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Executive summary

Blood transfusion services (BTS) have the responsibility to collect blood only
from donors who are at low risk for any infection that could be transmitted
through transfusion and who are unlikely to jeopardize their own health by blood
donation. A rigorous process to assess the suitability of prospective donors is
therefore essential to protect the safety and sufficiency of the blood supply, and
safeguard the health of recipients of transfusion and blood donors themselves,
while ensuring that suitable donors are not deferred unnecessarily.

These World Health Organization (WHO) guidelines, Blood donor selection: guidelines
on assessing donor suitability for blood donation have been developed to assist
blood transfusion services in countries that are establishing or strengthening
national systems for the selection of blood donors!. They are designed for use
by policy makers in national blood programmes in ministries of health, national
advisory bodies such as national blood commissions or councils, and blood
transfusion services.

WHO guidance on criteria for the selection of blood donors was first published in
the distance learning materials, Safe Blood and Blood Products, Module 1: Safe
Blood Donation (1) in 1994. These earlier recommendations were developed on
the basis of international best practice but did not have a clear evidence base.
In 2009, the WHO Blood Transfusion Safety programme (WHO/BTS) convened a
guideline development group (GDG) to prepare evidence-based recommendations
on criteria for assessing the suitability of blood donors. The GDG also recognized
the need to provide guidance on establishing national systems for blood donor
selection. Details of the members of the GDG and their areas of expertise are
provided in the Acknowledgements.

WHO/BTS also established an external review group (ERG) to review and comment
on the draft guidelines at various stages of the developmental process. The ERG
comprised members of the WHO Expert Advisory Panel on Blood Transfusion
Medicine and experts from WHO Collaborating Centres in Transfusion Medicine
as well as directors of national blood transfusion services and blood programme
managers from each WHO region (see Acknowledgements). The role of the ERG
was to review the draft guidelines and advise WHO on the relevance, applicability
and feasibility of the recommendations. An advanced draft was reviewed by
participants and facilitators during an inter-regional workshop on blood donor
selection and donor counselling for priority countries in the African and Eastern
Mediterranean regions, June 2011, Nairobi, Kenya.

The guidelines are presented in two parts. Part 1 (Sections 2 and 3) addresses
the requirements for an effective national system for blood donor selection; policy
recommendations are provided on p. 5. Part 2 provides guidance on specific
criteria for blood donor selection in relation to general donor assessment, donor

1 The term “blood donors” includes donors of whole blood, red cells, platelets, plasma and
other blood components, donated as whole blood and/or through apheresis.
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medical history and risk assessment for transfusion-transmissible infections
(TTI); technical recommendations on donor selection criteria are summarized
on pp. 6-15 and elaborated in Sections 4 to 7.

Blood donor selection: guidelines on assessing donor suitability for blood donation
was developed in accordance with the WHO guidelines development process,
which requires systematic review of new evidence for key questions and
recommendations, as well as a consideration of programme feasibility and the
cost implications of potential new recommendations. A systematic review of the
published and “grey” literature was conducted covering the period 1995-2011,
and also in 2012 for selected topics. Particular efforts were made to identify
systematic literature reviews and evidence related specifically to blood donor
selection in low- and middle-income countries. Detailed literature search strategies
and the decision-making process for the formulation of recommendations are
available in Annex 3.

High quality evidence on which to base decisions on the suitability of prospective
donors for blood donation is, however, limited or even lacking in relation to many
medical conditions and risk behaviours. Where published evidence is lacking,
recommendations are based on international best practices and the knowledge
and expertise of members of the guideline development group and external
review group in the fields of human physiology, pathology and clinical medicine.
In conditions where emerging evidence suggests that deferral criteria may be
relaxed, a precautionary approach is recommended until good evidence of safety
becomes available. It is anticipated that the recommendations in this document
will remain valid until 2017 when a review of these guidelines will be undertaken
to explore any new evidence, particularly in relation to controversial issues or
where changes in practice may be appropriate.
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Preface

The safety and availability of blood and blood products for transfusion requires
the recruitment and selection of voluntary non-remunerated blood donors, the
quality-assured screening of all donated blood and the safe and rational clinical
use of blood. The World Health Organization (WHO) recommends the following
integrated strategy for blood safety and availability (3).

