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1. INTRODUCTION 

This policy on blood, blood products and their alternatives was developed for the Canadian 
Hemophilia Society (CHS) by its Blood Safety Committee and approved by the Board of Directors 
on November 25, 2002 and is regularly updated. 

Updated: 

May 2003 
September 2005 
October 2006 
September 2007 
November 2008 
November 2011 
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2. FACTOR REPLACEMENT THERAPY 

2.1 Introduction 

The provision of safe, effective factor replacement therapy for the treatment of inherited bleeding 
disorders* is based on these criteria: 

1. optimal quality 
2. optimal quantity  
3. universal accessibility 
4. home infusion 
5. effective recalls and recipient notification. 

* Inherited bleeding disorders are defined as hemophilia A and B, other factor deficiencies (factors 
I, II, V, V & VIII, VII, X, XI, XIII), von Willebrand disease and platelet function disorders (e.g. 
Glanzmann Thrombasthenia). 

The ultimate goal of effective factor replacement therapy for bleeding disorders is the provision of 
the safest, most effective products, as defined by the most advanced medical and technological 
knowledge, in optimal quantity, to enable people with bleeding disorders to lead full and 
productive lives. It is the mission of the Canadian Hemophilia Society to ensure that the products 
required to attain this high quality of treatment are provided within the context of comprehensive 
care universally accessible to all Canadians. 

2.2 Optimal Quality 

Factor replacement products should meet the criteria for optimal quality as defined by standards in 
three areas: safety, therapeutic value, and choice of product. 

2.2.1 Safety 

a) Products must be free of all known disease-causing agents or contaminants. 

b) Products must demonstrate the lowest possible risk of transmitting unknown disease-
causing agents or contaminants. 

c) While it is acknowledged that no blood product can be guaranteed to be completely safe, 
the Canadian blood system must strive to provide factor replacement products that are 
equal to or superior to the highest international standards. 

d) There must be a vein-to-vein tracking system for all factor replacement products which are 
derived from plasma, which contain plasma derivatives or which use plasma derivatives in 
their manufacturing. 

e) There must be an effective system for reporting and evaluating adverse reactions. 

f) An effective emergency response and notification system is required to ensure that all 
factor replacement products can be recalled within set time limits. (See 2.6, Effective 
Recalls and Recipient Notification.) 

g) The regulatory body, Health Canada, must have the necessary resources, both financial and 
human, to do effective post-marketing surveillance of approved factor replacement 
products. 
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h) The Canadian Blood Services and Héma-Québec must have sufficient reserve funds to 
enable them to respond independently to any emergency situation without needing to obtain 
prior approval from Ministers of Health. 

i) All levels of safety (currently including donor screening, testing of individual donations for 
all known contaminants, plasma pool testing, purification, filtration, viral inactivation by 
approved methods and end-product testing) must be in place where appropriate. 

j) All plasma-derived factor replacement products must be treated with at least two proven 
effective viral inactivation processes (for example, nano-filtration, heat treatment or 
solvent detergent). 

k) Vaccination for those at risk for blood-borne viral infections must be provided, where 
appropriate. 

l) Treatment protocols must be developed for all types of factor replacement therapy to 
ensure that these valuable resources are being used in accordance with the most recent 
scientific knowledge. 

2.2.2 Therapeutic Value 

a) Factor replacement products must create hemostasis (stop bleeding) within an appropriate 
time interval. 

b) Products must not lead to an increased risk of inhibitors. 

c) Products must not negatively affect immune function. 

d) Long-term prophylaxis (regular infusions provided on a permanent basis to prevent 
bleeding), short-term prophylaxis (regular infusions provided on a temporary basis – e.g. 3 
to 6 months – to prevent bleeding in a target joint) and occasional prophylaxis (an infusion 
to prevent bleeding prior to a high-risk activity such as a dental procedure, surgery or other 
medical intervention, travel, etc.) must be provided where indicated. 

e) The elimination of animal and human proteins as stabilizers in the final formulation, or as 
nutrients in the cell culture, or in any other part of the process, should be considered as a 
goal in terms of the quality of recombinant products. This goal should be evaluated taking 
into consideration the proven safety record of existing products and the new generation of 
longer-lasting products that use human proteins (e.g. immune globulins, albumin) to 
stabilize the clotting proteins. 

