Non-application — imported rare phenotypes

(3) Sections 4 to 124 do not apply to blood thatfia rare phenotype if it is imported pursuan
a prescription.

3(1) Table 1 describes blood ththe Blood Regulationslo not apply to.

Table 1. Non-application — various therapeutic products

1. Cord blood and peripheral blood for useSee the&safety of Human Cells, Tissues and
in lymphohematopoietic cell transplantatio®@rgans for Transplantation Regulations

2. Blood that is the subject of a clinical trial eSgections C.04.230- C.04.241 and
Division 5 of Part C of th&ood and Drug
Regulations

3. Plasma for further manufactuateran  See Part C, Divisions 1, 1A, 2, C.04.001. —
establishment distributes the plasma to theC.04.020., C.04.230.—C.04.241. and 8 of the
blood product fabricator Food and Drug Regulations

4. Blood products, such as plasma See thd-ood and Drug Regulations
derivatives, and blood product
manufacturing

- examples of blood products
include: coagulation factors,
immune globulins, hyperimmune
globulins, and albumin

5. Blood for further manufacture collected Regulated by the foreign jurisdiction from
outside Canada which it is imported

See thd~ood and Drug Regulatiorfer the
importation of blood for further
manufacture
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6. Blood that is of a rare phenotype — not Proof of prescription must be provided at
available in Canada — and that is importegort of entry
in accordance with a prescription

Section 4 Prohibitions

Allogeneic blood
4. (1) Subject to subsections (2) and (3), an estakent must not import, distribute or transfyse
allogeneic blood unless it is processed by an kstahent in accordance with an authorizatiof
and determined safe for distribution under subseciB(1).

Exception — pre-assessed donor programs
(2) Subsection (1) does not apply if the processrmmpnducted as part of a pre-assessed doror
program.

Exception — urgent circumstances

(3) An establishment may, in urgent circumstances,

(a) import, in accordance with section 92, alloger®amod that has not been processed in
accordance with an authorization; and

(b) distribute or transfuse such blood if the impoimeported it in accordance with section 92.

Pre-assessed donors
(4) An establishment must not transfuse allogehkod that is collected from a pre-assesseq
donor unless the establishment has complied wehi¢quirements of sections 86 to 91.

Transformations
(5) An establishment must not distribute or traasfblood that has been transformed unless the
transformation is conducted by a registered estaient.

Autologous blood

(6) An establishment must not distribute or trassfautologous blood unless it has been
processed by a registered establishment and detxuireafe for autologous transfusion under
subsection 73(2).

Investigations

(7) An establishment must not distribute or trassfblood in either of the following
circumstances:

(a) while the blood is in quarantine; or

(b) when the results of an investigation into a sasggkerror or accident or an unexpected
adverse reaction or serious adverse reaction eoadtusive or indicate that there has been a
compromise to the safety of the blood.

4(1) Allogeneic blood must be processed in accordantieawn Authorization, in order for an
establishment to import, distribute or transfuselifood.
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When allogeneic blood is the subject of exceptiaistribution, establishments must comply
with the requirements in sections 81 through 8heBlood RegulationsExceptional
distribution is not the same as importation in atggrcumstances.

See subsection 4(2) for the exception concernilogaheic blood collected from pre-assessed
donors.

See subsection 4(3) for the exception concerniagntiportation of blood in urgent
circumstances.

4(2) If an establishment conducts processing on allagdsieod as part of a Pre-Assessed
Donor Program, an Authorization is not requirece Sebsection 4(4) for the requirement to
register.

4(3) Inurgent circumstances, a licensed establishmegtimport blood that has not been
processed in accordance with an Authorization. 83tablishment must have a licence to import
blood in urgent circumstances as required in pa@ygd8(1)) and subsection 92(1).

See section 92 regarding the information a licerestablishment must provide the Minister
before Health Canada will allow the importatiorbédod in urgent circumstances.

4(4) In order to operate a Pre-Assessed Donor Prognamstablishment must register under
subsection 30(1) of thBlood Regulationand comply with specific requirements in sectiBfs
to 91.

An establishment that tests blood collected ineaA3sessed Donor Program must hold an
Establishment Licence as required by subsectio) bf(theBlood Regulations

4(5) TheBlood Regulationdist specific transformation activities that mag tonducted
within the scope of a Registration. See sectioimtepretationtransformatior), subsection
30(1) and sections 77 through 80 of Bieod Regulations

4(6) An establishment must not process autologous blobeks it is registered under
subsection 32(1) of thelood Regulations

4(7)@ An establishment must quarantine blood as statéukl requirements in section 56,
paragraphs 103(1), 104(1)6), 110(1)p), subsection 110(3) and section 111. See seciidons
through 72 of this guidance document for guidara®erning the segregation of blood.

4(7)(b) An establishment must consider the prohibitiopanagraph 4(7i) when notifying

other establishments of the results of an investiganto a suspected error or accident or an
unexpected adverse reaction or serious adversgaeand any action required to be taken. See
subsections 106(1) or 114(2).
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Sections 5-16 Authorizations

Section 5 Authorization

Authorization — processing
5. (1) Except for an establishment that only test®t)@n establishment that processes
allogeneic blood must have an authorization toalo s

Exception — pre-assessed donor programs
(2) Subsection (1) does not apply if the processrapnducted as part of a pre-assessed dorfor
program.

Authorization — importation
(3) Subject to section 92, an establishment thpbims blood must have an authorization to d¢
S0, unless the blood is already the subject ofream@stablishment’s authorization.

5(1)

What is an Authorization?

An Authorization is permission from Health Canadadn establishment to process allogeneic
blood: i.e. conduct donor suitability assessmertect blood from donors, test blood, and
prepare blood components.

A new establishment obtains an Authorization bylgpp to the Biologics and Genetic
Therapies Directorate (BGTD) for an Authorizatiorddiling information for review. Licensed
establishments apply for an amendment to their dughtion whenever they intend to make a
significant change to their processing activities.

See section 1, the Interpretation section of thidance document, for the definitions of
“allogeneic” and “processing.”

Establishments previously licensed underfbed and Drug Regulatiorshould refer to the
Transitional Provisions in sections 126—-128 ofBt@od Regulationso understand how their
Establishment Licence under theod and Drug Regulationsill transition to an Authorization
under theBlood Regulations

What is the difference between an Authorization and an Establishment Licence?
Authorization

An Authorization gives an establishment the autiyda process blood by describing

» the processes related to blood at the establishmedt
» the blood components prepared using these processes

Date Adopted: 2014/05/12; Effective Date: 2014/10/23 39



Health Canada
Guidance Document Guidance Document: Blood Reigulsit

The BGTD reviews the evidence and the informatim@vigled by the establishment on the
processes that the establishment intends to candinan-site evaluation may complement the
review process. An on-site evaluation confirms thatdocuments filed for review correspond
with what the establishment proposes to implem&iNotice of Authorization or a Notice of
Authorization Amendment with or without Terms anan@itions is issued if the Minister, as
represented by Health Canada’s BGTD, is satishatthe processes do not pose an
unacceptable risk to human safety or the safetheblood.

Establishment Licence

An Establishment Licence (EL) is a licence issuedrt establishment in Canada allowing them
to conduct activities requiring a licence in a dirg which has been assessed and is compliant
with theBlood Regulationgand the Authorization.

Most establishments requiring an Establishmentrigeewill also require an Authorization. An
exception is an establishment that only tests aleg blood. See subsections 5(1) and 17(2) of
theBlood Regulations

The Minister, as represented by Health Canada’'#iHPaoducts and Food Branch Inspectorate,
issues the Establishment Licence. See section9QXé+Establishment Licence requirements.

5(2) An Authorization is not required to process bldamm pre-assessed donors. An
establishment must have a Registration to prodesgeaeic blood in a Pre-Assessed Donor
Program. See sections 30-37 for requirements spéziRegistration. Chart 1 — The
application of théBlood Regulationso different types of establishmenrtsprovides information
about which sections of the regulations would applgre-assessed donor programs.

5(3) The term “import” in this and other sections applonly to the importation of blood for
transfusion.

Blood imported into Canada for transfusion fallshivi the scope of an Authorization. The
importer or the foreign establishment can applytiier Authorization. See paragraph 18¢Ljor
licensing requirements with respect to the impartadf blood for transfusion.
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Section 6 Application for an authorization

Application for authorization
6. (1) An establishment must file with the Minister gpplication for an authorization in the

form established by the Minister. The applicatiomstrbe dated and signed by a senior execu
officer and contain all of the following informatio

(a) the applicant’'s name and civic address, andassgb address if different, and the civic
address of each building in which it proposes todewt its activities;

(b) the name and telephone number, fax number, exddress or other means of communica
of a person to contact for further information cerming the application;

(c) the name and telephone number of a person taciointan emergency, if different from th¢

person mentioned in paragrafi); (

(d) a statement of whether the establishment progosesport whole blood or blood
components;

(e) a list of the whole blood and blood componeng the establishment proposes to procesy
import;

(f) a list of the processing activities that are jsig® to be conducted in each building;
(g) a description of the establishment’s facilitiegluding its buildings and all critical
equipment, supplies and services that it propasesé in the conduct of its activities;
(h) a description of the processes that the estaéshproposes to use or to have used on itg
behalf in respect of blood and each blood compoimettie conduct of its activities;

(i) a draft of each proposed label and circular tdrimation;

() evidence that any foreign establishment thatdppses to have conduct any of its process
activities is licensed in the foreign jurisdicticand

(k) sufficient evidence to demonstrate that the psepdgorocesses will not compromise human

safety and will result in blood that can be detewdi safe for distribution.

Site inspection
(2) During the review of an application, the Mimistnay inspect the establishment’s facilities|
evaluate on site the information provided in thpligation.

Information on request
(3) An establishment must provide the Ministervaitten request, with any information that t

tive

ion

14

or

ng

e

Minister determines is necessary to complete thadWr's review of the application, by the dfite

specified in the request.

6(1) The application for an Authorization must contaiffisient information to enable the
Minister to assess human safety and to demonshrait¢he processes will result in blood that
can be determined safe for distribution. An esslinlient must send their application for an
Authorization, evidence requirements, and questiamgerning the Authorization to the
BGTD’s Blood Establishment Regulation Unit:

Blood Establishment Regulation Unit

Office of Regulatory Affairs

Biologics and Genetic Therapies Directorate
Address Locator #0601C

100 Eglantine Driveway

OTTAWA ON K1A 0K9
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Tel (613) 957-1722
Fax (613) 948-3564
Email bgtd.ora@hc-sc.gc.ca

The Application Process

Pre-Application Blood Establishment Meetings

Prior to applying for an Authorization, an estabireent should consider a meeting or
teleconference to discuss application requiremaiitsthe BGTD. Meetings or teleconferences
provide an opportunity to define the purpose ofdpplication and to discuss various application
requirements.

A written request for a pre-application meetinguddde received by the BGTD no less than 1
month prior to the proposed meeting date and shiaaldde the following information:

* the purpose of the meeting;

» a brief description of the issues to be discuss#geameeting;

» two or more proposed dates and times for the mgedimd

* anote indicating if participation by other ared$lealth Canada might facilitate the
discussion (e.g., Medical Devices Bureau or HeRithducts and Food Branch

Inspectorate).

In preparation for a pre-application meeting, thaklishment must provide a meeting package
two weeks prior to the date of the meeting contajrthe following:

i.  purpose of the meeting;
ii. agenda;
iii.  list of establishment participants;
iv.  background information;
V. presentation to be made, if applicable; and

vi. alist of any questions/issues to be discussedietith Canada.
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It is recommended that the meeting package be gedwelectronically to the Blood
Establishment Regulation Unit for distribution witiHealth Canada.

Receipt of Application

The BGTD acknowledges receipt of the applicatiowiiting. The date of the acknowledgement
letter denotes the start of the screening peribd. BGTD assigns a control number to each
application. Acontrol numbeiis a unique tracking number that is assigned ByBIBTD to each
application at the time it is initially receivedhi§ number is referenced in all correspondence
concerning the application.

The BGTD assigns a document number to the inipplieation package and to each additional
instalment of information. Document numbers are alssigned to letters and other
correspondence related to an application issuaddBGTD to the establishment.

A teleconference or meeting can be requested hgreihe BGTD or the establishment to discuss
the application at any point during the applicatwacess.

Screening of Application

The BGTD screens all application-related matefiascceptability including, but not limited

to, quality and completeness and to determineeifpftoposed processes or changes to processes
are in compliance with thBlood RegulationsThe screening process is separate from the review
process and occurs prior to the review processnDtine screening process, the BGTD also
identifies the type of application:

Types of applications
Regular— not a rolling or accelerated application

Rolling— an application with multiple parts that the bithment files at different
times; generally, a rolling application is requingtden the need for a pilot project and/or
production trial is anticipated. All applicationsr fthe authorization of a new
establishment are rolling applications.

Accelerated— accelerated applications are those where thélestenent and the BGTD
agree that the application will be screened anavead in a shortened time frame due to
safety or operational concerns. The establishmeist communicate these concerns and
the critical timeline for implementation in writitg the BGTD. The establishment must
provide adequate rationale for the acceleratedstaid the critical timeline.
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In the case where Health Canada issues a dirgetijgring the rapid implementation of
a change, the accelerated status is assumed amdttem rationale is required.

The BGTD reviews accelerated applications aheadtadrs already filed or under
review. Review times will depend upon the circumsts and the BGTD will
communicate the review timeline to the establishmena timely manner.

Solicited Information During Screening

The BGTD may request additional information or ifieation from the establishment through
various forms of communication, including infornzatirequests known a&sreening clarifaxes
The establishment must provide a rationale if tth@yot deem it necessary to provide a
response. The response to the claritoli¢ited informatiol must be provided by the date
indicated in the clarifax; however, the establishhmeay request an extension.

Screening Deficiencies

The BGTD may also issue a Screening DeficiencydofSDN) if there are significant
omissions or inadequacies that prevent a reviem fseing performed. The Screening
Deficiency Notice outlines the deficiencies andicgates the date after which the BGTD will not
accept a response to the Screening Deficiency &lofiee establishment may

1. withdraw the application; or

2. provide a response to the Screening Deficiencyddptiontaining the identified
information, by the indicated response date:

- after receipt of the response to the Screeningci2efty Notice, a new screening
period commences;

If the establishment fails to provide all requestddrmation by the indicated response date, a
Notice of Refusal to Issue an Authorization or aibof Refusal to Amend an Authorization

may be issued.

Following a withdrawal or a Notice of Refusal, #stablishment may re-file the entire
application.

» This application will be processed as a new apptinaand assigned a new control
number.

* The re-filed application must cross-reference thgirmal control number.
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» Information and material filed in the original ajgaltion, and that remains unchanged,
should be clearly identified.

If the application is found to be acceptable fatigw/, the BGTD issues an Acceptable Screening
Letter to the establishment confirming the dateapglication becomes part of the review
workload.

Review of Application

Once the BGTD accepts an application for review,BIGTD evaluates the information and
supporting evidence to determine if there is arcoegtable risk to human safety or the safety of
blood.

In cases where the BGTD receives extensive infoamde.g. evidence of successful validation)
from the establishment, either as an instalmeatnmultipart application or as solicited
information, the review period begins on the dayldst such information is screened and
deemed acceptable for review by the BGTD.

Once all the necessary information and materiabeas received and reviewed, the BGTD’s
decision to accept or reject the application igaess See section 7 for guidance on Issuance of an
Authorization.

Content — Application for an Authorization

An application for an Authorization must contairifeient information and evidence to enable
the Minister to assess the risk to human safetyt@a@émonstrate that the proposed processes
will result in blood that can be determined safedistribution.

6(1)(a), (b) and (c) Administrative Information

The establishment must provide the administratif@rmation in paragraphs 6(&)¢(c). The
person named as a contact concerning the apphcatiparagraph 6(1§ may be the same
person to contact in an emergency in paragraptid(1)

6(1)(d) Importation

The establishment must state whether they are pnogto import whole blood or blood
components, as applicable.
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6(1)(e) List of blood components

The establishment must provide a list of the naof¢le allogeneic blood and blood
components that they propose to process (includimgd for use in the manufacture of a drug
for human use) and a list of allogeneic blood fansfusion the establishment is proposing to
import. The names must fully describe listed congmts, e.g., Platelets (leukoreduced)-
apheresis-CMV negative-IgA deficient.

6(1)(f) List of processing activities
The establishment must provide a list of the prsicgsactivities with respect to allogeneic blood

that it proposes to conduct in each building. Thegeities must correspond to the activities that
are listed on the establishment’s licence.

Examples of processing activities include the fwig:

* donor suitability assessment of donors of bloodr@mnsfusion;

» apheresis collection of plasma for the manufaobfiee drug for human use;

* nucleic acid testing of whole blood for viral tramssible disease agents; and
* blood component preparation by the Buffy Coat meétho

6(1)(g) Facilities — Buildings and Critical Equipma, Supplies, and Services
The establishment must provide the following:

(1) for each building the establishment must provide

* abuilding floor plan, including locations of built equipment such as walk-in
freezers; and

» evidence that all facility systems (e.g. electrio@ntilation, water, security,
temperature monitoring, etc.) are commissionedatidated successfully.

(i) a description of all critical equipment, suppliaed services, including the functions
of each.

See section 1, the Interpretation section of thidance, for the definition afritical and for
examples of critical equipment, supplies, and sesui
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The application must contain adequate evidenceafessful validation of the equipment
performed at the establishment, including instaifatualification (IQ), operational qualification
(OQ) and performance qualification (PQ), as appliea

Equipment used in the processing of blood is oftemedical device requiring a medical device
licence issued by the Medical Devices Bureau (MDBhe Therapeutic Products Directorate at
Health Canada. The applicant should contact the My have any questions concerning the
licencing of medical devices. The establishmentghmclude in their application evidence of a
current, valid medical device licence for all @i equipment and supplies that are also medical
devices.

6(1)(h) Proposed processes

An establishment’s application for an Authorizationst include a description of and all
relevant evidence for the processes that the éstiafént proposes to implement in order to
process allogeneic blood, from the time the esthbient assesses the donor until the
establishment determines that the unit of bloahfe for distribution. This includes the storage
and labelling of allogeneic blood components dupnacessing activities but prior to and at the
point of determination that the blood is safe fistribution. See subsection 73(1) for the
determination of safety of allogeneic blood fortdisition.

Allogeneic blood processed in accordance with athéization must have the processing
establishment’s licence number on its label (seagraph 64(1})). See section 1, the
Interpretation section of this guidance documennttilie definition ofprocessing

Note: An establishment must apply for a registratfidhey conduct autologous blood processing
activities, transformation activities or have a-Rssessed Donor Program. See section 30.

Contract Establishment#n establishment that holds an Authorization maytact out
processing activities to an establishment in Catiadased under thBlood Regulation$or
those activities; for example, testing of blood pées for viral markers.

A contract establishment thanly tests blood samples and does no other processingias

under theBlood Regulationsloes not have to apply for an Authorization ifitlaee under

contract to an establishment that holds an Authtion for testing. See subsection 5(1). The
tests on blood samples performed by the contraabkshment must accord with those specified
in the Authorization. The establishment that halds Authorization assumes the responsibility
for testing and is required to apply to Health GinBor Authorization amendments for any
significant changes to that process.

Date Adopted: 2014/05/12; Effective Date: 2014/10/23 47



Health Canada
Guidance Document Guidance Document: Blood Reigulsit

For contracts with foreign establishments, seegrap 6(1))).

6(1)(i) Labels

For each allogeneic blood component that the astabént proposes to process, the
establishment must provide Health Canada with tbpgsed final blood container label. In the
case of allogeneic blood for transfusion, the dsfament must provide the draft text of the
circular of information. Labels for autologous bihdabels added to units of blood following
transformation (transformation labels) and labetsilood collected in a Pre-Assessed Donor
Program do not need to be provided to Health Caf@daview.

6(1)(j) Foreign establishment: contracted processes

An establishment that proposes to contract outoduitg activities to a foreign establishment
must provide evidence to Health Canada that tredorestablishment has a current licence in
the foreign jurisdiction. The establishment in G#am#hat holds the Authorization for the
contracted processes assumes the responsibilithdee processes and is required to apply to
Health Canada for Authorization amendments for dcaivity.

Paragraph 6(1)) also applies if an establishment imports bloadrfra foreign establishment. If
an establishment imports blood for transfusion -eluding the importation of red blood cells for
the immunization of source plasma donors — thedlooast meet the importation requirements
described in the establishment’s Authorization. &lse section 92, Importation in Urgent
Circumstances.

6(1)(k) Sufficient evidence

An establishment must provide sufficient evideraeléalth Canada when applying for an
Authorization, including the following:

1. all required data and information about the sabétyach type of allogeneic blood
component that it proposes to process;

2. all required data and information to demonstras the processes it uses will result in
allogeneic blood that is safe, including:

donor suitability assessment
post-donation information
testing

blood component preparation
labelling prior to distribution

®oo0op
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f. circular of information
g. storage prior to distribution
h. exceptional distribution

3. evidence of successful validation of equipmentudiig documented executed
protocols; the validation of equipment should imiguhe validation of any software
associated with the equipment;

4. evidence that the components of its computer syatenvalidated and that it has
operating processes in place.

On-site evaluation

6(2) Health Canada may carry out an on-site evalua@®H) to complement the review of
an application. The scheduling of the on-site eatdun will be done in consultation with the
establishment and documented in writing. One orenstaff members from Health Canada may
participate in the OSE.

The issuance of an Authorization may be conditiamaé successful on-site evaluation. An on-
site evaluation may be used to

* review evidence, documentation or data;
* oObserve processes;
* view a demonstration of new equipment.

The blood establishment should make every effomade available all relevant documents and
materials and ensure that subject specialistsvaitahle to answer questions.

Results of the on-site evaluation will be verbailynmarized for the establishment prior to
completing the visit. All actions to be taken by @stablishment will be documented in writing
at the close of the OSE, if possible, or withindHys subsequent to the OSE. Time frames for
responses will be identified.

Solicited information during review

6(3) During the review of an application, the BGTD mayuest that the establishment
provide additional information if the informatiomqvided is found to be insufficient or unclear.
This type of information is referred to sslicited informatiorand is used to determine human
safety or the safety of the blood.
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The BGTD may request solicited information durinigl@conference or meeting; through a
clarifax; or in the form of a Notice of Deficienci.clarifax may be transmitted by facsimile or
by email in standard format. An establishment npusvide the BGTD with the solicited
information by the date specified in the requestyéver, the establishment may request an
extension. The establishment must provide a raiahéhey decide it is not necessary to provide
a response.

Notice of Deficiency

If an application has deficiencies precluding fertbvaluation or if an establishment’s response
to a review clarifax is inadequate, the BGTD issa&otice of DeficiencyNOD). The NOD
identifies the deficiencies and indicates the dditer which the BGTD will not accept a response
to the Notice of Deficiency. The establishment mayide a response to the Notice of
Deficiency referencing the original application t@hnumber and containing the identified
information. The establishment may also choosddafletter to cancel the application; the
BGTD will issue a Cancellation Acknowledgement kett

The establishment has 90 days to respond to theéNait Deficiency. The review is inactive
until the BGTD receives a response. Following reicef the response to the NOD, a new
screening period commences.

If the establishment does not provide a respongigetdlotice of Deficiency within the specified
time frame and does not cancel their applicationf, the application remains deficient, the
BGTD will issue a NOD-Withdrawal Letter.

If the establishment is unable to meet the respdasespecified in the Notice of Deficiency,
they should provide the BGTD with a written requeasd justification for an extension prior to
the end of the 90 day period.

Following a cancellation of an application by ttstadlishment or when a NOD-Withdrawal
Letter is issued by the BGTD, the establishment mafjle the application (see section 8).

Section 7 Issuance

Issuance

7.0n completion of the review of an application, Mimister must issue an authorization, wit
or without terms or conditions, if she or he detees that the establishment has provided
sufficient evidence to demonstrate that issuan¢beofuthorization will not compromise human
safety or the safety of blood.
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Notice of Authorization

When the BGTD completes the review of the informmathnd evidence in the establishment’s
application and finds it acceptable, the BGTD issaidotice of Authorization that allows the
establishment to proceed with implementation amdmsarizes the following information:

a. name of the establishment;
b. blood components that the establishment may prpcess
C. processing activities that the establishment mafope;

d. civic address of each building and the processitigiies to be conducted at each
location; and

e. any terms and conditions on the Authorization.

The Notice of Authorization may also list the fallmg:

f. laboratories or other facilities with whom the é&disthment has contracted processing
activities:

i. domestic; or
ii. foreign;

g. approved control documents;

h. establishment computer systems and major softwapkcations and their version
numbers, such as electronic donor screening sataaplications, donor or blood
management systems, or laboratory information syste

i. test kits used to qualify donors, e.g. transmissiiiéease, blood group or red blood cell
antibodies (including the Medical Devices Bureaetice number and the date
approved); and

J. medical devices in use, e.g. major testing platbo(imcluding the Medical Devices
Bureau licence number and the date approved).

The BGTD issues a Notice of Authorization or a Netof Authorization with Terms and
Conditions following the review and approval ofestablishment’s original application for an
Authorization. All subsequent notices following iw and approval of applications to amend an
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Authorization are Notices of Authorization Amendrhésection 9) or Notices of Authorization
Amendment with Terms and Conditions (section 13).

Section 8 Refusal

Refusal
8. The Minister may refuse to issue an authorizatighé or he determines that the informatign
provided by the establishment in its applicatiomaccurate or incomplete.

Notice of Insufficient Information

During the review, if the BGTD finds that the edisliftment’s information in the application is
insufficient to demonstrate that issuance of théhArization will not compromise human safety
or the safety of bloodhe BGTD may issue ldotice of Insufficient Information explaining why
the information in the application is insufficient.

The establishment has 90 days to respond to theeNait Insufficient Information. The review is
inactive until the BGTD receives a response toNbéce of Insufficient Information. Following
receipt of the response, a new screening periodreames.

If the establishment fails to respond within 90 slayr the BGTD determines that the application
remains non-compliant, the BGTD will issue a Notd¢énsufficient Information Withdrawal
Letter. The establishment may also choose to fiégtar to cancel the application in which case
the BGTD will issue a Cancellation Acknowledgemketter.

If the establishment is unable to respond withen9B day period, they should provide the
BGTD with a written request and justification far extension prior to the end of the 90 day
period.

Following cancellation of an application by theaddishment or when a Notice of Insufficient
Information Withdrawal Letter is issued by the BGTbe establishment may re-file the
application.

Notice of Refusal

The BGTD may issue a Notice of Refusal to Issu@uathorization or a Notice of Refusal to
Issue an Authorization Amendment in any of thedwihg circumstances:

» if the establishment provided inadequate evideasipport the proposed processes;
» if there were inaccuracies in the application;

» if false or misleading statements were made; or
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» if the processes reviewed were found to pose aocepsable risk to human safety or to
the safety of blood.

The Notice of Refusal delineates the reasons ®re¢fusal and provides the establishment with
the opportunity to be heard in writing. The eststininent may choose to re-file the application.

Re-filing
When an application is re-filed

» the re-filed application will be processed as a application and assigned a new control
number;

» the application should cross-reference the originatrol number; and

» the information and material filed in the origiradplication, and that remains unchanged,
should be clearly identified.

Section 9  Significant Changes

Significant changes

9. (1) Before making a significant change, an esthbisnt must file with the Minister an
application to amend its authorization and incluakh it all relevant information to enable the
Minister to determine whether the change or the wayhich it is implemented could
compromise human safety or the safety of blood.

Applications to amend
(2) Sections 6 to 8 apply to an application to atham authorization, with any necessary
modifications.

Meaning of “significant change”
(3) In this section and sections 10 and 12, “sigaift change” means any of the following
changes:

(a) the addition of blood or a blood componenti® list required by paragraph 6@)(

(b) the deletion of or a change to any authorizedgss;

(c) the addition of a process described in pardgff)h); or

(d) a change to the description of the establishisércilities referred to in paragraph 6(@)(

9(1) An establishment must file an application with B@®TD to amend their Authorization if
they intend to make a significant change to theitharization. The meaning sfgnificant
changeis described in subsection 9(3) of Bleod Regulations

Application to amend an Authorization — Minimum requirements
Applications for all significant changes have theng minimum information requirements:
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» detailed description of the proposed changes;
» rationale for the proposed changes;
* risk assessment; and

» contact information, as required by paragraphs(bBnd 6(1)¢) of theBlood
Regulations

Additional requirements, where applicable

Medical Device Bureau approval for medical devices;
* clinical data;
» scientific or technical data;

» adetailed description of new or modified critiegluipment, supplies, or services if its
operation or function differs from its authorizgupeoval;

* impact on the blood management computer system;

» adescription of changes to blood labels, includivegCircular of Information (include
new or revised labels);

» training plan;

» validation plan;

+ validation results; and

* implementation schedule.
The application to amend the Authorization mustiéted and signed by the senior executive
officer stating that all of the information in theplication is accurate and complete. See
Subsection 6(1).
Questions regarding significant changes, new in&bion that could trigger an amendment, and

the Authorization amendment process should beteéideto the Blood Establishment Regulation
Unit at the BGTD. See subsection 6(1) of this gnggafor contact information.
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9(2) When an establishment applies to amend an Authiamizasections 6 through 8 of the
Blood Regulationgpply. See sections 6 through 8 of this guidance.

The BGTD may require an on-site evaluation of thialishment following a review of the
submitted documentation, depending on the natuteeofhange and the supporting evidence.
See subsection 6(2).

The BGTD aims to screen an application to amendwghorization within 15 days and to

review the application within 90 days following ttate the application is accepted into review.
An establishment is prohibited from implementingueges filed in an application to amend an
Authorization prior to approval from Health Canadeaen though the review may extend beyond
90 days.

Division of an application to amend an Authorization

Occasionally, an establishment files an applicapiertaining to two or more unrelated topics.
The BGTD may divide the original application inteat or more applications and assign a
separate control number to each application. Tlag atcur during the screening or review of
the application. When the BGTD divides an applaatihe establishment will receive notice of
the division in writing.

Notice of Authorization Amendment

When the BGTD completes the review of an applicatemamend an Authorization and finds it
acceptable, the BGTD issues a Notice of AuthomraAimendment that allows the
establishment to proceed with implementation ofdiigaificant change. Any significant changes
approved in the Authorization amendment will beigated in the Notice.

The sum of the Notice of Authorization and all lo€ tNotices of Authorization Amendment
constitutes the establishment’s Authorization.
9(3)(a) Addition of blood or a blood component

A significant change includes the addition of blayd blood component or a novel blood
component to the list of blood or blood componéhnét the establishment proposes to process or
import. See 1.5 Definitionsiovel blood component

It is strongly recommended that an establishmenswib with the BGTD prior to applying for an
amendment to an Authorization when the establishimeposes to introduce

* amedical device that has the potential to produnceffect on a blood component; or
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* anovel blood component developed in conjunctiaih @wimedical device manufacturer.

9(3)(b) Deletion or change to any authorized process

The meaning osignificant changeéncludes deleting or changing any authorized @msce

9(3)(c) Addition of a process

An establishment must file an application with #atled description of any new process that the
establishment proposes to use in respect of epehafyblood and blood component in the
conduct of its activities.

9(3)(a), 9(3)(b) and 9(3)(c) Pilot studies and/or production trials

Pilot studies or production trials are sometimegined to provide the necessary evidence to
demonstrate that changes to processes or bloodocmni{s do not negatively impact human
safety or the safety of blood. When an establisliméshes to implement a new or amended
process or a new blood component, they should regieapplication to amend their
Authorization for this change before they startpiet study or production trial. Having prior
input on the design of the study from the BGTDtisrsgly recommended to facilitate the
application process.

The establishment is encouraged to contact the BT Bny questions about pilot studies or
production trials.

9(3)(d) Changes to facilities (buildings and critical equipment, supplies, and
services)

New or renovated buildings

If an establishment proposes to add or renovatelditg where processing (donor suitability
assessment, collection, testing or blood compopegaration) will take place, it must file an
application to amend its Authorization.

It is not necessary for an establishment to incindéeir application information and evidence
for processes and equipment that have already\Jadiglated by the establishment and approved
by the BGTD as long as a similar validation apphoadeing used.

If applicable, the application should include gestaent indicating that there are no changes to
the previously authorized processes and equiprtiettthese have been validated, and that a
similar validation approach will be used for praesand equipment already authorized by the
BGTD. This statement will confirm that the new fagiwill operate in compliance with the
currently approved processes.
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In addition to the minimum information requirememsubsection 9(1) above, the application
for a change to the establishment’s facilities $thinclude the following information:

1. The civic address of the facility where the sigrafit change is proposed to take
place.[Paragraph 6(B)

2. Alist of the processing activities proposed tacbaducted in each building where the
significant change is proposed to take place.[Rapg6(1)0)]

3. A detailed description of changes to the facilitgluding

a. a building floor plan, including the locations afilt-in equipment such as walk-in
freezers; and

b. alist of all critical equipment, supplies, andvéegs that it proposes to use in the
conduct of its activities.[Paragraph 6@)(

4. A detailed description of any new or modified @dti equipment, supplies or services if
its operation or function differs from its auth@tzapproval. [Paragraph 6(@)K

5. Evidence that all new processes related to faglstems (e.g. electrical, ventilation,
water, security, temperature monitoring, etc.) agdipment are commissioned/validated
successfully.

As per section 22, an establishment must applaficemendment to its Establishment Licence
when proposing to add or make a change to a bgiidiits list of facilities. Health Canada may
inspect a new building after all changes have leade but prior to the start of operations (i.e.
the establishment has not begun to accept donolddod collection).

Critical equipment, supplies, and services

Significant changes to critical equipment are dateed based on evaluating the impact to
authorized processes and the subsequent impactoarhsafety or the safety of blood.
Equipment includes software. See the definitionraical in section 1, the Interpretation section
of this guidance, for examples of critical equipmeapplies, and services.

A new device or technology

An establishment must apply for an authorizatioeadment for significant changes to medical
devices or for a new device or technology thatthagotential to have an impact on human
safety or the safety of blood.
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In the following examples of changes, the estabiistt should consider these changes to be
significant if they have the potential to have mpact on human safety or the safety of blood:

i) Replacement of a device with another device thatla same indication or
functionality but not the same make;

i) Replacement of a device with another device thatahdifferent indication or
functionality;

i) Replacement of a device with a new or different edddbm the same manufacturer;
or

iv) Upgrade to a part of the device with new softwarioctionality.
Changes to a medical device licensed by Health Gana

Changes made to medical devices by the device ractumér are deemed either significant or
non-significant by Health Canada as per@uwdance for the Interpretation of Significant
Change of a Medical DevicH an establishment intends to use a devicehthathad a change
made to it, they should evaluate the impact ofctenge on human safety or the safety of blood
and follow the reporting structure in the followiBgoints:

1. If Health Canada has determined the change todhiea as “non-significant,” and there
is no potential impact on human safety or the gadéblood, the establishment is not
required to file this change either as an annysdnteor as an application to amend an
Authorization.

2. If the change is “non-significant” but there is@tgntial impact on safety, then the blood
establishment should file this change in an anre@ort.

3. If the change is “significant” and there is a pdi@nmpact on safety, the establishment
should file the change as an application to amkan Authorization.

Information Technology

When an establishment that holds an Authorizatlangto make changes to processes that have
a significant information technology component, éséablishment should contact the BGTD.