1 Establishment of well-organized blood transfusion services that are
coordinated at national level and that can provide sufficient and timely
supplies of safe blood to meet the transfusion needs of the patient
population.

2 Collection of blood from voluntary non-remunerated blood donors at
low-risk of infections that can be transmitted through blood and blood
products, the phasing out of family/replacement blood donation and the
elimination of paid donation.

3 Quality-assured screening of all donated blood for transfusion-transmissible
infections, including HIV, hepatitis B, hepatitis C and syphilis, blood
grouping and compatibility testing, and preparation of blood components.

4 Rational use of blood to reduce unnecessary transfusions and minimize the
risks associated with transfusion, the use of alternatives to transfusion,
where possible, and safe clinical transfusion procedures.

5 Implementation of effective quality systems, including quality management,
documentation, training of all staff and assessment.

Each country should establish a national system for blood donor selection
for the donation of whole blood, red cells, platelets, plasma and other blood
components, donated as whole blood or apheresis donations. The assessment
of donor suitability should be undertaken in accordance with national criteria
for blood donor selection. These criteria should be consistently applied in every
blood donation setting on each occasion of donation to all blood donors, including
voluntary non-remunerated donors and even where systems are still based on
family/replacement donors and paid donors.

These guidelines on blood donor selection should be used in conjunction with
other WHO resources, in particular Towards 100% voluntary blood donation: A
global framework for action (4), The Melbourne Declaration on 100% voluntary
non-remunerated donation of blood and blood components (5), Blood donor
counselling: Implementation guidelines (6) and Screening donated blood for
transfusion-transmissible infections (7).

Dr Neelam Dhingra
Coordinator
Blood Transfusion Safety




Policy recommendations

10

11

12

Each country should establish a national system for blood donor selection
for the donation of blood or blood components.

All prospective blood donors, either donating as whole blood donations or
through apheresis donations, should be assessed, prior to blood collection,
for their suitability to donate on each occasion of donation, in every blood
donation setting.

National donor selection guidelines and criteria should be based on
epidemiological and/or scientific evidence or, where evidence is limited or
lacking, on best practices.

Donor acceptance and deferral policies for the prevention of TTIl should be
based on up-to-date information on the local epidemiology of infections,
the markers screened for, the availability of suitable blood screening and
confirmatory assays, and the technologies in use.

Blood transfusion services should have mechanisms for surveillance to
monitor emerging infections and diseases associated with transmission
through transfusion, and assess the risk of transmission and the possible
consequences to the blood supply of excluding “at-risk” donors.

National donor selection criteria should define conditions of acceptance
and deferral for each criterion.

Adequate resources, including a sufficient number of qualified and trained
staff, should be made available for the consistent and reliable assessment
of donor suitability for blood donation.

Quality systems should be in place for blood donor selection, including
selection criteria, staff training and documentation.

Blood transfusion services should have systems for the notification and
counselling of individuals who have been deferred from blood donation and
for their referral for further management if any abnormalities are found.

Blood transfusion services should establish mechanisms for monitoring
and evaluation to assess the implementation and effectiveness of donor
selection criteria.

National regulatory mechanisms for the oversight of the functions of blood
transfusion services should include activities related to blood donor selection.

National procurement policy and supply systems should encompass the
equipment and consumables required for assessing the suitability of blood
donors.




Technical recommendations

These technical recommendations provide a summary of recommendations on
donor selection criteria in Sections 4-7, by condition.

Condition Acceptance or deferral criteria Page
numbers
Abortion Defer for up to 6 months 46-47
Acne Accept provided venepuncture site is 60-61,
unaffected 64-65
Also refer to Section 6.2
Acupuncture Defer for 12 months following last 68, 90
procedure
Age limits for blood Usually 18 to 65 years 39-40
donation Refer to Section 4.1
Alcohol intake Accept if no signs of intoxication 40-41,
89
Allergy Accept if symptom free 57
Defer permanently if history of
anaphylaxis
Anaemia Accept if past history of iron deficiency 43-44,
anaemia, with a known cause not a 49-50
contraindication to donation, when
treatment completed and fully recovered
Accept vitamin B,, or folate deficiency
when fully recovered and on
maintenance treatment
Defer if does not meet minimum
haemoglobin level for blood donation or
under investigation or on treatment for
anaemia
Defer permanently if chronic anaemia
of unknown cause or associated with
systemic disease
Anaphylaxis Defer permanently 57
Antibiotics Accept 14 days after completion of 41, 55,
treatment 60, 65
Accept if on long-term antibiotics for
acne
Ankylosing spondylitis Defer permanently 60
Also refer to Section 5.10
Arthritis Refer to Sections 5.6 and 5.10 57, 60