2.2.3 Choice of Product 

Quality therapy implies that a patient and his/her physician have the option to choose products 
which meet that patient’s individual needs. 

a) The decision as to choice of product should be made jointly by the physician and the 
patient (or his guardian). 

b) Access to a range of products to meet individual patient needs, including but not limited to 
control of bleeding, prophylaxis and immune tolerance induction, must be provided. 
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c) Any long-term supply contracts or other long-term commitments of provincial funds must 
include penalty clauses for non-respect of contract provisions. They must also include 
provisions for opting to the supplier’s latest state-of-the-art factor replacement products. 

2.2.4 Provision of Information on Clotting Factor Concentrates to Consumers 

a) As the patient or his/her immediate caregiver is ultimately autonomous in accepting 
or refusing any proposed treatment, the CHS believes that complete information on 
the risks, benefits and alternatives to clotting factor concentrates must be available. 
The primary source for such information is the prescribing physician; however, the 
CHS should also play a role in ensuring the appropriate distribution of accurate, 
balanced information on clotting factor concentrates. (See separate policy entitled, 
A Framework for Community Education and Interaction with Companies in the 
Pharmaceutical Industry.) 

b) The CHS will not reproduce in its own publications literature originally published 
by pharmaceutical companies but will exercise its own journalistic control. 

c) The promotion of factor concentrates, or other drugs, is acceptable only in defined 
circumstances, such as clearly-marked company kiosks at CHS information 
meetings or presentations within medical symposia. When such events occur, all 
pharmaceutical companies in the Canadian market must be invited. Information 
distributed must be approved under the provisions of the Pharmaceutical 
Advertising Advisory Board and/or the Health Protection Act. 

d) The CHS will not accept advertising of factor concentrates or other drugs in its 
publications. Brand names of factor concentrates or other drugs may be included in 
publications for information purposes. When this occurs, a disclaimer similar to the 
following will be included: “Brand names of treatment products are provided for 
information only. Their inclusion is not an endorsement of a particular product or 
company.” 

2.2.5 Post-Marketing Surveillance 

a) In support of post-marketing surveillance for detection of blood-borne diseases, the 
Canadian Hemophilia Society endorses the Association of Hemophilia Clinic Directors of 
Canada’s Blood-Borne Pathogens Surveillance Project, located at the University of Alberta, 
encourages hemophilia treatment centres to participate actively, and encourages patients to 
provide their informed consent to allow specimens to be collected. 

b) Inhibitor assays should be performed annually or when a lack of treatment efficacy is 
suspected. 

c) When patients switch brands of clotting factor concentrates, they should be closely 
monitored for the development of inhibitors. Data must be collected and analyzed 
nationally. 
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2.3 Optimal Supply 

An optimal supply of factor replacement products is essential to ensuring the goal of quality 
therapy. There are four specific areas of optimal supply. 

a) Products must be available in sufficient quantity to control bleeding following optimal care 
guidelines. 

b) Products must be available in sufficient quantity to meet all prophylactic needs. 

c) Products must be available in sufficient quantity to meet all immune tolerance induction 
needs. 

d) Products must be readily available to patients at the time they are needed. 

2.4 Universal Accessibility 

a) All factor replacement products used in the treatment of bleeding disorders (whether plasma-
derived, recombinant or a future variant) must be considered as equivalent products for the 
purpose of coverage by Canada’s health care system. 

b) Gene therapy, when approved for use, must be considered as an equivalent to factor 
replacement therapy for the purpose of coverage by Canada’s health care system. 

c) Universal accessibility is a fundamental principle of a voluntary blood system and, as such, 
must be guarded as a "sacred trust". It is essential that all blood products and their 
substitutes, whether plasma-derived or bio-engineered, be available free of charge to all who 
need them. 

d) Prescribed prophylactic treatment for children and adults must be provided without additional 
cost. 

e) Recombinant factor replacement products must be available for those factor deficiencies for 
which they exist. 

f) Patients have a responsibility to be educated on effective and efficient utilization of factor 
replacement products. 

g) Education of physicians and patients as to the importance of cost accountability is 
recommended as a means to increase adherence to utilization guidelines. 