Examples of significant changes to information texthgy include the following:
* adding a computerized system, such as:

— anew donor management system,
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— anew electronic questionnaire platform,
— anew laboratory information system; or

* migrating to a newer version of the applicationwafe or data management system
currently installed and validated,;

» corresponding changes to operating processes whkimgnsignificant changes to a
computerized system;

» changes to the software configuration currentlyaitsd and validated; and

» additions to the functionality of the software apation already installed and validated
— including additions introduced in the course ygtem maintenance.

If an establishment is unsure whether a changaywalidated components of a currently
installed computerized system is considered sicgnit, it is strongly recommended that the
establishment consult with the BGTD for guidance.

Guidance is essential when an establishment implenamewcomputerized system that
performs one or more of the following functions:

» use of software for transferring data between aatethdevices where translation and/or
reformatting is required;

» use of data to make decisions regarding the slittabf blood or blood components for
transfusion or for further manufacture; or

» use of data to trace a unit of blood or a blood pomnent from the source to its final
disposition.

An establishment should direct questions aboutgseg changes to an existing computer system
to the Blood Establishment Regulation Unit at tl&T®. See subsection 6(1) of this guidance
for contact information.

See section 12 of this guidance for changes tddxkih an annual report.

Section 10 Emergency Changes

Emergency changes

10.(1) In an emergency, if it becomes necessary fasaablishment to implement a significamt
change before filing an application to amend itharzation, the establishment may do so if the
change is necessary to prevent a compromise torhgafaty or the safety of blood.
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Notice and application

(2) The establishment must notify the Minister intiwg of any significant change that it
implements under subsection (1) no later than #yeadter implementing it and file an
application to amend its authorization within 1¥yslafter the day on which that notice is give]

=]

10(1) Emergency Changes

Section 10 allows an establishment to make a sogmif change to an authorized process in an
emergency situation. For example, an emergencgt&tumay necessitate emergency changes
to work around (i) an error in blood managementvgarfe or (i) a malfunction in equipment
used in testing.

10(2) Notice and application

In an emergency, if it becomes necessary to impiemsignificant change to prevent a
compromise to human safety or the safety of bltioal establishment must provide a written
initial report to the BGTD within a day of implenterg the emergency change. The initial report
should contain the following information:

definition of the issue and the emergency;

decisions made;

actions taken; and

significant change made or that will be made byastablishment.

Within 15 days of notifying the BGTD, the estabhsnt must apply to amend its Authorization
with respect to these changes. The BGTD may amditianal terms and conditions to the
Authorization as a result of emergency changes §8etion 13.)

Section 11 Administrative changes — notice

Administrative changes — notice

11. An establishment must notify the Minister in wrginf any change to the information
provided under paragraphs 6@))(o (C) as soon as possible after the change is madehand
Minister must amend the authorization accordingly.

An establishment must notify the BGTD in writingarfy change to information in the
establishment’s application for an Authorizatiooypded under paragraphs 6@)¢o (c). See
subsection 6(1) of this guidance for contact infation.

The BGTD will revise the establishment’'s Authorieatupon receipt of the notification and
issue a Notice of Authorization Amendment.
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Section 12 Other changes — annual report

Other changes — annual report
12.(1) An establishment must file with the Ministeramual report that describes any chandes

made in the year that are not described in seétionl1 and that could compromise human
safety or the safety of blood.

Amendment by Minister
(2) On receipt of the report, the Minister must achéhe establishment’s authorization

accordingly.

When changes determined significant
(3) If the Minister determines that a change thas wcluded in a report under subsection (1)]is a
significant change, the Minister must notify théaddishment in writing to that effect and may
require the establishment to cease or reversertpieimentation of the change.

Application to amend authorization
(4) On receipt of the notice, the establishmenttrfilesan application to amend its authorizatign.

12(1) When an establishment makes other changes tootegses that were not filed under
section 9 (significant) or section 11 (administraji— and these changes could compromise
human safety or the safety of blood — the estafesit must describe these changes in an
annual report to Health Canada.

An establishment should contact the BGTD if therany question about whether an intended
change to an authorized process may be includad annual report. Annual reports should be
signed by a senior executive officer and sent¢oBlood Establishment Regulation Unit at the
BGTD. See subsection 6(1) of this guidance for acnihformation.

The following are examples of the types of chartgasan establishment may describe in an
annual report:

1. Changes to the List of Unacceptable Medications

Changes to the List of Unacceptable Medicationsl is@ssess donors of blood for
transfusion.

2. Maintenance changes for blood management informa&ohnology systems
Changes to blood management information technadggiems due to maintenance
activities to enhance functionality with no opevatl changes (e.g. enhancing memory)

or to restore functionality (e.g. bug fixes).

When preparing an annual report, an establishntentld ensure that all maintenance
changes for the blood management information tdolgysystem have been described in
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the annual report, and that no new unauthorizedgzses have been inadvertently
introduced.

Reporting requirements for annual reports

The establishment must provide the following infation in an annual report:

1. description of the change;

2. rationale for the change;

3. authorized processes involved, if applicable;

4. information technology systems implicated in tharale, if applicable;

5. related errors or accidents, if applicable;

6. licence number of a current and valid medical delicence, if applicable;
7. implementation date; and

8. other information necessary to describe the changige impact of the change.

Before filing an annual report, the establishmdéwaigd confirm that complete supporting
information or data for the changes is availablerugequest.

Changes that do not require annual reporting or an application to amend an
Authorization

The following types of changes are considered te mainimal potential to have an adverse
effect on human safety or the safety of blood.

Donors
1. Changes to donor consent procedures;
2. Changes to existing donor screening areas;
3. Changes to the format, colour or layout of theldsthment’'s donor screening manual

and questionnaire, and circular of information, vetilere is no change to authorized
processes;
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4.

Changes to the malaria endemic areas in the estai@int’'s manual for screening donors
as long as they are the same as those areasiietébyfthe Public Health Agency of
Canada (PHAC) or the United States Centers ford3mse&ontrol and Prevention (CDC);

Changes to infectious disease testing used saelgounselling purposes;

Equipment

6.

Changes to non-critical equipment or supplies.sg&etion 1 of this guidance for the
definition ofcritical and a list of non-critical equipment;

Label changes that do not impact the content aatdpiértain to the orientation or
placement of information;

Provided that the establishment uses the sameatialidapproach that was reviewed by
the BGTD and used in the validation of the alreapgroved device:

0] replacement of a device with one of the same makeardel;
(i) replacement of a part of such a device; or
(i) addition or removal of a unit of such a device.

Changes to the general validation approach uncktatgalidation protocols used in the
validation of blood processing;

10.Changes to versions of software in devices useduality control testing provided there

is no impact on blood component specificationsrocesses used in blood component
preparation;

11.Changes to existing computer operating systems;

12.Changes to existing computer hardware;

13.Changes required to update virus scanning softaat@ install daylight savings time

operating system patches;

14.Changes to “off-the-shelf” (non-configurable) sodive packages, e.g. Microsoft Office,

provided there is no impact on authorized processes
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Buildings

15. Changes to existing building or room ventilatioragrconditioning systems as long as
the environmental parameters remain within the @igbd range and do not affect blood
component specific requirements;

16.Changes to the environmental data monitoring systéms is a system which
accumulates environmental data and demonstratesrilimonmental parameters of areas
housing critical processes are met; the systergdrggan alarm when conditions are no
longer within specifications;

17.Changes to existing building security;

Quality management system

Blood inventory management
18.Changes to blood inventory management;

Transportation, shipping, and shipping packaging
19.Changes to transportation of blood or blood comptse
20.Changes to shipping and packaging for shippingaddcomponents;

Transformation activities

21.Changes to transformation activities performed loodb components, i.e. washing,
pooling, gamma irradiating, see sections 77-8bisfduidance;

Processes related to investigation and reportinghagement

22.Changes to processes related to investigationepatting management of the following
where there is no change to authorized processes:

e errors and accidents;
* adverse donor reactions;

+ adverse transfusion reactions;
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» lookback/traceback investigations; and

* post-donation information.

Section 13 New or amended terms and conditions

New or amended terms and conditions
13.(1) The Minister may add terms and conditions t@stablishment’s authorization or amend
its terms and conditions in either of the followicigcumstances:

(a) the Minister has reasonable grounds to beliegtiths necessary to do so to prevent a
compromise to human safety or the safety of blood;

(b) the establishment fails to provide the Ministar,written request, with sufficient evidence o
demonstrate that its processes will not comproimisean safety and will result in blood that dan
be determined safe for distribution, by the daecgped in the request.

Notice
(2) Before adding terms or conditions to an auttaiion or amending its terms or conditions, the
Minister must send the establishment a noticeest €5 days before the proposed terms and
conditions are to take effect that sets out theidtten's reasons and that gives the establishmént a
reasonable opportunity to be heard concerning them.

Urgent circumstances
(3) Despite subsection (2), the Minister may immaggly add terms and conditions to an authr-
ization or amend its terms and conditions if shee@has reasonable grounds to believe that if is
necessary to do so to prevent a compromise to hgafaty or the safety of blood.

Urgent circumstances — notice

(4) When the Minister adds or amends terms or ¢mmdi under subsection (3), the Minister
must send the establishment a notice that setheueasons for the new or amended terms gnd
conditions and that gives the establishment a redse opportunity to be heard concerning
them.

Removal of terms and conditions
(5) The Minister may, by notice in writing, remoaeerm or condition from an authorization if

she or he determines that the term or conditiomiknger necessary to prevent a compromide to
human safety or the safety of blood.

New or Amended Terms and Conditions placed on an Authorization

13(1) The BGTD may place or amend terms or conditionaroAuthorization in order to
address an identified safety risk, either withie tontext of an application for an Authorization
or an Application to Amend an Authorization, or side of the context of an application.

A Notice of Authorization (or Authorization Amendmt® with Terms and Conditions permits an
establishment to implement the processes proposisiapplication but with certain restrictions.
Terms and Conditions may be placed on a Noticeuthérization or Authorization Amendment

in the following example situations:
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1. to allow a pilot project or production trial to meed during which data is collected for
later review by the BGTD in support of the proposkenges;

2. to place conditions on an amendment, such as thereenent to provide post
implementation data — see examples of terms anditoms below;

3. to require the establishment to provide additialzh for an implementation with
multiple stages;

4. to require subsequent studies to be performed;
5. when actions are needed to address an emergengpathand

6. when a safety concern at the establishment hasitestified.
Terms and Conditions may include any of the follogvi

a. addition of a new donor screening test;

b. addition of a new donor screening question;

c. processing of a minimum number of donations asrdestin the application for an
Authorization or the application for an Amendmemtih Authorization;

d. limitations on the type of donations collected;

e. limitations on the type of activities that can lmaducted,;

f. limitations on the distribution of all or specititood components;

g. provision of donor safety monitoring data;

h. provision of quality control data on componentsgeissed,

i. provision of additional stability studies;

j.  provision of additional information, as necessary;

k. implementation of a corrective action due to amidied error or accident, following

communications or interactions with Health Canadhgslth Products and Food Branch
Inspectorate; or
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[. implementation of an improvement to component pssicey).

13(2) When Health Canada places terms or conditionsiokughorization, the Minister issues
a Notice of Authorization Amendment with Terms d@whditions. The Minister must give the
establishment 15 days to respond to the noticerAf days, the Terms and Conditions in the
notice take effect if there is no response fromasiablishment or the response does not
adequately address the risk. Discussion with theb&shment can occur prior to the application
of terms and conditions.

13(3) When urgent situations arise that put human safetlge safety of blood at risk, Health
Canada may immediately add or amend terms and tcmmslio an Authorization. An example of
an urgent situation is the emergence of a new gaththat has the potential to be transmitted by
blood.

Health Canada may also place urgent terms or gondibn an Authorization if an establishment
has not taken corrective actions to address ae bt has the potential to cause a serious error
or accident.

13(5) When the establishment addresses the identifietysask to Health Canada’s
satisfaction, through the implementation of charagebe establishment or providing sufficient
evidence to the Minister, Health Canada will remthesterms or conditions by communicating
in writing. Where the Terms and Conditions were applied irctmgext of an application for
Authorization or Authorization Amendment, an Apglion Closed Letter will be issued when
the safety risk has been adequately addressed.

Section 14 Suspension

Suspension

14.(1) The Minister may suspend all or part of an ati#ation in either of the following
circumstances:

(a) information provided by the establishment undsatisn 6 or 9 proves to be inaccurate or
incomplete; or

(b) the establishment fails to provide the Ministar,written request, with sufficient evidence o
demonstrate that its processes will not compromisean safety and will result in blood that dan
be determined safe for distribution, by the daecgped in the request.

Notice
(2) Before suspending an authorization, the Ministast send the establishment a notice that
(a) sets out the reasons for the proposed suspeastthe effective date;

(b) if applicable, indicates that the establishmensitake corrective action and specifies the
date by which it must be taken; and

(c) gives the establishment a reasonable opporttmibe heard concerning the suspension.
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Urgent circumstances
(3) Despite subsection (2), the Minister may immaggly suspend all or part of an authorizatign
if she or he has reasonable grounds to believattisatecessary to do so to prevent a
compromise to human safety or the safety of blood.

Urgent circumstances — notice

(4) When the Minister suspends an authorizatioreusdbsection (3), the Minister must send
the establishment a notice that

(a) sets out the reasons for the suspension; and

(b) gives the establishment a reasonable opporttmibg heard concerning the suspension.

14(1) The circumstances for suspension, described irgpgvhs 14(1H) and p), also apply to
establishments who received notices of approva¢uticeFood and Drug Regulationior to

the coming into force of thBlood Regulationssince the sum of these notices are considered to
be the establishment’s Authorization under the Bévod Regulations

Section 15 Reinstatement

Reinstatement
15.(1) Subject to subsection (2), the Minister musigtte an authorization if the establishme
provides the Minister with sufficient evidence tengbnstrate that its processes will not

compromise human safety and will result in blocat ten be determined safe for distribution

D
>
—

Partial reinstatement
(2) If the Minister does not reinstate any paréofauthorization that was suspended, the

Minister must amend the authorization to remové plaat.

Section 16 Cancellation

Cancellation

16. (1) The Minister must cancel an authorization thes of the following circumstances:
(a) the establishment fails to provide the Ministéthvthe evidence described in paragraph
14(1)®) within a reasonable period after the authorizatias suspended; or

(b) the establishment’s licence is cancelled undetice 29.

Notice
(2) When the Minister cancels an authorization,@hige must send the establishment a notide

that sets out the reasons for the cancellatiortlameéffective date.

Sections 17-29 Establishment Licences

Section 17 Establishment licence required

Establishment licence required
17. (1) An establishment that processes allogeneicdbleoexcept, subject to subsection ),
blood from a pre-assessed donor — or that impaasdomust have an establishment licencg to
do so.
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Test labs
(2) An establishment that tests blood from a pieessed donor for transmissible diseases or
disease agents must have an establishment licemitedo.

Processing allogeneic blood and importation

An establishment must obtain an Establishment ldediL) if they process allogeneic blood or
if they import blood. Processing activities incluttenor suitability assessment, collection,
testing, and blood component preparation. An eistailent must obtain an Establishment
Licence if it intends to conduct any processingvétgton behalf of another establishment.

Processing allogeneic blood by Pre-Assessed Donor Programs

Pre-Assessed Donor Programs that process allogeloeid do not require an Establishment
Licence, but are required to be registered withltig@anada pursuant to section 30 of Bieod
Regulations

Testing

Every establishment in Canada that performs testirajlogeneic blood, including the blood
collected by a Pre-Assessed Donor Program, reqairéstablishment Licence.

Testing by foreign establishments

If testing is conducted by a foreign establishnm@nbehalf of an establishment in Canada, the
testing establishment must be listed on the Esfatient Licence of the establishment in
Canada. Guidance on section 18 of Bh@od Regulationprovides further details on the
requirements for foreign establishments condudictgvities on behalf of establishments in
Canada.

Authorization before Establishment Licence

An Authorization issued by the BGTD must be gramigdr to the issuance of an Establishment
Licence, with the exception of testing conductadaf@re-Assessed Donor Program. See
sections 5-16 for further guidance regarding arh@uitation. (See section 20.)

An establishment may apply for both an Authorizattmd an Establishment Licence
simultaneously (i.e., an establishment does no¢ bawait to hold an Authorization before it
applies for an Establishment Licence). Howevesuoh a case, the Establishment Licence will
not be issued until the Authorization is approved.

An Authorization is not required prior to obtainiadRegistration.

Summary of Requirements
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Table 2. Comparison of Establishment Licensing and Registration
Requirements

Establishment Establishment Licence | Registration
Type/Activities

Processing allogeneic blood | Required Not Required
Importing Blood Required Not Required
Pre-Assessed Donor ProgramNot Required Required
Testing laboratory for Pre- | Required Not Required
Assessed Donor Program

Autologous Program Not Required Required
Transformation of Blood Not Required Required

Section 18 Application for establishment licence

Application for establishment licence

18.(1) An establishment must file with the Minister gpplication for an establishment licenc¢g

in the form established by the Minister. The almn must be dated and signed by a senior
executive officer and contain all of the followimgormation:

(a) the applicant’'s name and civic address, andassgb address if different;
(b) the civic address of each building in which relsowill be stored;

() in the case of an establishment that previoushdacted its activities under another na
that other name;

(d) the name and telephone number, fax number, exddiess or other means of communica
of a person to contact for further information cerming the application;

(e) the name and telephone number of a person t@cint an emergency, if different from t
person mentioned in paragra);

(f) a list of the establishment’s activities;

(g) a list of the whole blood and blood componentsréspect of which the activities are

proposed to be conducted;

(h) the civic address of every building in which rbposes to conduct its activities and a lis
the activities that are proposed to be conductezhan building;

(i) the name, civic address and licence number )if @hany other establishment that it propo
to have conduct any of its activities;

(j) sufficient evidence to demonstrate that the distainent can conduct its activities in acco
ance with its quality management system and their@ments of these Regulations and tha
activities will not compromise human safety or fadety of blood;

(k) in the case of an importer or an establishmeat giroposes to have any of its test

14
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conducted by a foreign establishment, the inforomatiescribed in paragraphes @nd ) to ()
with respect to every foreign establishment thaicpsses or distributes the blood that they
propose to process or import; and

() in the case of an establishment that proposesgort blood in urgent circumstances, all of
the information required by subsection 92(1).

Information on request
(2) An establishment must provide the Ministeryatiten request, with any information that the
Minister determines is necessary to complete thadwr's review of the application, by the dfte
specified in the request.

Section 18 of th®&lood Regulationspecifies the information must be provided in adsl
Establishment Licence Application Form. In the eotitof the Establishment Licences section of
theBlood Regulationsthe Minister’s Blood Establishment Licensing posvare exercised by
the Health Products and Food Branch Inspectorate.

Where to find the application form

The Blood Establishment Licence Application Fortong with instructions, can be obtained by
sending a request tblood_sang_guestions@hc-sc.gcEstablishments will be informed by
Health Canada of the location of the form whes @vailable.

It is the responsibility of the applicant to enstirat its Blood Establishment Licence Application
is accurate and complete in accordance with theirements of section 18 of ttisdood
Regulationsefore filing it with the Establishment Licensirigjlling and Invoicing Unit of the
Inspectorate. This will help prevent confusionpesr and delays in processing.

Where to file the application form
By email:elapplicationle@hc-sc.gc.ca

Buildings in Canada

Paragraph 18(1h)j requires the applicant to provide the civic adddssach building in Canada
in which the applicant proposes to conduct anydies with respect to blood.

Establishments that solely store blood do not megam Establishment Licence. All
establishments who store blood must do so in aecaelwith théBlood Regulations

Establishments conducting activities on behalf of the applicant

Paragraph 18(li)(requires the applicant to provide the name, adress and licence number
(if applicable) of any other establishment, inchglforeign establishments*, that (will) conduct
activities on their behalf.
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*Note: Foreign establishments, conducting actisitte behalf of an establishment in Canada, do
not require an Establishment Licence under Cand&latsd Regulationishowever, the foreign
establishment must be listed on the Establishmesinice of the establishment in Canada for
whom they are performing activities.

It is the responsibility of the applicant to enstivat appropriate written agreements are in place
for all activities contracted out to other estdients.

Evidence to demonstrate compliance with the Blood Regulations

Applicants are required to have sufficient evidettccdemonstrate their compliance with the
Blood RegulationsFurthermore, in this respect, Health Canada msydct the establishment
during the review of an application. (See paragrbe@(i){) and section 19 of thglood
Regulationg

Note: An establishment holding an Establishmenéhgz under thEood and Drug Regulations
should refer to section 127 (Transitional Provisjolor additional information.
Evidence required for foreign establishments

In accordance witparagraph 18(1kj, the applicant must provide sufficient evidence to
demonstrate that the foreign establishments meaetuirements of thBlood Regulationslf
approved, these foreign establishment(s) will thetisted on the Establishment Licence of the
establishment in Canada.

Sufficient evidence includes, but is not limited ttee following information:

» alist specifying the activities conducted at ebalding of that foreign establishment;
» acertificate from a Health Canada Inspector; or

* inthe absence of a certificate from a Health Caradpector, the following
documentation demonstrating that the foreign estaimlent meets the requirements of
theBlood Regulationsnust be filed:

a. The most recent (within the last 3 years) signsgeaction report issued by

i. aregulatory authority with which Canada has a MURecognition Agreement
e.g. Therapeutic Goods Administration (Australa),

ii. an authority which is a member of the Pharmacdultispection
Cooperation/Scheme [PIC/S]), e.g. United Statesifeom Drug
Administration;
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b. The corrective actions taken, if any, signed bgsponsible official of the foreign
establishment;

c. A copy of the foreign establishment’s procedureshndling deviations and out of
specification test results;

d. A copy of the quality agreement between the for@gpablishment and the
establishment in Canada including a list of thecgmeblood and blood components
for supply in Canada;

e. The Site Master File or equivalent document.

It is recognized that in some cases certain doctatien may not exist. In such cases, a written
justification explaining why the required documecasnot be filed should be provided to the
Inspectorate, along with other documentation thabepasses the required information.

Foreign establishment compliance evidence expiry dates

If a foreign building has a questionable compliahistory, repeat observations are noted, and/or
the Inspectorate requires additional informatioorider to fully assess compliance with the
Blood Regulationsa shortened validity period may be issued uhét tadditional information is
received and assessed.

» The validity assigned to foreign buildings will Bigned with the start date of the
filed inspection evidence.

* In most cases, the foreign building evidence welldonsidered valid for 3 years from
the start date of the inspection evidence.

The act of filing alone does not guarantee thafaheign establishment would be acceptable and
additional information may be requested.

Importation in urgent circumstances

In accordance with paragraph 18(},)an establishment in Canada that wishes to ingodd in
urgent circumstances must apply, in advance oiitipert in response to the urgent
circumstance, to include that activity on theirdbdishment Licence. The applicant must satisfy
all requirements under section 18 of Bleod Regulationsn addition to the information under
section 92 of th&lood RegulationsSee guidance under section 92 ofBh@od Regulation$or
further details on the filing of the required infeation. The importer in Canada of the blood may
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also be subject to an inspection to assess theiplkiance with théBlood Regulationgas it
relates to the activity of importing.
Information on request

In accordance with subsection 18(2), the Inspetgoray send a written request to the applicant
for any relevant information when necessary to detegghe review of the establishment’s
licence application. The applicant must provideabditional information in writing and by the
date specified in the request.

Section 19 Inspection

Inspection

19.(2) During the review of an application for an &dithment licence, the Minister may
inspect the establishment’s facilities and equipmemassess whether the applicant’s activitieg
are conducted in accordance with its proposed auttmn and with these Regulations.

Information on request
(2) An establishment must provide the Ministeryatiten request, with any information that ghe
or he determines is necessary to complete thedtispeby the date specified in the request.

Establishments may be inspected prior to the issiahthe Establishment Licence and,
therefore, must be prepared for the possibilitgroinspection when filing the application for an
Establishment Licence. Upon review of the completeplication form, the Establishment
Licensing, Billing and Invoicing Unit will adviséné appropriate Inspectorate Regional Program
office. An inspection will be scheduled as requiaed the inspection results will be
communicated to the establishment.

During an inspection, an establishment is inspefdetheir compliance with the requirements of
theBlood Regulationand their Authorization. The outcome of the inspecwill be
communicated to the Establishment Licensing, Bjllamd Invoicing Unit by the Regional
Program office. If & ompliantRating is issued, the Establishment Licence vélldsued to the
establishment.

Section 20 Issuance

Issuance

20.0n completion of the review of an application, Miaister must issue an establishment
licence, with or without terms or conditions, iftbaf the following requirements are met:
(a) an authorization has been issued with respdtietdlood — except blood from a pre-
assessed donor — that is proposed to be processegarted under the licence; and

(b) the Minister determines that the application jies sufficient evidence to demonstrate that
issuance of the licence will not compromise hunedety or the safety of blood.

Once the Inspectorate processes the establishnagmification, an Establishment Licence can
be issued if the following requirements are met:
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» an Authorization has already been issued in reggebe blood; and

» the Minister is satisfied that issuance of the Bigghment Licence will not compromise
human safety or the safety of blood.

Information related to licensed establishments

The information related to licensed establishmantSanada, including terms and conditions of
buildings in Canada, can be publicly available. &wmmple, the listing of licensed
establishments may be accessible via the Healtad2awebsite and public information may be
shared in response to specific inquiries madedalgpartment.

Establishment Licence expiry

An Establishment Licence issued underBih@od Regulationsvill not expire. However, licensed
establishments will be subject to regular inspedtito assess their continued compliance with
theBlood Regulations

Section 21 Refusal

Refusal
21.The Minister may refuse to issue a licence if shieeodetermines that any of the informatipn
provided by the establishment in its applicatiomaccurate or incomplete.

It is the applicant’s responsibility to ensure thatomplete and accurate application is filed with
the Minister as represented by the Inspectoraléeafth Canada. Failure to file a complete
application may result in the refusal of the apgien. If the application is refused, the
establishment will be informed in writing.

Section 22 Changes requiring application to amend licence

Changes requiring application to amend licence
22.(1) Before making any change that affects the médion provided under any of paragraphs

18(1)f) to (1), (k) and (), the establishment must, subject to paragrapb) 2f8€ with the
Minister an application to amend the licence.

Applications
(2) Sections 18 to 21 apply to an application teada licence, with any necessary
modifications.

Amendments (including additions, removals, modifaas, and corrections) to information
provided under any of paragraphs 181 (i), (k) and () can be filed with the Establishment
Licensing, Billing and Invoicing Unit using a Blodgktablishment Licensing Application Form
with an accompanying cover letter summarizing thmenges to be made. Please see the form for
further instructions.

If the application to amend the licence meets dugglirements of thBlood Regulationsan
updated Establishment Licence will be issued tlecethe amendment(s).
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Note: Temporary cessation of activities does nquiire an amendment or notification.

Section 23 Administrative changes — notice

Administrative changes — notice

23. An establishment must notify the Minister in wrdiof the following changes:

(a) as soon as possible after any change is madhe tinformation provided under any of
paragraphs 18(13] to (e); and

(b) within 30 days after the cessation of any licensetivity.

Establishments may use a cover letter and, if coew, a Blood Establishment Licence
Application Form, when notifying the Establishmé&ntensing, Billing and Invoicing Unit of
administrative changes. Please see section 18softidance for methods of filing.

Section 24 Changes requiring amendment of licence by Minister

Changes requiring amendment of licence by Minister

24.The Minister must amend an establishment licen@minof the following circumstances:
(a) an authorization is amended in a way that affdetanformation provided by the
establishment under any of paragraphs 18(i9(K);

(b) the Minister receives a notice from the estalptisht under paragraph 23(concerning a
change to the information provided under paragfgii)@);

(c) the Minister receives a notice from the estalfisht under paragraph 23that it has cease
one or more but not all of its licensed activities;

(d) an authorization is cancelled, and the cancehagifects the information provided by the
establishment under any of paragraphs 18§(i9((K).

j -

Change to Authorization before Establishment Licence

If a licensed establishment intends to add an iagtio their Establishment Licence, they must
first add the processing or importation activitiesheir Authorization.

Section 25 New or amended terms and conditions

New or amended terms and conditions

25.(1) The Minister may add terms and conditionsrt@stablishment licence or amend its
terms and conditions in either of the followingccimstances:

(a) the Minister has reasonable grounds to beliegtithis necessary to do so to prevent a
compromise to human safety or the safety of blood;

(b) the establishment fails to provide the Ministar,written request, with sufficient evidence o
demonstrate that the activities it conducts amompliance with these Regulations, by the daje
specified in the request.

Notice
(2) Before adding terms or conditions to a liceacamending its terms or conditions, the

Minister must send the establishment a noticeast |&€5 days before the day on which the
proposed terms and conditions are to take effettdbts out the Minister’s reasons and that
gives the establishment a reasonable opportunibe toeard concerning them.

Urgent circumstances
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(3) Despite subsection (2), the Minister may immaggly add terms and conditions to a licenc
or amend its terms and conditions if she or heréasonable grounds to believe that it is
necessary to do so to prevent a compromise to hgafaty or the safety of blood.

D

Urgent circumstances — notice

(4) When the Minister adds or amends terms or ¢mmdi under subsection (3), the Minister
must send the establishment a notice that settheueasons for the new or amended terms gnd
conditions and that gives the establishment a redse opportunity to be heard concerning
them.

Removal of terms and conditions

(5) The Minister may, by notice in writing, remoaeerm or condition from a licence if she or
he determines that the term or condition is no éomgecessary to prevent a compromise to
human safety or the safety of blood.

Outlining terms and conditions

If assigned, an establishment must comply withesths and conditions set out by the Minister.
These terms and conditions are outlined in thegeana conditions annex to the Establishment
Licence.

Removing terms and conditions

The Minister may remove a term or condition frora Establishment Licence if she or he
determines that it is no longer necessary. In suchise, an amended Establishment Licence will
subsequently be issued to the establishment.

Section 26 Additional information

Additional information
26.An establishment must provide the Minister, on tentrequest, with any additional relevant
information to demonstrate that the activitiesohducts are in compliance with these
Regulations, by the date specified in the request.

Section 27 Suspension

Suspension
27.(1) The Minister may suspend all or part of amlelsthment licence in any of the following
circumstances:
(a) information provided by the establishment undsatisn 18 or 22 proves to be inaccurate ¢r
incomplete;
(b) the establishment fails to provide the Ministar,written request, with sufficient evidence o
demonstrate that the activities it conducts amompliance with these Regulations, by the daje
specified in the request; or

(c) the establishment is not in compliance with theegulations.

Notice
(2) Before suspending a licence, the Minister nsesid the establishment a notice that
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(a) sets out the reasons for the proposed suspeasdthe effective date;

(b) if applicable, indicates that the establishmensintake corrective action and specifies the
date by which it must be taken; and

(c) gives the establishment a reasonable opporttmibye heard concerning the suspension.

Urgent circumstances
(3) Despite subsection (2), the Minister may imragzly suspend all or part of a licence if shg or
he has reasonable grounds to believe that it isssacy to do so to prevent a compromise to
human safety or the safety of blood.

Urgent circumstances — notice

(4) When the Minister suspends a licence underesaios (3), the Minister must send the
establishment a notice that

(a) sets out the reasons for the suspension; and

(b) gives the establishment a reasonable opporttmitye heard concerning the suspension.

An establishment may not conduct any activitie$ the Minister has suspended on their
Establishment Licence.

Section 28 Reinstatement

Reinstatement

28.(1) Subject to subsections (2) and (3), the Mimistast reinstate an establishment licence
the establishment provides the Minister with sigint evidence to demonstrate that it is in
compliance with these Regulations.

f

Exception — compliance history

(2) The Minister may refuse to reinstate an establient’s licence if its compliance history
demonstrates an inability to consistently condtscactivities in accordance with these
Regulations.

Partial reinstatement
(3) If the Minister does not reinstate any paradicence that was suspended, the Minister mjist
amend the licence to remove that patrt.

The Minister may refuse to reinstate all or paraofestablishment’s licence if the establishment
does not consistently comply with tBé&od Regulationsr theFood and Drugs ActAlthough

the Inspectorate will work with establishments tmy them into compliance with thi&ood
Regulationsif an establishment does not demonstrate will@sgnor consistently refuses to
implement corrective actions for non-compliancéhar corrective actions fall short of rectifying
the non-compliance, the Minister will not reinstéte establishment’s licence.

Section 29 Cancellation

Cancellation
29.(1) The Minister must cancel an establishment teein any of the following circumstancgs:
(a) the establishment notifies the Minister undeiagaaph 239) that it has ceased all activitieg
under the licence;

(b) the establishment fails to provide the Ministéthvthe evidence described in paragraph
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27(1)b) within a reasonable period after the licence suspended,

(c) the establishment’s compliance history demoresrah inability to consistently conduct its
activities in accordance with these Regulations; or

(d) no authorization under which the establishmeatgsses blood remains in effect.

Notice
(2) On the cancellation of a licence, the Ministerst send the establishment a notice that sets
out the reasons for the cancellation and the effedate.

An establishment is not allowed to conduct anwaas requiring a licence at a building for
which it does not hold an Establishment Licenceluding those where the licence has been
cancelled. If an establishment intends to commeuwtigities requiring a licence at a site for
which its Establishment Licence was cancelled,ustiile a new Blood Establishment Licence
Application Form.

Sections 30-37 Registration

Section 30 Requirement to register

Requirement to register
30. (1) An establishment that processes autologouzdblbat transforms blood or that has a gre-

assessed donor program must be registered under Regulations to do so.

Exceptions
(2) Subsection (1) does not apply to an establisttiiat only tests autologous blood or to an
establishment whose only transformation activitipipool cryoprecipitate.

Who is required to register?
TheBlood Regulationsequire each of the following establishments todggstered:

A. Establishments that collect autologous bloo@egx for those that only test autologous
blood samples

Establishments that conduct collection or compopegparation of autologous blood are
required to register with Health Canada. If ano#stablishment conducts the testing on
behalf of the establishment who colleatgologous blood, the applicant must list them
on their application. The establishment who codieaitologous blood is responsible for
the testing activity whether it is conducted bynther by another establishment on their
behalf.

Establishments that only test autologous blood $srgn behalf of an establishment that
holds a Registration to process autologous bloedat required to register.
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Contract establishments are listed as Other Estabi&nts on the Registration application
and registration certificate of the registrant.

B. Establishments that have a Pre-Assessed Doogrdn
C. Establishments that transform blood

Based on the definition efansformation if an establishment pools, irradiates or washes
blood, then they are required to register with He@lanada for those activities.
Establishments whose only transformation acti\stjoi pool cryoprecipitate are not
required to register.

In addition to the washing of red blood cells tmoee any trace of plasma proteins and
anticoagulant, the washing of thawed red bloodsdelremove the cryoprotectant is also
included in transformation activities.

See APPENDIX B for a Pre-Registration Self-Assesgriieol for Establishments applying for
a Blood Establishment Registration.