Asthma Accept provided asymptomatic on 54-55,
maintenance dose of non-steroid and/or | 57
inhaled steroid medication
Defer for 14 days after full recovery from
acute exacerbation
Defer for 14 days after completion of
course of oral or injected steroid

Babesiosis Defer permanently 82

Biopsy Accept when normal activities resumed 67
Also refer to Section 6.4

Blood transfusion Defer recipient of blood and blood 65-66
products for 12 months following
transfusion
Defer permanently if on regular
treatment with plasma-derived
coagulation factors
Also refer to Section 6.3.1

Bronchitis Defer for 14 days after full recovery 55
from acute attack and completion of
treatment
Also refer to Section 5.3

Brucellosis Defer permanently 84

Burns Accept if fully healed 61

Campylobacter Defer for 28 days following full recovery 85

Cardiovascular diseases Accept surgically corrected simple 52-53
congenital cardiac malformation with no
residual symptoms
Accept asymptomatic disorder: e.g.
functional murmurs, mitral valve prolapse
Defer permanently all other conditions
Also refer to Section 5.2

Central nervous system Accept if history of epilepsy or seizures 58-59

diseases provided off medication and seizure-free
for 3 years
Defer permanently all other conditions

Cerebrovascular diseases | Defer permanently 58-59
Also refer to Section 5.8.1

Chagas disease Refer to Section 7.4.2 81-82,

87

Chickenpox Defer for 14 days following full recovery 78
Also refer to Section 7.3.6

Chikungunya virus Refer to Section 7.3.5 77

Cholecystitis Accept when fully recovered 55




Coagulation disorders

Accept if carrier for haemophilia A or B
provided normal coagulation factor levels
and no history of bleeding or treatment
with blood products

Defer permanently if coagulation factor
deficiencies

52

Coeliac disease

Accept if fully treated

55-56

Colitis

Accept irritable bowel syndrome without
debility

Defer active inflammatory bowel disease
unless well, in long-term remission and

meets minimum haemoglobin levels for

blood donation

55

Common cold

Refer to Section 4.3

41

Cosmetic treatment
(invasive)

Defer for 12 months following last
procedure

68, 90

Creutzfeldt-Jakob disease

(CID)

Defer permanently sporadic and familial
CJD and first-degree relatives

Defer permanently if history of treatment
with pituitary-derived human growth
hormone, human gonadotrophin, dura
mater graft, corneal transplantation,
neurosurgery

Also refer to Section 7.7.1

58, 65,
86-87

Crohn’s disease

Refer to Section 5.4

55

Dementia

Defer permanently
Also refer to Section 5.8.3

58-59

Dengue virus

Refer to Section 7.3.5

77

Dental treatment

Accept 24 hours after simple procedures
and 7 days after extraction or endodontic
procedures

67

Depression

Accept if feeling well

61-62

Dermatomyositis

Defer permanently

57,
60-61

Diabetes

Accept diabetes mellitus controlled

by diet or oral medication provided no
history of orthostatic hypotension and
no evidence of infection, neuropathy or
vascular disease

Defer permanently if requires insulin
treatment or has complications with
multi-organ involvement

56

Diagnostic procedures

Defer following minor diagnostic
procedure including rigid endoscopy until
normal activity resumed

Defer for 12 months following invasive
diagnostic procedure using flexible
endoscopy