2.5 Home Infusion 

Home infusion is the treatment mode of choice. The ability to treat oneself or a child in the home 
adds considerably to the efficacy of factor replacement therapy, to quality of life and has been 
demonstrated to dramatically decrease health care costs related to hospitalization and visits to 
hemophilia treatment centres and out-patient clinics. 

a) Home infusion must be offered to those families whose ability to master safe technique has 
been demonstrated. 
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b) Products must be packaged to allow for safe, convenient home use. Kits must be easily 
storable and transportable. 

c) Products must be labeled with appropriate information, warnings and instructions for use, 
written in easily understandable English and French. 

d) Products should have universal barcoding, radio-frequency identification or a future variant 
for inventory control and easy tracking. 

e) Products should be available in vials of different sizes to meet individual needs and avoid 
waste. 

f) Accurate documentation of utilization is needed to justify current utilization levels, to ensure 
availability to meet future needs and to promote optimal self-management and optimal 
outcomes. 

i) It is the responsibility of the person with a bleeding disorder, or his immediate care 
provider, to accurately provide treatment data — name of product, lot number, dose 
infused, date of infusion, site of bleed and adverse reactions — to his treating 
physician in a timely fashion. 

ii) No patient's health care should be detrimentally affected, particularly through 
product restriction or suspension of home infusion, solely because the individual 
has elected not to participate in the collection of bleed sheet data. 

iii) Information on product use (the "treatment log") which is currently maintained by 
each recipient of factor replacement therapy should be systematically collated to 
document current use. 

iv) The establishment of a clinic-based, confidential registry of product usage is 
supported. 

v) Future needs should be forecast to assure availability of appropriate products. 

g) The CHS supports the concept of electronic transmission of home care treatment data. Any 
system should have the following characteristics: 

i) nominal data should be sent directly to the hemophilia treatment centre; 

ii) anonymous data can then be sent to the Canadian Hemophilia Assessment and 
Resource Management System (CHARMS) and on to third parties; 

iii) the system should be universal and accessible to all; 

iv) dial-up and transmission of information should be free of charge to the patient; 

v) patients will be entitled to a real-time copy in electronic format of all personal data 
uploaded to the hemophilia treatment centre; 

vi) the system should be adaptable to new data entry technologies. 

h) The directors of recognized hemophilia treatment centres must have the responsibility for 
tracking the distribution and the use of all factor replacement products in their respective 
territories, even when these products are distributed directly by the blood service or through 
another hospital. In addition, provincial governments must provide them the resources to do 
this. 
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2.6 Effective Recalls and Recipient Notification 

2.6.1 General Principles 

a) In the event of a recall, withdrawal or quarantine of blood or blood products, the Canadian 
blood system must be able to recover 100% of these products within a reasonable time, no 
matter whether these products are at distributors, in hospitals or in recipients' homes. 

b) In the event of a recall, withdrawal or quarantine of blood or blood products, the Canadian 
blood system must be able to notify 100% of those recipients who have already infused the 
products. 

c) All stakeholders in the Canadian blood system have a role to play in an effective recall-
notification system: 

 the manufacturer to inform Health Canada and distributors in a timely manner, and 
to provide accurate information on the reasons for the recall as they become 
available; 

 Health Canada to oversee the recall / withdrawal / quarantine process, make 
decisions and ensure that all necessary measures are being taken in a timely 
manner; 

 CBS and Héma-Québec to notify all consignees (hospitals, blood banks, physicians, 
clinics, hemophilia treatment centres…) which products have been recalled, 
withdrawn or quarantined and why; 

 Ministries of Health to ensure the existence of information systems for accurate 
record-keeping, which permit the tracking of all transfusions of blood and blood 
products to the end-user, the patient; 

 hospitals, blood transfusion committees, blood banks, and ultimately physicians to 
notify their patients in the event of a recall / withdrawal / quarantine; 

 patient groups (e.g. CHS) to use their resources to educate their members about 
blood products and the recall / withdrawal / quarantine process. 