Section 31 Application for registration

Application for registration

31.(1) An establishment must file with the Minister @pplication for registration in the form
established by the Minister that contains all &f fibllowing information:

(a) the applicant’s name and civic address, andassgb address if different;

(b) in the case of an establishment that previoushdacted its activities under these
Regulations under another name, that other name,;

(c) the name and telephone number, fax number, eddriess or other means of communication
of a person to contact for further information cerming the application;
(d) the name and telephone number of a person t@aciointan emergency, if different from thg
person mentioned in paragraa;

(e) a list of the processing activities that the lls$ament proposes to conduct in respect of
autologous blood and a list of the whole blood bludd components that it proposes to procgss;
(f) a list of the transformation activities that #stablishment proposes to conduct and a list ¢f
all the whole blood and blood components thatappses to transform;

(g) a statement of whether the establishment has-aggessed donor program;
(h) the civic address of every building in which ibposes to conduct its activities and a list of
the activities that are proposed to be conductezhan building;
(i) the name and civic address of any other estabgsihthat it proposes to have conduct any|of
its activities; and

() a statement, dated and signed by a senior exeaufficer, that certifies both of the
following:

(i) that the establishment has sufficient evidetocdemonstrate that it is in compliance with

\174
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these Regulations, and
(i) that all of the information in the applicatiasm accurate and complete.

Information on request
(2) An establishment must provide the Ministeryatiten request, with any information that the
Minister determines is necessary to complete thadwr's review of the application, by the dfte
specified in the request.

Section 31 of th&lood Regulationspecifies the information that must be providethm Blood
Establishment Registration Application Form.
Where to find the application form

The Blood Establishment Registration ApplicationrRpalong with instructions, will be
available on the Health Canada website. Establiatsneill be informed by Health Canada of
the location of the form when it is available.

It is the responsibility of the applicant to enstirat the Blood Establishment Registration
Application Form is accurate and complete in acancg with the requirements of section 31 of
theBlood Regulationgefore filing it with the Establishment Licensirigjlling and Invoicing

Unit of the Inspectorate. This will help preventajes in processing.

Where to file the application form

By email:elapplicationle@hc-sc.gc.ca

Section 32 Registration

Registration
32.(1) On completion of the review of an applicatfonregistration, if the Minister determines
that the information provided in the applicatiorc@nplete, the Minister must register the
establishment and issue a registration number.

Refusal

(2) The Minister may refuse to register an esthbtisnt if she or he determines that the
information provided by the establishment in itplagation is incomplete or if she or he has
reasonable grounds to believe that issuance aktiistration could compromise human safety
or the safety of blood.

Inspection

Health Canada may inspect establishments priondéoa after the issuance of a registration
number.

Information related to registered establishments

The information related to registered establishménCanada, including terms and conditions
of buildings in Canada, can be publicly availaller example, the listing of registered
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establishments may be accessible via the Healtad2awebsite and public information may be
shared in response to specific inquiries madedalgpartment.
Registration expiry

Subject to section 37, there is no expiry for aiRtegtion and hence no renewal process.
However, an updated registration certificate walibsued if any amendments are made to its
corresponding Registration.

See also section 35 for Annual Statement of Compéia

Section 33 Changes — notice

Changes — notice

33. An establishment must notify the Minister in wriiof any change to the information
provided under section 31, within 30 days afterdag on which the change is made, and in the
case of a change to the information provided uadgrof paragraphs 31(#)(to (), include in
the notice another statement described in parag@afi)().

Notifications and amendments can be filed withEs&ablishment Licensing, Billing and
Invoicing Unit using a Blood Establishment Registma Application Form with an
accompanying cover letter summarizing the changegemPlease see the form for further
instructions.

It is recommended that establishments notify thalifishment Licensing, Billing and Invoicing
Unit of any changes as early as possible, as tiligshow these changes to be processed and
reflected on their registration certificates inmadly manner.

Section 34 Amendment by Minister

Amendment by Minister

34.The Minister may amend an establishment’s registrdb remove from it any activity or
building if she or he has reasonable grounds telthat it is necessary to do so to prevent
compromise to human safety or the safety of blood.

=

Removed activities

An establishment is not permitted to conduct artivgies requiring a Registration that have
been removed from or do not appear on their Registr. The establishment will be informed in
writing upon removal of activities from its Regaion, and will correspondingly receive a
revised registration certificate.

Removed buildings

An establishment is not permitted to conduct artivgies requiring a Registration in a building
that has been removed from or does not appeareanREgistration.
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Re-addition of removed activities/buildings

If a registered establishment would like to addeeed activities/buildings to their Registration,
it must file an application to Health Canada (asgsetion 31 of th8lood Regulations The
establishment may be subject to an inspection amloéoprovision of supporting documents to
verify the compliance of the requested activitiagthngs.

Section 35 Annual statement of compliance

Annual statement of compliance
35. An establishment must, by April 1 of each yearyve the Minister with a statement datefl
and signed by a senior executive officer that iestithat the establishment has sufficient
evidence to demonstrate that it is in compliandh Wiese Regulations.

Although an establishment’s registration numbersdua expire, the establishment must renew
their statement of compliance every year beforel Agtin order for their Registration number
to remain valid.

A registered establishment may renew their anmagment of compliance by using the Blood
Establishment Registration Application Form. Adalii@l instructions are provided with the
form.

If an establishment does not renew their annugsiant of compliance, the Minister may have
reason to believe the establishment is not in campé with theBlood Regulationand may
cancel the Registration as stated in section 37.

Section 36 Additional information

Additional information
36.An establishment must provide the Minister, on teritrequest, with any additional relevant
information to demonstrate that the activitiesoih@ucts are in compliance with these
Regulations, by the date specified in the request.

Section 37 Cancellation

Cancellation

37.(1) The Minister may cancel a registration in ahthe following circumstances:

(a) the Minister receives a notice under sectionthz® the establishment has ceased all of its
activities that are the subject of the registrgtion

(b) information provided by the establishment undsatisn 31 proves to be false or misleading;
(c) the establishment has not complied with a regieestdditional information made under
section 36;

(d) the establishment fails to take any correctivioaavithin the required period; or

(e) the Minister has reasonable grounds to belieakttle establishment is not in compliance
with these Regulations or that human safety os#iety of blood could be compromised.

Notice
(2) Before cancelling a registration, the Ministemst send the establishment a notice that
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(a) sets out the reasons for the proposed cancellatid the effective date;

(b) if applicable, indicates that the establishmensintake corrective action and specifies the
date by which it must be taken; and

(c) gives the establishment a reasonable opporttmibe heard concerning the cancellation.

Urgent circumstances

(3) Despite subsection (2), the Minister may immaé&gly cancel a registration if she or he has
reasonable grounds to believe that it is necedsaty so to prevent a compromise to human
safety or the safety of blood.

Urgent circumstances — notice

(4) When the Minister cancels a registration ursidrsection (3), the Minister must send the

establishment a notice that

(a) sets out the reasons for the cancellation;

(b) if applicable, indicates that the establishmensitake corrective action and specifies the
date by which it must be taken; and

(c) gives the establishment a reasonable opporttmitg heard concerning the cancellation.

Action by establishment on cancellation

(5) On the cancellation of its registration for aegson set out in paragraphs1¢1 6 (e), the
establishment must immediately notify any estaibtisht to which it distributed blood that it
processed or transformed during the period seindiie notice that its registration has been
cancelled and the effective date of the cancefiatio

An establishment is not permitted to conduct artivgies requiring a Registration at a building
that is not registered or for which its Registratie cancelled. If an establishment intends to
conduct activities requiring a Registration, it infiie a new Blood Establishment Registration
Application Form.

Sections 38-58 Processing
Sections 38-44 Donor Suitability Assessment

Section 38 Non-application — autologous donations

Non-application — autologous donations

38. Sections 39 to 44 do not apply to an autologounstion.

The donor suitability assessment of an autologdasdbdonor is not within the scope of the
Blood Regulations

Section 39 Licensed establishments

Licensed establishments
39. A licensed establishment that collects allogeb&od must, before the collection, assess|the

donor’s suitability to donate against the estalptisht’s authorized criteria.
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Authorized criteria for donor suitability assessment

Section 39 only applies to licensed establishmiaiscollect allogeneic blood for transfusion or
for further manufacture.

A registered establishment that collects blood feopre-assessed donor is not required to have
authorized criteria, therefore, section 39 doesapply. See subsection 5(2) for the Pre-Assessed
Donor Program exception.

A physician or physician substitute must assedasnmapheresis donor’s suitability to donate.
See 1.5 Definitionghysicianandphysician substitute

Criteria included in a donor suitability assessment

A donor suitability assessment includes donor stngeand donor deferral criteria. A deferral
occurs when a donor is temporarily or indefinitehsuitable to donate blood. See section 1, the
Interpretation section, for guidance concerningdégnition ofdonor suitability assessment

Requirement for operating procedures

Donor suitability assessment criteria approved bglth Canada protects human safety and the
safety of blood. The establishment must developraaithtain operating procedures describing in
detail the criteria and the methods for assessimgdsuitability. The establishment’s operating
procedures must also specify frequency of donatr@hdonor deferral time frames. See section
95 for further guidance concerning the requirenfienbperating procedures.

Requirement to file significant changes to donor suitability assessment criteria

An establishment must apply to the BGTD to ameredt thuthorization prior to implementing
significant changes to its donor suitability aseesst criteria. See section 9 for guidance on
significant changes to authorized processes.

Requirement to provide foreign establishment’s donor suitability assessment
criteria if importing blood

If a licensed establishment proposes to importdldley must provide the foreign
establishment’s donor suitability assessment @itgith their application for an Authorization

or an amendment to their Authorization. This mustup prior to the establishment importing the
foreign blood.
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Section 40 Past unsuitability

Past unsuitability
40. In conducting a donor suitability assessment,saalbdishment must verify whether the dorfor

has been previously determined unsuitable, andein why and the duration, if applicable.

This section applies to licensed establishmentscibifect allogeneic blood as well as to
registered establishments that have a Pre-Ass&sssal Program.

Accessibility of donor deferral records

A licensed or registered establishment must hasyestem for retaining and accessing donor
deferral records. An establishment should havestesyto check the donor deferral records of
other licensed establishments in Canada.

Considering the suitability of a donor by checking donor deferral records

When considering the suitability of a donor, arised or registered establishment must
» confirm the donor’s identity;
» use the donor’s name to check its donor deferistesy; and
» record the reason for the deferral and the durati@pplicable.

As stated in subsection 88(1), a regular donoability assessment, including past unsuitability,
must occur every 3 months for pre-assessed donors.

Requirement to keep records of determinations of donor unsuitability

See items 5 and 6 in the Table to section 119, iIke@nd retention periods, for the requirement
to keep records of determinations of donor unsilitab

Section 41 Donor screening

41. In conducting a donor suitability assessment,saabdishment must take both of the
following steps:

(a) obtain information from the donor by use of a quesaire or other similar means about
their identity and medical history, and their sbbigtory to the extent that it is relevant in
determining the presence of risk factors for dissasansmissible by blood; and

(b) provide the donor with information about the risissociated with donating blood and the
risks to the recipient of contracting a transmilesibsease.

41(@@) and (b) Subsections 4&) and ) apply to licensed establishments that collecgaheic
blood as well as to registered establishmentshifna® a Pre-Assessed Donor Program.
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General donor screening requirements for allogeneic blood donors

41(@) On the day of donation, a licensed or registerggbéshment must assess the donor in
accordance with all of the requirements in secibnThe establishment must conduct donor
screening in an area that provides privacy. Thabdishment must provide the donor with
opportunities to ask questions and to exclude tbéras from donating.

A licensed establishment must base donor suitglafitthe following Health Canada approved
criteria:
» frequency of donation;

» donor deferral criteria, see section 39;
* laboratory test results, see section 56;
» donor medical history and/or physical examinatigm

» donor social history.
Screening a pre-assessed donor

Registered establishments that have a Pre-AssBgseat Program should have a donor
screening process that reflects the Health Cangigi@@ed criteria listed on a licensed
establishment’s donor screening questionnaire.eAggsessed donor should meet the same
donor suitability requirements as an allogeneio8ldonor whose blood is destined for the
general blood supply. See section 42 of this quidalocument for details concerning exclusion
criteria.

Donor medical history and social history

A donor’s medical history refers to (1) conditidhat could pose a risk to the donor, and (2)
vaccinations, medications and transmissible disethsd could pose a risk to the recipient.

A donor’s social history refers to the prior adies of a donor that could put the donor and
recipient(s) at risk for infection with transmidgilulisease(s).

See section 1, the Interpretation section, for gergriidance about medical history and social
history in the context of donor suitability assessment
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Requirement to provide information about risks

41() A licensed or registered establishment must infivendonor of the following:
» any potential risks to the donor’s health arisirayf donating blood;
» any potential risks to the recipient of contractsngansmissible disease; and

» any other information that is necessary for theadda make an informed decision to
donate blood.

Establishments must have documentation, includagpgepor electronic documents, that
communicates all of the risks in plain language ¢hdonor can easily understand. A donor must
have the opportunity to change their decision teati® at any time.

Requirement to keep records of donor suitability assessment

See item 4 in the Table to section 119, Recordsatedition periods, for the requirement to keep
records of donor suitability assessment.

Section 42 Exclusion criteria

Exclusion criteria

42. An establishment must determine that a donor ssiitzble to donate if any of the
information obtained under sections 39 to 41 inisahat human safety or the safety of bloo
could be compromised.

p =

Section 42 applies to licensed establishmentsctiibct allogeneic blood as well as to registered
establishments that have a Pre-Assessed Donorapmogr

A licensed or registered establishment’'s donomability assessment process must identify and
manage conditions and factors that could affectdrusafety or the safety of blood.

Requirement to defer a donor — licensed establishment

A licensed establishment must defer a donor ifdiveor does not meet the establishment’s
authorized donor suitability assessment criteridoAor deferral must also occur for any other
medical reason that could affect human safety @stiety of blood. The donor’s temporary or
indefinite deferral depends on the criteria thatttid not meet.
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Requirement to defer a donor — registered establishment with a pre-assessed
donor program

A registered establishment with a Pre-Assessed DRragram must determine the donor's
suitability to donate based on the most curremé¢a for allogeneic blood donors. It is
recommended that the Pre-Assessed Donor Progratactdine licensed establishment in their
jurisdiction, to obtain the applicable criteria ahé donor screening questionnaire.

Section 43 When donor determined unsuitable

When donor determined unsuitable
43.If a donor is determined unsuitable to donate gdtablishment must not collect blood from

that donor and must inform the donor of the reasdmgsthey are not suitable to donate and
indicate the date, if any, when the donor will agaé suitable to donate.

Section 43 applies to licensed establishmentscthict allogeneic blood as well as to registered
establishments that have a Pre-Assessed Donoraanogr

Requirement to inform the donor of their deferral information

The licensed or registered establishment mustnmtbe donor of the reason(s) why they must
not donate blood during the deferral period. Whemmunicating deferral information to the
donor, a licensed or registered establishment make sure that the donor clearly understands
the date, if any, when the donor is eligible to @tlerblood. An establishment may inform the
donor of the deferral either in person or in witin

Requirement to defer an unsuitable donor in a pre-assessed donor program

As stated in section 88, a regular donor suitgbdgsessment must occur every 3 months for pre-
assessed donors. A registered establishment mayrdee a pre-assessed donor as unsuitable to
donate either during the regular assessment or diatedy prior to collection. A registered
establishment must defer an unsuitable pre-assessendl either indefinitely or temporarily.

During the deferral period, the registered esthbiisnt must not collect blood from the donor.
See section 42 for guidance concerriReguirement to defer a donor — registered
establishment with a pre-assessed donor program

Requirement to keep records of determinations of donor unsuitability

See items 5 and 6 in the Table to section 119, iIkle@nd retention periods, for the requirement
to keep records of determinations of donor unsilitgbalso known as donor deferral records.
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Section 44 When donor determined suitable

When donor determined suitable

44.(1) If a donor is determined suitable to dondie,dstablishment must take both of the
following steps:

(a) assign a donor identification code to the doifdhe donor does not already have one; angl
(b) instruct the donor to inform the establishmenrgither of the following situations:
(i) the donor develops, within the periods setindhe establishment’s operating procedures,|an
illness or condition that may potentially comproeniee safety of donated blood, or

(ii) after the donation the donor has any reasdret@ve that their blood should not be used.

Reassessment

(2) On receipt of any post-donation information engaragraph (19, the establishment must
evaluate the information to reassess the safetyeofurrent and any other donation made by fhat
donor and the donor’s suitability for future dooas.

Notice
(3) If the reassessment shows that the safetyedblitod may have been compromised and the
establishment has already distributed the bloadust notify every person to which it
distributed the blood to that effect, and if theom is an establishment, specify in the notice gha
the blood must not be distributed or transfused.

44 Subsections 44(1) and (2) apply to licensed esfatnients that collect allogeneic blood
as well as to registered establishments that h&re-#ssessed Donor Program.

Requirement for an establishment to assign a donor identification code

44(1)@) An establishment must assign a donor identificatiode to a donor, if the donor is
determined suitable to donate and if the donor do¢slready have one. Registered
establishments should refer to subsectiotBf( guidance concerning donor identification
codes for pre-assessed donors.

Post-donation information — licensed establishment

44(1)b) A licensed establishment must inform the donowaldhen to provide the
establishment with post-donation information. Tindudes any information provided by the
donor that may affect the safety of the blood tegyated, such as the following:

» the donor discovers or develops an illness, diseasendition;

» the donor recalls any information or history thejidve was omitted during the
screening process; or

» the donor has any other reason for why the estabéat must not use their blood.
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44(2) When a licensed establishment receives post-domatformation, this information must

be taken into account when determining the safefydonor’s blood for transfusion or blood for
further manufacture into a drug for human use.canised establishment must consider the safety
of both current and previous donations when itikexsea report of post-donation information.

Furthermore, upon receipt of post-donation infororgta licensed establishment must reassess
the donor’s suitability to donate blood in the fatdior transfusion or for further manufacture.

Post-donation information — registered establishment with a pre-assessed
donor program

44(1)p)(i)) A registered establishment should follow clause/sat the CSA Blood Standard
when instructing a pre-assessed donor about tloetiieg of post-donation information related to
the development of an iliness or condition thatld@ifect the safety of the blood they donated.

44(1)p)(i)  Blood collected from a pre-assessed donor is usetediately in an emergency

situation. However, a registered establishment miilktnstruct pre-assessed donors to inform
the establishment if, after their blood has bedleced, they have any reason to believe that

their blood should not have been transfused.

44(2) With respect to post-donation information, a resgisd establishment with a Pre-Assessed
Donor Program should follow clauses 19.1.2 throii@li.6 of the CSA Blood Standard.

Lookback Procedure for a licensed or registered establishment

A licensed or registered establishment must perfofookback procedure on previous donations
from an allogeneic blood donor whose blood or blooghponents have evidence of confirmed
infection for at least any of the following:

a. HIV 1 and 2
b. HCV

c. HBV

d. HTLV I/l

e. WNV

Licensed establishments should refer to sectioansPsubsection 56(1) of this guidance for
clarification of testing requirements.

A report of post-donation information affects thetability of the current donation and must also
be considered for previous donations, dependintp@type of information reported. Post-
donation information triggers a lookback proceduben there is a nucleic acid positive test

Date Adopted: 2014/05/12; Effective Date: 2014/10/23 91



Health Canada
Guidance Document Guidance Document: Blood Reigulsit

result or serology tests are reactive and confirpasitive for the transmissible diseases or
disease agents listed above.

The medical director should be consulted, as neatiethg a lookback procedure.

See 1.5 Definitiondpokback See also subsection 56(1) for guidance on lodkpeacedures.

Requirement if a reassessment shows the safety of the blood may have been
compromised

44(3) When a licensed establishment determines thrasgkassessment of the post-donation
information that the safety of the blood might hseen compromised, it must notify every
establishment and person (e.g., blood productdatmr) to whom it distributed the blood.

When a licensed establishment notifies any estabkst(s) to whom it distributed blood for
transfusion the notice must say that the blood masbe further distributed or transfused.

Sections 45-51 Collection

Section 45 Licensed establishments

Licensed establishments
45. A licensed establishment that collects allogeb&®od must do so in accordance with its

authorization.

Requirement to collect allogeneic blood in accordance with an Authorization
A licensed establishment must collect allogenedo8lin accordance with its Authorization.
Requirement to file significant changes to collection processes

An establishment must file for review and apprdwaHealth Canada any significant changes to
its collection processes. See section 9 for guidamcsignificant changes to an authorized
process.

Section 46 Donor identification code

Donor identification code
46. An establishment that collects autologous bloodtrassign a donor identification code to
the donor.

Section 47 Donation code

Donation code
47. An establishment that collects blood must assidaration code to every unit of blood th

Date Adopted: 2014/05/12; Effective Date: 2014/10/23 92



Health Canada
Guidance Document Guidance Document: Blood Reigulsit

[ it collects and link the code in its records to domor identification code. |

Section 47 applies to licensed establishmentsctiibgct allogeneic blood and registered
establishments that collect autologous blood.

Requirement to have a donation code assigned at the time of the blood
donation

Each unit of blood must have a donation code assdigi the time of the blood donation.
Record-keeping procedures must allow for a linkveein the donation code and the donor
identification code. For traceability purposeseatablishment must be able to identify the donor
of a specific donation and all other donations fitthe same donor. The donation code must link
the donor, applicable samples collected, unit 06d] time or date of collection, and donor
suitability assessment recor@onation codeanddonor identification codare defined in

section 1, the Interpretation section, of Bleod Regulations

Registered establishment — Pre-Assessed Donor Program
A registered establishment with a Pre-Assessed Dieragram should refer to subsectionl9(

Section 48 Labelling of containers
Labelling of containers

48. Subject to section 59, an establishment that dsllelood must ensure that every containgfr is
labelled in accordance with section 63 at the tirinéne collection.

Labelling of containers in accordance with section 63

Establishments that collect blood, with the exaaptf blood collected from a pre-assessed
donor, must label every container at the time diection in accordance with section 63. A
registered establishment with a Pre-Assessed D@rogram should refer to section 90 for
specific labelling requirements.

Section 49 Collection procedures

Collection procedures

49. (1) An establishment that collects blood must emtdhe collection in the following way:
(a) use aseptic methods;

(b) use collection equipment that is licensed undeMedical Devices Regulations

(c) use containers that are licensed undeMbdical Devices Regulatiorsd free from defectg
or damage; and

(d) record the container lot number in the record$lank it to the donation code.

Reuse of containers prohibited
(2) An establishment must ensure that the contsitinat it uses are used only once.
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Blood donation collection procedures

49 All of the requirements in section 49 must be melicensed establishments that collect
allogeneic blood and by registered establishmdratisdollect autologous blood or blood from a
pre-assessed donor. A registered establishmentviiie-Assessed Donor Program must also
meet the Pre-Assessed Donor Program collectiorireggants in section 89.

49(1)b) A licensed or registered establishment must udeatmn equipment licensed under the
Medical Devices Regulations

Use of an automated apheresis device to collect autologous blood

In addition to the requirement for collection equgnt to be licensed under thkedical Devices
Regulationsaregistered establishmeshould meet the following requirements if it uaes
automated apheresis device to collect autologausdbl

1. In order to ensure human safety and the safetiyeoblood, a registered establishment
should follow collection protocols and procedurpsdfic to the apheresis device. The
registered establishment’s operating proceduresldhspecify, for each type of blood
component or combination, all requirements aneGatto achieve these goals.

2. The requirements and criteria to achieve the getaled above should be based on
clinical and scientific evidence and the most uléte scientific knowledge supporting
the chosen criteria.

Container lot number

49(1)d) After recording the container lot number, a li@sher registered establishment may
over-label the lot number barcode with the bloothponent label. In cases where a licensed or
registered establishment over labels the lot nurbbecode, the establishment should leave the
lot number text as eye-readable on the contaithel.ldhe establishment must have a system to
trace the specific container lot number associatéiueach donation.

Reuse of containers prohibited

49(2) A licensed or registered establishment must ondéyausontainer once to collect blood.
The sterility of the container must not be breached

Section 50 Samples

Samples
50. An establishment that collects blood must obtaim@es of blood for testing at the same

time as the collection in a way that avoids contation of the donated blood and the samples.
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Blood sample collection requirement for establishments that collect blood

Section 5Gapplies to licensed establishments that colleogalheic blood and registered
establishments that collect autologous blood oodblivom a pre-assessed donor.

Additional requirement for a registered establishment with a pre-assessed
donor program

In addition to meeting the requirement in sectiGnhen collecting a sample of blood, a
registered establishment must also comply withrélgglirement in subsection &)@fter
collecting a sample of blood from a pre-assessedrdo

Section 51 Autologous donations

Autologous donations

51. An establishment that collects autologous bloodtmu

(a) comply with the criteria set out in section 12.8f the standard; and

(b) when appropriate, adjust the volume of the blooltected and the volume of anticoagulan
based on the donor’s weight.

Autologous donations — volume of blood and volume of anticoagulant

51() When considering the volume of blood to collecthiran autologous blood donor and the
volume of anticoagulant needed, a registered eskabént should refer to clauses 6.2.4 and
12.1.4 of the CSA Blood Standard.

Sections 52-56 Testing

Section 52 Authorization

Authorization
52. A licensed establishment that tests allogeneiotle- except blood from a pre-assessed
donor — must do so in accordance with an authoozat

Requirement to test allogeneic blood in accordance with an Authorization

The establishment that holds the Authorization sesuthe responsibility for the testing activity
and is required to apply to Health Canada for athéwization or for Authorization amendments
for that activity.

Exception — Testing of allogeneic blood from a pre-assessed donor

The testing of blood from a pre-assessed donor beisbnducted by a licensed establishment as
stated in subsection 17(2). A licensed establishnien tests blood from a pre-assessed donor
must conduct the testing in accordance with sestidib), 88 and 89.
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Contracting testing activities to another establishment

An establishment that holds an Authorization mayt@ct out processing activities to an
establishment in Canada or a foreign establishni@n&éxample, testing of blood samples for
viral markers. Health Canada does not require dinéract establishment that tests the blood
samples to apply for an Authorization as long &y ttho no other allogeneic blood processing
activities. Health Canada does require a contrstedbishment in Canada to file an application
with Health Canada for an Establishment Licence ¢sztion 17). Health Canada does not
require the foreign testing establishment to holdEatablishment Licence in Canada. See
sections 17 and 18 of this guidance for more infdgrom for testing contracted to foreign
establishments.

If an establishment contracts the testing to amathtablishment, the testing must be conducted
in accordance with the contracting establishmehtighorization. See subsection 5(1),

paragraphs 6(10§, 6(1)() and 6(1)K).

Tests that Health Canada considers appropriate and effective for testing
allogeneic blood

All allogeneic blood donors must be tested and domegative or non-reactive for transmissible
diseases and disease agents using appropriatéfective tests performed on a sample obtained
from each donation. See sections 88 and 89 fdndudetails concerning testing blood samples
from pre-assessed donors.

A test kit used by a laboratory in Canada is careid appropriate and effective if the following
requirements are met:

1. ltis licensed for the detection of the transmikesiisease agent or marker in accordance
with the licensing requirements indicated underRbed and Drugs Acand theMedical
Devices Regulationgnd

2. The establishment uses a test kit:

a. in accordance with the test kit manufacturer’srunstons;

b. in accordance with their Authorization for the dwiten of a transmissible disease
agent or marker; and

C. that is equivalent or exceeds the specificity abgivity that is required.
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An establishment’s Authorization lists the diseagents and markers for which an establishment
must carry out transmissible disease testing agatieic blood for transfusion or for further
manufacture.

Testing of samples from each allogeneic blood donation for further manufacture

Health Canada requires that an establishmentaegtles from each allogeneic blood donation
for further manufacture for transmissible diseagenss or markers, including:

a. antibodies to the human immunodeficiency vityse 1 and type 2 (anti-
HIV-1 and anti-HIV-2);

b. hepatitis B surface antigen (HBsAQ);
C. antibodies to hepatitis C virus (anti-HCV); and

d. nucleic acid testing (NAT) for HIV-1, HCV, and&V.

A licensed establishment must test a sample fdniBypsing a non-treponemal or treponemal-
specific assay as per the frequency specifiedaretitablishment's Authorization.

When licensed in vitro diagnostic devices are unavailable

If no in vitro diagnostic device (which may include both theitgsplatform and the test kit) —
licensed in Canada — is available to test for di@dar disease agent or marker, a licensed
establishment may

* use ann vitro diagnostic device that has received Special Acoegsvestigational
Testing authorization by the Medical Devices Bureherapeutic Products Directorate,
Health Canada; or,

» apply for an amendment to their Authorization te as in-house test kit.

For anin vitro diagnostic device that has received Special Acoegsvestigational Testing
authorization by the Medical Devices Bureau, therised establishment must follow thevitro
diagnostic device manufacturer’s instructions,udahg the following:

a. the collection, handling, and storage of blood spens;
b. the time frame within which samples must be testeapplicable;

c. the procedure for testing; and
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d. the interpretation of the test results, includihg interpretation of repeat reactive or
positive results.

The licensed establishment applying for an amendlboetheir Authorization to use the in-house
diagnostic devicenust include the instructions required and itemiretthe list a—d above, in
addition to the full set of validation data suppuytthe use of the in-house diagnostic device in
their processing activities.

When testing is performed by a laboratory outside of Canada

If testing is performed outside Canada, the follugvinformation must be provided to Health
Canada as part of the Authorization:

a. details of transmissible disease agents or magk@iserology testing to be employed
in blood screening testing;

b. algorithms to be used for each marker, in casaitiél reactive tests;
c. alist of all test kits currently in use at theifigy;

d. certification that the kit is approved by the Uditstates Food and Drug
Administration, or Health Canada's Medical DeviBeseau, or alternatively,
approval to use the kit must be obtained from Hhe@linada’s Biologics and Genetic
Therapies Directorate;

e. evidence of the regulatory compliance of the testatility;
f. confirmation of the date of the last audit by tktablishment of the contract facility
and the proposed time frame for subsequent audits;

g. a copy of the most recent United States FDA 48%revlapplicable, and a copy of the
response provided; and

h. proof of an internal or external auditing systemtfee contract testing facilities.

Bacteriological testing of platelets

A licensed establishment that collects or preppl&lets must have a method, authorized by
Health Canada under ti#ood Regulationsto detect bacterial contamination of platelets.
Completion of bacteriological testing is not neegggrior to release of blood components for
transfusion.
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A licensed establishment’s quality management systeist have protocols in place for the
management of platelet units and associated compofer which there is a reactive result. See
section 94 for quality management system requirésnen

Quality control testing
See paragraph 94(b)(of this guidance for quality control testing.

Section 53 Autologous donations — transmissible disease testing

Autologous donations — transmissible disease @stin

53. An establishment that collects autologous bloogtrtest a sample of the blood using
appropriate and effective tests for transmissideakes and disease agents in accordance with
section 12.3.1.2 of the standard.

Frequency of transmissible disease testing — autologous donations

When a registered establishment collects moredhardonation from an autologous blood
donor over a 42-day period, testing is only requwa the first donation for transmissible disease
agents listed in clause 12.3.1.2 of the CSA Bloh@ard. Once a new 42-day period begins,
the establishment must test the donor’s first agimlis donation for that period.

Appropriate and effective tests for transmissible diseases and disease agents

Health Canada considers tests for the followingdtibus disease markers to be appropriate and
effective in order to comply with clause 12.3.1f2he Standard:

a. antibodies to the human immunodeficiency vityse 1 and type 2 (anti-HIV-1 and
anti-HIV-2);

b. hepatitis B surface antigen (HBsAQ);

antibodies to hepatitis C virus (anti-HCV); and

d. antibodies to human T-lymphotropic virus tymnt type Il (anti-HTLV-I
and anti-HTLV-II).

o

Nucleic acid testing and syphilis testing of autjdos donors is not required.

Section 54 Autologous donations — ABO and Rh

Autologous donations — ABO and Rh

54.(1) An establishment that collects autologous dlowst test a sample of the blood at the
time of each donation to identify both of the feliag:

(a) the ABO group; and

(b) the Rh factor, including weak D testing when ayppiate.

Comparison of results
(3) The establishment must compare the results oetts tonducted under paragraphsajl)(
and p) with the last available results, if any, for tidanor.
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Discrepancies
(3) If the comparison indicates a discrepancy giétablishment must repeat the tests and mupt

not transfuse the blood until the discrepancy s®ikeed.

Section 55 Medical devices

Medical devices
55. When testing autologous blood or blood that isectéd from a pre-assessed donor, an

establishment must use medical devices that aedexd under thigledical Devices Regulation
for the following purposes:

(a) either for diagnosis or for screening donorghim case of autologous blood; and

(b) for screening donors, in the case of blood thabilected from a pre-assessed donor.

\*zJ

Test kit requirements for testing autologous blood

55(@) Subsection 5% applies to registered establishments that tastagous blood.

Test kits licensed as diagnostic assays or asrsngeassays must be used when testing
autologous donations. The use of unlicensed testkiincluding in-house tests — is prohibited.

The registered establishment must follow the téshknufacturer’s instructions including the
following:

a. the collection, handling, and storage of blood speas;

=4

the time frame within which samples must be testeapplicable;

o

the procedure for testing; and

Q

the interpretation of the test results.

Registered establishments must have operating guoee for transmissible disease testing that
conform with the manufacturer’s instructions. Wieecontract laboratory or another
establishment tests the samples, the establishmgsttensure that the operating procedures of
the testing laboratory conform with the test kitmagacturer’s instructions. See section 95 for
guidance concerning operating procedures.

Test kit requirements for testing allogeneic blood from a pre-assessed donor

55() A licensed establishment must test allogeneic bfomu a pre-assessed donor for
transmissible disease agents and markers usingteltensed for donor screeniriyy Health
Canada. An establishment must not use test kaadied for diagnostic use to test allogeneic
blood for transmissible diseases or disease agents.
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Donor screening test kits are licensed based dimgethat has been conducted in a population
with a low disease prevalence (e.g. healthy blamtbds), with an emphasis on test sensitivity.

In contrast, diagnostic test kits are licensed thasetesting conducted in a symptomatic
population, with an emphasis on test specificityud, Health Canada considers test kits licensed
for donor screening as more appropriate for scnegallogeneic blood donors.

Section 56 Test results

Test results — allogeneic blood

56. (1) An establishment that collects allogeneic dlawst immediately take all of the
following actions if a donor’s blood is positive @peat reactive for a transmissible disease
agent or marker listed in its authorization as @tr@ndication to use:

(a) quarantine any blood that was collected from tloator at that donation;

(b) identify and quarantine any other implicated loldmm the same donor in the
establishment’s possession; and

(c) notify every person to which it distributed arfytloe implicated blood from the same dono
of the test results and, if the person is an estaikent, specify in the notice that the blood myst
not be distributed or transfused.

Test results — autologous blood
(2) An establishment that collects autologous blongt inform the donor’s physician of any ¢
the test results described in section 12.3.1.6@6tandard.

—h

Test results that are a contraindication to use allogeneic blood

56(1) A licensed establishment must not distribute alh@je blood or plasma for transfusion or
for further manufacture if any test results fongmissible disease agents or markers, as required
by their Authorization, are positive or repeat taac Any test results for transmissible disease
agents or markers — that are a contraindicatiarséthe blood — must be negative.