67




Diarrhoea Accept 14 days after full recovery 41, 82,
and completion of therapy, including 83,
antibiotics 84-85
Accept chronic diarrhoea due to irritable
bowel syndrome without debility;
otherwise defer
Defer for 28 days if symptoms
suggestive of Yersinia enterocolitica
Diverticular disease Accept if well 55
Drug use Injecting drug use: 88-89
Defer permanently individuals with a
history of injecting drug use
Also refer to Section 7.9.2
Non-injected drugs and alcohol use: 89
Accept if no signs of intoxication
Defer if displaying signs and symptoms
of intoxication
Eczema Refer to Section 5.11 57, 61
Epilepsy Accept if off medication and seizure-free | 58-59
for 3 years
Epstein-Barr virus Defer until 28 days after full recovery 76
Also refer to Section 7.3.4
Erythrocytosis Accept secondary erythrocytosis if 51
diagnosis of polycythaemia rubra vera
excluded
Essential Defer permanently 60
thrombocythaemia
Fever (non-specific) Defer until 14 days after full recovery 41, 42,
. 72,
Also refer to Section 4.3 79-81,
82, 83,
84
Fracture Accept when plaster removed and mobile | 60
Frequency of donation For whole blood, minimum of 12 weeks 44-46
for males, 16 weeks for females
Also refer to Section 4.6.2
Gallstones Accept if well 55
Gastro-oesophageal Accept if mild 55
reflux
Gonorrhoea Defer for 12 months following 74,
completion of treatment and assess for 83-84
high-risk behaviour
Also refer to Section 7.5.1
G6PD deficiency Accept if no history of haemolysis 50-51

Defer permanently if history of
haemolysis




Haemochromatosis Accept provided meets other criteria 45, 52
Haemoglobin level for Not less than 12.0 g/dl for females 43-44,
blood donation Not less than 13.0 g/dl for males 48
Also refer to Sections 4.6 and 4.10
Haemoglobinopathies Defer permanently thalassaemia major 50
or sickle cell disease
Also refer to Section 5.1.2
Haemophilia Refer to Section 5.1.7 52
Hepatitis A, hepatitis E Defer for 12 months following full 73-74
and hepatitis of unknown | recovery
origin Also refer to Section 7.3.1
Hepatitis B Refer to Section 7.3.1 72-73,
87-90
Hepatitis C Refer to Section 7.3.1 73,
87-90
Herpes Accept cold sores and genital herpes 76
provided no active lesions
Defer symptomatic individuals for at
least 28 days following full recovery
Defer permanently individuals with HHV8
infection and current or former sexual
contacts
Also refer to Section 7.3.4
Hiatus hernia Accept mild cases, provided well 55
HIV/AIDS Refer to Section 7.3.2 74-75,
83,
87-90
HTLV Refer to Section 7.3.3 75
Hypertension Accept stable uncomplicated 53-54
hypertension controlled by medication
Defer if recently started or changed anti-
hypertensive medication until 28 days
after blood pressure stabilized
Defer permanently if hypertensive heart
or renal disease
Hypogammaglobulinaemia | Defer permanently 57
Immunization Refer to Section 6.1 63-64
Immunological diseases Refer to Section 5.6 57
Infections (acute Accept 14 days after full recovery and 41, 85

bacterial)

completion of antibiotic treatment

Defer for 28 days following full

recovery and completion of treatment if
symptoms suggestive of infection with
salmonella, campylobacter, streptococcus
or staphylococcus

10




Influenza

Accept asymptomatic individuals with no
close contact with those having active
infection

Defer for 14 days after full recovery and
cessation of any therapy

Defer for 48 hours after vaccination

Also refer to Section 7.3.7

78

Inoculation injury

Defer for 12 months following exposure

73

Iron deficiency

Refer to Section 5.1.1

43-46,
49

Irritable bowel syndrome

Accept, if without debility

55

Leishmaniasis

Refer to Section 7.4.4

82-83

Leukaemia

Defer permanently

59-60

Lyme disease

Defer for 28 days following full recovery
and completion of treatment, whichever
is longer

84

Lymphoma

Defer permanently

59-60

Malaria

Local criteria depending on endemicity
Refer to Section 7.4.1

79-81,
87

Malabsorption syndromes

Defer permanently except treated coeliac
disease

55-56

Malignant diseases

Accept malignancy “in situ” (e.g. basal
cell carcinoma, cervical carcinoma in
situ), if successfully treated, regularly
monitored and in good health

Defer if current diagnosis of malignancy
or less than 5 years since completion of
treatment