2.6.2 Factor Replacement Products 

a) Directors of hemophilia treatment centres in Canada, organized through the Association of 
Hemophilia Clinic Directors of Canada (AHCDC), must be mandated to track the use of 
clotting factor concentrates (factors I, II, VII, VIII, IX, X, XI, XIII and VWF). In the event 
of a recall / withdrawal / quarantine, they have the responsibility to notify patients 
registered in their respective clinics and recover the products. 

b) People with clotting factor deficiencies (factors I, II, V, VII, VIII, IX, X, XI, XIII and 
VWF) are encouraged to register at one of Canada's hemophilia treatment centres. 

c) Through an agreement among Ministries of Health, the CBS and Héma-Québec, and the 
AHCDC, physicians treating patients with clotting factor deficiencies who are not 
registered in one of the recognized hemophilia treatment centres must send details 
regarding prescriptions (product, quantity, lot number, coded patient information) to a 
hemophilia treatment centre for purposes of notification in the event of a recall / 
withdrawal / quarantine. 
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d) Where clotting factor concentrates are prescribed by a physician at a hemophilia treatment 
centre, but where the products are delivered by CBS/Héma-Québec or a third party, details 
(product, quantity, lot number, patient information) must be sent to that patient's 
hemophilia treatment centre. 

e) The manufacturers, the distributors and, when necessary, Health Canada, must provide the 
hemophilia treatment centres timely, accurate information on recalls, withdrawals and 
quarantines, including the reasons for them. 

f) Hemophilia treatment centres must be given the human and financial resources to properly 
track clotting factor concentrates and carry out notification procedures when necessary. 

2.6.3 Voluntary Third Party Patient Notification System 

a) A voluntary third party Patient Notification System, which by its nature is unable to reach 
100% of blood product recipients, must be seen, at best, as an interesting adjunct to a 
universal recall-notification system integral to Canada's blood system. 

b) The CHS believes that information available through the voluntary third party Patient 
Notification System on recalls / withdrawals / quarantines should be provided to the CHS, 
the AHCDC and the network of hemophilia treatment centres to supplement information 
from other parties. 

c) No recipient of blood products, specifically clotting factor concentrates, should have to rely 
on the voluntary third party Patient Notification System in order to be notified of a recall-
withdrawal-quarantine. 

d) The decision to register in the voluntary third party Patient Notification System is entirely 
individual. A decision not to register must in no way affect an individual's right to receive 
timely notification of recall / withdrawals /quarantines from his/her physician. 

e) The creation of a voluntary third party Patient Notification System must in no way diminish 
the responsibility, or the ability, of the different stakeholders in Canada's blood system to 
implement an effective recall-notification process able to reach all consumers. 

2.7 Gratuity of Other Hemostatic Agents 

a) Provincial governments must provide funds to hemophilia treatment centres to ensure that the 
hemostatic agent desmopressin, in all its forms, and the antifibrinolytic, tranexamic acid, are 
made available at no cost to the patient when needed. 

b) Desmopressin in all its forms, and the antifibrinolytics, tranexamic acid, must be placed on 
all provincial formularies. 

c) Comprehensive and equivalent public pharma-care plans must be extended to all provinces. 
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3. CANADA’S BLOOD SYSTEM 

3.1 Introduction 

Canada’s blood system needs to be managed under specific guidelines and principles to ensure that 
safe, efficacious blood, blood products and their alternatives can be provided to Canadians. The 
guidelines and principles discussed here are based on standards for quality control, quality 
assurance, good manufacturing practices, and good management procedures which are essential to 
any complex technological system. 

3.2 Optimal Quality 

3.2.1 Safety 

Thirteen criteria for ensuring the safety of blood products are listed here. Some of these are goals 
which can help to support safety; others are means by which risks can be minimized. 

a) Fresh components - The use of voluntary* unpaid donors for the provision of fresh 
components (red blood cells, platelets, fresh frozen plasma) increases the safety of these 
components and must be maintained. It is not, however, the only means of achieving safety; 
nor is it sufficient, in and of itself. The most advanced risk-reduction measures (currently 
including donor selection, testing of individual donations for all known disease-causing 
blood-borne pathogens, leuko-reduction and pathogen inactivation/reduction) must be 
continuously reviewed and implemented. 