In the case of a repeat reactive or positive tasa transmissible disease agent or marker listed
in the establishment’s Authorization as a contraiaiibn to use, the establishment must notify
as soon as possible every establishment and pérspnblood product fabricator) to which it
distributed any implicated blood from the same dono

Exception — Cytomegalovirus testing

A licensed establishment that collects allogen&odb for transfusion may choose to test certain
donors for cytomegalovirus (CMV). Health Canadaremends that a donor who previously
tested negative for cytomegalovirus be retestedelh donation, if the establishment intends to
label and distribute the unit of blood as CMV negatSee clause 8.6.5.3 of the CSA Blood
Standard. If a unit of blood is CMV positive, it&Rnot require any special treatment or
labelling. An establishment may distribute CMV g blood.
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Interpretation of Transmissible Disease Test Results — Allogeneic donation

» All test results must be negative in order for ardw to be suitable.

» If test results are initially reactive, the estabinent must repeat the testing of the sample
as per the package insert instructions.

» If the donor’s specimen is repeatedly reactiveasifpre for a transmissible disease agent
or marker listed in the establishment’s Authoriaatithe establishment must not release
the blood for transfusion or for further manufaetur

» If a donor’s specimen tests positive for a transible disease agent or marker the donor
must be deferred in accordance with the critesi@dl in the establishment’s
Authorization. In the case of a positive donor speo from a pre-assessed donor, see
section 42 for guidance concerniRgquirement to defer a donor — registered
establishment with a pre-assessed donor program

* When an allogeneic unit of blood is repeat reaativpositive for a transmissible disease
agent or marker, an establishment must inform ats&blishments to whom it
distributed any blood from the same donor.

» Alicensed establishment must include the integti@t of the transmissible disease test
results, according to the test kit manufacturer&riuctions, when determining if blood is
safe for distribution.

Donor Re-entry Criteria

A donor re-entry algorithm specifies the processeduding donor testing and waiting period,
that a licensed establishment must follow in ofdela previously deferred donor to be
considered for re-entry as a suitable donor. Doaantry algorithms must be approved by
Health Canada as part of an establishment’s Autaton.

If a licensed establishment intends to use donentey algorithms for the transmissible disease
agents or markers listed in their Authorizatioreytimust file an application for an Authorization
amendment providing algorithms to be used for ematker, including confirmatory testing,

with supporting scientific evidence and rationale.

Lookback Procedure

A licensed establishment must carry out the looklpaocedure as required by their
Authorization and may choose to conduct a lookl@okedure for other disease agents that are
not listed in their Authorization. A licensed edislbment that collects blood must initiate a
lookback procedure when it receives any of thefeihg results from donor testing, as
applicable:
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* Positive Nucleic Acid Test result for HIV-1, HIV-HCV, HBV, or WNV;

» Confirmatory positive HIV-1, HIV-2 , HCV, HBsSAg dfTLV test result following a
repeat reactive serology test;

» Notification of confirmatory positive test resutifa donor from any of the following:

— Physician

— Establishment, such as a hospital, a licensedegiatered establishment
— Public Health Authority

- Information from a Traceback investigation, or

— Donor

» Lookback Investigation (Recipient tracing).

Note: The establishment conducting the lookbackgulare should receive a report containing
all of the test results if it receives informatifpam an external source.

See 1.5 Definitiondpokback

Test results — autologous blood

56(2) A registered establishment must inform the autmlsgblood donor’s physician of any
abnormal test results for the diseases and diseps#s specified in clause 12.3.1.2 of the CSA
Blood Standard. See also section 53.

Sections 57-58 Blood Component Preparation

Section 57 Licensed establishments

Licensed establishments
57. A licensed establishment must prepare allogeremdocomponents in accordance with itg

authorization.

Section 58 Registered establishments

Registered establishments

58. A registered establishment must prepare autologmesl components in accordance with
sections 7.1.3, 7.2, 7.3.1, 7.3.2, 7.5.1.1 (withhegaard to the reference to Table 3), 7.5.1.2 ar|d
7.5.1.5, paragraphs 7.5.2a) (o (c) and section 7.5.2.2 of the standard.
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Sections 59-68 Labelling

Section 59 Non-application — pre-assessed donors

Non-application — pre-assessed donors
59. Sections 60 to 68 do not apply to the labellingplobd collected from a pre-assessed dongr.

See section 90 for labelling requirements thatyafipblood collected from a pre-assessed
donor.

Section 60 Language requirement

Language requirement
60. All of the information that is required by thesedrlations to appear on a label or circular|of

information must be in English or French.

Section 61 General requirements

General requirements

61. A label must meet all of the following requiremgnt

(a) all information on the label must be accurate anst be presented clearly and legibly;
(b) it must be made using only adhesives and inkswhianot permeate the container;

(c) it must be permanently affixed to the contairzer

(d) in the case of a tag, it must be firmly attacteethe container.

61 The label on a unit of blood must provide accunatermation about the contents of the
container. See clause 8.6.3.2 of the CSA Blooddata@hfor instances when a label may be
obscured, altered or removed.

61(d) When an establishment attaches a supplementaty tagontainer, this is also
considered a label. Likewise, a tag must have ateuclear and legible text.

Section 62 Circular of information

Circular of information
62. (1) An establishment that collects allogeneic Oléar transfusion must prepare a circular pf
information in accordance with the authorizatiod amust ensure that it makes the circular
available to every establishment to which the blmodistributed and to any other person who
requests a copy of it.

Exception
(2) Subsection (1) does not apply if the bloodassfused in the same establishment where T is
collected.

62(1) See paragraphs 6(h)(6(1)() and 6(1)k) for Authorization requirements that pertain to
labelling, including the circular of information.

A licensed establishment that collects allogen&odb for transfusion must prepare a circular of
information in accordance with the Authorizatiordanust ensure that it makes the circular
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available to every establishment to which the blisodistributed and to anyone who requests a
copy of it.

62(2) An example of when it is not necessary to prepasecular of information is an
establishment that collects iIRBCs for the immunarabf plasma donors at the same
establishment.

A registered establishment that collects autolodmosd is not required to prepare a circular of
information.Circular of informationis defined in section 1, the Interpretation settmf the
Blood Regulations

Section 63 Donation code

Donation code

63. An establishment that collects blood must ensumédvery container into which blood is
collected has a label on it on which the donatiotkecis permanently marked at the time of th¢
collection.

174

The container must have a label with the donatateat the time of collection. If the donation
code is missing or illegible the establishment nmagtdistribute the blood for transfusion or for
further manufacture. See paragraph 74(2)(

Section 64 Contents of label

Contents of label — blood
64. (1) An establishment that collects blood for tfasen must ensure that all of the following
information appears on the label of the blood:

(a) the establishment’s name and civic address;

(b) the establishment’s licence number, if it has, amets registration number;

(c) the donation code;

(d) a statement of whether the donation is whole dblmoa blood component, and if it is a
component, its name;

(e) when appropriate, the ABO group and Rh factahefblood;

(f) except in the case of apheresis, the approxinatene of the whole blood collected;
(g) the approximate volume of the contents of thetaaoer;

(h) the name of any anticoagulant or additive indbetainer; for transfusion

(i) the recommended storage temperature;

(J) the expiry date and, if applicable, the time;

(k) in the case of blood for transfusion, a warninaf the blood could transmit infectious agerts;
and
() in the case of allogeneic blood for transfusiujrection to refer to any applicable circular|of
information for indications, contraindications, wargs and a list of possible adverse reactior]s.

Autologous blood
(2) In addition to the information required by sebison (1), the establishment must ensure that
all of the following information appears on theéhbf autologous blood:
(a) the statement “For Autologous Use Only”;

(b) if the test results indicate that the blood isipee for a transmissible disease or disease ajgent
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listed in section 12.3.1.2 of the standard, a syrmabwords to indicate that the blood is a
biohazard; and

(¢ if the blood has not been tested for the transitvlis diseases and disease agents listed in
section 12.3.1.2 of the standard, an indicatio&b effect.

Contents of label — blood for use in manufacturdrofg for human use

(3) An establishment must ensure that all of thHiedoang information appears on the label of
blood that is for use in the manufacture of a dardghuman use:

(a) the name, civic address and licence number oéskeblishment that collected the blood;
(b) the donation code; and

(c) the statement “Caution: For Manufacturing UseyQnl

64 When labelling allogeneic blood for transfusion,establishment must meet the
requirements in 64(13f—(1). The establishment may also indicate on the ldltleé blood tested
negative for cytomegalovirus.

A licensed establishment attaches the final latbéhé container at the end of processing and
prior to transformation or distribution.

64(1)@) The civic address on the label may be the addfed® dead office of an organization.

64(1)p) Allogeneic blood for transfusion, processed inoadance with an Authorization, must
have the processing establishment’s licence numbds label. In the case of an establishment
with a number of collection or production sites tstablishment Licence number can be a
single number assigned by Health Canada to thélestanent and its sites.

Some establishments may have an Establishmentdaaammber and a Registration number.
These establishments have the option of using BEstablishment Licence number on the label
of autologous blood.

If an establishment collects blood for transfusamid does not have an Establishment Licence
number, they must ensure that their Registrationber appears on the label of any autologous
units of blood that they collect.

64(1)d) The label must have the name of the blood or btmedponent in eye-readable text.
The name of the component includes the blood coeptgoreparation method, when
appropriate, e.g. ACD Fresh Frozen Plasma Apherésesnaming convention in the ISBT 128
Standard is recommended.

A registered establishment must also indicate eriahel if a blood component has been
transformed. Transformation refers to the washpogling (including the pooling of
cryoprecipitate), and irradiation of blood compotseafter they have been determined safe for
transfusion. It does not include blood componeapgration or pathogen reduction technologies
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that are considered part of blood component préparsSee subsections 78(2), 79(2) and
section 80 for requirements specific to labellirnsformed blood.

64(1)@) Unless otherwise indicated on the label or in @acsupplements, the contents or
volume are as described in different parts of thheuTar of Information or blood and blood
component information. Examples of blood compoteiotrmation are information bulletins or
other forms of interim documentation.

64(1)() The label must include the name of any additivardicoagulant in the container. This
requirement includes any anticoagulant or otheitagdused in the preparation of the blood or
blood components. The label must also include adynsenting agent used during cytapheresis,
if applicable.

64(1)() The label must include the recommended storagpesature. This requirement includes
the temperature range for storing the blood or dbloc@mponent.

64(1)() The label must include the expiry date. If an exfodn time is not indicated, the unit of
blood expires at 23:59 on the expiry date. Expatyels for products with a shelf-life of 72 hours
or less must include the time of expiry.

For most blood components, the licensed or regdtestablishment may choose to include the
collection date on the label.

64(2) When labelling autologous blood for transfusiongatablishment must meet the
requirements in 64(13f—(k).

64(2)) If an autologous blood donor tests positive ftnraasmissible disease or disease agent,
the label on the autologous unit of blood must he#&hazard symbol or words to indicate that
the blood is biohazardous.

64(3)Blood for use in the manufacture of a drug for aarse should clearly state the name of
the component on the label.

Section 65 Aliquots

Aliquots

65. Except for purposes of immunization, an establishinthat divides blood into aliquots for
transfusion must ensure that all of the followinfprmation appears on the label on each aliquot
container:

(a) the donation code;

(b) the name of the blood component;

(c) a code that identifies the aliquot;

(d) when appropriate, the ABO group and Rh factahefblood; and
(e) the expiry date.
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65 Aliquoting is not a processing activity. Blood cpament preparation does not include
transformation or dividing blood into aliquots. msformation does not include dividing blood
into aliquots after the end label has been applied.

For transfusion purposes, the following contaire@esconsidered suitable for dividing blood into
aliquots:

» atransfer pack or a series of transfer packs ugoggd system technology;
» sterile vials; or
* syringes.

65(@) If an establishment divides blood into aliquotsigsan open system, then the
establishment needs to adjust the expiry date.

If an establishment divides blood into aliquotangsa closed system, then the expiry date is the
original expiry date.

The expiry date is also dependent upon storagegstypes and the type of blood component.
See Table 2 of the CSA Blood Standard for storageeratures and expiration criteria.

Section 66 Designated donations

Designated donations
66. (1) In addition to the information required by sabtion 64(1), an establishment that collefts
blood for designated use must ensure that theitgeritthe intended recipient appears on the
label.

Change of use
(2) The establishment must remove from the lalehtiention of the identity of the intended

recipient when the blood is no longer intendedi®signated use.

66(2) Designated donations may be moved into the gen#tagleneic blood inventory if the
following requirements for general allogeneic bl@yd met:

1. the donor meets all donor suitability criteria; and
2. the label meets the labelling requirements.

Section 67 Directed donations

Directed donations

67.In addition to the information required by subgat64(1), an establishment that collects
blood for directed use must ensure that the exjpre$Birected Use Only” and the identity of
the intended recipient appear on the label.
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A directed donation may only be used for the inezhckcipient. Directed donations must never
be relabelled for any other use.

Section 68 Label verification

Label verification

68. An establishment that labels blood must verifyt #ibof the information that it adds to the
label is accurate and complete.

This requirement applies to any establishmentdlds information to the label.

Labelling,after the blood is determined safe for distributignan activity that applies to
establishments that transform blood and/or traeshilsod. In addition to meeting this
requirement, see subsections 78(2), 79(2) andose8f for requirements specific to labelling
transformed blood.

For registered establishments that label autologaits of blood, table 3 summarizes the
required label information for verification. Thetassks indicate when additional machine
readable code should be added, if possible. Tr@agaus blood donor/patient name may also
appear on the label of the autologous unit.

Table 3. Autologous unit of blood label verification
Iltem | Required Information Machine Readable
Code
1. Collecting establishment’s name *
2. Collecting establishment’s civic address
3. Collecting establishment’s Registration numher o
Establishment Licence number
4. Donation code *
5. Whole blood or the name of the blood component *
6. ABO and Rh group *
7. Volume of the whole blood collection, excepthe case
of apheresis
8. Approximate volume of the container contents
9. Recommended storage temperature
10. Expiry date
11. “This product may transmit infectious agents.”

Optional: See circular of information for indications,
contraindications, cautions and methods of infusiion
applicable.

12. Biohazard text or label, if the donor testsifpesfor a
transmissible disease agent for which testinggsired

13. “For autologous use only”
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Iltem | Required Information Machine Readable

Code
14. If a subsequent unit of blood, within a 42-gayiod, the

statement “Untested for HIV, HBV, HCV, HTLV l/II"s
appropriate

15. Name of intended transfusing establishmeikfdfivn

Sections 69-72 Storage

Section 69 Criteria

Criteria — collecting establishment

69. (1) An establishment that collects blood mustestbe blood in accordance with the
following:

(a) in the case of a licensed establishment, itscaiddtion; and

(b) in the case of a registered establishment, thrag and expiration criteria specified in Tal
2 of the standard.

e

Criteria — receiving establishment
(2) An establishment that receives blood from aao#stablishment must store it in accordange

with the directions on its label and with any ottaections that are specified in writing by the
establishment that collected it.

69(1)(a) Criteria — collecting establishment — licensed

A licensed establishment that stores allogeneiodhoust file an application with the BGTD to
amend its Authorization if it intends to make amfg@to the storage and expiration criteria
required by its Authorization for the allogeneiodd it has collected. Please refer to section 9
for guidance regarding an application to amend athérization.

69(1)(b) Criteria — collecting establishment — registered

A registered establishment that colleatdologous blooadr allogeneic blood from pre-assessed
donors must follow the requirements for the stortegeperatures and expiration criteria of that
blood as specified in the respective columns ofl§ 2of the CSA Blood Standard.

Section 70 Storage location

Storage location

70. An establishment that stores blood must do sdacation that has appropriate
environmental conditions that maintain the safétthe blood and that is secure against the eptry
of unauthorized persons.

All blood must be stored under defined and corgtb#nvironmental conditions. The appropriate
environmental conditions for storing blood mustdedined in an operating procedure.
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Environmental parameters for storage, such as textyge must be controlled and monitored.
Temperature monitoring probes or devices shoulddeted at points that represent extreme
temperature areas, as determined by a temperaapping study, if applicable. Parameters such
as lighting, humidity and ventilation should be agpiate and controlled to the extent necessary
to safeguard blood. An establishment that storescbimust keep documentation as evidence that
units of blood were maintained under the approprgivironmental conditions. This
documentation must be available upon request.

If the storage area has an alarm system with audighals, alarm activation points should be set
at temperatures that allow time for appropriateeadive actions before the units of blood reach
unacceptable temperatures. The alarm warning stsogiél in a location that is continually
monitored or staffed so that corrective action lsariaken immediately.

An establishment that stores blood must have wrgtecedures describing the corrective
actions to be taken in the event of a deviatiomfestablished storage criteria. Such an event
must be appropriately investigated and documented.

Access to storage areas must be restricted tordee) personnel. Where physical quarantine
areas are used, they must be marked appropriaitl\aecess restricted to designated personnel.
Where electronic quarantine is used, electroniessmust be restricted to designated personnel.

Section 71 Segregation — autologous, designated and directed donations

Segregation — autologous, designated and directedtidns
71. An establishment that stores blood must ensutebtbad that is intended for autologous,
designated or directed use is segregated from lilmids intended for other allogeneic use.

Autologous, designated and directed units of bloodt be clearly labeled and segregated from
blood that is intended for other allogeneic uskegiby physical segregation and/or by using a
validated electronic segregation system.

Section 72 Segregation — untested or positive or reactive test results

Segregation — untested or positive or reactiveresilts tI

72. An establishment that stores blood must segreadiaté the following blood from blood tha
has been determined safe for distribution or agmls transfusion under section 73:

(a) blood that is untested,;

(b) blood for which the testing is incomplete or fanich all of the test results are not yet
available; and

(c) blood for which the test results on blood samplespositive or repeat reactive for
transmissible disease agents or markers.

Units of blood that are untested, for which tesisigicomplete, or for which the results are not
yet available, or blood for which the results aosifive or repeat reactive, should be clearly
labelled and must be controlled by a system thsties the segregation of that blood from blood
that has been tested and determined safe fortaistn or autologous transfusion. This can be
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achieved by either physical segregation and/ou#igeof a validated electronic segregation
system.

Sections 73-76 Distribution

Section 73 Determination of safety

Determination of safety — allogeneic blood
73.(1) An establishment that collects allogeneic Olawst, before distributing it for transfusign
or for use in the manufacture of a drug for humse, determine that it is safe for distribution
once the establishment is satisfied that the bl@sdbeen processed in accordance with thes
Regulations.

11%

Determination of safety — autologous blood

(2) An establishment that collects autologous blont, before distributing it for transfusion,
determine that it is safe for autologous transfusince the establishment is satisfied that the
blood has been processed in accordance with thegeldions.

See section 1, the Interpretation section, ofghisance document for the interpretation of
distributein theBlood Regulations

73(1) Determination of safety — allogeneic blood

Allogeneic blood must meet the safety requiremehtieBlood Regulationgrior to

distribution, including specific processing requoments within an establishment’s Authorization.
A licensed establishment that collects allogen®odb is responsible for determining that the
blood is safe for distribution.

Section 74 Verification

Verification

74. (1) Before distributing blood for transfusion or use in the manufacture of a drug for
human use, an establishment must examine the nentai verify all of the following:

(a) the information on the label is legible;

(b) the integrity of the container is intact;

(c) there are no signs of deterioration or contanmadf the blood; and

(d) any frozen blood components show no signs of itthgw

Prohibition — distribution
(2) An establishment must not distribute bloodtfansfusion or for use in the manufacture ofla
drug for human use if the verification carried antler subsection (1) indicates any of the
following:

(a) the donation code is missing or illegible;

(b) any information — other than the donation codehat is required by these Regulations tq
appear on the label of blood is missing or is ibég unless the missing or illegible informatiop
can be retrieved from the establishment’s records;
(c) the container is defective or damaged to thengxtet it does not protect the blood agains}
external conditions; or

(d) there are signs of deterioration or contaminatibtine blood.
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Each collection bag must be visually examined omedge or evidence of contamination prior to
release into available inventory; before the reddadsiood or blood component is distributed,;
and, if applicable, prior to further distributiowhen any defect, improper labelling or abnormal
appearance is observed, the component must be ila@gdjuarantined and properly discarded.
An establishment should quarantine returned utigdlegeneic blood until the blood is deemed
suitable for transfusion. Returned units of blobdidd not be redistributed unless the blood
meets all of the requirements in sections 70 anof TdeBlood Regulations

74(1) Steps 74(1H) to (d) should occur throughout the processing of bldadestablishment
must meet the requirements in paragraphs 7&(ig((d) prior to distributing blood for
transfusion or for further manufacture.

74(1)) and74(2)d) Examples of deterioration and/or contaminatiorheflblood may include
hemolysis, clots, fibrant strands, cellular aggteg, particulate matter or discoloration.

Section 75 Shipping containers

Shipping containers

75. An establishment that ships blood must

(a) examine the blood containers before shippingetify the integrity of the container and thq
legibility of the labels; and

(b) use shipping containers that are capable oftnregidamage and maintaining the safety of the
blood.

75(b) Shipping blood to another establishment or between different sites of the
same establishment

During shipping to another establishment or betwdiffarent sites of an establishment, if the
blood is transported by someone other than an graplof the establishment, the shipping
container must maintain the safety of the bloodrtsure no tampering occurred that could affect
the safety of the blood. A tamper-proof seal is wag of maintaining and verifying the integrity
of the container.

Section 76 Storage during transportation

76. An establishment that ships blood for transfusiasiensure that the blood is stored duripg
transportation in accordance with the criteria dpggtin Table 2 of the standard.

Section 76 applies to all establishments that blapd for transfusion.

Sections 77-80 Transformation

Section 77 Transformation methods

Transformation methods
77. An establishment that transforms blood must dossng safe and effective methods.
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The guidance in this section is intended for regesl establishments that transform blood
components, as interpreted in the definitiotrahsformationin theBlood Regulations
Transformation activities include washing, poolarg irradiating, once the blood is determined
safe for transfusion.

Note: Transformation activities are not includedhin the scope of blood component
preparation Pathogen inactivation technologies are not includethin the scope of
transformation.

Registered establishments that transform blood coeipts must have validated operating
procedures for washing, pooling or irradiating Wl@mmponents as required in sections 95, 96
and 97 of thé8lood Regulations

Records of washing, pooling and irradiating muskéyet in accordance with sections 117, 118,
and 121 of th&lood Regulations.

Prior to washing, pooling or irradiating, the compats to be transformed must be inspected for
evidence of leaking. Each component must be viguatpected to determine if the component
is suitable for transfusion. If the component’segmance is abnormal, the registered
establishment must follow procedures as definethby quality management system.

Washing
A registered establishment must meet the requiresmersection 78, in addition to the following
safe and effective methods.

Platelets — Washed

Registered establishments that wash platelets dewstiop and maintain operating procedures
that describe the wash procedure. It is recommetiggglatelets be washed in sterile normal
saline solution and used within 4 hours after waghi

Red Blood Cells, Thawed and Washed

Red blood cells that are frozen with a cryoprotectéagent must be washed before transfusion
and suspended in a Health Canada approved adsidivBon. A registered establishment must
validate and document the thawing and washing gsdeegistered establishments that wash
red blood cells should follow the quality contrpkesifications for “Red blood cells — frozen
(deglycerolized)” in table 3 of the CSA Blood Standl

Pooling

An establishment must meet the requirements inaec®, in addition to following safe and
effective methods. An establishment that pools ¢hloc@mponents must do so in an environment
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that is suitable for this purpose. Precautions rhadtiken by the establishment to prevent
contamination of the unit of blood’s ports. If alaigical safety cabinet or laminar flow hood is
used, when pooling in an open system, it must bd ascording to the manufacturer’'s
instructions. See 1.5 Definitiop®oling pooling includes mixing.

Cryoprecipitate, pooled

Cryoprecipitate is prepared by licensed establisttsihat hold an Authorization. Pooling of
cyroprecipitate is a transformation activity thatd not require a Registration. Establishments
that pool cryoprecipitate must use safe and effeanethods.

Irradiation

Irradiation requirements, within the scope of tfanmation activities, are specific to gamma
irradiation. A registered establishment must meetrequirements in section 80, in addition to
the following safe and effective methods. Healtim&a recommends dedicated irradiation
equipment be used when irradiating blood compondérasregistered establishment intends to
use radiotherapy machines to irradiate blood corapt equivalent validated operating
procedures are required for the use of this equiptioe this purpose. The irradiation equipment
must be maintained as required in section 100e@Btbod Regulationdrradiation dosage
measurements must be monitored and documentec®stablishment.

Platelets, irradiated

A registered establishment may irradiate platedeny time during their five-day storage
period. Once the platelets are irradiated, they oweinue to be stored up to their standard
expiry date.

Granulocytes, irradiated

When granulocytes are to be irradiated, a regidtes¢éablishment should irradiate them as soon
as possible following component preparation. lagetl granulocytes should be transfused as
soon as possible.

Section 78 Washing

Washing
78.(1) An establishment that washes blood must da sscordance with sections 7.5.2.3 and

7.5.3 of the standard.

Labels
(2) An establishment that washes blood must ameatabel to add to it a mention of the

washing and any new expiry date and time.

78(1)Red blood cells — washed in an open system — naustdred in accordance with clause
7.5.3.4 of the CSA Blood Standard.
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If a closed system is used, the red blood cells imeistored in accordance with a defined
validated period. A closed system has little oimteraction with external environmental
conditions that could lead to the contaminatiothefblood component. An establishment may
use sterile connecting devices to avoid contanonatf the blood component during the
washing process.

An establishment that washes red blood cells mest the storage requirements stated in Table
2 of the CSA Blood Standard.

78(2)If the washed red blood cells are transferred ant@w blood container, the new label must
contain the information from the original labelginding the donation code, in addition to the
name of the washed red blood cell component andeheexpiry date.

Section 79 Pooling

Pooling
79.(1) An establishment that pools blood componenistrdo so in accordance with sections
7.11.1 and 7.11.3 of the standard.

Labels
(2) An establishment that pools blood componentstraasure that all of the information

specified in sections 10.8.2 and 10.8.3 of thedg#techappears on the label of the pooled
components.

Section 80 Irradiation

Irradiation
80. An establishment that irradiates blood must dmsxcordance with sections 7.12.2 to
7.12.6 of the standard.

In accordance with clause 7.12.3 of the CSA Blotzh&ard, a registered establishment must
have a validated method in place to ensure thatlta component has received the required
dosage of irradiation. An establishment can mortherirradiation of blood components by
using a radiation sensitive label or device andudmenting the blood component dosimetry
results in its records. An establishment shouldtide to demonstrate compliance of its
component labelling and release procedures thrangiudit of the irradiation process.

Sections 81-85 Exceptional Distribution

Section 81 Conditions

Conditions
81. An establishment may distribute or transfuse a&lt@gc blood for transfusion for which the

test results for ABO group, Rh factor and transiblesliseases or disease agents are not ye|
available if both of the following conditions areetn
(a) blood that has been determined safe for disiohbus not immediately available; and
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(b) the recipient’s physician requests the bloodufs® in the emergency treatment of their
patient.

This section only permits blood otherwise processeatcordance with an Authorization to be
exceptionally distributed for transfusion. The lildbat is the subject of the exceptional
distribution will therefore be allogeneic blood puant to an Authorization but that has not been
fully tested in accordance with the Authorization.

Exceptional distribution occurs as an emergenatiment for a single patient on a case-by-case
basis, and when the two conditions in&gl4nd p) are met.

Allogeneic blood donors must meet the donor suitghiequirements of th8lood Regulations
The exceptional distribution section of tBod Regulationallows for the transfusion of
allogeneic blood to a single patient when all testults are not yet available for the unit(s) of
blood. An establishment may release blood comparfentransfusion prior to the completion of
bacteriological testing. Please refer to sectiorba2teriological testing of plateletsf this
guidance.

Section 82 Notice of exceptional distribution

Notice of exceptional distribution

82.(1) An establishment that distributes blood ursdsation 81 must complete a notice of
exceptional distribution that contains all of tleddwing information:

(a) the name of the establishment and the signafuteeanedical director;

(b) the donation code;

(c) a statement of whether the blood was whole btwragl blood component, and if it was a
component, its name;

(d) a list of the test results that were not avadaddil the time of the distribution;

(e) the name and signature of the recipient’s phgaici

(f) the justification for the distribution;

(g) the name of the establishment to which it disiiglol the blood; and

(h) the date and time of the distribution.

Notice in establishments’ records
(2) The establishment must keep the notice ireitends and send a copy of it to the
establishment to which it distributed the blood.

Notice to be forwarded
(3) If the establishment to which the blood is distted does not perform the transfusion, it must
send a copy of the notice to the establishment evtier transfusion is performed.

Notice in recipient’s file
(4) The establishment where the transfusion isoperdd must keep the notice in the recipient
file.

S

82(1)(d) The notice must contain information about all tesults that were not available at the
time of exceptional distribution.
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82(2) Notice of exceptional distribution in the establishment’s records

An establishment that holds an Authorization an#teésaan exceptional distribution of blood
must keep a copy of the notice in its records. Attece of exceptional distribution must be
accessible. Similarly, follow-up assessment anddtesting results must be available in the
records of the establishment that made the exeegtibstribution.

82(3) Notice of exceptional distribution to be forwarded

If the intended recipient of the blood that is slject of exceptional distribution is transferred
to another establishment, the establishment musgfd the notice of exceptional distribution to
the establishment where the transfusion is perfdrme

82(4) Notice of exceptional distribution in the recipient’s file

The establishment, where the transfusion was padgdr must keep a copy of the notice in the
recipient’s file. Similarly, follow-up assessmemidatesting results of the donor are to be added
to the recipient’s file.

The notice of exceptional distribution must be asdade upon request.

Section 83 Labelling

Labelling

83. An establishment that distributes blood underise@1 must label it to indicate that the
testing required by these Regulations is incompetbat all of the test results are not yet
available, as the case may be.

Section 84 Follow-up

Follow-up

84. (1) An establishment that distributes blood ursation 81 either before the testing is
complete or before the test results are all aviglatust, after the distribution, conduct any
remaining testing and provide the establishmenthh it distributed the blood with all of the
relevant test results as soon as they become hleila

Results to be forwarded
(2) If the establishment to which the blood wadriiated did not perform the transfusion, it

must send a copy of the test results to the estab&nt where the transfusion was performed

An establishment that holds an Authorization arsdriiutes blood under the conditions of
exceptional distribution must complete all testamgl conduct any other appropriate follow-up
testing. The establishment that distributed thedblonder section 81 must notify the
establishment where the blood was distributed @tdist results as soon as they are available.
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Section 85 When blood not transfused

When blood not transfused

85. If blood that is the subject of an exceptionatrisition is not transfused into the intended
recipient in the emergency, the establishmentwiaatto perform the transfusion must not stofe
the blood or transfuse it into another recipient.

See item 7 of the Table to section 122, Recordgeteation periods, for record-keeping
requirements regarding the disposition of unuskdjaheic blood for transfusion.

Sections 86-91 Pre-Assessed Donor Programs

Section 86 Program characteristics

Program characteristics

86. An establishment that has a pre-assessed dongnapnanust ensure that the program has
both of the following characteristics:

(a) itis carried out under the supervision of a reatldirector; and

(b) it is used only when

(i) no other alternative source of blood approgriat the recipient is available, and

(i) the recipient’s physician requests the blooduse in the emergency treatment of their
patient.

Section 87 Donor identification code

Donor identification code
87. An establishment that has a pre-assessed dongmapnanust assign a donor identification
code at the time of the donor’s acceptance intgthgram.

The donor identification code for a pre-assessendis specific to their participation in the Pre-
Assessed Donor Program.

Section 88 Regular donor assessment and testing

Regular donor assessment and testing
88. (1) An establishment that has a pre-assessed googram must take both of the following
steps every three months:
(a) assess the suitability of every donor in the progin accordance with sections 40 to 44; gnd
(b) take blood samples from every donor and test toerall of the following:

(i) the transmissible diseases and disease agstets in sections 8.4.1 and 8.4.2 of the
standard,

(i) the ABO group,

(i) the Rh factor, including weak D testing whappropriate, and

(iv) clinically significant antibodies.

Comparison of results
(2) The establishment must compare the resultiseofests conducted under subparagraphs
(2)(b)(ii) and (iii) with the last available results,ahy, for that donor.
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Discrepancies
(3) If the comparison indicates a discrepancy gistablishment must repeat the tests and mupt
not collect any blood from that donor until thealespancy is resolved.

88(1) Regular donor assessment and testing

88(1)@ See sections 40 to 44 for donor suitability assessmuidance.

88(1)b) Blood samples taken from a donor every three nsomihst be tested for the
infectious disease agents listed in clauses 8r18at.2 of the CSA Blood Standard. Health
Canada considers tests for the following infectidisease markers to be appropriate and
effective in order to comply with clauses 8.4.1 8412 of the Standard:

a. antibodies to the human immunodeficiency virusetypand type 2 (anti-HIV-1
and anti-HIV-2);
hepatitis B surface antigen (HBsAQ);
total antibody to hepatitis B core antigen (antid;IRB)G and IgM);
antibodies to hepatitis C virus (anti-HCV);
antibodies to human T-lymphotropic virus type | ayk Il (anti-HTLV-I and
anti-HTLV-II);
syphilis using a non-treponemal or treponemal $gemssay;
g. WNV NAT
— during times in the year when WNV is potentiallgrtsmissible to humans in
Canada; and
— for donors who have travelled to WNV endemic aiaake preceding 56
days.

®ooo

—h

88(1)D)(ii), (iii), (iv) Blood samples taken from a donor every three nsomihst be tested to
determine the donor’s blood type (i.e. ABO groug & type) and clinically significant red cell
antibodies.

88(1)b) Blood samples taken from a donor every three nsomisly be tested to evaluate
or provide information about the blood itself (egd blood cell phenotyping) or to determine
the human leukocyte antigen (HLA) type.

Section 89 At each collection

At each collection
89. An establishment that collects blood from a presased donor must take all of the following
steps at each collection:

(a) assess the suitability of the donor;

(b) assign a donation code to the blood collectediakdhe code in its records to the donor
identification code; and

(c) take a sample of blood from the donor and testthin 72 hours for all of the following:
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(i) the transmissible diseases and disease agstets in sections 8.4.1 and 8.4.2 of the
standard,

(i) the ABO group,

(i) the Rh factor, including weak D testing whappropriate, and

(iv) clinically significant antibodies.

89(a) See sections 40 to 44 for donor suitability assessmguidance.

89(b) Each unit of blood must have a donation code asdigih the time of collection. Record-
keeping procedures must allow for a link betweendbnation code and the donor identification
code. For traceability purposes, the registereambéishment must be able to quickly identify the
donor of a specific donation and all other donaifsrom the same donor. See section 1, the
Interpretation section, for the definitionsdifnation codeanddonor identification code

89(c) A registered establishment that collects bloodhfeopre-assessed donor must ensure that a
blood sample is taken from the donor at the timéasfation and is tested within 72 hours for the
infectious disease markers specified under paradgs8fi)p).

If any test results for transmissible disease agentarkers are positive or repeat reactive from
a pre-assessed donor, the licensed establishnarested the blood must immediately notify
the registered establishment that assessed thiatgal donor.

Section 90 Labelling

Labelling
90. An establishment that collects blood from a preeased donor must ensure that at least the

donation code and the ABO group and, when appraprilae Rh factor appear on the label of
the blood.

Section 91 When blood not transfused

When blood not transfused
91.If blood that is collected from a pre-assessedd@not transfused into an intended

recipient in the emergency, the establishmentwiaatto perform the transfusion must complyj
with the requirements of section 16.2.5 of the déad.