Defer permanently if malignant
melanoma, lymphoproliferative or
haematological disorders

Also refer to Section 5.9

59-60

Measles

Defer for 14 days following full recovery

Also refer to Section 7.3.6

78

Medications

Take account of indication for treatment

Accept long-term low-dose antibiotics for
acne

Defer for 14 days following antibiotic use

Retinoids, dutasteride, finasteride, aspirin
and non-steroidal anti-inflammatory drugs:
also refer to Section 7.7

64-65

Menstruation

Accept

46-47

Minor illnesses

Defer for 14 days after full recovery
from acute infection and completion of
antibiotic treatment

41

11




Multiple sclerosis Defer permanently 58-59
Also refer to Section 5.8.4
Mumps Defer for 14 days following full recovery 78
Also refer to Section 7.3.6
Musculoskeletal Accept acute or chronic simple disorders | 60
disorders (e.g. mild rheumatoid arthritis, back pain,
sciatica, frozen shoulder, osteoarthritis)
if mobile
Defer permanently if systemic disease
affecting joints: e.g. severe rheumatoid
arthritis, psoriatic arthropathy, ankylosing
spondylitis
Myelodysplastic Defer permanently 59-60
syndrome
Nephritis Refer to Section 5.7 57-58
Peptic ulcer Defer until completion of treatment and 55
full recovery
Piercing Defer for 12 months following 68, 90
last acupuncture, piercing, tattoo,
scarification or invasive cosmetic
procedure
Platelet disorders Refer to Section 5.1.4 51
Polycythaemia Accept secondary erythrocytosis 51,
Defer permanently polycythaemia rubra 59-60
vera
Pregnancy and lactation Defer during pregnancy and lactation 46-47
and up to 6 months following delivery or
termination
Prisons and penal Refer to Section 7.9.4 89-90
institutions
Psoriasis Refer to Section 5.11 60-61
Psoriatic arthropathy Defer permanently 60
Also refer to Section 5.10
Psychiatric disorders Accept anxiety disorder or mood disorder | 61-62
provided in generally good health, not
obviously over-anxious, depressed or
manic on the day of donation, regardless
of medication
Defer permanently psychotic disorder
requiring maintenance treatment
Pulmonary embolus Refer to Section 5.2.2 54
Red cell membrane Accept if no history of haemolysis 50-51

defects

Defer permanently if history of
haemolysis

12




Renal diseases Accept if fully recovered from acute self- | 49-50,
limiting condition (e.g. acute nephritis) 53-54,
provided renal function normal 57-58
Defer permanently if chronic renal disease
causing ill-health or anaemia or associated
with chronic or recurrent infection
Respiratory diseases Defer acute respiratory infection 41,
for 14 days following full recovery 54-55,
and completion of therapy, including 57
antibiotics
Defer permanently if breathless at rest
or minimal exertion or if cyanosed, has
severe obstructive airways disease
(including if on long-term oral steroid
therapy), or chronic or recurrent
respiratory infection
Also refer to Section 5.3
Rickettsial infection Defer for 6 months following completion | 85-86
of treatment or cessation of symptoms
Defer acute Q fever for 2 years following
completion of treatment and full
recovery, whichever is longer
Defer permanently chronic Q fever
Rocky Mountain spotted Refer to Section 7.6 85-86
fever
Rubella infection Defer for 14 days following full recovery 78
Also refer to Section 7.3.6
Salmonella infection Defer for 28 days following full recovery 85
Scarification Refer to Section 7.9.5 68, 90
Scleroderma Defer permanently 60-61
Sex workers Defer permanently 87-88
Sexual behaviour (high- Refer to Section 7.9.1 87-88
risk)
Sickle cell disease Accept sickle trait provided haemoglobin | 50

above required lower limit
Defer permanently sickle cell disease

Also refer to Section 5.1.2

13




Skin diseases

Accept mild common skin disease (e.g.
acne, eczema, psoriasis) if lesions not
infected, venepuncture site is unaffected

Defer if generalized skin disease and on
systemic medication

Defer if contagious skin disease

Defer permanently if systemic disease
affecting skin (e.g. scleroderma,
systemic lupus erythematosus,
dermatomyositis, systemic cutaneous
amyloidosis)