* Voluntary is defined as meaning blood or plasma which is freely given without coercion. 
Unpaid does not necessarily mean unremunerated. We support strategies for increasing 
voluntary donations which provide token remuneration such as reimbursement of travel 
costs, payment of meals or time off work to allow donation. 

Plasma products - While the Canadian blood system may choose to rely entirely on the 
plasma of unpaid donors for the provision of plasma-derived products for ethical, social or 
economic reasons, this choice should not be solely based on arguments of increased safety. 
Other mechanisms, including donor selection, repeat donors, quarantine of donations, 
testing of individual and pooled donations, purification, filtration and approved viral 
inactivation processes are primarily responsible for the safety of plasma-derived blood 
products. 

b) Because of the risk of widespread contamination of a blood source, the Canadian blood 
system must not rely on a single source of supply. It must have available, at all times, 
alternative and contingency supplies (and suppliers) to which to switch in case of 
emergency. 

c) Established procedures for the selection, screening and self-exclusion of donors must be 
implemented and monitored at all times. (See 2.2, Optimal Quality.) 

d) All source plasma must be tested for known contaminants. 

e) Procedures for the management of plasma pools must ensure accurate recording of all 
donors and rapid retrieval of information. 
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f) All blood components and blood products must be traceable vein-to-vein. The system must 
allow for efficient and complete retrieval of information on all products in distribution 
including donors, recipients, quantities outstanding and their locations by lot number. 

g) All plasma-derived products — e.g. factor concentrates, IVIG and albumin — must be 
treated with a proven effective viral inactivation process. 

h) An emergency response plan to deal with potential viruses or other risks to the safety of the 
blood supply or to blood products is required. One central authority must have a legislated 
mandate to monitor the continued safety of all aspects of the blood system, including 
reviewing adherence to approved procedures, and all unexpected or adverse reactions. 

i) The conditions indicating a potential emergency must be defined, including the 
identification of the authorities responsible for monitoring indicators of a potential 
emergency. 

j) A plan for alerting users of blood products, either individually or the public at large, about 
an emergency situation is required. 

k) A plan for speedy and efficient product recall and substitution of product is required. All 
authorities must be aware of their responsibilities. 

l) There must be contingency funds and pre-authorization provided to the appropriate 
organizations or agencies to expend funds under emergency conditions. 

m) There must be a regular, independent, expert audit of all aspects of the blood system 
including its safety procedures, decision-making and management. 

3.2.2 Therapeutic Value 

To ensure optimum therapeutic value, the blood system needs to meet the following parameters of 
performance:  

a) A range of state-of-the-art products must be available to meet individual needs of 
recipients. 

b) Advances in treatment products and modalities must be reviewed regularly and 
expeditiously to ensure that treatment in Canada is consistent with the highest therapeutic 
standards.  

i) A process for coordinating research information and performance updates on new 
directions in therapy must be established involving all members of the blood 
system, including the medical community, the patient organizations and the 
government agencies. 

i) There must be a thorough process for reviewing and approving Investigational New 
Drugs. Delays in approval should not be the result of a lack of resources within 
Health Canada. 

ii) There must be an expeditious process for reviewing and approving funding of new 
products, with clear criteria for funding through the Special Access Program. 
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c) A process for dealing with adverse reactions to both old and new treatments must be clearly 
defined.  

i) A mechanism for monitoring, reporting, analyzing and responding to adverse 
reactions is required. 

ii) A system for disseminating adverse reaction information to hospitals, blood banks, 
physicians and patients is required. 

d) An inventory of products packaged in a range of sizes should be maintained. 

e) There must be an active post-marketing surveillance system for adverse reactions, 
including blood-borne pathogens transmitted through the use of blood, blood products and 
their alternatives. 