Section 92 Importation in Urgent Circumstances

Information — before importation

92.(1) An establishment may, in urgent circumstancepprt allogeneic blood that was not
processed in accordance with an authorizationpifavides the Minister with all of the followinp
information before the importation:

(a) the information required by paragraphs 64LHnd () with respect to each foreign
establishment that processes blood that it proposesport;

(b) a copy of the circular of information for the bbbthat is proposed to be imported, or an
equivalent document;
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(c) a copy of the donor screening questionnaireithased by each foreign establishment thaf
processes blood that it proposes to import, indg@ document that indicates how that
guestionnaire differs from the one referred todat®n 41,

(d) a description of how post-donation informatiorsctéed in paragraph 44(b)(is evaluated
in the foreign jurisdiction;

(e) a description of the conditions of storage aadgportation of the blood that is proposed t
be imported, both before and after its importation;

(f) a description of how the establishment proposegentify the blood as having been imported
in urgent circumstances; and
(g) a description of how errors, accidents and advezactions are investigated and reported jn
the foreign jurisdiction.

A4

Information — at each importation
(2) At the time of each importation described ibsection (1), the establishment must provid

the Minister with the following information:

(a) a written justification that demonstrates thestetice of urgent circumstances; and

(b) a description of any further processing or lahglthat may need to be done to the blood
before its transfusion.

1%

Meaning of “urgent circumstances”
(3) In this section, “urgent circumstances” medrag there is an insufficiency of allogeneic
blood in Canada that poses an immediate and suiastask to public health.

92(1) Information — before importation

If an establishment intends to include the impastabdf blood in urgent circumstances as a part
of its emergency contingency plan, the establisimerst meet requirements specific to this
type of importation prior to the occurrence of thigent circumstance.

92(1)@) Health Canada requires the importing establishiteptovide information about the
foreign establishment, as required by paragraphga)(and (), to the Blood Establishment
Regulation Unit at the Biologics and Genetic ThexgDirectorate, Health Canada. See
subsection 6(1) of this guidance for contact infation.

92(1)b) The importing establishment must provide Healthaawith the following:

» the foreign establishment’s circular of informatian

» equivalent information about the blood componenpsaposes to import in urgent
circumstances.

92(1)() The importing establishment must provide Health&ka with the following:

» the donor screening questionnaire from each foreggablishment from whom it
proposes to import blood in urgent circumstanced; a
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* adocument that describes the differences betwagmnfereign establishment’s donor
screening questionnaire and the importing estamlsit’'s authorized donor screening
guestionnaire.

92(1)d) The importing establishment must provide Health&ka with a description of how the
foreign establishment evaluates post-donation imé&tion in its jurisdiction. The requirement for
the evaluation of post-donation information in Gdenés described in subsection 44(2) of the
Blood Regulations

92(1)€) When planning for the importation of blood in urgemcumstances, the importing
establishment must provide Health Canada with arg#®n of the conditions of storage and
transportation of the blood both before its impot@and after its importation.

The conditions of storage and transportation inelienperature, expiration and segregation.

92(1)f) The importing establishment must describe to He@inada the means the
establishment will use to distinguish blood thamported in urgent circumstances. This
includes how the establishment will identify thedud imported in urgent circumstances when it
distributes it to transfusing establishments.

92(1)@) The importing establishment must provide Health&eka with a description of how
errors, accidents and adverse reactions are ige¢sti and reported in the foreign jurisdiction.
Any errors, accidents or adverse reactions thairogs a result of processing by the foreign
establishment should be reported according togfeirements of the foreign jurisdiction. If the
foreign establishment is conducting an investigaiido a serious error or accident with respect
to blood that was imported into Canada, the impant€anada should report the investigation to
Health Canada.

92(2) Information — at each importation

When an establishment imports blood in urgent orstances, Health Canada must be provided
with the following information for each importation

» written documentation describing the urgent circtamses and why there is insufficient
allogeneic blood in Canada; and

» adescription of any further processing that thaldshment may need to conduct before
the blood may be transfused by establishments mada
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92(3) Meaning of urgent circumstances

Urgent circumstances make it impossible for a keghestablishment in Canada to rely on its
own allogeneic blood supply or that of other esthiphents in Canada. The absence of a
domestic solution to the situation brings aboutjtistification to import blood in urgent
circumstances. Notergent circumstancedoes not include blood for immunization of donofs
plasma for further manufacture.

Sections 93-123  Quality Management
Sections 93-94 Quality Management System

Section 93 Organizational structure

Organizational structure
93.(1) A licensed or registered establishment musgé lzen organizational structure that sets dqut
the responsibility of management for all activitibat the establishment conducts.

Oversight
(2) The establishment must have an effective qualdnagement system, and must name an
individual who has responsibility for it.

Periodic review
(3) The establishment must review its quality mamagnt system at regular intervals that are|
specified in the operating procedures, to ensareahtinuing suitability and effectiveness.

93(1) Establishments conducting activities, for whichestablishment licence or registration is
required, must identify the hierarchical structaféhe establishment with clear delineation of
the areas of responsibility and lines of autharitg current organizational chart. These
establishments must have an individual respon$iblthe quality management system. In
addition, key personnel could include a Medicalebior (as defined in section 1 of the
Regulations), and an individual(s) responsiblediperations (processing, transformation,
importation), as applicable. The titles and ardasgponsibility must be documented for all
activities related to blood.

93(2) Establishments conducting activities, for whichestablishment licence or registration is
required, must ensure that their activities compty the regulatory requirements. To ensure
compliance these establishments must have a coensielely designed and implemented
quality management system and are subject toglirements in subsection 94(1).

The quality management system is an integrate@msyst quality assurance that includes all
matters that individually or collectively maximiige safety of blood. This system must
encompass the following:

* be defined, documented, implemented and maintdgede establishment;

Date Adopted: 2014/05/12; Effective Date: 2014/10/23 124



Health Canada
Guidance Document Guidance Document: Blood Reigulsit

* include elements that enable the prevention, deteand correction of deficiencies that
may compromise the safety of the blood;

* include an organizational structure that define @mcuments the personnel responsible
for all activities under these Regulations; and

* ensure that written policies, processes and praesdhat cover the regulated activities
are available and communicated to all relevantqrersl.

The establishment must appoint an individual resjida for the quality management system,
and this individual is responsible for ensuringd ttpaality objectives are met. The attainment of
the quality objectives requires the participatiod @ommitment of personnel in many different
departments and at all levels within the establisiim

The individual responsible for the quality managetrsystem may delegate duties and
responsibilities to qualified personnel in accoawith subsection 98(1) of the Regulations,
but remains accountable for those delegated datidsesponsibilities.

93(3) Establishments conducting activities for which atablishment licence or registration is
required,must review all elements of the quality managemsgstem at specified intervals to
ensure its continuing suitability and effectivenédse results of the review must be assessed.
Any deficiencies or areas requiring improvement inmesaddressed and corrected, and a plan
that includes goals, objectives and action plansishbe developed and utilized.

Section 94 Requirements

Requirements

94. (1) The quality management system must includefate following elements:
(a) a quality assurance unit;

(b) a quality control program;

(c) a change control system;

(d) a process control program, within the meaningeattion 3.1 of the standard;
(e) a system for process improvement through comphaonitoring and the implementation of
corrective and preventive actions;

(f) a system for the identification and investigatadrpost-donation information, errors,
accidents and adverse reactions, including theemehtation of corrective action and the
conduct of recalls;

(g) a program for the training and competency evanatf personnel,

(h) a proficiency testing program for the evaluatadrthe accuracy and reliability of test resultf;
(i) a document control and records management system;

() an internal audit system;

(K) emergency contingency plans;

() a system that uniquely identifies all criticabggment and supplies;
(m) written specifications for all critical equipmesupplies and services;

V)

Date Adopted: 2014/05/12; Effective Date: 2014/10/23 125



Health Canada
Guidance Document Guidance Document: Blood Reigulsit

(n) a program for the preventive maintenance ofaaitequipment; and
(o) a program for process validation.

Separation of functions
(2) The establishment’s quality assurance unit rhasd distinct organizational unit that
functions and reports to management independeh#ipyother functional unit.

Exception
(3) Subsection (2) does not apply in the caselickased establishment that only tests allogepeic
blood or a registered establishment if the estaivient ensures that any individual who condycts
an internal audit does not have direct responsgiliihr the activities being audited

94(1)(a) Quality Assurance Unit

Quality assurance includes the actions, plannedarfdrmed, to provide confidence that all
systems and elements that influence the safetioofltare working as expected individually and
collectively. A quality assurance unit consist®oé or more individuals designated by the
individual responsible for the quality managemsystam, with defined authority and
responsibility, to ensure compliance to the Regurhast

94(1)(b) Quality Control program

The quality control program is@mponent of the quality management system thaides the
activities and controls used to determine the aeree of the establishment’s products, supplies,
and equipment, based on their specifications. Quatintrol must be conducted as per operating
procedures.

Section 100 of the Regulations further specifiegir@ments for critical equipment and section
102 of the Regulations further specifies requiretméor critical supplies.

Licensed establishments

A quality control program, that assesses the quafiblood, must be followed by every licensed
establishment that collects allogeneic blood fansfusion. The following must be defined by
each licensed establishment and authorized by iHEalhada:

» the frequency of quality control testing, expresasa@ percent of overall production;
» the minimum number of tests required specified @period of time; and

» the acceptable criteria for quality control testafgeach type of component.

The results of quality control testing must be gsatl on an ongoing basis and appropriate
corrective action taken when values deviate froneptable limits.
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Registered establishments

Registered establishments that wash red blood meltd also conduct quality control testing.
The tests that must be completed, acceptanceiaritereach test, and the quantity of units to be
tested must be defined in operating proceduresiskeegd establishments should follow Table 3
of the CSA Blood Standarfdr this purpose

94(1)(c) Change control system

A change control system must be established andtanaed to identify, document, review,
approve and control all processes. Any changdsetpitocesses, supplies, equipment and
facilities that may impact the safety of blood miostproperly documented, thoroughly
evaluated, approved and managed. Any significaamhgé may necessitate revalidation in
accordance with the requirements of paragraphs@3@nd 94(1)9).

These approvals are in addition to those requiyelddnlth Canada for licensed establishments
as part of their Authorization.

94(1)(d) Process control program, within the meaning of clause 3.1 of the
standard

Establishments must have a process control progratrcovers all stages of their regulated
activities.Clause 3.1 of the CSA Blood Standard defines psocestrol as “the management of
processes and procedures that affect the qualpyoofucts and services, with the goal of
ensuring that processes and procedures are pedaomsistently and as they were intended to
be performed in order to produce predictable output

Policies and operating procedures must be in glaeasure all processes are conducted under
controlled and defined conditions by qualified ensel.

94(1)(e) A system for process improvement through complaint monitoring and
the implementation of corrective and preventive actions

The establishment must have a system for procgg®imment through complaint monitoring
and the implementation of corrective and preverdgistgons. Corrective action focuses on
eliminating causes of existing nonconformities fdey to prevent recurrence whereas preventive
action focuses on eliminating the causes of paentnconformities in order to prevent
occurrence. The establishment must also have psliprocesses and operating procedures for
the handling of complaints. All complaints mustrbeiewed, assessed by the appropriate
department, documented and investigated in accoedaith the establishment’s operating
procedures, including identifying and implementaagrective and preventive actions, as
applicable. All decisions and follow-up actiongken as a result of a complaint investigation,
must be recorded.
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As part of the establishment’s system for procegg@ovement, if preventive action is required,
the preventive actions must be implemented and toveni to reduce the likelihood of a
recurrence and to take advantage of the opportémitynprovement. Once corrective and/or
preventive actions are implemented, the effectigertd these actions must be evaluated.

94(1)(f) System for Identification and Investigation of Post-Donation
Information, Errors/Accidents, Adverse Reactions and Conduct of Recalls

Establishments must have defined processes andtmygeprocedures to identify, gather
information, and address any post-donation infolonasection 44 of thBlood Regulation¥
errors and accidents (sections 103 to 108 oBtbedRegulationy and adverse reactions
(sections 109 to116 of tiedood Regulation¥that occur and for lookback/traceback programs.
These operating procedures must outline the deesi@king processes used in determining
whether an investigation is warranted and the implatation of any corrective actions, as
appropriate.

In the course of an investigation, non-conformanmnay be identified and corrective actions
may be required. For non-conformances that maytdfe safety of the blood, part of the
corrective actions could include the identificatignarantine and recall of implicated blood, if
applicable, until the investigation is completed &éme issue is satisfactorily addressed. The type
of corrective action is dependent upon the sevanty nature of the non-conformance.

Establishments must have a system to effectivatgleot prompt recalls of blood. With regards
to the recall of blood distributed for further méaturing into a drug for human use, this falls
under thd=ood and Drug Regulation®perating procedures must be in place to defegsdor

an effective removal of any non-conformant bloaahirdistribution or use. Records must be
kept to allow for the prompt identification and &ion of implicated blood. The procedures must
identify the position(s) within the establishmeasponsible for (i) obtaining information on the
implicated blood; (i) initiating the recall; andi) reviewing distribution records necessary for
recall coordination. The operating procedure shaigd outline the communication method to
be used to notify all establishments to which tlwa® was distributed and, as such, are involved
in the recall. All recalled blood must be identifiand placed in quarantine until its disposition is
determined.

The procedures must also describe reporting remeinés for errors and accidents and adverse
reactions to Health Canada as required irBlloed Regulationsinder sections 107, 108, 109,
113, 115, and 116.

Establishments must document all recalls and rétemlocumentation as per the requirements
for record retention of investigations in sectidd® to 122 of th&loodRegulations
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94(1)(g) A program for the training and competency evaluation of personnel

Establishments must have a written training progaamwell as a formal competency-evaluation
program. Personnel must receive initial and on-gdiaining appropriate to their job
responsibilities related to activities regulatedemntheBlood Regulationsas defined in

operating procedures. The requirements for thesgrams are described in subsection 98(2).

94(1)(h) Proficiency testing program for the evaluation of accuracy and
reliability of test results

Proficiency testing, an important aspect of thdiggumanagement system, monitors a
establishment’s ability to perform testing procesuwithin the predetermined acceptable limits
of detection and accuracy through the analysiswehawn specimens.

The establishment must ensure that all personmehiad in testing participate in a proficiency
testing program (e.g. on a rotational basis) utegestablishment’s routine testing procedures.

The results of proficiency testing must be revielwgananagement and examined to identify
trends that signal a systemic issue. When requatre@stablishment must apply corrective
actions in order to rectify identified issues.

Records related to proficiency testing must be ma@ed, including test results, trend analyses
and corrective actions taken.

94(1)(i) Document control and records management system

Establishments must define, document and mainfa@énating procedures to control all quality
documents and information relevant to the actigitteey conduct with respect to tBeod
Regulations

The distribution and maintenance of operating pdaces and other quality documents, e.g.
policies, forms, etc., must be controlled, so thdy the current versions are available for use.
Previous versions of quality documents must be wemparchived, and replaced with the
current approved version. Obsolete quality documenist be removed and archived. A copy of
every version of the operating procedures thatimgéemented must be retained in accordance
with sections 119-122 of tiedlood Regulations

94(1)(j) Internal Audit System

Internal audits must be performed on all regulaetd/ities under th&lood Regulationsat
intervals specified in the operating proceduresetify the continuing effectiveness of the
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guality management system. The audit will includeaasessment of whether the operating
procedures are being followed and the activitiegloated consistently lead to the expected
results and comply with the requirements ofBh@od RegulationsThe audit plan must include
an assessment of all regulated activities. A typeaiod for conducting these audits is at a
minimum every two years. These audits must be odedun accordance with an established
program and written procedures.

Audits can be performed by trained personnel, carbgxternal auditor (qualified third party)
who is performing the audit on behalf of the essdivhent and is knowledgeable in the subject
matter being audited. Auditors must not have diresponsibility for the procedures or processes
they are auditing. For example, a supervisor resiptsnfor component preparation must not
audit any component preparation activities condlibtetheir own department.

Any establishment that contracts another estabkstino perform any regulated activity on its
behalf is responsible for establishing processgetmdically verify that the performance of
those activities comply with tH&lood Regulationand applicable operating procedures. For
example, the establishment can assess anotheligstadnt’'s compliance by performing an
audit on the other establishment or by reviewinditaneports from a third-party that are
provided by that other establishment.

The findings from audits and follow-up actions regd must be documented and subsequently
reviewed by the individual responsible for the dyahanagement system. Preventive and
corrective actions must be implemented in a tinmeanner. Records of internal audits, including
preventive and corrective actions, and audits ofre@ted establishments must be retained in
accordance with the requirements for records ii@e119-121 of thBlood Regulations

94(1)(k) Emergency Contingency Plans

Establishments must have emergency contingency jphaiie event that processes are
interrupted, such as in the case of a power outagatural disaster.

The emergency plans must include a manual proceédussue blood to hospitals and
transfusion services from released inventory andtrasure that traceability requirements
continue to be met, in the event that the commedrinventory system and/or its back-up
system have malfunctioned. The emergency plans imtlstle details for maintaining the safety
of blood in storage. The emergency contingencyphaast be reviewed periodically for their
effectiveness. If applicable, the emergency powepk/ must be maintained and tested
periodically for its readiness.

94(1)(/) A system that uniquely identifies all critical equipment and supplies
See section 1, the Interpretation section of thidance document, for the definitionaftical.
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As part of the quality system, an establishmenttrhage a system to identify, document and
track all critical equipment and supplies. Withiistsystem, each piece of equipment must have
a unique identifier. A barcode system is one exarmopthis type of system.

94(1)(m) Written specifications for all critical equipment, supplies and services

See section 1, the Interpretation section of thidance document, for the definitionaftical.
Written specifications must be available for aitical equipment, supplies and services.
Establishments must have defined processes andeethsit in the event of any changes to
regulatory requirements or technology, the speatifomis continue to meet the applicable
requirements of thBlood Regulations

In cases where the specifications are not metstabkshment must have a system in place to
ensure prompt effective remedial action, which doaotlude the timely reporting of complaints,
deviations or product defects to their suppliesenvice provider.

94(1)(n) A program for preventive maintenance of critical equipment

See section 1, the Interpretation section of thidance document, for the definition@itical.
Critical equipment must consistently meet its sipeations in order to produce blood that is
safe. Establishments must have a preventive mantenprogram to keep the function of all
critical equipment within required performance sfieations.

The preventive maintenance program must have akfinecesses which include a
predetermined schedule of technical services tibywiat the performance and calibration of
each piece of critical equipment meets the spetibos identified in the manufacturer manual
and/or the specifications required by the estaiviesfit’s quality system. The processes must
include the method to be used, frequency of cdldmaand action to be taken when equipment
performance deviates from defined limits. This iegment applies to all equipment, instruments
and measuring devices critical to ensuring thabdhlconforms to th8lood Regulations
Preventive maintenance must be conducted by ce@lifersonnel.

The preventive maintenance schedule must be magaand all records and reports of
maintenance services, including actual test regutisating that equipment is qualified and
calibrated according to the manufacturer’s instams, must be retained. Section 100 of the
Blood Regulationslescribes the requirements for cleaning, validatiod calibration of critical
equipment.

94(1)(o) A program for process validation

Establishments must have a program in place to dstraie that a specific process is capable of
achieving planned results and predetermined spatifins with a high degree of assurance.
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A written validation plan could include testing tetls, equipment to be used, validation
procedures, acceptance criteria and supportingrdetation.

The need for revalidation should be assessed wiemges are made to a validated process.
Depending on the nature and extent of the chamggschanges that could affect the original
validation, process characteristics and/or safeth@blood, a revalidation may be necessary.
Documentation requirements will be the same forntiteal validation of the process.

94(2) An individual may have more than one function, tt quality assurance unit must
function and report to management independenttii@fndividual(s) responsible for operations.

94(3) Licensed establishments that only test allogeneicdor establishments that conduct
activities requiring registration are not requitechave a quality assurance unit that is a distinct
organizational unit that functions and reports tmagement independently of any other unit, if
the individual who conducts an internal audit doeshave direct responsibility for the activities
being audited.

Sections 95-97 Operating Procedures

Section 95 Operating procedures required

Operating procedures required
95. An establishment must have operating procedureslifof the activities that it conducts with
respect to human safety and the safety of blood.

Operating procedures are an essential elemenéafuality management system that is
composed of instructions that set out the procdsses establishment to follow in conducting
its activities. Operating procedures provide pensbmvith instructions or directions, so that
activities are performed and documented consistanti in compliance with regulatory
requirements.

An establishment must develop and maintain writieerating procedures describing the
significant steps for each regulated activity thabnducts.

Section 96 Requirements

Requirements

96. The operating procedures must meet all of thefatig requirements:
(a) be in a standardized format;

(b) be approved by a senior executive officer;

(c) be readily accessible at all locations wheresittevities to which they relate are conducted;
and

(d) be kept up to date.
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The format of each operating procedure should gelu

a. the title and purpose of the procedure;

b. the unique number or code identifying the docunaewct indicating the version;
c. the date of implementation and the last revisiae;da

d. the signature of the authorizing person and the daauthorization;

e. appropriate page numbers;

f. clear instructions to be followed that correspamthe tasks required to perform the
activity and may include the completion of worksise&rms or electronic fields;

g. the responsible department for performing theap®y procedure; and,

h. references to publications cited, if applicable.

Operating procedures must be kept up-to-date. Téeedures should be reviewed and/or
revised periodically at a minimum every two yediise operating procedures must be reviewed
by a knowledgeable person(s) and changed, as apfdidi) after any amendment to tBkod
Regulation=or the referenced CSA Blood Standard; (ii) in cesge to audit findings; or (iii) as a
result of corrective or preventive actions idertififollowing an error, accident or adverse
reaction.

All personnel responsible for carrying out a pragedmust be trained prior to performing any
task associated with a new or revised operatingguhare. Operating procedures must be
accessible at the location where individuals aredocting the activities.

In an urgent situation, a deviation from a cur@mrating procedure is allowed if permitted by a
senior executive officer or designate, and theat@n is documented, signed and dated. The
reason for the deviation from the procedure mussi Be documented. For licensed and
registered establishments, the deviation must beaged in accordance with the quality
management system of tBéod Regulations

The distribution and maintenance of operating pdlaces must be controlled, so that only the
current versions are available for use. Previousiols of procedures must be removed,
archived and replaced with the current approvediosr Obsolete procedures must be removed
and archived. Every version of the operating pracesithat were implemented must be retained
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in accordance with the requirements for recordntéia found in sections 119-122 of the
Regulations.

Section 97 Documented evidence

Documented evidence

97. An establishment must have documented evidente#&monstrates that the operating
procedures that it uses in processing and trangfgrbiood will consistently lead to the
expected results.

An establishment’s activities, processes and teethprocedures used in the processing and
transformation of blood must be

» validated by the establishment; or, as appropriate;

» established in standards developed by recognizeédedevant professional organizations,
based on established practice; or

» supported by current and relevant information @ in the scientific literature.

Sections 98-102 Personnel, facilities, equipment and supplies

Section 98 Personnel

Personnel

98. (1) An establishment must have sufficient persgreo must be qualified by their
education, training or experience to perform thespective tasks, to conduct the establishmgnt’s
activities.

Competency
(2) An establishment must have a program for thentation and training, both initial and

ongoing, of personnel and for the evaluation oirtbempetency.

An establishment must prepare and maintain a cuorg@anizational chart with clear delineation
of the lines of responsibility. A sufficient numbefrqualified personnel must be available to
perform the tasks required. Their qualificationd aesponsibilities must be documented.

All personnel performing, or responsible for regethactivities, must be qualified in accordance
with the establishment’s policies, and have theesgary combination of education and/or
experience. They must also receive training apjetgto their duties.

Personnel must receive initial and ongoing trainingluding remedial and retraining as
necessary and appropriate for their duties. Trgipmovided must be given by qualified
personnel who have knowledge with regard to thetfans involved. Training must be given in
accordance with a training program for all persémmeolved in activities carried out with
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respect to blood. Training must be provided priothie initiation of job duties or performing the
tasks outlined in a new procedure or any revisioancexisting procedure.

An establishment must have and maintain a progoarthé evaluation of the competency of
personnel. The elements of a competency programimslyde, but are not limited to

» direct observation of performance;

* monitoring of records;

* written tests;

» assessment of knowledge of operating procedurethaody; and

» for personnel who normally perform routine testiag,assessment of performance
through proficiency tests.

Records of the qualifications, training and contigucompetency of personnel must be
maintained. Training must be documented, inclugediiite on which the training was conducted
and should include the signature of the employee.

Section 99 Facilities

Facilities

99. A licensed or registered establishment must hae#ties that permit all of the following:
(a) the conduct of all of its activities;

(b) the performance by personnel of their respedtsks using proper hygiene;

(c) the cleaning of the facilities in a way that ntains sanitary conditions;

(d) environmental controls that are appropriate ka@as where its activities are conducted,;
(e) controlled access to all areas where its aaiwitire conducted; and

(f) donor screening to be conducted in privacy.

Premises must be designed, constructed and adapged the activities to be conducted. Their
design and furnishing must minimize the risk obesr Buildings must be maintained in good
order. Facilities must have a donor screening dra&aallows for privacy when determining
donor suitability. In addition, facilities must dool access to all areas where its activities are
conducted, as appropriate, and the entrance touitaing should be monitored.

Premises should be designed to align with the pofiew, so that operations can proceed in an
orderly manner and include the following for cohtxad security:

a. ablood collection area, set up for safe blood aviilval from donors;
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b. storage of critical supplies, including reagents #st kits, prior and following to quality
assurance acceptance;

c. an area for handling blood components and reagentsuitable for use or that have been
recalled;

d. area for preparing blood components and laboraéstyng;
e. area for labelling and releasing of components imientory;

f. storage areas as described in sections 69-72 Bldbe Regulationsnd associated
guidance; and

g. segregation control for biological waste.

Facilities must permit the conduct of activitiesngsproper hygiene, with an emphasis on hand
hygiene. Personnel hygiene procedures should mtsadie the use of appropriate protective
clothing.

The interior surfaces of the processing areas briftee of any cracks or holes and any porous
surfaces must be sealed to allow efficient cleanTing premises are to be maintained in a clean
and sanitary condition. A written sanitation pragrahould be available that addresses good
housekeeping issues. An accidental spill cleanrapgalure should be available and include
instructions to dispose of blood spills as biohdaas material. The choice of cleaning supplies
used in the processing or transformation areasldh@ureviewed to ensure they do not have any
negative effects on the safety of the blood. Intaaid a pest control program should be in place.

Where necessary, the building must be equippedamtappropriate HVAC (heating, ventilation
and air conditioning) system to maintain tempefnd air flow control.

The following considerations must be given wherobloollection is conducted in a mobile
clinic:

0] adequate environmental conditions;
(i) general cleanliness;
(i)  provision of a secure supply of water and eledtrjci

(iv)  adequate space to enable the collection of blawd fionors;
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(v) adequate control of access to blood, records anghegnt; and

(vi) an area for donor screening to be conducted irapyiv

Section 100 Equipment

Equipment
100.(1) A licensed or registered establishment musuenthat the critical equipment that it uges
is cleaned and maintained and, as appropriatejatati for its intended purpose and calibratef.

Repair or change
(2) The establishment must, whenever necessanyitafepairs or makes any change to criticy

equipment, revalidate and recalibrate the equippasnappropriate.

See section 1, the Interpretation section of thidance document, for the definition aftical
and for examples of critical equipment

Equipment should be situated in a location thatifates cleaning and maintenance. Cleaning
must be performed according to established schedaolprevent contamination and maintain the
safety of the blood. Cleaning procedures must addrkaning product residues that may
potentially impact the safety of blood. The proaegumust also include the cleaning and
decontamination of any blood spills on the equiptmas applicable.

Equipment must also be validated and calibratedrdarg to the manufacturer’s instructions, to
ensure that it consistently operates within establil specifications. Schedules and procedures
for the maintenance and calibration of equipmensgtrbe maintained and followed according to
the specifications in the equipment manual. Thesegulures must include the frequency of
calibration and include the actions to be takenméguipment performance deviates from
defined limits. This requirement applies not ortlie equipment, but also to all instruments
and measuring devices used that are critical tarergsthat the blood conforms to tBéood
RegulationsParagraph 94(1)f describes the preventive maintenance of criggailipment.

If equipment has been repaired, moved, or moditieeh re-calibration and/or revalidation must
be conducted in accordance with the establishmepgsating procedures and/or the
manufacturer's manual before further use. In addjtwhere appropriate, measures should be
taken to prevent unintended adjustments on thepaggnt or instrument that may impact its
calibration settings.

All validation, qualification, calibration, maintance and repair activities, including actual
results, are to be documented and retained bystiableshment.

If a licensed or registered establishment usesrgater system for regulated activities, it must

be validated. There should be processes and apg@icedures to support the maintenance and
security of computer systems and their data. Faséablishment that holds an Authorization,

any modifications to the computer system must lilkeaxized and documented as per the
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requirements in sections 9, 10 and 12 ofBled RegulationsControls must be in place to
limit access to the computer system data to ensumathorized changes are not made to
software or data.

A registered establishment’s program for the vaiateof computer systems should have a
system acceptance test to address the following$oi

» system functionality;
» system performance;
 critical parameters; and

» operating procedures.

The tests should ensure that the computer opeaatieslicated and meets the user requirements.

Data of a critical computer system must be backepariodically and securely stored for data
recovery. Computer validation records must be na@etd and used as a reference for any
system updates, changes and data recovery in tagstem failures. Evidence must be
presented that the equipment is performing topé&ssications prior to the return to its regular
use.

Any modifications, repairs and system updatesitaal equipment must be assessed for a re-
validation of the equipment.

Section 101 Storage equipment

Storage equipment
101.An establishment must use equipment to store kloaidenables the establishment to mdet
the requirements of sections 69 to 72.

The storage equipment must be qualified and caétreo demonstrate it can continuously
maintain the on-going required temperature andaodingr appropriate storage conditions. A
predetermined schedule for equipment maintenanct neuestablished and adhered to in order
to safeguard the safety of the blood being stored.

Storage equipment used to store blood, such agesdtors, freezers and incubators must have
measures in place to ensure continuous monitokMiogutoring devices must be qualified,
calibrated and maintained. Documentation that thecowas maintained under the appropriate
environmental conditions must be retained. (Foom&cetention requirements, refer to sections
117 to 122.) The storage equipment must also heesagainst the entry of unauthorized
persons.
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The storage equipment should have an automated alstem with audible signals for
monitoring the required environmental conditionst fmperature monitoring, alarm activation
points should be set at temperatures that allovicgrit time for appropriate corrective actions
before the blood reaches unacceptable temperafthesalarm warning should signal in a
location that is continually monitored or staffexltBat corrective actions can be taken
immediately. If a manual system is employed, adegoeeasures must be in place for
monitoring temperature and agitation devices taenthat thesafety of the blood is maintained.

The establishment must have operating procedungla@e to maintain the above-mentioned
equipment and a continuous temperature monitoniagrpam for the stored blood. The operating
procedures should describe the actions to be takire event of deviations from established
temperature ranges or failure of agitation. Suadné&ymust be appropriately documented and
investigated.

Section 102 Supplies

Supplies
102.A licensed or registered establishment must erbatehe critical supplies that it uses arg
validated or qualified, as applicable, for theileimded use and must store them under approgriate
environmental conditions.

The quality assurance unit must ensure that thieadrsupplies are validated or qualified, as
applicable, prior to release of the supply. Theasé of the supply is based on established
specifications and may include visual examinationspecific release, and review of certificates
of analysis. Only supplies that meet the documergqdirements must be used. See section 1,
the Interpretation section of this guidance docunfen the definition otritical and for

examples of critical supplies.

The conditions of use and storage of each suppbt meet the conditions specified by the
manufacturer. The expiry dates of supplies musthetly observed.

Sections 103-108 Error and Accident Investigation and Reporting

The regulatory requirements for errors and accgjentluding investigation, reporting and
record keeping, apply to all establishments, regdlander th&lood RegulationsThis not only
applies to those establishments that are licensétaregistered with Health Canada, but also to
those that are not required to be registered ensied, but do conduct activities that fall under
theBlood RegulationsThe requirements with respect to the handlingrofrs and accidents are
set out in sections 103-108 of tAod Regulations

Under theBlood Regulationsanaccidentmeans an unexpected event that is not attributalde
deviation from the operating procedures or apple#dws and that could compromise human
safety or the safety of blood. Aamror means a deviation from the operating procedures or
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applicable laws that could compromise human safetiie safety of blood. All definitions are
found in the Interpretation section of tBeod Regulations.

Establishments may suspect that an error or adcatenirred during an activity that they
conducted, or during an activity conducted by aap#stablishment, and therefore, it is critical
that all involved establishments communicate taisnghat all affected establishments are aware
of the error or accident and any results of angtigation. In addition, when notifying other
establishments with respect to errors and accidangsverbal communications must be
documented and written notices must be sent asaopnossible as per sections 103(4) and
104(6). When required to do so by Bie®od Regulationsestablishments must identify and
guarantine any implicated blood, so as to preveatriansfusion or further distribution of the
implicated blood and ensure that it is segregatau fall other blood. As set out in tBéood
Regulationsin sections 119, 120 and 122, all establishmenist maintain records of
distribution. At a minimum, as per section 118 séhenust contain the donation codes of the
blood, so as to permit the rapid identification &chtion of all blood units.

Sections 103-104 Errors and Accidents

Section 103 Error or accident of another establishment

Error or accident of another establishment

103.(1) An establishment that has reasonable grountslieve that the safety of blood may
have been compromised by the occurrence of an er@eccident during an activity conducted
by another establishment must immediately takefate following actions:

(a) determine the donation codes of the implicatedd)

(b) identify and quarantine any implicated bloodtgipossession; and

(¢) notify all of the following establishments:

(i) the establishment that collected the implicétéxbd,

(i) the establishment from which it received thgplicated blood, if different from the
establishment mentioned in subparagraph (i), and

(i) any establishment to which it distributed ihgated blood.

Contents of notice

(2) The notice must include all of the followingonmation:

(a) the donation codes of the implicated blood;

(b) a statement of whether the implicated blood isielblood or blood components, and the
names of the implicated blood components; and

(c) the reason for the establishment’s belief thatdéifety of the blood may have been
compromised.

Action on receipt of notice
(3) An establishment that is notified under subgeaph (1)€)(iii) or under this subsection must
immediately notify to the same effect every estdistient to which it distributed implicated
blood and quarantine all implicated blood in itsg&ssion.
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Written notice
(4) If a notice under this section is given verpadl confirmatory written notice must be sent gs
soon as possible afterwards.

An establishment that has reasonable grounds eveebased on the information available, that
the safety of blood may have been compromised Isecafuan error or accident that occurred
during an activity conducted by another establishinfe.g. processing, transformation) must
immediately follow the actions listed in subsecti®8(1). The establishment must identify and
guarantine any blood implicated in the error orideat and notify all relevant establishments
without delay. In all cases, if a notice was predd/erbally, a written notice must follow as
soon as possible afterwards.

Under subsection 103(3), establishments that receivotice under subparagraph 103(1){)

or subsection 103(3), must quarantine all of thelivated blood in their possession.
Furthermore, they must forward the notice to angt#shment to which they further distributed
any implicated blood.