Also refer to Sections 5.11 and
6.2

60-61,
64-65

Streptococcus infection

Defer for 28 days following full recovery

Defer for 14 days following full healing if
recent superficial but significant wounds

85

Stroke

Defer permanently

Also refer to Section 5.8.1

58-59

Surgery

Defer following minor surgery until
treatment is complete and successful
and normal activity resumed

Defer for 12 months following major
surgery

Defer permanently following
neurosurgical procedure, dura mater
graft or corneal transplant

Also refer to Sections 6.4 and 7.7

67,
86-87

Syphilis

Defer permanently if has ever had a
diagnosis of syphilis

Also refer to Section 7.5.1

83-84

Systemic lupus
erythematosus

Defer permanently

Also refer to Section 5.11

57,
60-61

Tattoos

Refer to Section 7.9.5

68, 90

Thalassaemia

Accept thalassaemia trait provided well
and haemoglobin above required lower
limit

Defer permanently thalassaemia major

Also refer to Section 5.1.2

50

Thrombocytopenia

Accept past history of acute autoimmune
thrombocytopenia more than 5 years
previously, if well and not on treatment,
except prophylactic antibiotics following
splenectomy

Defer permanently if thrombocytopenia of
unknown cause or associated with long-
term haematological or systemic disease

51,
59-60

Thrombosis

Refer to Section 5.2.2

52-53,
54
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Thyroid disorders

Accept if benign disorder and euthyroid
(with or without treatment)

Defer if under investigation for thyroid
disease, if hyper- or hypo-thyroid, or with
a history of malignant thyroid tumours
(also refer to Section 5.9)

Defer permanently if history of
thyrotoxicosis due to Graves’ disease

56-57

Transient cerebral
ischaemic episodes

Defer permanently

Also refer to Section 5.8.1

58-59

Transplantation

Defer for 12 months following
transplantation of allogeneic tissues

Defer permanently if transplanted with
allogeneic cells or tissue sourced since
1980 from a country in which risk of
vCJD has been identified

Defer permanently following stem cell or
organ transplantation, dura mater graft,
corneal transplant or xenograft

65-67

Tuberculosis

Defer for 2 years following confirmation
of cure

Also refer to Section 7.5.6

85

Ulcerative colitis

Refer to Section 5.4

55-56

Urinary tract diseases

Accept lower urinary tract infections 14
days after full recovery and completion
of treatment

Also refer to Section 5.7

57-58

Vaccination

Refer to Section 6.1

63-64

Variant Creutzfeldt-Jakob
disease (vCJD)

Defer permanently variant Creutzfeldt-
Jakob disease (vCJD)

Refer to Section 7.7.2

58,
86-87

Vitiligo

Accept

57

Weight

Refer to Section 4.4

41-42

West Nile virus

Refer to Section 7.3.5

76-77,
87

Yersinia enterocolitica
infection

Defer for 28 days following full

recovery if recent abdominal symptoms,
particularly diarrhoea, suggestive of Y.
enterocolitica infection

84-85
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1 Introduction

11 BLOOD DONOR SELECTION

The primary responsibility of a blood transfusion service is to provide a safe,
sufficient and timely supply of blood and blood products. In fulfilling this
responsibility, the BTS should ensure that the act of blood donation is safe and
causes no harm to the donor (3,5,8). It should build and maintain a pool of safe,
voluntary non-remunerated blood donors and take all necessary steps to ensure
that the products derived from donated blood are efficacious for the recipient,
with a minimal risk of any infection that could be transmitted through transfusion.

All prospective blood donors should therefore be assessed for their suitability
to donate blood, on each occasion of donation. The purpose of blood donor
selection is to:

m  Protect donor health and safety by collecting blood only from healthy
individuals

m  Ensure patient safety by collecting blood only from donors whose donations,
when transfused, will be safe for the recipients

m |dentify any factors that might make an individual unsuitable as a donor,
either temporarily or permanently

m Reduce the unnecessary deferral of safe and healthy donors

m  Ensure the quality of blood products derived from whole blood and
apheresis donations

®  Minimize the wastage of resources resulting from the collection of
unsuitable donations.