3.2.3 Choice of Product 

a) To ensure clinical choice of blood products and other biologicals, patients, medical 
professionals, and the purchasing authorities must have a process for regular feedback and 
consultation. 

i) The physician has the ultimate ethical and legal responsibility for prescribing 
treatment. The patient must be fully informed about the treatment options and 
participate in the mutual decision-making process. 

b) There must be a system which allows physicians and patient access to a range of treatment 
options and the ability to switch to higher quality treatments as they become available. 

i) The national system of centralized purchasing and supplier contracts should be 
preserved because of economies of scale and guaranteed access to products. 

ii) There should be no exclusive supplier (single manufacturer) contract. 

c) Any long-term supply contracts or other long-term commitments of provincial funds must 
include penalty clauses for non-respect of contract provisions. They must also include 
provisions for opting to the supplier’s latest state-of-the-art products. 

d) Provision must be made for autologous donations. 

e) Provision must be made for directed donations when, on the recommendation of the 
physician, such a donation will either reduce the risk or significantly reduce the stress 
involved in surgery and/or transfusion. 

3.2.4 Donor Selection 

a) The safety of blood and blood products for the recipient, and the safety of the donation 
process for the donors, are paramount in the donor selection process. 

b) The CHS supports the development and early application of new technology and new 
scientific knowledge to continuously improve the safety of the blood system for the 
recipient. 
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c) The CHS expects that everything humanly possible will be done, based on sound scientific 
evidence, to educate, attract and select donors; to screen them; and to test the donated 
blood to ensure the safest possible blood supply. 

d) The fundamental CHS position on donor screening and selection methods, including the 
donor questionnaire, is that they exist for only one purpose: that is, to protect the recipient 
of the blood donation to the maximum extent possible from harm caused by blood-borne 
infectious diseases. (Notwithstanding, the CHS also recognizes and supports the inclusion 
of additional questions and procedures intended to protect the health of the donor). 

e) The CHS is cognizant of, and grateful for, the altruistic gift of a blood donation, but 
recognizes that while the donation is voluntary, the receipt of blood is effectively not. 
Thus, the objective of any question on the donor questionnaire is to detect and exclude any 
potential risk in a donor. 

f) It is recognized that the blood system can never be completely safe, but because it is 
recipients who must bear 100% of any risk (no matter how small), the CHS supports a 
“zero tolerance” of avoidable risk in blood donor screening and selection. In an imperfect 
system, any errors that are made must favour the recipient of the blood. 

g) The CHS appreciates the progress that has been made in minimizing the risks of HIV and 
the hepatitis viruses to the blood supply, but is concerned about the “next HIV”; the 
emerging blood-borne virus that has not yet been seen. Since it is reasonable to assume that 
a new blood-borne virus could be transmitted through the same risk factors (geography and 
behaviour) that have come to be associated with HIV and the hepatitis viruses, and the only 
line of defense is the donor questionnaire, the CHS insists that consideration of any 
proposed changes to the donor questionnaire be based on the Precautionary Principle or on 
validated scientific evidence that patient safety is not compromised. 

h) The CHS urges the Canadian blood system administrators to manage issues of blood 
supply, and donor recruitment and participation, through public education and marketing 
science, and not at the expense of rigorous donor screening criteria. 

3.3 Optimal Supply 

a) There must be assurance of adequate source plasma to meet needs; if increased needs for 
blood products are identified, the amount of source plasma obtained needs to increase. 

b) Strategies for ensuring adequate plasma donations (recruitment and frequency of donations) 
need to be developed. 

c) While there may be ethical, social or economic rationales for becoming self-sufficient in 
plasma needed to make blood products, history has demonstrated that Canadian self-
sufficiency (i.e. plasma from Canadian donors) is not required to ensure an adequate supply 
of high quality plasma products. 

d) Because of the risks of contamination by a new blood-borne pathogen, plant breakdown and 
the volatility of blood supply, reliance on a single supplier carries the risk of not having 
adequate blood products to meet patient needs. Alternative suppliers must be identified and 
available to lessen the impact of shortfalls. 
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e) Contingency supplies must be available if an existing supply is interrupted due to 
contamination of source, disruption in fractionation or manufacturing, or labour stoppages in 
collection, processing, or distribution. 