Section 104 Establishment’s own error or accident

Establishment’s own error or accident

104.(1) An establishment that receives a notice usdbparagraph 103(L)(i) or (ii) or
suspects that an error or accident that occurredglan activity it conducted may have
compromised the safety of blood must immediatetg @l of the following actions:

(a) determine the donation codes of the implicatedd]

(b) identify and quarantine any implicated bloodtgpossession; and

(c) determine whether there is sufficient evidencevdorant proceeding to an investigation int
the suspected error or accident.

O

When no investigation — notice

(2) If the establishment determines that an ingesiton is not warranted, it must notify the
establishment that sent it the notice under sulgpaph 103(1))(i) or (ii) that it will not be
conducting an investigation and provide its reagonghat decision.

Action on receipt of notice

(3) An establishment that is notified under sulisecf2) or under this subsection must
immediately notify to the same effect every estdistient to which it distributed implicated
blood.

Notice of investigation

(4) If the establishment determines that an ingesiton is warranted, it must begin the
investigation, notify every establishment and otteenson to which it distributed implicated
blood, and include the following information in thetice:

(a) the donation codes of all implicated blood; and

(b) a description of the suspected error or accidadtan explanation of how the safety of the
implicated blood may have been compromised.

Action on receipt of notice
(5) An establishment that is notified under subised4) or under this subsection must
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immediately notify to the same effect every es#ishent to which it distributed implicated
blood and quarantine all implicated blood in itsg&ssion.

Written notice
(6) If a notice under this section is given verpadl confirmatory written notice must be sent gs
soon as possible afterwards.

Section 104 addresses situations where establigkraespect that an error or accident occurred
during an activity that they conducted, or whereatablishment receives a notice that an error or
accident could have occurred at their establishment

Under subsection 104(1), upon receipt of the natizder subparagraph 103@)() or (ii), or

when an establishment suspects that an error ateaxt@ccurred during an activity it conducted,
the establishment mushmediately determine the donation codes of thdigaged blood and
whether any other units of blood may be implicatethe same error or accident (e.g. other
components with the same donation code, any ottits that were subject to the same suspected
processing, transformation or storage conditiohisg establishment must also identify and
guarantine any implicated blood in its possessimhdetermine whether there is sufficient
evidence to initiate an investigation.

(1) When an investigation is not warranted

An establishment that receives a notice of a suspe@rror or accident:

Under subsection 104(2), in cases where the estainint that collected or distributed the
implicated blood receives a notice under subpapgt®3(1)¢)(i) or (ii) and does not have
reasonable grounds to believe that the safetyeobkhod has been compromised by the error or
accident during an activity it conducted it mustifyahe establishment from which it received
the notice that it will not be conducting an invgation. The establishment must provide the
reasons for not conducting an investigation anaimet documented, detailed rationale for that
decision in its records. This is to ensure thasadipected errors and accidents are assessed.

In the event that an establishment had sent aenotider subparagraphs 103€)(ij and (ii), it
must wait for a response to its notice by both iogtéd establishments prior to forwarding the
decision that an investigation is not warranted @atermining the disposition of the blood that
it presently has under quarantine.

Under subsection 104(3), any establishment thaives a notice under subsection 104(2) or
104(3) must forward this notice to every establishtrio which they distributed any implicated
blood.

If a notice was provided verbally, a written notroest be sent as soon as possible afterwards.
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An establishment that suspected that an error ocaent occurred during an activity it
conducted:

In the event that an establishment suspects an@raexcident occurred during an activity it
conducted that could compromise the safety of thedy but then determines that an
investigation is not warranted, it must documeatdicision and retain this decision and detailed
rationale in its records.

(2) When an investigation is warranted

If the establishment determines that an investigas warranted, in accordance with subsection
104(4), the establishment must notify all estalplishts or other persons (including blood
product fabricators) to which it distributed img@lted blood that it is conducting an investigation.
In the notice, the establishment must list the tlonacodes of the implicated blood. In the
notice, the establishment must also describe thgestied error or accident and include an
explanation of how the safety of the implicateddolanay have been compromiséd notice

was provided verbally, a written notice must follag’soon as possible.

Sections 105-108 Investigation and Reporting

Section 105 Requirement to cooperate

Requirement to cooperate
105.(1) An establishment must, on request, provideestgblishment that is conducting an

investigation with any relevant information in gessession in respect of blood that it distributed
or transfused.

Communication
(2) When more than one establishment is affecteainbgrror or accident or the investigation g

one, each establishment must ensure that every egtablishment that is so affected is kept
informed of all relevant information and of all ddepments and issues that arise during the
investigation.

—h

Establishments must cooperate with any establishthahis conducting an investigation and
provide any relevant information, as requesteds Tiformation includes, but is not limited to,

an inventory list of implicated blood with theirsgiosition (e.g. distributed, transfused,
guarantined) and the names of establishments tchvthe implicated blood has been distributed.

In accordance with thBlood Regulationgt is critical that all involved establishments
communicate to ensure that all affected establisiisneceive relevant information regarding
the investigation. Therefore, it is expected tisidlelishments notify the appropriate
establishments, including any establishment to wthey sent implicated blood, of any
investigation of a suspected error or accidentadrahy developments and issues that arise
during the investigation.
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The establishment conducting an investigation mase mechanisms in place to communicate
with all establishments that may have been impdayetthe error or accident in a timely and
accurate manner.

In the event that an establishment sends a natiderisubparagraphs 103(d)i) and (ii), the
establishment must wait for a response to thece@tom both implicated establishments prior
to determining the disposition of the blood thapiesently under quarantine. If neither the
establishment that collected the blood nor thebéistament from which they received the blood
proceeds to an investigation, communication betvadleafected establishments is expected to
be maintained, so as to determine the dispositioheoblood. In addition, any conclusions
drawn by any of these establishments must be shétlell other implicated establishments.

Section 106 Investigation results

Investigation results

106.(1) An establishment that is conducting an ingadton must notify in writing every
establishment and other person to which it disteBumplicated blood of the results of the
investigation and of any action that is requiretvéataken.

Notice to be forwarded
(2) An establishment that is notified under sulisectl) or under this subsection must send §
copy of the notice to every establishment to whiichstributed implicated blood.

The establishment must notify, in writing, all betestablishments or other persons (including
blood product fabricators) that were previouslyifired under subsection 104(4) of the results of
the investigation. Where it is determined thatgagety of implicated blood has not been
compromised, the establishment may make recommendatith regards to the disposition of
the blood.

As stated in paragraph 4(8)(of the Prohibition section of tH&ood Regulationswhere the
results of the investigation show that the safétiyhe implicated blood has been compromised,
or the results are inconclusive, the implicatedbles not to bealistributed or transfused.

Upon receipt of the notice under subsection 106fEubsection 106(2), the establishment must
send a copy of the notice to every establishmewntich they further distributed the implicated
blood.

Section 107 Reports to Minister

Reports to Minister

107.(1) An establishment that is conducting an inggdion into a suspected error or acciden
that is thought to have occurred during an actitht it conducted and that is identified after the
blood is distributed or transfused must file thears described in subsection (2) with the
Minister if there is a reasonable probability ttret error or accident could lead to a serious
adverse reaction.

Contents and timing
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(2) The reports must include the following informatand be filed at the following times:

(a) a preliminary report that includes all relevarfbrmation that is available, within 24 hours
after the start of the investigation; and

(b) a written update on any new information aboutshgpected error or accident, on the
progress made in the investigation since the &gsint and on the steps taken to mitigate furthjer
risks,

(i) within 15 days after the start of the investiga, and

(ii) on request of the Minister at any time aftee foreliminary report.

Written notice
(3) If the report under paragraph @)(s given verbally, a written report must be fileslsoon a$

possible afterwards.

Final report to Minister
(4) On completion of an investigation, the estdirtient must file a final report with the Minister
that contains all of the following information:
(a) the results of the investigation;

(b) the final disposition of the blood that was tiject of the investigation and the reasons fpr
that disposition; and

(c) any corrective actions taken and any other chatigg are recommended to be made to
relevant processes.

Section 107 applies to establishments that digiblood and establishments that transfuse
blood who are investigating suspected errors andl@sts.For further guidance odgistribution,
please refer to section 1 Interpretation in thislgnce document. The establishments are
required to report to Health Canada all suspeatexntseor accidents that are identified after the
distribution or transfusion of blood (as applicalded if there is a reasonable probability that
these could lead to a serious adverse reactios.praliminary report must be filed with Health
Canada within 24 hours of the start of an invesibga For example, an establishment that
distributes blood for transfusion must provide He&anada with a preliminary report of an
error or accident that is identified after the wimition of blood, if there is a reasonable
probability that the error or accident could leactserious adverse reaction. Establishments that
transfuse blood must also report suspected errasadents identified after the transfusion of
blood, if there is a reasonable probability thasthcould lead to a serious adverse reaction, as
outlined in section 107.

The preliminary report must include all availabiéormation regarding the suspected error or
accident. The information provided in the prelinmyneeport could consist of, but is not limited
to: a description of the E/A, risk assessments;emof implicated units of blood and/or blood
components; corrective actions taken to date (diolyany notifications sent to establishments
that received the implicated blood); and, any @paited corrective actions. Corrective actions
focus on eliminating causes of existing nonconftigsiin order to prevent recurrence.

Errors and accidents discovered before the digtabwr transfusion of the blood are not
required to be reported, but still need to be itigated by the appropriate establishment.
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In the case of blood that has been imported intta@a, where the foreign establishment is
conducting an error or accident investigation wébpect to blood that was distributed to Canada
— and if there is a reasonable probability thatdirer or accident could lead to a serious
adverse reaction — the importer in Canada musttépe investigation to Health Canada, as the
foreign establishment is conducting the activibedts behalf.

Error and Accident Reporting

All establishments are requested to provide theremd accident reports and any information
required under this section to the appropriatedogpate Regional Program, to the attention of
the Regional Manager, Inspectorate Program. Estahknts with multiple sites across Canada
are to send error and accident reports to the @ttawation of the Health Products and Food
Branch Inspectorate, to the attention of the Mandgjeod, Tissues, Organs and Xenografts
(BTOX) Unit.

Please see below for the address information ®irtepectorate Regional Programs and the
address information for error and accident repdirected to the Manager of the BTOX Unit.

INSPECTORATE PROGRAM, ATLANTIC REGION
Regions and Programs Bureau

16" floor, Suite 1625

1505 Barrington St

Halifax, Nova Scotia B3J 3Y6

Tel  902-426-2160

Toll Free 1-800-267-9675

Fax 902-426-6676

Email Insp_aoc-coa@hc-sc.gc.ca

Provinces: Nova Scotia, New Brunswick, Prince Edinaland
and Newfoundland and Labrador

INSPECTORATE PROGRAM, QUEBEC REGION
Regions and Programs Bureau

1001 St-Laurent Street West

Longueil, Québec J4K 1C7

Tel  450-646-1353

Toll Free 1-800-561-3350

Fax  450-928-4313

Email goc-cog@hc-sc.gc.ca

Province: Québec
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INSPECTORATE PROGRAM, ONTARIO REGION
Regions and Programs Bureau

2301 Midland Ave

Toronto, Ontario M1P 4R7

Tel  416-973-1600

Toll Free 1-800-267-9675

Fax  416-973-1954

Email Insp.ONOC-COON@hc-sc.gc.ca

Province: Ontario

INSPECTORATE PROGRAM, PRAIRIE REGION (MANITOBA
AND SASKATCHEWAN)

Regions and Programs Bureau

510 Lagimodiére Blvd

Winnipeg, Manitoba R2J 3Y1

Tel 204-984-1341

Toll Free 1-800-267-9675

Fax  204-984-2155

Email Insp_MSOC_COMS@hc-sc.gc.ca

Provinces: Manitoba and Saskatchewan

INSPECTORATE PROGRAM, PRAIRIE REGION (ALBERTA)
Regions and Programs Bureau

730 — 9700 Jasper Ave

Edmonton, Alberta T5J 4C3

Tel  780-495-2626

Toll Free 1-800-267-9675

Fax 780-495-2624

Email insp_aboc-coa@hc-sc.gc.ca

Province/Territories: Alberta, Nunavut, Northwestrfitories and
Yukon

INSPECTORATE PROGRAM, BRITISH COLUMBIA REGION
Regions and Programs Bureau

Suite 400 — 4595 Canada Way

Burnaby, British Columbia V5G 1J9

Tel 604-666-3350

Toll Free 1-800-267-9675

Fax 604-666-3149

Email Insp.woc-coo@hc-sc.gc.ca
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Province: British Columbia

Reporting address for establishments with multgies across Canada:

Manager, Blood, Tissues, Organs and Xenografts Unit
Health Products and Food Branch Inspectorate
Graham Spry Building — 3rd Floor

250 Lanark Ave

Ottawa, Ontario K1A 0K9

Tel 613-954-5011

Fax 613-960-2156

Email: BTOX_STOX@hc-sc.gc.ca

An error and accident report form will be availablethe Health Canada website. This form is
primarily designed to facilitate submission of prehary reports to Health Canada within 24
hours after the start of the investigation. Thamfthis form should not be used for the ongoing
or the final investigation reports where more dethand comprehensive information are to be
reported. Although this form is recommended foliprmary reports, other formats will be
accepted. It is acknowledged that all informaticeymot be available at the time of initial
reporting. In addition, it is highly recommendeadttivhere the transmission of information via
fax is not successful, establishments contact pipecgriate regional offices to obtain further
contact information, or send the information elewically.

Investigation

During an error or accident investigation, an d&himent must determine whether any other
blood is affected, the status of the implicateddl¢e.g. the number of units distributed,
guarantined or transfusedid the number of implicated establishments tha¢ wentacted.
Establishments are to assess and implement antyaaddiiprocedures or corrective actions
required to mitigate the risk and to prevent simdecurrences.

Reports

Reports must be provided to the appropriate He&zdthada Inspectorate Regional Program in
accordance with section 107. Following the pratiany report, the establishment is to provide
the Inspectorateith a written update on any new information abibwt suspected error or
accident within 15 days after the start of the stigation. The update is to include information
regarding the status of all implicated blood uaitsl the number of implicated establishments
contacted. The report must also include informatinrthe progress made in the investigation
since the last report including root cause analyganed corrective actions and the steps taken
to mitigate further risks, such as conducting alietlealth Canada may also request an update
at any time after the preliminary report.
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Health Canada may request a recall based on themation received. A recall is the removal
from further distribution or use of a distributedguct that presents a risk to the health of
Canadians or violates tl®od and Drugs Acand its associated regulations. Please notehtbat t
2014 amendment to theod & Drugs Actprovides the Minister with the authority to order
recall, as deemed necessary.

Upon completion of the investigation, the estalstieht is to notify and provide a final report to
the appropriate Health Canada Inspectorate RegRnogiram. The final report must include the
results of the investigation, specify any infeci@gent(s), results of any tests performed,
follow-up and corrective actions taken, and detaiilghe final disposition of the blood, including
but not limited to: number of units distributedrisfused, quarantined and discarded.

Scenario

The following scenario is for illustrative purposady and provides further guidance on the
necessary steps to be followed by an establishmiean a particular error or accident is
suspected.

Scenario #1
In a regional hospital, Hospital A, after removinged blood cell (RBC) unit from the
refrigerator in order to perform compatibility tiesg for transfusion, the transfusion medicine
laboratory noticed the unit was hemolyzed. Thig was part of a shipment received from a
main hospital that contained six RBC units in totddree of the six units had been further
distributed by Hospital A to another regional heslpiHospital B. The two remaining units
located at Hospital A were not found to be hemally2¢ospital A had reasonable grounds to
believe that the hemolysis was not caused durirgcénity conducted by them.

Hospital A is required to perform the following:

» |dentify the donation code of the hemolyzed und #re donation codes of the other
RBC units in the same shipment;

* Quarantine the hemolyzed unit and the two remainimts;
* Immediately notify the establishment that colledieel implicated units;

* Immediately notify the establishment (main hospitadm which they received the six
units;

* Immediately notify the other regional hospital, dital B, to which it distributed the
three units from the same shipment.
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In the notice to the establishments above, Hospitalust provide the reason for its belief that
the safety of blood may have been compromised.

Any verbal communications must be documented atiitiewwmotices must be sent as soon as
possible.

Upon receipt of the notice, Hospital B will veriftye status of these units, and quarantine them.

The establishment that collected the blood andrthim hospital that received the notification of
a suspected error or accident from Hospital A mexsew the information received and these
establishments are required to perform the follgnantions:

Determine the donation codes of the implicated ¢jjoo
Identify and quarantine any implicated units initlmssession;

If an investigation is not warranted, the estalplisht(s) must notify the establishment
that sent the notice of the suspected error odaatito that effect and provide the
reasons for the decision to not conduct an invastig;

If an investigation is warranted, the establishri®nt/here the error or accident occurred,
must begin the investigation and notify every d&thiment and other person who
received blood, including any blood product fabiaca to which implicated blood was
sent for further manufacturing. The notice willlumbe the donation codes of the
implicated blood and the relevant information relyyag the error or accident and how the
safety of the blood may have been compromised,

As per section 105, establishments must cooperithetive establishment conducting the
investigation. In addition, all establishments ne@nhmunicate and provide all relevant
information and developments on the investigatmauery establishment that is
involved with the error or accident;

As per section 106, the establishment conductiagrestigation must notify in writing
to every establishment and other person who redenaplicated blood, of the results of
the investigation. An establishment receiving thfermation must forward the notice to
every establishment to which they sent the impdiddilood:;

If there is a reasonable probability that the reorcaccident could lead to a serious
adverse reaction, the establishment conductingntrestigation mustollow the
requirements as set out in section 107 oBlood Regulations
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Section 108 Annual Report

Annual report
108.(1) An establishment must prepare an annual répattsummarizes all of the error and

accident investigations that it conducted in thevmus 12 months, including a concise critica|
analysis of those investigations, and must fileith the Minister on request.

When to notify Minister
(2) If the analysis reveals a previously unideatlfrisk to the safety of blood, the establishmegnt

must notify the Minister immediately.

Additional reports
(3) An establishment must, on the Minister’'s requile additional reports described in
subsection (1) in respect of the period specifiethe request.

These requirements, found in section 108, appéllitestablishments that are regulated under the
Blood RegulationsEach establishment must prepare an annual réqatrincludes all of the

error and accident investigations that were coretliby their establishment in the previous 12
months. This includes all errors and accidentsfdibunder the scope of tiélood Regulations
identified before and after the distribution omiséusion of the blood.

The report could be separated into categories —tygpgs of errors and accidents, types of blood
components, activities, areas, other categoriesTée establishment must include an analysis of
the investigations that clearly identifies any meirg issues and trends. These reports must be
filed with Health Canada, upon request, and masebiewed during the inspection by Health
Canada. In addition, Health Canada may requesttiditional reports be prepared and
submitted by the establishment, in respect of aiBpd time period designated by Health
Canada.

If any previously unidentified risks are discovethtbugh the preparation of the repantat any
point in time the establishment must notify Health Canada imntelgiaWritten notifications
should be sent to the following address:

Manager, Blood, Tissues, Organs and Xenografts Unit
Health Products and Food Branch Inspectorate
Graham Spry Building -"3Floor

250 Lanark Avenue

Ottawa, Ontario K1A 0K9

Tel  613-954-5011

Fax 613-960-2156
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Sections 109-116 Adverse Reaction Investigation and Reporting
Section 109 Adverse Donor Reactions

Section 109 Notice to Minister

Notice to Minister
109.(1) An establishment that has reasonable grountslieve that a donor has experienced a
serious adverse reaction during a donation or wifta hours after a donation must notify the
Minister of the adverse reaction within 24 houteait learns of the death of the donor or with
15 days after it learns of the adverse reacticaninother case.

n

Contents of notice

(2) The notice must contain all of the followindarmation:
(a) a description of the adverse reaction;

(b) any actions that were taken to address it; and

(c) the outcome.

Written notice
(3) If a notice under this section is given venpadl confirmatory written notice must be sent gs

soon as possible afterwards.

109(1) A serious adverse reaction in a donor may occarrasult of a whole blood or apheresis
blood donation. When a serious adverse reacti@xdonor occurs during a donation or within
72 hours after a donation and the reaction coufibs® a risk to the safety of the blood, the
establishment that collected the blood must nakig/Minister within 15 days. If a donor dies
during a blood donation or within 72 hours aftex ttonation, the establishment that collected
the blood must notify the Minister within 24 howafser it learns of the death of the donor. A
licensed or registered establishment should refeettion 1, the Interpretation section, for the
definitions ofadverse reactionandserious adverse reactiomhen determining what must be
reported as an adverse reaction in a donor.

109(2)When a licensed or registered establishment repodbnor’s serious adverse reaction,
the notice must contain, at a minimum, a descmptibthe following:

* the adverse reaction;
e any actions that were taken to address it; and

* the outcome.

The licensed or registered establishment must ibesany actions taken to address the serious
adverse reaction, including treatment of the dombe notice must include the final outcome of
the donor’s serious adverse reaction, i.e. whetteeoutcome is no deferral or temporary or
indefinite deferral. The identity of the donor istmequired in the notice.

Date Adopted: 2014/05/12; Effective Date: 2014/10/23 152



Health Canada
Guidance Document Guidance Document: Blood Reigulsit

The notice should also contain all of the followinfgprmation:

» donor identification code;
* donation code;
» donor’s age and sex; and
» adescription of the reaction, including:
- date, time, place;
- donor type (allogeneic vs. autologous);
- donation history (repeat vs. first time);
- donation type (whole blood, plasmapheresis, ¢yegsis);
- clinical symptoms;
- assessment of the reaction and relationshipeta¢imation; and

- sequelae.

In the event that all of the information above a available at the time of reporting, a notice
with all the information should be submitted to KHle&€anada as soon as possible after the initial
report.

109(3)When a licensed or registered establishment peswerbal notice to Health Canada
about a donor’s serious adverse reaction, thelestaient must also provide written notice to
Health Canada without delay.

An establishment may use any adverse reactionasrtegporting form to provide written notice
to Health Canada as long as all reporting requirgsnare met.

The completed form must be faxed or emailed to tH&aanada’s Biologics and Genetic
Therapies Directorate:

Blood Establishment Regulation Unit
Office of Regulatory Affairs
Biologics and Genetic Therapies Directorate
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Health Canada
Tel (613) 957-1722
Fax (613) 948-3564

An establishment may email password protected sthimages of the form togtd.ora@hc-
sc.gc.ca

Sections 110-111 Adverse Recipient Reactions

Under theBlood Regulationsan unexpected adverse reaction or serious adwessgan must be
reported to Health Canada if it is associated aitlundesirable response in the recipient to the
transfused blood that indicates there is a rigkutman safety or the safety of the blood. An
establishment should refer to section 1, the Imetgbion section, for the definitions aflverse
reaction serious adverse reactipandunexpected adverse reactiaen determining what
must be reported as an unexpected adverse reactéogerious adverse reaction to Health
Canada. An adverse reaction caused by a blooditapelror that compromises the safety of the
blood and leads to an adverse reaction in a retigean example of a reportable adverse
reaction. Reportable adverse reactions in a ratipiely apply to human blood collected from
donors for the purpose of transfusion or for thenimization of source plasma donors (e.g. red
blood cells for immunization). Adverse reactionagmg requirements under tiBtood
Regulationgdo not apply to blood products manufactured bioadfabricator.

Section 110 Required action

Required action
110.(1) Subject to section 111, an establishmenthhatreasonable grounds to believe that g
recipient has experienced an unexpected adversgorear a serious adverse reaction must
immediately take all of the following actions:

(a) determine the donation codes of all implicateabkl

(b) identify and quarantine any implicated bloodtgpossession;

(c) if a preliminary inquiry indicates that the rause of the adverse reaction is attributable [to
an activity that it carried out, conduct an invgation into the adverse reaction and notify any
establishment to which it distributed implicateddn; and
(d) if a preliminary inquiry indicates that the ramuse of the adverse reaction is attributable|to
an activity carried out by another establishmeatifyall of the following establishments:
(i) the establishment that collected the implicétéxbd,

(i) the establishment from which it received thgplicated blood, if different from the
establishment mentioned in subparagraph (i), and

(i) any establishment to which it distributed ihgated blood.

Contents of notice

(2) The notice required by paragraphs¢Lgnd ¢l) must contain all of the following
information:

(a) a description of the adverse reaction;

(b) an explanation of how the safety of the impliddtéood may have been compromised, if
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known;

(c) the donation codes of all implicated blood;

(d) a statement of whether the implicated blood isielblood or blood components, and the
names of the implicated blood components; and

(e) the name of any suspected transmissible diseatisease agent, if known.

Quarantine

(3) An establishment that is notified under sulisectl) or under this subsection must
immediately notify to the same effect every essishent and other person to which it
distributed implicated blood and quarantine anylioaped blood in its possession.

Investigation

(4) An establishment that is notified under subgeaph (1)¢)(i) or (ii) must, if a preliminary
inquiry indicates that the root cause of the adveesction is attributable to an activity that it
carried out, conduct an investigation into the asleeeaction.

Written notice
(5) If a notice under this section is given verpadl confirmatory written notice must be sent gs
soon as possible afterwards.

110(1)The Investigation Requirements Flow Chart (Flow €A, found in subsection 110(4)
of this guidance, describes the steps to be takea an unexpected adverse reaction or a serious
adverse reaction occurs in a recipient.

Please note that section 110 requires action regpash unexpected adverse reaction or a serious
adverse reaction. In some instances the regul&gtyloes not specifynexpectear seriousbut
always meansanexpectear seriousadverse reactions.

An establishment that has reasonable grounds ieveahat a recipient has experienced an
unexpected adverse reaction or a serious advasga® must immediately determine the
donation codes, identify the implicated blood andrgntine the implicated blood (Flow Chart A
(2)—(2)). The establishment must then conduct Brpireary inquiry to determine if the root
cause analysis suggests the adverse reactianilsittble to an activity it carried out (Flow
Chart A (3)). When an establishment has reasorgablends to believe an unexpected adverse
reaction or a serious adverse reaction has occdruredo an activity it carried out, the
establishment must conduct an investigation anidyrary establishment to which it distributed
the implicated blood (Flow Chart A (8)—(9)).

When the unexpected adverse reaction or seriolersglveaction is due to an activity carried
out by another establishment, the establishment naidy all of the establishments listed in
110(2)@)(i)—(iii) (Flow Chart A (4)—(6)).

110(2) When notifying an establishment of an unexpecteis® reaction or a serious adverse
reaction in a recipient, the notifying establishtn@uoist ensure that the notice to the
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establishments listed in paragraph 11@)19¢ (d) contains all of the required information in
subsection 110(2). The notice should also incluidef ahe following information:

a. recipient’s date of birth and sex;

b. hospital identification;

c. diagnosis, medical history;

d. blood group, antibody screen;

e. date, time, and place of transfusion;

f. component transfused, donation code(s), blood grmalfection date/pooling date,
infusion start/stop time;

g. description of adverse reaction, investigatiorghsigns, treatment, culture of the
recipient’s blood and of the component transfused;

h. assessment by transfusing establishment physician;
i. establishment physician;

J. outcome; and

k. any other relevant information.

An establishment may use any adverse reactionastegporting form to provide written notice
as long as all notification requirements in sulisect10(2) of theBlood Regulationare met.

110(3)An establishment that receives a notice under stibsel10 (1), about an unexpected
adverse reaction or a serious adverse reactioarnsftised blood in a recipient, must
immediately notify every other establishment arfteoperson (including blood product
fabricators)o which it distributed implicated blood (Flow Chér (10)). An establishment may
meet this requirement by forwarding the notice fritvm establishment that collected the
implicated blood to the establishment that nowthasmplicated blood.

The establishment must quarantine — at once —raplicated blood components in its
possession (Flow Chart A (11)).

Establishments must cooperate with one anothepeowdde any relevant information to the
investigating establishment. Cooperation betwetabéshments enables the investigating
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establishment to determine the cause of the un&egbadverse reaction or serious adverse
reaction when it is not clear whether the bloodmactivity the investigating establishment
conducted on the blood led to the adverse reastitime transfusion recipient (Flow Chart A
(12)). Refer to section 112 of the regulations rdigey the requirement to cooperate.

110(4) An establishment that receives a notice, unde(dd)(i) or (ii), about an unexpected
adverse reaction or a serious adverse reactioansftised blood must determine if the root
cause of the adverse reaction was attributable txtvity it carried out (Flow Chart A (7)). If
so, they must conduct an investigation into thesegl reaction (Flow Chart A (8)—(9)).

If it is unclear whether the root cause of the aslw@eaction was an activity that the
establishment carried out or an activity carrietilmuanother establishment, the establishment
should communicate with other establishments irewiw the collection and distribution of the
implicated blood in order to assist in this deteration.
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Flow Chart A: Investigation Requirements

An Adverse Reaction in a
recipient takes place at a
blood establishment

The establishment immediately:
(1) Determines the donation codes of all implicated blood
(2) Identifies and quarantines any implicated blood in its possession

The establishment:
(3) After conducting a preliminary inquiry, determines if the root cause
analysis suggests the adverse reaction is attributable to an activity it

conducted
o]

YES The establishment notifies:

(4) The establishment that collected the implicated blood

(5) The establishment from which they received the
blood

(6) Any establishment to which they distributed the

blood

Any establishment who received a notice:

(7) After conducting a preliminary inquiry, determines if [—Jp»,
the root cause analysis suggests the adverse reaction is
attributable to an activity it conducted

YES

\ 4

The establishment:

NO

(8) Conducts an investigation
(9) Notifies any establishment to which it distributed the implicated blood

v '

Any blood establishment that received a notice regarding the implicated blood:
(10) Notifies any establishment to which it distributed the implicated blood
(11) Quarantines any implicated blood in its possession
(12) Provides any establishment that is conducting an investigation with any relevant information
in its possession with respect to the implicated blood
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Traceback Investigation

The purpose of the traceback investigation is ¢éntidy the associated/implicated donor(s),
retrieve available in-date components from thos®ds and notify other consignees and
recipients of those blood components. See 1.5 Diefis, traceback

Establishments should conduct traceback investigatnd reporting of unexpected adverse
reactions or serious adverse reactions that apestesl to be transfusion-associated viral
infections, such as HBV, HCV, HIV 1 and 2, HTLVII/Other transfusion-related infections
may also trigger a traceback investigation.

The establishment conducting an investigation theounexpected adverse reaction or serious
adverse reaction associated with the implicateddlnitiates a traceback investigation when it
identifies any of the following:

» infection via transfusion is consistent with thaifig of the recipient’s diagnosis;
» the recipient did not originate from a lookbackqedure;
* inthe case of HTLV I/l infection, the recipiergaeived cellular components; or

* inthe case of HCV infection, when the recipientdaé a hemophiliac or thalassemic
patient transfused prior to May 1992.

The establishment conducting the investigation theounexpected adverse reaction or serious
adverse reaction associated with the implicateddghould initiate a traceback investigation of
a suspected transfusion-related infection wheecives a report of a positive recipient from
any of the following:

* Physician

» Establishment, such as a hospital, a licensedegiatered establishment

* Public Health Authority

* Information from a lookback procedure

« Compensation programme

» Transfusion recipient*
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* If a transfusion recipient reports a transfusretated infection, the establishment should have
acopyof the test results to proceed with the tracelaegstigation.

A traceback investigation includes proceduresHerfollowing:

a. determine donor status;

b. notify donor;

c. monitor donor, tests, and traceback investigatort
d. close traceback investigation.

During a traceback investigation, the establishnassesses the available information to
determine the likelihood of transmission by thensfased components of a transfusion-
associated viral infection. The medical directothe senior executive officer should be
consulted, as needed, during an investigation.ebBteblishment must defer the donor, when the
outcome of confirmatory testing yields indeterménat negative results, and consult the medical
director or the senior executive officer for funttzetion.

The medical director or senior executive officendd also be consulted in the following
situations:

» if areportis received from a source other thars¢hlisted above;
« [f a transfusion-related infection is other than\WBHCV, HIV, HTLV; or

» if there are other clear risks for infection.

Note: When a traceback investigation identifieoaat who is confirmed positive for a
transfusion-transmissible infectious agent, a l@akiprocedure should be carried out. A copy of
the test results should be included in the docuatiemt for the lookback procedure. (See section
56 and paragraph 94(1)(h) of this guidance docum&he establishment must record an
indefinite deferral code in the donor’s suitabilitysessment file. See subsections 44(2) and 56(1)
for lookback procedure guidance.

110(5)When an establishment provides verbal notice tohemestablishment about a
recipient’s unexpected adverse reaction or se@dugerse reaction, the establishment must also
provide written notice without delay in accordamgeh information requirements in subsection
110(2).
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Section 111 Autologous donations

Autologous donations
111.An establishment that both collects and transftlsesame autologous blood must, if it hps
reasonable grounds to believe that a recipienekpsrienced an unexpected adverse reactioh or
a serious adverse reaction, immediately quaraatiyeother blood from that donor in its
possession and conduct an investigation into thierad reaction and the implicated blood.

When the recipient of an autologous blood transfugixperiences an unexpected adverse
reaction or a serious adverse reaction, the regtestablishment that both collected and
transfused the autologous blood must immediatddy the following actions:

1. quarantine any other blood from the affected agfols blood donor in its possession;
and

2. investigate the adverse reaction.

The investigation should determine the cause olittexpected adverse reaction or serious
adverse reaction, including the possibility of amgaccident, such as the transfusion of the
wrong unit. See sections 103-108 of this guidanceifror and accident investigation and
reporting requirements.

Sections 112-116 Investigation and Reporting of Adverse Recipient
Reactions

Section 112 Requirement to cooperate

Requirement to cooperate

112.An establishment must, on request, provide evstgbdéishment that is conducting an
investigation with any relevant information in gessession in respect of blood that it distributed
or transfused.

The establishment conducting the investigat®the establishment that after a preliminary
inquiry has determined that the root cause of thveise recipient reaction was attributable to an
activity that they carried out (Flow Chart A (3)da(8)).

The establishment conducting the investigation negyest relevant information from other
establishments that distributed or transfusedrti@icated blood.

On request, an establishment must provide the figatgg establishment with any information
relevant to the investigation if they transfusedlistributed blood that was later implicated in an
adverse reaction in a recipient investigation. Tiigrmation includes, but is not limited to, an
inventory list of the implicated blood and its distion (e.g. distributed, transfused,
guarantined). (Flow Chart A (12)).
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Section 113 Notice to Minister

Notice to Minister

113.(1) An establishment that is conducting an ingdton must notify the Minister of the
adverse reaction within 24 hours after it learnthefdeath of a recipient or within 15 days aft
it learns of any other unexpected adverse reactigerious adverse reaction.

U
—_

Written notice
(2) If a notice under this section is given venpadl confirmatory written notice must be sent gs

soon as possible afterwards.

113(1)The Reporting of an Adverse Reaction Flow ChaFChart B), found at the end of
section 116, describes the steps to be undertak@nan establishment determines that they
must conduct an investigation into an unexpecte®se reaction or a serious adverse reaction.

The investigatingestablishment must notify Health Canada of an agvezaction that results in
a fatal event within 24 hours of learning of theipgent’'s death. Although a preliminary
notification may be sent within 24 hours, the inigeging establishment must provide Health
Canada with a subsequent notice containing anyiaddi information without delay. For all
other unexpected adverse reactions or serious sglveactions, the investigating establishment
must provide a notice to Health Canada within 1fsd# learning of the adverse reaction (Flow
Chart B, Step 1).