Information provided by 164 countries to the WHO Global Database on Blood
Safety indicates that, worldwide, more than 92 million blood donations are
collected annually. Of these, an estimated 1.6 million units are discarded due
to the presence of infectious markers for TTI, including HIV, hepatitis B, hepatitis
C and syphilis. In addition, at least 13 million prospective donors are deferred
from donating blood due to anaemia, existing medical conditions or the risk of
infections that could be transmitted through transfusion (9). The scale of these
discards and deferrals highlights the need for effective blood donor selection
to minimize the unnecessary deferral of suitable donors, and the donation of
blood by unsuitable donors that subsequently has to be discarded; this will
reduce the wastage of resources, including donor and staff time, consumables
and screening tests, and also avoid needless discomfort to donors.

Significant variations have been observed between countries in the extent to
which national donor selection criteria are defined, prospective donors are
assessed and the quality and effectiveness of the donor selection process are
monitored. In some countries, national systems of blood donor selection are
not well-developed and donor selection criteria are not clearly defined or applied
uniformly. This may result in blood being collected from donors who have not
been properly assessed for their suitability to donate; this may affect their health
and pose a higher risk of transmission of infections through transfusion.

In many countries, donor selection criteria are still based on tradition and
customary practice rather than on evidence (10,11) and criteria from one country
are often adopted in other countries without due consideration of the profiles
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of the general and potential donor populations, the prevailing epidemiology of
infections and diseases, local culture and available resources. Some countries
take a highly precautionary approach to the selection of donors for the safety
of blood products, donors and patients. Policies for donor selection should take
into account the need for a balance between the safety and sufficiency of the
blood supply and available resources (11,12,13).

In 2005, World Health Assembly resolution WHAS58.13 (14) urged Member States,
inter alia, to establish or strengthen systems for the recruitment and retention
of voluntary, non-remunerated blood donors and the implementation of stringent
criteria for donor selection. World Health Assembly resolution WHAG3.12 (15)
in 2010 also urged Member States to take all necessary steps to update their
national regulations on donor assessment and deferral. However, there are relatively
few internationally-recognized guidelines on blood donor selection (Annex 1) and
all of these have been developed to address the needs of specific regions or
countries. There is therefore a need for global guidance on the development of
systems and criteria for blood donor selection that could then be adapted at
national level.

1.2 AIM AND OBJECTIVES

Aim

The aim of Blood donor selection: guidelines on assessing donor suitability for
blood donation is to guide and support countries in establishing effective national
systems for blood donor selection, including policies, guidelines and criteria in

order to ensure the safety of the recipients of blood and blood products and
protect donor health and safety.

Objectives

These guidelines are intended for use in countries which have not yet established
national systems for blood donor selection or which are in the process of developing
or revising donor selection guidelines and criteria. The specific objectives are to:

1 Provide guidance on the measures needed to develop and implement
effective systems for assessing the suitability of individuals to donate
blood.

2 Review the available evidence base and provide recommendations on
criteria for blood donor selection.

The donor selection criteria recommended in these guidelines apply to donors of
whole blood, red cells, platelets, plasma and other blood components, donated
as whole blood or through apheresis, including plasma for fractionation. These
include a) criteria that have worldwide applicability and should be applied uniformly,
and b) criteria that require local adaptation in the light of epidemiological data,
demography, the health of the population, the screening and confirmatory tests
performed and the available technology.

Whilst these guidelines are designed to promote best practice in blood transfusion
services to ensure the collection of donations from the lowest risk donors
possible, consideration should always be given to the issue of sufficiency,
balancing any risk of infection against the risk of blood shortages resulting from
the development of too stringent national guidelines. Infectious risks are not the
same in all countries, or even within individual countries, and it is crucial that
selection guidelines are developed according to the circumstances and needs
of each country.
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1.3 TARGET AUDIENCE
The target audience includes personnel and representatives from the following
institutions and organizations:

m  National blood programmes in ministries of health

m  National advisory bodies responsible for policy making on blood safety,
such as national blood commissions or councils

m  Blood transfusion services, including directors, medical officers, blood
donor managers, quality managers, donor care staff responsible for blood
donor selection, laboratory managers and other staff

Public health institutions
Reference laboratories
Regulatory agencies

Blood donor organizations and other nongovernmental organizations and
institutions involved in blood donor education and recruitment

m Professional societies and patient associations.