3.4 Surplus Plasma Fractions 

Surplus plasma fractions (for example, factors VIII and IX) should not be wasted if there is a 
worldwide need for them. Such waste would be doubly unfortunate given the high level of safety 
of Canadian plasma, compared to plasma from some countries which do not use the complete range 
of risk-reduction methods. 

These products can either be provided as humanitarian aid, sold at cost, or sold with a return on 
investment. Revenues that are generated through the sale of surplus manufactured products or 
surplus raw materials must remain within the system to offset the cost of, for example, genetically-
derived substitutes, or be reinvested into research and development into safer, more effective 
therapies. 

3.5 Funding 

While hospital-based funding, as opposed to global provincial funding, may offer certain 
advantages regarding the purchase of fresh blood components (e.g. fairer comparison with blood 
alternatives or transfusion-reduction methods such as operating room blood recycling), the CHS 
believes that there are no such advantages regarding the purchase of factor replacement products, 
given the clear indications for their use and current monitoring through hemophilia treatment 
centres. 

a) The Canadian blood system should study the implications of hospital-based funding through 
small-scale pilot projects before implementing it on a large scale. 

b) Hospital-based funding must not be extended to include factor replacement products. 

c) Factor replacement products must continue to be purchased nationally and funded through 
global provincial budgeting based on provincial usage. 

3.6 Research and Development 

a) Provision must be made for a percentage of the total blood system budget to be earmarked for 
research into improving treatment for, or curing, blood-related diseases; and improving 
transfusion medicine practices. 

b) The availability of research funds must be made known publicly. There must be no limit on 
who can compete for grants. Allocation of research monies must be done by a peer-reviewed 
grants committee which reports to the Boards of Directors of the Canadian Blood Services 
and Héma-Québec. 
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3.7 Accountability 

a) The decision-making process and the finances of the blood system must be made entirely 
transparent to the Canadian public. Transparency is defined as communication which… 

• is clear and comprehensible 

• is complete 

• is frank 

• tells the whole truth 

• admits to doubt and lack of information 

• is nurtured by a spirit of openness 

• reflects a genuine desire to be transparent 

• facilitates the proper evaluation of issues. 

b) The legal status of the Canadian Blood Services and Héma-Québec must be one that ensures 
accountability to the public. 

c) The relationships amongst the players in the blood system must be ones that are devoid of 
conflicts of interest. 

3.8 Decision-making 

a) The Boards of Directors of the Canadian Blood Services and Héma-Québec must be made up 
of people who are knowledgeable and experienced in areas related to the blood system, for 
example: transfusion medicine, quality control, good manufacturing practices, management 
and finances. Their individual expertise must be matched to their responsibilities. 

b) Members of the Boards of Directors of the Canadian Blood Services and Héma-Québec must 
devote sufficient time, among their other responsibilities, to adequately perform their duties. 

c) There must be representation by recipients* of blood, blood products and their alternatives on 
the Board of Directors of the Canadian Blood Services and Héma-Québec and on its various 
advisory committees. 

* “Recipients” are defined as people who represent the “end-user” of blood, blood products and 
their alternatives and who have a clear interest in their safety and accessibility now and in the 
future; that is, patients or their close relatives (parent, spouse, child). 

3.9 Communication 

a) Clearly defined lines of communication must be established among the different players in 
the blood system. Effective communication is essential in the following areas: 

• optimum treatment regimes; 

• adverse reactions; 

• new developments in research. 

b) As more and more alternatives to blood and blood product transfusions become available, 
physician and consumer education must be a priority strategy to ensure their judicious use. 
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3.10 Misadventure Insurance 

To further responsible decision-making within the blood system and to ease the hardship of those 
injured through the use of blood and blood products, a blood related injury program must be set up 
in cooperation with the suppliers, and in consultation with stakeholders whose members regularly 
use these products. The compensation scheme must provide real benefit to those injured. As an 
effective incentive to minimize the incidence of injury, the scheme must not take away an 
individual's right to sue those responsible at law for their injuries. 
 