An unexpected adverse reaction or a serious adveaston in a recipient must be reported if
the investigating establishment suspects thatdlierae reaction is associated with the safety of
the transfused blood. Clinical judgement shouleercised by a qualified health care
professional from the establishment to determinkafadverse reaction in the recipient is related
to the transfused blood, rather than one of treatmeection or disease progression.

Examples of Errors or Accidents that could leaddao Adverse Reaction in a Recipient
An error or accident could lead to an adverse r@aat a recipient. In the example where a
transformation error or accident may have led tadrerse reaction in a recipient, the registered
establishment who carried out the transformatiothenmplicated blood would investigate and
report the adverse reaction to Health Canadaidfdtispected that a storage error or accident led
to an adverse reaction in a recipient, then thebdishment where the storage error or accident
occurred would investigate and report the advezaetion to Health Canada.

113(2) If an establishment provides verbal notice to He@lanada about an unexpected adverse
reaction or a serious adverse reaction in a ratipilke establishment must also provide written
notice to Health Canada without delay.

As long as all reporting requirements are met,staldishment may use any adverse reaction
reporting form to provide mandatory written nottoeHealth Canada about an unexpected
adverse reaction or a serious adverse reactiomlooa transfusion recipient.
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The completed form must be faxed or emailed to tH&aanada’s Biologics and Genetic
Therapies Directorate:

Blood Establishment Regulation Unit

Office of Regulatory Affairs

Biologics and Genetic Therapies Directorate
Health Canada

Tel (613) 957-1722

Fax (613) 948-3564

An establishment may email password protected scthimages of the adverse reaction
reporting form tdogtd.ora@hc-sc.gc.ca

Section 114 Results of investigation

Results of investigation

114.(1) The establishment that is conducting an ingasbn must notify in writing every
establishment and other person to which it disteBumplicated blood of the results of the
investigation and of any action that is requirethéataken.

Notice to be forwarded
(2) An establishment that is notified under sulisectl) or under this subsection must send §

copy of the notice to every establishment to whiichstributed implicated blood.

114(1) The establishment conducting the investigation mastmunicate in writing, to every
establishment or other person (including blood pobdiabricatorsjo which it distributed
implicated blood, the results of the investigataod any required actions. The results of the
investigation notification should reference thegoral notification (Flow Chart B, step 2).

114(2) When an establishment receives the results of\astigation, they must forward the
results to any other establishment to which theyrithuted implicated blood. It is not necessary
for the establishment to add any additional infdrarato the results of the investigation
notification.

Section 115 Final report to Minister

Final report to Minister

115.0n completion of the investigation, the establishtrmust file a final report with the
Minister that contains all of the following informian:

(a) the results of the investigation;

(b) the final disposition of the blood that was tiject of the investigation and the reasons fpr
that disposition; and

(c) any corrective actions taken and any other chatigg are recommended to be made to
relevant processes.

The investigating establishment must file a firggdart to Health Canada concerning the
recipient’s adverse reaction and containing athefinformation required in section 115. When
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the information is inconclusive, the establishmeaty also provide comments based on their
evaluation (Flow Chart B, step 3).

Section 116 Annual Report

Annual report
116.At the end of each year, an establishment muggpeean annual report that summarizesjall
of the final reports that it filed in the year, inding a concise critical analysis of the
investigations that were the subjects of thosertepand must file it with the Minister on
request.

Establishments that conduct adverse reaction ilga&ins must prepare an Annual Adverse
Reaction Report (Flow Chart B, stepstimmarizing all of the final reports concerning
unexpected adverse reactions or serious adverstoreain recipients that were filed during the
year, including a concise critical analysis of timal adverse reaction investigation reports.

The annual report should include the following:

* an executive summary,
» the established degree of relationship of adveraetion to the transfused blood;
* adetailed analysis and assessment of any new sajegals;

» an overall summary analysis of the adverse reactieported in the period that
considers blood or blood component use;

» acumulative analysis of the adverse reactionsrtegpahat includes a trend analysis
over time;

» traceback and lookback annual summary statistegairnts; and
» overall conclusions and opportunities for improveime
When requested by the Minister, an establishmentfileaan annual adverse reaction report that

was prepared for other purposes, such as an aheomvigilance report, as long as it includes
the information required and described in sectibé dbove.
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When requested by the Minister the annual repodtrbe faxed or emailed to Health Canada’s
Biologics and Genetic Therapies Directorate:

Blood Establishment Regulation Unit

Office of Regulatory Affairs

Biologics and Genetic Therapies Directorate
Health Canada

Tel (613) 957-1722

Fax (613) 948-3564

An establishment may email password protected sthimages of the adverse reaction
reporting form tdogtd.ora@hc-sc.gc.ca

Appendix A provides a summary of all annual repgrtiequirements for blood establishments.
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Flow Chart B: Reporting an Adverse Reaction in a &pient

An establishment
conducts an INVESTIGATION of an
Adverse Reaction in a Recipient (ARR)

v

Step 1 - The investigating establishment notifies the Minister:
e Within 24hrs, if there is a death
* Within 15 days for any other unexpected or serious ARR

v

Step 2 - The investigating establishment notifies every establishment or fabricator to which it

* The results of the investigation
* Any action required to be taken

distributed implicated blood:

Step 3 - The investigating establishment files a final report with / Ever \
the Minister on completion of the investigation that ery
contains: estabhsh_ment

. o that receives a
* The r_esults. of th.e_mvestlgatlon notice of the
¢ The final disposition of the blood results of an
investigation
¢ sends a copy of
the notice to

Step 4 - The investigating establishment prepares an annual every
report at the end of each year to file with the Minister establishment to
upon request that: which it
«  Summarizes all final reports for the year distributed
¢ Includes a concise critical analysis implicated blood.

\_ /
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Sections 117-123 Records
Establishments must retain records, including ties@roduced prior to coming into force of the

Blood Regulationsin accordance with the regulatory requirementsea®ut in thélood
Regulations

Section 117 Record quality

Record quality
117.Records kept by an establishment must be accu@igplete, legible, indelible and readily
retrievable.

Records are a critical componentaofy quality management system as they provide dented
evidence of compliance. Records must be accurateplete and legible. Upon coming into

force of theBlood Regulationand during the transitional period (see sectiorg-128 for
transitional provisionsyecords must be maintained concurrently with théopeance of each
significant step in the processing, importatioansformation, storage, distribution (including
exceptional distribution), investigation of erransd accidents and adverse reactions of blood, so
that all steps can be clearly associated with #tegn who conducted the step, time/date and
location of such activities. In addition, for preseng and transformation records, the lot number
of critical supplies and the identity of the craiequipment associated with the activities must
be part of the records.

All records must identify the person who condudtezlactivities and the dates of the various
entries. Establishments must ensure that the re@edaccurate. For example, all manual
transcriptions of test results must be indepengesmttified in situations where the transcribed
document is the permanent record.

Any handwritten entry of information must be madeng indelible ink. Any correction, entry of
information, or notation made after the originaledaf record completion must be clearly
crossed out, initialled or signed and dated todat#i a change has been made to the original
information.

All establishments must retain records in an easilyerstandable and retrievable format.
Records must be accessible at all times. All estalnlents must be able to quickly and
efficiently retrieve blood traceability information

Records must consistently be maintained in a matongreserve their completeness and
integrity over time. Establishments may decidede microfiche, microfilm or other means of
retaining permanent records. The establishment waugy the transfer of information to
microfiche, microfilm or other media used to retaiformation. The accuracy of the transfer of
information should be verified by someone othenttree individual who transferred the
information.
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An establishment that keeps electronic records magt an electronic system validated for its
intended use to ensure the maintenance of thardatity of those records. Any changes to the
electronic system must be evaluated, documentedpdved prior to implementation to
ensure the integrity of the data and that the d=coan be retrieved during the required retention
period. A history of any changes to electronic rdsanust be available in an audit trail.

An establishment must be able to retrieve and primard copy of information that is stored in an
electronic record.

One standardized format for dates (e.g. YYYY-MM-BDMM-DD-YYYY) should be used for
all records. Where this is not possible, recorasikhclearly indicate the date format if not
readily apparent.

Section 118 Donation code part of all records

Donation code part of all records
118.An establishment must ensure that the donatioe ®d component of all of its records that
relate to the processing, distribution, transforaraind transfusion of blood.

Each unit of blood has a donation code that unigigentifies it. The donation code enables the
traceability of a given unit of blood and any asated information about that unit of blood
throughout any processing or transformation stegstlae chain of distribution. The donation
code must be a part of all records related to tbegssing, distribution, transformation and
transfusion of the unit of blood. A blood componetit be identified by the specific component
code associated with the donation code.

Section 119 Retention periods — allogeneic blood

Retention periods — allogeneic blood
119.(1) An establishment that collects allogeneic Hlawst keep the records set out in colurhn

1 of the table to this section for the period sétin column 2.

Calculation of record retention period
(2) The record retention period begins on the dawbich the record is created, except for the
personnel records set out in item 28 of the tableshich case the period begins on the last day
on which the employee was last employed by thebkskement.

All establishments that collect allogeneic bloodsinensure that records are retained according
to the Table to section 119, Records and Retefteriods. See clause 20.2.5 of the CSA Blood
Standard for guidance concerning the reconciliatibionation codes (item 3 of the Table to
section 119).
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TABLE TO SECTION 119

RECORDS AND RETENTION PERIODS

Column 1 Column 2
ltem  Records Retention period
1. Donor identification code 50 years
2. Donation code 50 years
3. Reconciliation of donation codes 10 years
4, Donor suitability assessment 5 years
5. Determinations of donor unsuitability — indefeni | 50 years
6. Determinations of donor unsuitability — tempgrar| 10 years
7. Collection — date of donation 50 years
8. Collection — donor apheresis 5 years
9. Collection — record of donation 5 years
10. Lot number and name of manufacturer of containg 1 year

and other critical supplies for each donation
11. Test results for transmissible disease tesfiBg) 50 years

group and Rh factor, and clinically significant

antibody testing
12. Blood component preparation 10 years
13. Blood storage temperature monitoring 5 years
14, Destruction or other disposition of blood 5ane
15. Distribution 50 years
16. Shipping documents 1 year
17. Exceptional distribution 50 years
18. Importation in urgent circumstances 50 years
19. Post-donation information 10 years
20. Complaints and their investigation 5 years
21, Internal audit reports 5 years
22. Quality control testing 5 years
23. Maintenance, validation, qualification and 3 years

calibration of critical equipment
24, Critical supplies, including their qualificatio 3 years
25, Proficiency testing 5 years
26. Every version of the operating procedures et 10 years

implemented, other than those related to donor

suitability assessments
27. Every version of the operating proceduresedliéd | 50 years

donor suitability assessments
28. Personnel qualifications, training and competen | 10 years

evaluation
29, Investigations and reports of errors and act&dle 10 years
30. Investigations and reports of adverse reactions | 10 years

Section 120 Retention periods — autologous blood

Retention periods — autologous blood

120.(1) An establishment that collects autologous @lowst keep the records set out in colu

1 of the table to this section for the period sétin column 2.

Calculation of record retention period

(2) The record retention period begins on the dawbich the record is created, except for th

nn

»)

"

personnel records set out in item 18 of the tablejhich case the period begins on the last day
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on which the employee was employed by the estabgsih.

All establishments that collect autologous bloodstransure that records are retained according
to the Table to section 120, Records and Retefteriods.

Table to Section 120 — Records and Retention Periods — autologous blood

TABLE TO SECTION 120
RECORDS AND RETENTION PERIODS

Column 1 Column 2
Iltem  Records Retention period
1. Donor identification code 10 years
2. Donation code 10 years
3. Collection — donor record 5 years
4. Lot number and name of manufacturer of containerl year
and other critical supplies for each donation
5. Test results for transmissible disease tesfAig) 10 years
group and Rh factor
6. Blood component preparation 10 years
7. Blood storage temperature monitoring 5 years
8. Destruction or other disposition of blood 10rgea
9. Distribution 10 years
10. Shipping documents 1 year
11. Complaints and their investigation 5 years
12. Internal audit reports 5 years
13. Quality control testing 5 years
14, Maintenance, validation, qualification and 3 years
calibration of critical equipment
15. Critical supplies, including their qualificatio 3 years
16. Proficiency testing 5 years
17. Every version of the operating procedures weest 10 years
implemented
18. Personnel qualifications, training and compegen | 10 years
evaluation
19. Investigations and reports of errors and actgle 10 years
20. Investigations and reports of adverse reactions | 10 years

Section 121 Retention periods — transformation

Retention periods — transformation
121.(1) An establishment that transforms blood muspkiie records set out in column 1 of t
table to this section for the period set out iruomh 2.

Calculation of record retention period
(2) The record retention period begins on the dawbich the record is created, except for th

personnel records set out in item 10 of the tableshich case the period begins on the last day

2}

”

on which the employee was employed by the estahbsi.

All establishments that transform blood must ensliae records are retained according to the
Table to section 121, Records and Retention Periods
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Table to Section 121 — Records and Retention Periods — transformation

TABLE TO SECTION 121
RECORDS AND RETENTION PERIODS

Column 1 Column 2
Iltem  Records Retention period
1. Donation code 10 years
2. Records of washing, pooling and irradiationlofld | 10 years
3. Lot number and name of manufacturer of critical | 1 year
supplies for each transformation
4, Complaints and their investigation 5 years
5. Internal audit reports 5 years
6. Quality control testing 5 years
7. Maintenance, validation, qualification and 3 years
calibration of critical equipment
8. Critical supplies, including their qualification 3 years
9. Every version of the operating procedures treg w | 10 years
implemented
10. Personnel qualifications, training and compegen | 10 years
evaluation
11. Investigations and reports of errors and actgle 10 years
12. Investigations and reports of adverse reactions | 10 years

Section 122 Retention periods — transfusion

Retention periods — transfusion
122.(1) An establishment that transfuses blood musp ke records set out in column 1 of thje
table to this section for the period set out iruowh 2.

Calculation of record retention period
(2) The record retention period begins on the dawbich the record is created, except for the
personnel records set out in item 11 of the tableshich case the period begins on the last day
on which the employee was employed by the estahbsi.

All establishments that transfuse blood must enthatrecords are retained according to the
Table to section 122, Records and Retention Periods

Table to Section 122 — Records and Retention Periods — transfusion

TABLE TO SECTION 122
RECORDS AND RETENTION PERIODS

Column 1 Column 2
Iltem  Records Records Retention period
1. Donation code — allogeneic blood 50 years
2. Donation code — autologous blood 10 years
3. Shipping documents 1 year
4. Blood storage temperature monitoring 5 years
5. Distribution 50 years
6. Exceptional distribution 50 years
7. Record of transfusion or disposition of allogene | 50 years
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blood, including identification of recipient

8. Record of transfusion or disposition of autoloago | 10 years
blood

9. Complaints and their investigation 5 years

10. Every version of the operating procedures et 10 years
implemented

11. Personnel qualifications, training and compegen | 10 years
evaluation

12. Investigations and reports of errors and act&de 10 years

13. Investigations and reports of adverse reactions | 10 years

Section 123 Storage of records

Storage of records
123.An establishment must store records in a locdtiahhas appropriate environmental
conditions and that is secure against the entgnafithorized persons.

Record storage areas must maintain the integritgefecords. Environmental parameters for
storage, such as temperature, must be appropndtecetrolled to the extent necessary in order
to safeguard the integrity of the type of recordmg stored. The humidity should also be
controlled as appropriate and as required. Acaetigetstorage area must be restricted to
authorized persons.

If records are copied off-site, the establishmeunsiniave a signed contract with the service
provider. The contract must include specific reguients, such as transport to the site, copy
quality, retrieval information, and storage corwls. Where relevant, the contract must describe
specific requirements for the destruction of thgioal document.

Section 124 POWERS OF INSPECTORS

Making visual recordings

124.An inspector may, in the administration of thesg&ations, take photographs and makg
recordings of any of the following:

(a) any article that is referred to in subsection223( the Act;

(b) any place where the inspector believes on reddeigrounds any article referred to in
paragraphd) is processed, transformed or stored; and

(c) anything that the inspector believes on reas@ngiaunds is used or is capable of being uped
in the conduct of an establishment’s activities.

14

Section 125 CONSEQUENTIAL AMENDMENT

125. Section 18 of th&®egulations Amending the Food and Drug Regulatio(ist75 — Good
Manufacturing Practice$’ is replaced by the following:

18.The Food and Drug Regulationsas they read immediately before the coming int
force of these Regulations, continue to apply in spect of whole blood and blood
components until the day before the day on which $section 3(2) of theBlood Regulations
comes into force.

=4
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Sections 126-128 TRANSITIONAL PROVISIONS

Section 126 Deemed Authorization

Deemed authorization

126. The information that is required by section o be included in an application for an
authorization and that was filed with and acceptedy the Minister under sections
C.01A.005 to C.01A.007 and C.01A.014 of theood and Drug Regulationdefore the day on
which these Regulations come into force is deemeal be an authorization issued by the
Minister under section 7 of these Regulations.

Establishments that process blood, who were fogmmegulated under theood and Drug
Regulationshave received from Health Canada notices of agbfor changes to processes at
their establishments. The sum of these noticeseeived prior to the coming into force of the
Blood Regulations— are considered to be the establishment's Awatoin under the new
Blood Regulationand, as such, the establishment is not requiragpty for a new
Authorization. However, establishments will be riegd to file applications for amendments to
their Authorization as described in section 9 @Bood Regulations

Section 127 Licence continued

Licence continued

127. If an establishment files an application for dicence under section 18 — without
regard to paragraphs (1){) and (k) — within three months after the day on which thes
Regulations come into force, any licence that wasdsued to the establishment under sectiorj
C.01A.008 of theFood and Drug Regulation®efore that day is continued until a licence is
either issued under section 20 or refused under gean 21 of these Regulations.

Temporary Establishment Licence

An establishment holding a valid Establishment haeunder th€&ood and Drug Regulations
will have it considered a temporary Establishmanehce when thBlood Regulationsome
into force, as long as the establishment filespplieation for an Establishment Licence under
theBlood Regulationsvithin 3 months of this date. The temporary Estitient Licence will
be replaced with an official Establishment Licemgeen the application for an Establishment
Licence is processed and approved.

Inspection requirements

At the time of coming into force of tH&ood Regulationsf an establishment holds an
Establishment Licence under theod and Drug Regulatiorfer activities now subject to the
Blood Regulationsa new inspection will not be required prior te thsuance of an
Establishment Licencender theBlood Regulationor the previously licensed activities.

Date Adopted: 2014/05/12; Effective Date: 2014/10/23 173



Health Canada
Guidance Document Guidance Document: Blood Reigulsit

If applying to add new activities after the comingp force of theBlood Regulationsthe
establishment may be subject to inspection, andmoapegin these activities until such time as
a revised Establishment Licence is issued.

Foreign establishment compliance evidence

In accordance with paragraph 18(})evidence demonstrating compliance to these a¢iguls

is required for each foreign establishment thatetablishment in Canada intends to have on its
Establishment Licence. However, if the establishmmecCanada already holds a valid
Establishment Licence under theod and Drug Regulationsontaining foreign establishments
(with valid compliance), they do not need to re-fibmpliance evidence that was previously
filed in order to have those foreign establishméntsed on their Establishment Licence under
theBlood Regulations

If applying to add new foreign establishments atftercoming into force of thBlood
Regulationsthe establishment must file valid compliance ewice for those foreign
establishments and have them listed on their affiEstablishment Licence under tB®od
Regulationdefore the new foreign establishments may underaakivities on their behalf.

Section 128 Delayed registration

Delayed registration

128. (1) An establishment that, before the day onhich these Regulations come
into force, conducts any of the activities mentiorgkin section 30 may continue to
do so without a registration if it files an applicdion for registration under

section 31 within three months after that day.

Duration
(2) Subsection (1) applies until the determinationf the application under section 32.

Section 129 Coming into force

One year after publication

129. (1) These Regulations — except subsections)4@i(6), paragraph 64(1)b) as it applies
to registration numbers, and section 125 — come iatforce one year after the day on which
they are published in theCanada GazettePart II.

Subsections 4(4) to (6) and paragraph 68§1)(
(2) Subsections 4(4) to (6) and paragraph 64(b)( as it applies to registration numbers,
come into force six months after the day on whichhese Regulations come into force.

Section 125
(3) Section 125 comes into force on the day on whitheseRegulations are registered.
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APPENDIX A: Summary Table of Annual Reporting
Requirements for Blood Establishments

Report Title Blood Who prepares the | When to Where to file report
Regulations | report file report
section
Authorization- | 12 Establishments wh | To be Blood Establishmer
Other Changes — hold an decided in Regulation Unit,
Annual Report Authorization consultation | Office of Regulatory
with Health | Affairs, Biologics and
Canada Genetic Therapies
Directorate, Health
Canada
Annual Report o | 10€ Atthe end ofa 1. Upon reques| Indicated in request t
Error and month period, by the Minister
Accident establishments who | Minister
Investigations have conducted an
investigation into
Errors and Accidents
throughout the year
AnnualReport of | 11€ At the erd of eacl Upon reques| Indicated in request t

Adverse
Reactions in
Recipients

year, establishments
who have conducted
an investigation into
a serious or
unexpected adverse
reaction in a blood

transfusion recipient

by the
Minister

Minister
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APPENDIX B: Pre-Registration Self-Assessment Tool for
Establishments applying for a Blood Establishment Registration

Establishments should refer to section 30 ofBlood Regulationso determine if they are
conducting activities that require them to registéh Health Canada.

Before applying for a Registration number, Healdn@da strongly recommends that
establishments complete this self-assessmentdat#termine whether their practices meet the
requirements of thBlood RegulationsThis tool is designed to facilitate the identtion of

areas that the establishment may need to addresdento be compliant with tH&ood
RegulationsEstablishments are not required to file this-asBessment with Health Canada nor
will it be reviewed during an inspection. The cosgtpn of this form alone is not considered as a
record of compliance with the internal audit reqments under paragraph 94{1L)(

Please note that this tool does not supersedetierements of thBlood RegulationsEach
section of this document should be read in conjanatith the relevant sections of tBéood
RegulationsFor an interpretation of the sections listed belplease refer to the appropriate
sections in this Guidance Document. Several tesed in this self-assessment tool are defined
in theBlood RegulationsPlease refer to the definitions in section 1,Itfterpretation section, of
theBlood Regulations

Blood
Regulations Requirements Assessment
Section
A. Processing Activities for Autologous Blood
Collection
46 Is there a donor identification code assigoedt | Yeso Noo
each donor?
47 Is there a donation code assigned to everyofinit| Yeso Noo

blood collected?
Is the donation code linked in the records to the| Yeso Noo
donor identification code?
48 Is it ensured that the blood containers arelle¢d | Yeso Noo
as per section 63 of tiéood Regulationst the
time of the collection?
49(1) Is blood being collected in the following Way
(a) use of aseptic methods Yeso Noo
(b) use of collection equipment that is licensed | Yeso Noo
under theMedical Devices Regulations
(c) use of containers that are licensed under the Yeso Noo
Medical Devices Regulatiorad free from
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defects or damage
(d) lot number of the container is being Yesao Noo
documented and linked to the donation code
49(2) Is each container used only once? Yesao Noo
50 At the time of collection, are samples for tegti | Yeso Noo

obtained in a way that avoids contamination of the

donated blood and the samples?

51 (a) Does the blood collection comply with the | Yeso Noo
criteria set out in clause 12.2.1 of the CSA
Blood Standard?

(b) Is the volume of the blood collected and Yesao Noo
volume of the anticoagulant adjusted based on
the donor’s weight, when appropriate?

Testing
53 Is the blood tested using appropriate and éfiect| Yeso Noo
tests for the transmissible diseases and disease
agents specified in clause 12.3.1.2 of the CSA
Blood Standard?
54(1) At the time of each donation, is the bloothge
tested to identify both of the following:
(a) the ABO group; and Yesao Noo
(b) the Rh factor, including weak D testing when Yeso Noo
appropriate?
54(2) Are the results from paragraphs 54)Lgnd b) Yesao Noo
compared with the last available results for that
donor?
54(3) If the comparison in subsection 54(2) incksad Yeso Noo
discrepancy, are the tests described in 54(1)
repeated and the blood is not transfused until th
discrepancy is resolved?
55(@) Is the blood being tested with test kits that are | Yeso Noo
licensed under thiledical Devices Regulations
either for diagnosis or screening?
56(2) Is the donor’s physician informed of the testults | Yeso Noo
described in clause 12.3.1.6 of the CSA Blood
Standard by the establishment that collects the
blood?
58 Are the blood components prepared in accordandéeso Noo
with clauses 7.1.3,7.2,7.3.1,7.3.2,7.5.1.1
(without regard to the reference Table 3 of the GSA
Blood Standard), 7.5.1.2 and 7.5.1.5, clause 24.5.2.
(a) to (c) and clause 7.5.2.2 of the CSA Blood
Standard?

(1)

Labelling
60 Is the information appearing on the label obblo | Yeso Noo
containers or the circular of information printed i
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either English or French?

61 Do the labels meet the following requirements?
(a) all information is accurate, and presented | Yeso Noo
clearly and legibly
(b) they are made using only adhesives and ink$ Yeso Noo
that are non-permeable to the blood container
(c) they are permanently affixed to the blood Yesao Noo
container
(d) tags are firmly attached to the blood containerYeso Noo
63 At the time of collection, is the donation code | Yeso Noo
permanently marked on the label of every blood
container?

64(1) Does the following information appear on ldieel
of the blood?

(a) establishment’s name and civic address Yesao Noo
(b) the establishment’s licence number, if it has | Yeso Noo
one, or its registration number
(c) donation code Yesao Noo
(d) a statement of whether the donation is whole Yeso Noo
blood or a blood component, and if it is a
component, its name

(e) ABO group and Rh factor, when appropriate| Yeso Noo

(f) approximate volume of the whole blood Yeso Noo
collection
(g) approximate volume of the contents of the | Yeso Noo
container
(h) name of the anticoagulant or additive in the | Yeso Noo
container
(i) recommended storage temperature Yeso Noo
() expiry date and, if applicable, the time Yeso Noo

(k) warning that the blood could transmit infecBouYeso Noo
agents, in the case of blood for transfusion
64(2) Does the following additional information @@p
on the label of autologous blood?

(a) the statement “For Autologous Use Only” Yeso Noo
(b) a symbol or words to indicate the blood is a | Yeso Noo
biohazard if the donor tested positive for a diseas
or disease agent listed in clause 12.3.1.2 of the
CSA Blood Standard

(c) if the unit of blood was not tested in accoman Yeso Noo
with clause 12.3.1.2 of the CSA Blood Standard| an
indication to that effect

65 Is the establishment that divides blood intquadis
for transfusion, ensuring that the following apear
on the label of each aliquot container:
(a) donation code; Yeso Noo
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(b) name of the blood component; Yesao Noo
(c) a code that identifies the aliquot; Yesao Noo
(d) when appropriate, the ABO group and Rh | Yeso Noo
factor; and
(e) expiry date? Yesao Noo

68 Is it verified that the information added to thbel | Yeso Noo
is accurate and complete?

Comments for Autologous Activities:

B. Storage
69(1)b) Is the collected blood stored in accordance with| Yeso Noo
storage and expiration criteria specified in Téble
of the CSA Blood Standard?
69(2) Is the blood received from another establesiim | Yeso Noo
stored in accordance with the directions on the
label and with any directions that are specified i
writing by the establishment that collected it?
70 Does the storage location have appropriate Yesao Noo
environmental conditions and is it secure against
the entry of unauthorized persons?
71 Is blood intended for autologous, designated or| Yeso Noo
directed use segregated from the blood intended for
other allogeneic use?
72 Is blood that is untested, incompletely testiested| Yeso Noo
positive or repeat reactive, segregated from blood
that has been determined safe for distribution of
autologous transfusion?
Comments for Storage:

C. Distribution
73(2) Before distributing blood for transfusionedahe | Yeso Noo
establishment that collected autologous blood
determine that it is safe for transfusion if it is
satisfied that the blood has been processed in
accordance with thBlood Regulatior®
74(1) Prior to distributing blood for transfusias there
an examination of the container to verify that
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(a) the information on the label is legible; Yesao Noo
(b) the integrity of the blood container is intact; | Yeso Noo
(c) there are no signs of deterioration or Yesao Noo

contamination of the blood; and
(d) any frozen blood components show no signg &feso Noo
thawing?

74(2) Is the blood prevented from distribution for
transfusion if

(a) the donation code is missing or illegible; Yeso Noo
(b) any information — other than the donation codteso Noo
— that is required by thBlood Regulation$o
appear on the label of blood is missing or is
illegible, unless the missing or illegible inforraat
can be retrieved from the establishment’s records;

(c) the container is defective or damaged to the | Yeso Noo
extent that it does not protect the blood against
external conditions; or

(d) there are signs of deterioration or Yeso Noo
contamination of the blood?
75 When the blood is shipped:
(a) Are the blood containers examined before | Yeso Noo
shipping to verify the integrity of the containerca
the legibility of the labels?

(b) Are the shipping containers used capable of| Yeso Noo
resisting damage and maintaining the safety of the

blood?
76 Is it ensured that blood for transfusion being Yeso Noo
shipped is stored during transportation in
accordance with the criteria specified in Tabld 2|0
the CSA Blood Standard?
Comments for Distribution:

D. Transformation Activities of Allogeneic or Autologous
Blood

77 Are the transformation methods used by the Yesao Noo
establishment safe and effective?
78(1) Is the washing of blood done in accordanite w | Yeso Noo
clauses 7.5.2.3 and 7.5.3 of the CSA Blood
Standard?
78(2) For washed blood, is the label amended talaeld| Yeso Noo
mention of the washing and any new expiry datg
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and time?
79(2) Is the pooling of blood components done in Yesao Noo

accordance with clauses 7.11.1 and 7.11.3 of the
CSA Blood Standard?
79(2) Does the information specified in clause8I0. | Yeso Noo
and 10.8.3 of the CSA Blood Standard appear on
the label of the pooled blood components?
80 Is the irradiation of blood done in accordand®w| Yeso Noo
clauses 7.12.2 to 7.12.6 of the CSA Blood
Standard?

Comments for Transformation Activities:

E. Pre-Assessed Donor Program (PADP) Processing Actiiés |

86 (@) Is the PADP carried out under the supemisiq Yeso Noo
of a medical director?
(b) Is it only used when (i) no other alternative | Yeso Noo
source of blood appropriate for the recipient is
available, and (ii) the recipient’s physician resfse
the blood for use in the emergency treatment of
their patient?

87 Is a donor identification code assigned to every| Yeso Noo
donor at the time of acceptance into the PADP?
88(1) Are the following occurring every three mas®h

(a) donors are assessed as per sections 40 to 44¥oéso Noo
theBlood Regulations
(b) blood samples from every donor are tested fpiYyeso Noo
all of the following:
() the transmissible diseases or disease agents| Yeso Noo
listed in clauses 8.4.1 and 8.4.2 of the CSA Bload

Standard

(i) ABO group Yeso Noo

(i) the Rh factor including weak D testing when| Yeso Noo

appropriate

(iv) clinically significant antibodies Yesao Noo
88(2) Does the establishment ensure that the sesult | Yeso Noo

the tests conducted under subparagraphs
88(1)D)(ii) and (iii) are compared with the last
available results, if any, for that donor?

88(3) If the comparison in subsection 88(2) incdksad Yeso Noo
discrepancy, are these tests repeated and any hlood
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not collected from that donor until the discrepancy
can be resolved?

89 Are the following occurring at each collection?
(a) suitability of the donor is assessed Yesao Noo
(b) a donation code is assigned to the blood Yesao Noo

collected and linked to the donor’s identification
code in the records.

(c) a blood sample is taken from the donor and | Yeso Noo
tested within 72 hours for the following:
(i) transmissible diseases or disease agents Yesao Noo
specified in clauses 8.4.1 and 8.4.2 of the CSA
Blood Standard

(i) the ABO group Yesao Noo
(i) the Rh factor, including weak D testing when Yeso Noo
appropriate
(iv) clinically significant antibodies Yeso Noo
90 Does the donation code, ABO group and, when| Yeso Noo
appropriate, Rh factor always appear on the labgl o
the blood?
91 If the blood collected from a pre-assessed disng Yeso Noo

not transfused into an intended recipient in the
emergency, are the requirements in clause 16.2/5.
of the CSA Blood Standard being followed?
Donor Suitability Assessment

40 In conducting the donor suitability assessment, | Yeso Noo
does the establishment verify the following:

» whether the potential donor has been
previously determined unsuitable?

» the reason why the potential donor has been
previously determined unsuitable, if
applicable?

» the duration that the donor was determin¢d
to be unsuitable, if applicable?

41 Are the following steps being performed during a
donor suitability assessment?
(a) obtain information from the donor by use of aYeso Noo
guestionnaire or similar means about their identjty
their medical history, and their social historythe
extent that it is relevant in determining the prese
of risk factors for diseases transmissible by blood
(b) provide the donor with information about the| Yeso Noo
risks associated with donating blood and the risks
to the recipient of contracting a transmissible
disease

42 Is the donor deemed unsuitable to donate whegn afeso Noo
of the information obtained under sections 39 to|41
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of theBlood Regulationindicates that human
safety or the safety of blood could be
compromised?
43 If a donor is determined unsuitable to donate:
» Is the blood not collected from that donorPYeso Noo
+ Is the donor informed of the reasons why|héeso Noo
or she is not suitable to donate?
« Is the donor informed of the date, if any, | Yéso Noo
when he or she will again be suitable to
donate?
44(1) Once the donor is determined suitable, does t
establishment take the following steps:
(a) Assign a donor identification code to the donp¥,eso Noo
if the donor does not already have one; and
(b) Instruct the donor to inform the establishmentYeso Noo
(i) if he or she develops an iliness or conditign
that may potentially compromise the safety qgf
any donated blood within the time periods set
out in the establishment’s operating procedures;
(i) or, if the donor has any reason to believe
that his/her blood should not be used after the
donation?
44(2) On receipt of any post-donation information undglfeso Noo
paragraph (1)), is the information evaluated by
the establishment to reassess the safety of the
current and any other donation made by the donor
and to the donor’s suitability for future donati@ns
44(3) If the reassessment shows that the safaheof Yesao Noo
blood may have been compromised and the blopd
has already been distributed, does the establishmen
notify every person to which the blood was
distributed to that effect, and if the person is an
establishment, does the notice specify that the
blood must not be distributed or transfused?

Collection
47 Is there a donation code assigned to everyofinit | Yeso Noo
blood collected?
Is the donation code linked in the records to the| Yeso Noo
donor identification code?

49(1) Does the establishment ensure that the tiolieof
blood is being conducted in the following way:
(a) use of aseptic methods; Yeso Noo
(b) use of collection equipment that is licensed | Yeso Noo
under theMedical Devices Regulations
(c) use of containers that are licensed under the| Yeso Noo
Medical Devices Regulatiorand free from defects
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or damage; and
(d) lot number of the container is documented in Yeso Noo
the establishment’s records and linked to the
donation code?

49(2) Is each blood container used only once? Yesao Noo
50 At the time of collection, are samples for tegti | Yeso Noo
obtained in a way that avoids contamination of the

donated blood and the samples?

Testing
17(2) Has the establishment ensured that the ¢estin | Yeso Noo
laboratory possesses an establishment licence from

Health Canada to test blood for transmissible
diseases or disease agents?

55b) Is the blood being tested with test kits that are | Yeso Noo
licensed under thiledical Devices Regulatiorisr
donor screening?

Comments for Pre-Assessed Donor Program Activities:

F. Quality Management System (applicable to all registred
establishments)

93(2) Is there an organizational structure thtt eat the | Yeso Noo
responsibility of management for all activitiesttha
the establishment conducts?
93(2) Does the establishment have an effectivetgual | Yeso Noo
management system and name an individual who
has responsibility for it?
93(3) Does it review the quality management systém | Yeso Noo
regular intervals specified in the operating
procedures, to ensure its continuing suitabilitgt a

-

effectiveness?

94(1) Is there a quality management system ineptiaat
includes the following elements:
(a) a quality assurance unit; Yeso Noo
(b) a quality control program; Yeso Noo
(c) achange control system; Yeso Noo

(d) a process control program, within the meaningeso Noo
of clause 3.1 of the CSA Blood Standard,
(e) a system for process improvement through | Yeso Noo
complaint monitoring and the implementation of
corrective and preventive actions;

() a system for the identification and investigatioWesc Noo
of post-donation information, errors and accidents

Date Adopted: 2014/05/12; Effective Date: 2014/10/23 184



Health Canada
Guidance Document Guidance Document: Blood Reigulsit

and adverse reactions, including the
implementation of corrective action and the
conduct of recalls;

(g) a personnel training and competency- Yesao Noo
evaluation program;
(h) a proficiency testing program to evaluate theYeso Noo
accuracy and reliability of test results;
(i) a document control and records managementYeso Noo

system;
() aninternal audit system; Yesao Noo
(k) emergency contingency plans; Yesao Noo

() asystem that uniquely identifies all critical | Yeso Noo
equipment and supplies;
(m) written specifications for all critical Yesao Noo
equipment, supplies and services;
(n) a program for preventive maintenance of Yeso Noo
critical equipment;
(o) a program for process validation? Yeso Noo
94(3) Unless any individual who conducts an interna | Yeso Noo
audit does not have direct responsibility for the
activities being audited, is the establishment’s
guality assurance unit a distinct organizationat un
that functions and reports to management
independently of any other functional unit?
95 Are there operating procedures for all of the Yesao Noo
activities the establishment conducts with respect
to human safety and the safety of blood?

96 Do the operating procedures meet all of the
following requirements?
(a) in a standardized format Yeso Noo
(b) approved by a senior executive officer Yeso Noo

(c) readily accessible at all locations where the | Yeso Noo
relevant activities are conducted
(d) kept up-to-date Yeso Noo
97 Is there documented evidence that demonstratgsyeso Noo
that the operating procedures used in the proagssin

and transforming of blood will consistently lead to
the expected results?
98(1) Are there sufficient personnel who are digaliby | Yeso Noo
education, training or experience to perform their
respective tasks to conduct the establishment’s
activities?

98(2) Is there a program for the orientation aathing, | Yeso Noo
both initial and ongoing, of personnel and for the
evaluation of their competency?

99 Do the facilities permit all of the following:
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(a) the conduct of all of the activities; Yesao Noo
(b) the performance by personnel of their Yesao Noo

respective tasks using proper hygiene;
(c) the cleaning of the facilities in a way that Yesao Noo
maintains sanitary conditions;
(d) environmental controls appropriate to all argageso Noo
where its activities are conducted;
(e) controlled access to all areas where activitigsYeso Noo
are conducted; and
(f) privacy for donor screening? Yesao Noo
100(2) Is the critical equipment cleaned and maieta Yesao Noo
and, as appropriate, validated for its intended
purpose and calibrated?

100(2) After repairs or any changes are made ticali Yesao Noo
equipment, is the equipment revalidated and
recalibrated, as appropriate?

101 Does the equipment used to store blood allow | Yeso Noo
compliance with the storage requirements of
sections 69 to 72 of tH&lood Regulatiorn?

102 Are the critical supplies validated or quatifias | Yeso Noo
applicable, for their intended use and stored under
appropriate environmental conditions?
Comments for Quality Management System:

G. Error and Accident Investigation and Reporting
(applicable to all establishments)
103-108 Has the establishment read and underdteod t | Yeso Noo
requirements of error and accident investigation
and reporting?
Comments for Error and Accident Investigation anceRorting:

H. Adverse Reaction Investigation and Reporting (apptiable
to all establishments)

109-116 Has the establishment read and underdteod t | Yeso Noo
requirements of adverse reaction investigation gnd
reporting?

Comments for Adverse Reaction Investigation and Bejng:
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I. Records (applicable to all registered establishmeg}

117 Are the records accurate, complete, legible, Yeso Noo
indelible and readily retrievable?
118 Is the donation code a component of all thercec| Yeso Noo

related to the processing, distribution,
transformation and transfusion of the blood?
Records for establishments that collect allogenkicod

119(2) Are the following records relating to akogpic
blood, including PADP activities, retained for the
amount of time specified from the date they wer

11°

created?

1. Donor identification code for 50 years Yesao Noo
2. Donation code for 50 years Yesao Noo
3. Reconciliation of donation codes for 10 years Yeso Noo
4. Donor suitability assessment for 5 years Yeso Noo
5. Determination of indefinite donor unsuitability Yeso Noo

for 50 years

6. Determination of temporary donor unsuitabilityfeso Noo
for 10 years

7. Collection — date of donation for 50 years Yeso Noo

8. Collection — donor apheresis for 5 years Yeso Noo

9. Collection — record of donation for 5 years | Yeso Noo

10. Lot number and name of manufacturer of Yeso Noo

container and other critical supplies for each
donation for 1 year
11.Test results for transmissible disease testing, Yeso Noo
ABO group and Rh factor, and clinically
significant antibody testing for 50 years
12.Blood component preparation for 10 years | Yeso Noo
13.Blood storage temperature monitoring for 5 | Yeso Noo

years
14.Destruction or other disposition of blood for 30reso Noo
years
15. Distribution for 50 years Yeso Noo
16. Shipping documents for 1 year Yeso Noo
17.Post-donation information for 10 years Yesao Noo
18.Complaints and their investigation for 5 yeafnsYeso Noo
19.Internal audit reports for 5 years Yeso Noo
20. Quality control testing for 5 years Yesao Noo

21.Maintenance, validation, qualification and Yesao Noo
calibration of critical equipment for 3 years
22.Records related to critical supplies, including Yeso Noo
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their qualification for 3 years
23.Proficiency testing for 5 years Yeso Noo
24.Every version of the operating procedures tha¥eso Noo
was implemented, other than those related to
donor suitability assessments, for 10 years
25.Every version of the operating procedures | Yeso Noo
related to donor suitability assessment for 5C

years

26.Personnel qualifications, training and Yesao Noo
competency evaluation for 10 years

27.Investigations and reports of errors and Yesao Noo

accidents for 10 years
28.Investigations and reports of adverse reactiongesao Noo
for 10 years
119(2) Are the records related to personnel qealibns, | Yeso Noo
training and competency evaluation being stored
for 10 years from the last date on which the
employee was last employed?
Records for establishments that collect autologdusod
120(2) Are the following records relating to autpos
donation retained for the amount of time specified
from the date they were created?

1. Donor identification code for 10 years Yeso Noo
2. Donation code for 10 years Yeso Noo
3. Collection - donor record for 5 years Yeso Noo
4. Lot number and name of manufacturer of Yeso Noo

container and other critical supplies for each
donation for 1 year
5. Test results for transmissible disease testing, Yeso Noo
ABO group and Rh factor for 10 years
6. Blood component preparation for 10 years | Yeso NooO
7. Blood storage temperature monitoring for 5 | Yeso Noo

years
8. Destruction or other disposition of blood for 10feso Noo
years
9. Distribution for 10 years Yeso Noo
10. Shipping documents for 1 year Yeso Noo
11.Complaints and their investigation for 5 years Yeso Noo
12.Internal audit reports for 5 years Yesao Noo
13. Quality control testing for 5 years Yesao Noo

14.Maintenance, validation, qualification and Yesao Noo
calibration of critical equipment for 3 years
15. Critical supplies, including their qualification | Yeso Noo
for 3 years
16. Proficiency testing for 5 years Yesao Noo
17.Every version of the operating procedures tha¥eso Noo
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was implemented for 10 years
18. Personnel qualifications, training and Yesao Noo
competency evaluation for 10 years
19.Investigations and reports of errors and Yesao Noo

accidents for 10 years
20.Investigations and reports of adverse reactiongesao Noo
for 10 years
120(2) Are the records related to personnel qealibns, | Yeso Noo
training and competency evaluation being stored
for 10 years from the last date on which the
employee was last employed
Records for establishments that transform blood
121(2) Are the following records relating to
transformation retained for the amount of time
specified from the date they were created?
1. Donation code for 10 years Yesao Noo
2. Records of washing, pooling and irradiation ¢fYeso Noo
blood for 10 years
3. Lot number and name of manufacturer of Yeso Noo
critical supplies for each transformation for 1

year
4. Complaints and their investigation for 5 years Yeso Noo
5. Internal audit reports for 5 years Yeso Noo
6. Quality control testing for 5 years Yeso Noo
7. Maintenance, validation, qualification and Yeso Noo
calibration of critical equipment for 3 years
8. Critical supplies, including their qualification | Yeso Noo

for 3 years
9. Every version of the operating procedures tha¥eso Noo
was implemented for 10 years

10. Personnel qualifications, training and Yeso Noo
competency evaluation for 10 years
11.Investigations and reports of errors and Yeso Noo

accidents for 10 years
12.Investigations and reports of adverse reactionseso Noo

for 10 years
121(2) Are the records related to personnel qealibns, | Yeso Noo
training and competency evaluation being stored
for 10 years from the last date on which the
employee was last employed by the establishment?
123 Are the records stored in a location that has Yeso Noo
appropriate environmental conditions and that is
secure against the entry of unauthorized persons?
Comments for Records:
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APPENDIX C: Repealed Food and Drug Regulations C.04.400-
C.04.423 Human Plasma Collected by Plasmapheresis

This appendix provides the requirements offbed and Drug RegulationS.04.400-C.04.423
Human Plasma Collected by PlasmaphereEiese requirements are the baseline of the
authorized criteria for licensed establishmentsipresly held to these requirements prior to the
repeal of these sections of theod and Drug Regulation3 hese baseline requirements will
change once an application for an amendment touginofization is submitted by an
establishment and approved by Health Canada.

Human Plasma Collected by Plasmapheresis

Interpretation

C.04.400.The following definitions apply in this section amdsections C.04.401 to C.04.423.

“accident” means an unexpected event that is mobatable to a deviation from a fabricator’'s
procedures or applicable laws and that could adWeedfect the safety of a donor or the safety,
efficacy or quality of plasmaa¢cidenj

“donor” means a person aged 17 years or older valsatven their name to a fabricator for the
purpose of participating in plasmapheresis with falricator. onneuy

“error” means a deviation from a fabricator’s prdgees or applicable laws that could adversely
affect the safety of a donor or the safety, effjcacquality of plasmanjanquemeit

“fabricator” means a person who is the holder oéstablishment licence issued under these
Regulations that authorizes the person to fabrisatece plasman{anufacturiey

“personal identifier” means a unique group of lett@umbers or symbols, or any combination of
them, that is assigned to a donor by a fabricébentificateur personngl

“physician” means a person who is entitled to pecacthe profession of medicine under the laws
of the province in which the person provides mddeavice in connection with plasmapheresis
or specific immunization.njédecin

“physician substitute” means a person who

(a) acts under the general supervision and directi@ physician; and

(b) is authorized to provide the services that imayrovided by a physician substitute under
sections C.04.401 to C.04.423, according to théicgipe laws of the province in which the
person provides any of those servicegbgsitu)

“plasmapheresis” means a process during which:
(a) blood is taken from a donor from which plassagparated; and
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(b) red blood cells and formed elements from tlo®thlare returned to the donor.
(plasmaphérege

“plasmapheresis session” means a meeting betwkdaieator and a donor held for the purpose
of proceeding with plasmapheresisednce de plasmaphérgse

“serious adverse reaction” means an unexpectediaesirable response in a donor, associated
with plasmapheresis or specific immunization, tlegults in any of the following consequences
for the donor:

(a) hospitalization;

(b) persistent or significant disability or incapigic

(c) a medical or surgical intervention to precladgersistent or significant disability or
incapacity;

(d) a life-threatening condition; or

(e) death. dffet indésirable graye

“source plasma” means human plasma collected Isymapheresis that is intended for use in
producing a drug for human usplasma destiné au fractionnemgnt

“specific immunization” means the administrationaof immunogen to a donor with the
intention of eliciting an immune response in th@ood for the purpose of plasmapheresis.
(immunisation spécifigle

“unique identifier” means a unique group of letfersmbers or symbols, or any combination of
them, that is assigned by a fabricator to souraemé or red blood cells to be used in specific
immunization. [dentificateur uniqug

SOR/78-545, s. 1; SOR/85-1022, s. 1; SOR/2006-858,

Prohibitions

C.04.401 No person shall

(a) sell source plasma unless it has been fabrictgstid, packaged/labelled and stored in
accordance with sections C.04.402 to C.04.423; or

(b) fabricate source plasma from blood collected feoperson who is not suitable to participate
in plasmapheresis according to sections C.04.40204.423.

SOR/78-545, s. 1; SOR/85-1022, s. 2; SOR/2006-85RB,
Fabricator’'s Responsibility

C.04.402 (1) A fabricator shall ensure that a person whwigies services to them in connection
with plasmapheresis or specific immunization islidjea by education and by training or
experience to provide the services.
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(2) The fabricator shall ensure that the premiseslidor donor screening, plasmapheresis or
specific immunization are designed, constructedraashtained in a manner that permits
medical information to be communicated in confidenc

SOR/78-545, s. 1; SOR/85-1022, s. 2; SOR/97-1487;sSSOR/2006-353, s. 1.

Consent and Preliminary Evaluation
C.04.403,(1) A fabricator shall not begin plasmapheresidgwaitdonor unless

(a) the fabricator has informed the donor of whahiglved with plasmapheresis, including the
risks to the donor’s health associated with pladmegsis and with participating in
plasmapheresis more frequently than once every eigbks; and

(b) after paragraphaj has been satisfied, the fabricator obtains froendonor

(i) a written acknowledgement that the informatspecified in paragrapla)l has been
provided to them, and

(i) in accordance with the applicable laws goveghconsent, written informed consent
to participate in plasmapheresis.

(2) A fabricator shall not begin the specific imnmation of a donor unless

(a) a physician has selected the immunogen to berasteied to the donor and informed the
donor of

(i) the name and nature of the selected immunogen,

(ii) the proposed frequency and the maximum nunobspecific immunization
injections the donor is expected to receive, and

(iif) what is involved with specific immunizatiomcluding the risks to the donor’s health
associated with specific immunization and with reiog the selected immunogen; and

(b) after paragraphaj has been satisfied, the fabricator obtains froendonor

(i) a written acknowledgement that the informatspecified in paragrapla)l has been
provided to them, and

(i) in accordance with the applicable laws goveghconsent, written informed consent
to receive the selected immunogen.

SOR/78-545, s. 1; SOR/2006-353, s. 1.

C.04.404 (1) A fabricator shall not proceed with plasmapkeyer specific immunization unless
a physician or physician substitute has determihedlonor’s suitability to participate in
plasmapheresis more frequently than once every eigbks based on the donor’'s medical
history and a medical examination of the donor.

Date Adopted: 2014/05/12; Effective Date: 2014/10/23 192



Health Canada
Guidance Document Guidance Document: Blood Reigulsit

(2) If the donor is determined to be suitable,fdi®icator shall document the following
information:

(a) the fact that the donor is suitable to partiapatplasmapheresis more frequently than
once every eight weeks;

(b) the donor's name and personal identifier;

(c) the name and signature of the physician who mtieedetermination, or supervises
the physician substitute making the determinataondg

(d) the date of the determination.

(3) The fabricator shall not proceed with plasmaphis or specific immunization if the most
recent determination under subsection (1) in respietbe donor was made more than

(a) 30 days before the date set for the donor’s fiesticipation in plasmapheresis or
specific immunization; or

(b) one year before any other date set for the derpatticipation in plasmapheresis or
specific immunization.

SOR/78-545, s. 1; SOR/85-1022, s. 3; SOR/2006-85B,
Specific Immunization

C.04.405,(1) No one other than a physician or physician stulbs shall administer an
immunogen to a donor for the purpose of specifimimization.

(2) A physician shall monitor the donor’s respotsthe immunogen to determine if the donor
can continue to receive specific immunization.

(3) If the donor cannot continue to receive specdifimunization, the fabricator shall cease to
provide it to the donor until a physician deternsitieat the donor can receive specific
immunization using the same or another immunogen.

SOR/78-545, s. 1; SOR/85-1022, s. 3; SOR/2006-858,
Evaluation Before Collection

C.04.406(1) At the beginning of each plasmapheresis sesaiphysician or physician
substitute shall determine if the donor is suitdblparticipate in plasmapheresis.

(2) If the donor is determined to be temporarily saitable to participate in plasmapheresis
based on the criteria set out in Table 1 or angrotiedical reason justifying a determination of
temporary non-suitability, the fabricator shall cahnthe session, inform the donor of the reason
why they are temporarily not suitable and indidagedate when the donor may continue to
participate in plasmapheresis.
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(3) If the donor is determined to be not suitablparticipate in plasmapheresis for an indefinite
period based on the exclusion criteria set outahl& 2 or any other medical reason justifying a
determination of indefinite non-suitability, thebfécator shall cancel the session and inform the
donor of the reason why they are not suitable ttgygate in plasmapheresis for an indefinite
period.

TABLE 1
Item Criteria
1. Weight of less than 50 kg
2. Temperature outside of normal limits
3. Blood pressure above 100 mmHg diastolic or 1&tHg systolic
4. Haemoglobin level of less than 125 g/L of blavdhaematocrit value of less than 0.38
L/L of blood
5. Total protein level of less than 60 g/L of blood
6. Substantial blood loss
7. Prior donation of plasma or other blood compdsmen
8. Pregnancy
9. History of medical or surgical procedures
10. History of convulsions requiring medical treatrh
11. Ability to answer questions compromised by h@damr drug use
12. Prior transfusion of blood, blood componenta biood product, or prior

transplantation of a cell, tissue or organ othantura mater

13. Skin infection at the site of the phlebotomy
14. Sign or symptom of infection
15. Risk of infection with HIV, hepatitis B virug depatitis C virus based on, but not

limited to, a history of acupuncture, skin piergitagttooing, accidental needle-stick
injury or occasional sexual relations with a perabnsk of having any of those
infections

16. Current or past use of medication that pogeskdo a recipient of a product
manufactured from source plasma
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17. Receipt of a live attenuated vaccine

18. Animal bite requiring prophylaxis for rabiesfor which the need for post-exposure
prophylaxis has not been assessed

TABLE 2

Item Exclusion Criteria

1. Abnormal cardiovascular function or serious lmooic cardiovascular disease

2. Abnormal respiratory function or serious or ¢heaespiratory disease

3. Bleeding disorder that poses a risk to the dameelation to plasmapheresis

4. Serious disease or medical condition of the Jikelneys, another organ, a system or
blood

5. Persistent abnormal plasma proteins includingaulmnal or polyclonal gammopathy

6. Current or past use of medication that posemgoing risk to a recipient of a product
manufactured from source plasma

7. History of recurrent fainting associated witk ttonation of blood or plasma

8. History, signs or symptoms of injectable drugs#such as skin punctures, scars or
sharing needles to inject drugs

9. History, signs or symptoms of AIDS or HIV infewt

10. Risk of HIV infection based on sexual practices

11. History, signs or symptoms of a chronic or [gest infection or parasitic disease
transmissible by blood

12. History, signs or symptoms of hepatitis, otthan hepatitis A

13. Cancer, other than non-melanoma skin canaesitu cervical cancer

14. Risk factor for Creutzfeldt-Jacob disease (GaO)s variant (vCJD) based on, but not
limited to, the receipt of dura mater transplana dreatment using a human pituitary
hormone

15. Positive test result for any transmissible akseagent

SOR/78-545, s. 1; SOR/85-1022, s. 3; SOR/2006-858,
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Plasma Protein Composition

C.04.407 (1) Before beginning plasmapheresis with a donéebacator shall take a blood
sample from the donor to determine the plasma protamposition of the donor’s blood by
means of a serum protein electrophoresis test egaivalent test.

(2) A blood sample shall be taken within seven dasfere the donor’s first plasmapheresis
session at which the fabricator proceeds with p&asraresis.

(3) If 21 days have elapsed from the taking of¢heple without a physician examining the test
result, the fabricator may not proceed with plasneapsis until a physician examines the test
result.

(4) If a physician concludes that the plasma proteimposition of the donor’s blood is not
within normal limits, the fabricator may not prodesith plasmapheresis until a physician
determines that the plasma protein compositioh@idonor’s blood is within normal limits.

(5) If the fabricator has not taken a blood sanfiigen the donor as required under subsection (1)
for more than four months, the fabricator may rmotcped with plasmapheresis until the blood
sample is taken from the donor.

SOR/78-545, s. 1; SOR/85-1022, s. 3; SOR/2006-858,

Ongoing Review of Collection Records

C.04.408.(1) A physician shall determine if a donor is shiéato continue to participate in
plasmapheresis more frequently than once every eigbks, based on the test results and
collection records for the donor that have beenemadeceived by the fabricator within the
preceding four months.

(2) The determination shall be made at least efenymonths after the date of the initial
determination that the donor is suitable underigedt.04.404.

(3) If the donor is determined to be temporarily saitable to participate in plasmapheresis the
fabricator shall inform the donor of the reason gy are temporarily not suitable and indicate
the date when the donor may continue to participaptasmapheresis.

(4) If the donor is determined to be not suitallean indefinite period, the fabricator may not
proceed with plasmapheresis and shall inform thdof the reason why they are not suitable.

(5) If the requirement of subsection (2) is not nte¢ fabricator may not proceed with
plasmapheresis until the determination is made.

SOR/78-545, s. 1; SOR/85-1022, s. 3; SOR/2006-85RB,
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Plasmapheresis Procedures
C.04.409 A fabricator who conducts a plasmapheresis sessialh

(a) use aseptic methods and a sterile collectioresyfitensed under thidedical Devices
Regulations

(b) ensure that all surfaces intended to come intdead with blood or plasma are pyrogen free;
(c) ensure that the donor’s skin where the phlebotmy be made is

(i) determined to be free from lesion, rash or o8wurce of infection, and
(ii) cleaned and disinfected; and

(d) ensure that emergency medical personnel are eaphhttending to the medical needs of the
donor within 10 minutes after being contacted kgyfbricator.

SOR/78-545, s. 1; SOR/85-1022, s. 4; SOR/2006-85RB,

Maximum Volumes and Minimum Intervals

C.04.410.1) A fabricator shall not collect plasma from andoin a total amount, excluding
anticoagulant solution, that exceeds

(a) if the donor’s weight is 50 kg or more but lelsart 68 kg,
(i) 625 mL or 640 g in respect of a single plasnaphis session, and
(i) 11.5 L in respect of all plasmapheresis sassiduring the preceding six months;
(b) if the donor’s weight is 68 kg or more but lelsart 80 kg,
(i) 750 mL or 770 g in respect of a single plasnaphis session, and
(i) 15.5 L in respect of all plasmapheresis sassiduring the preceding six months; and
(c) if the donor’s weight is 80 kg or more,
(i) 800 Ml or 820 g in respect of a single plasmaaisis session, and
(i) 18.5 L in respect of all plasmapheresis sessiduring the preceding six months.
(2) The fabricator shall have written procedurext ttescribe

(a) the minimum waiting period for a donor betweemalmons of plasma and between a
donation of plasma and a donation of blood or olth@od components; and

(b) the maximum number of plasma donations a dongrmmeke in a given period.

SOR/78-545, s. 1; SOR/85-1022, s. 5; SOR/95-208,80R/2006-353, s. 1.
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Anticoagulant Solution

C.04.411.(1) During plasmapheresis, the fabricator shall amxanticoagulant solution with the
blood collected from the donor.

(2) The anticoagulant solution shall have a vatalyddentification number under these
Regulations that indicates the solution is suitédeise in plasmapheresis.

SOR/78-545, s. 1; SOR/2006-353, s. 1.
Samples for Testing

C.04.412 (1) During a plasmapheresis session, the fabricitalt take a sample of blood or
plasma in a manner that does not contaminate thplsar the source plasma.

(2) When the sample is taken, the fabricator stalirly and permanently label the sample
container with the unique identifier assigned ® $burce plasma.

(3) The fabricator shall ensure that the person lahels the sample container is the same person
who labels the container holding the source plagnaer subsection C.04.416(2).

SOR/78-545, s. 1; SOR/2006-353, s. 1.

C.04.413,(1) The fabricator shall test a sample taken usdetion C.04.412 to detect evidence
of the following disease agents:

(&) HIV types 1 and 2;
(b) hepatitis B virus;

(¢) hepaititis C virus; and
(d) syphilis.

(2) The fabricator shall retain the source plasoikected at the plasmapheresis session until all
the test results are determined to be negativemreactive.

(3) In the case of a positive or reactive testltdsuany disease agent referred to in subsection
(1), the fabricator shall

(a) clearly and permanently label the container mgdhe source plasma collected at the session
with

(i) the statement “Caution: Not for Manufacturing&J or “Précaution : Non destiné a la
fabrication”, and

(i) the hazard symbol for Biohazardous Infectidesterial set out in Schedule Il to the
Controlled Products Regulations; and
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(b) segregate and dispose of the source plasma.

(4) In the case of a positive or reactive testltdsu syphilis, the fabricator may not proceed
with plasmapheresis until a subsequent test shimatstie donor is not infected with syphilis and
a physician determines that the donor can contioyearticipate in plasmapheresis.

(5) In the case of a positive or reactive testltdsua disease agent referred to in subsectipn (1
other than syphilis, the fabricator shall disconéirplasmapheresis and inform the donor of the
reason why they are not suitable to participagg@@asmapheresis for an indefinite period.

SOR/78-545, s. 1; SOR/97-12, s. 48; SOR/2006-353, s
Preservatives and Additives
C.04.414 No person shall add a preservative or additivetoee plasma.
SOR/78-545, s. 1; SOR/85-1022, s. 6; SOR/2006-858B,
Containers
C.04.415 A fabricator shall place source plasma in a coetain

(a) in respect of which a medical device licence Ieesn issued under thdedical Devices
Regulationdor the purpose of collecting and storing plasma;

(b) that permits visual, electronic or automated @tsjon of the plasma,;
(c) that has been visually inspected at the plasmaplsesession and found to be intact; and

(d) that has not been previously used for any purgaskiding holding source plasma from the
same donor.

SOR/78-545, s. 1; SOR/85-1022, s. 6; SOR/2006-858,

Labelling

C.04.416.(1) Sections C.01.004 and C.04.019 do not appbptoce plasma.

(2) A fabricator shall clearly and permanently laibe container used to hold source plasma
with

(a) the unique identifier assigned to the sourcerpéas the container;
(b) the statement “Source Plasma” or “Plasma destingactionnement”;

(c) the statement “Caution: For Manufacturing UseyOnt “Précaution : A utiliser uniquement
pour la fabrication”;

(d) the quantity of the source plasma,;
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(e) the name and quantity of the anticoagulant smhutised during the plasmapheresis;
(f) the expiry date of the source plasma, expressad unambiguous format;

(g) subject to subsection C.04.413(3), a statemeintating that the source plasma tests negative
for the disease agents for HIV, hepatitis B andatiép C;

(h) if the source plasma was collected from a donoe fvas received specific immunization, a
statement indicating the immunogen that was used;

(i) the name, address and establishment licence mwhbee fabricator; and

() a statement indicating that the source plasmd beistored at a temperature of -20°C or
colder.

(4) The unique identifier shall be placed on the comaat the time of collection.
SOR/78-545, s. 1; SOR/85-1022, s. 7; SOR/2006-85R,

Storage

C.04.417.(1) In respect of the storage of source plasmdydnag storage during transportation,
a fabricator shall ensure that the storage envissim

(a) is designed to maintain a temperature of -20°Cotder; and

(b) remains consistently at a temperature of -20°Cotuter.

(2) If the temperature of the environment risesvab@0°C, the fabricator shall record the
following information:

(a) the reason for the elevated temperature;
(b) the source plasma affected; and
(¢) the final disposition of the source plasma.

(3) If the temperature of the environment risebatween - 20°C and +10°C, the fabricator shall
clearly and permanently label the container ofstherce plasma with the statement “Source
Plasma — Salvaged” or “Plasma destiné au fractiomeme — recyclé”.

(4) Subsection (3) does not apply if the tempeeatidithe environment rises to between -20°C
and -5°C for a single period lasting less than @@rs.

(5) If the temperature of the environment risesvabl10°C, the fabricator shall dispose of the
source plasma.

(6) Paragraph (1 and subsections (2) to (5) do not apply in respethe storage of source
plasma during transportation, if the transportatgonot conducted by the fabricator.
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SOR/78-545, s. 1; SOR/85-1022, s. 8; SOR/2006-858,

C.04.418(1) A fabricator shall inspect each container afrse plasma to determine if the
container and its label are intact and if thereaamgindications that the source plasma has been
subject to thawing.

(2) The fabricator shall dispose of the sourcerpag the inspection shows that

(a) the container is defective or damaged to thergxtet it does not provide protection against
external factors that could result in deterioratiortontamination of the source plasma;

(b) the unique identifier assigned to the sourcerpéas missing or illegible;

(c) any information required under paragraphs C.®{2)b) to () is missing or illegible, unless
the missing or illegible information can be reteeMirom the fabricator’s records; or

(d) the source plasma has been subject to thawing.

SOR/78-545, s. 1; SOR/2006-353, s. 1.

Records

C.04.419,(1) A fabricator shall use and maintain a recorgkeag system according to which the
fabricator shall

(a) assign a personal identifier to each donor;

(b) keep on the donor’s file a photograph of the darasome other reliable means of
identification; and

(c) assign a unique identifier to the source plasati@cted by the fabricator at each
plasmapheresis session.

(2) The system shall be structured so that a fatotanay, based on a personal identifier or a
unique identifier, identify the donor and retriesudficient records to permit the traceability and
recall of source plasma.

(3) The fabricator shall keep the records refetoeid subsection (2) indefinitely.
SOR/78-545, s. 1; SOR/85-1022, s. 9; SOR/2006-85RB,

C.04.420.(1) For each donor, the fabricator shall keep

(a) the original or a copy of the donor’s acknowletigat and consent under paragraphs
C.04.403(2)

(b) and (2)b), if any;
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(b) the original or a copy of any determinations,raxetions, test results, reports and written
notices made under sections C.04.401 to C.04.423;

(c) for each specific immunization given by the fahtor to the donor, a record indicating
() the date and location of the immunization,
(ii) the physician or physician substitute who adistered the immunogen, and

(iii) for the immunogen injected, its name and nfanturer's name, the quantity and
expiry date and either the immunogen’s lot numiper drug identification number or, if
the immunogen is red blood cells, its unique idemti

(d) for each plasmapheresis session held by thecitbrifor the donor, a record indicating
(i) the date and location of the session,
(ii) the volume of source plasma collected,
(i) the unique identifier assigned to the souptasma,

(iv) the volume of red blood cells collected thatsanot returned to the donor, including
the volume of red blood cells collected during skmgp

(v) for the anticoagulant solution used, its naitsemanufacturer’'s name and its lot
number and drug identification number, and

(vi) for the container used, the manufacturer’s @eand the container’s lot number and
expiry
date.

(2) The fabricator shall maintain a summary ofaaltidents, errors, serious adverse reactions and
recalls of source plasma involving the fabricator.

(3) The fabricator shall maintain temperature rdsonade under subsection C.04.417(2).
SOR/78-545, s. 1; SOR/85-1022, s. 10; SOR/97-1&1;s5SOR/2006-353, s. 1.

Information to the Minister
C.04.421(1) A fabricator shall notify the Minister of angrsous adverse reaction

(a) within 24 hours after the fabricator becomes &awrthe occurrence, in the case of a fatality;
and

(b) within 15 days after the fabricator becomes awdithe occurrence, in any other case.

(2) In the case of a verbal notice under subse¢fiprthe fabricator shall submit a written report
of the serious adverse reaction to the MinistenwiR4 hours after submitting the notice.
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(3) The notice, if in writing, or the written regahall include a description of the serious
adverse reaction and any steps taken to address it.

SOR/78-545, s. 1; SOR/2006-353, s. 1.

C.04.422f a fabricator recalls source plasma for a reaswalving product safety, the
fabricator shall provide the Minister with a writteeport stating the reason for the recall, the
number of units involved and the location from whibe units were recalled.

SOR/78-545, s. 1; SOR/2006-353, s. 1.

C.04.423.In order to prevent injury to the health and safdtgonors and recipients of products
manufactured from source plasma, a fabricator sbalfequest, provide the Minister with a
copy of any record pertaining to plasmapheresicifip immunization or source plasma that is
required by sections C.04.401 to C.04.422 to bé lgphe fabricator.

SOR/78-545, s. 1; SOR/2006-353, s. 1.

Date Adopted: 2014/05/12; Effective Date: 2014/10/23 203



Health Canada
Guidance Document Guidance Document: Blood Reigulsit

APPENDIX D: Health Canada Guidance Documents and

Directives superseded by the Guidance Document: Blood
Regulations

Please note that other guidance documents andideagas well as any associated forms (not
listed) that provide further interpretation of theod and Drug Regulation®art C, Division 1A,
2 and 4 no longer apply to blood that is the sulpétheBlood Regulations

Guidance for Industry: Management of Blood Estditient Submissions
Guidance Document: Human Plasma Collected by Plasmmesis

Annex 14 to the Current Edition of the GMP Guidesin- Schedule D Drugs, Human Blood
and Blood Components (GUI-0032)

Information Letter I.L. No. 816 November 1, 1995-H2alth Canada Policy a) Donors
considered to pose a risk of CJD b) Donor DefemaWithdrawal/quarantine of In-date Blood
Products (November 1, 1995)

D98-01: Implementation of Pre-storage Leukoreduttd Cellular Blood Components
(November 2, 1998)

D99-01: Donor Exclusion to Address Theoretical RisKransmission of variant CJD through
the Blood Supply (August 17, 1999)

D99-02: Donor Exclusion to Address Theoretical RisKransmission of variant CJD through
the Use of Commercial Blood Products (August 189)9

D2000-01: Donor Exclusion to Address TheoreticakPf Transmission of variant CJD
through the Blood Supply (August 30, 2000)

D2001-001: Donor Exclusion to Address Theoretidak®f Transmission of variant
Creutzfeldt-Jakob Disease (vCJD) through the BlSag@ply: United Kingdom, France &
Western Europe (August 30, 2001)

Additional Donor Exclusion Measures to AddressRbéential Risk of Transmission of variant
Creutzfeldt-Jakob Disease (vCJD) through the BlSagply (April 22, 2005)
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D2006-01: Implementation of blood donor screenireasures to reduce the theoretical risk of
transmission of simian foamy virus and possibleotfet unidentified simian viruses by
transfusion (May 15, 2006)

Information Letter Regarding Syphilis Testing arefé@ral Requirements for History of
Parasitic Disease for Donors of Source Plasma forther Manufacturing (September 2, 2010)
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