These guidelines may also be useful for other relevant stakeholders such as
education and training institutions, transplantation services, plasma collection
and fractionation facilities and disease prevention programmes focusing on
infections such as HIV, hepatitis, malaria and Chagas disease.

14 METHODOLOGY

In 2009, the WHO Blood Transfusion Safety programme scoped the guidelines to
define the content and assess the topics on which recommendations on blood
donor selection were required. It identified three key questions to be addressed:

1 What are the components of an effective national system for assessing
the suitability of prospective donors to donate blood?

2 What are the criteria for the acceptance or deferral of prospective blood
donors to avoid blood donation by unsuitable individuals in order to
protect the health and safety of recipients of transfusion and ensure
patient safety?

3 What are the criteria for the acceptance or deferral of prospective blood
donors to protect donor health and safety while avoiding the unnecessary
deferral of suitable donors?

WHO/BTS convened a guideline development group (GDG) whose members were
selected on the basis of their specialist expertise in haematology, transfusion
medicine and blood donor management (refer to Acknowledgements) (16). The
role of the GDG, in conjunction with WHO/BTS, included identification of priority
questions and outcomes; retrieval of the evidence; assessment and synthesis
of the evidence; identification of issues that are controversial or where change
of practice is recommended; review of internationally-recognized guidelines and
current practices worldwide; formulation of recommendations; preparation of the
text; and planning for the dissemination, implementation, impact evaluation and
updating of the guidelines. WHO/BTS also established an external review group
(ERG) comprising members of the WHO Expert Advisory Panel on Blood Transfusion
Medicine and experts from WHO Collaborating Centres in Transfusion Medicine
as well as directors of national blood transfusion services and blood programme
managers from each WHO region (refer to Acknowledgements). The composition
of the ERG was designed to ensure a wide range of specialist expertise and
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experience from blood transfusion services in all regions at different stages
of development. The role of the ERG was to review the draft guidelines and
advise WHO on their relevance and applicability in their countries in the context
of epidemiology, risk behaviours and activities, cultural practices and available
blood screening and confirmatory testing technologies.

An early draft of the guidelines was pilot-tested in Ethiopia in 2010 and revised
drafts were circulated electronically to members of the ERG in 2010 and 2011;
their comments were carefully reviewed by the GDG and incorporated into the
guidelines. The guidelines were submitted for review and approval to the WHO
Guidelines Review Committee (GRC), which reviewed and provided guidance on
the process and methodology for evidence retrieval and the assessment and
synthesis of evidence to ensure that the evidence collected was unbiased, up-
to-date and relevant. Detailed comments received from the GRC were addressed
systematically and the guidelines were modified to incorporate these comments.

A further external review of the advanced draft of the guidelines to assess the
feasibility of their implementation was undertaken by participants in an inter-
regional workshop on blood donor selection and donor counselling for priority
countries in the African and Eastern Mediterranean regions, June 2011, Nairobi,
Kenya (17) (refer to Acknowledgements); and, relevant comments were addressed
by the GDG in developing the final draft.

Evidence base

A systematic literature search was conducted to collect and review the evidence
(1995-2011, and also in 2012 for selected topics) on defined physiological
conditions, diseases and risk behaviours in relation to the suitability of individuals
for blood donation. The literature search covered the more widely consulted
published literature from peer-reviewed journals, regional journals, book chapters,
institutional and other knowledge databases, as well as lesser-known published
literature and unpublished and non-reviewed “grey literature”.

As these guidelines have been developed particularly for use in countries that
have not yet established national systems for blood donor selection, the literature
search strategy was specially designed to collect literature from low and middle-
income countries.

Searched domains

A systematic search of the following databases was undertaken: PubMed, Cochrane
Library, WHO Library Database (WHOLIS), Institute for Scientific Information (ISI)
Web of Knowledge, World Bank eLibrary and WHO regional databases: African
Index Medicus (AIM), Index Medicus for the Eastern Mediterranean (IMEMR), Index
Medicus for South-East Asia (IMSEAR), Western Pacific Region Index Medicus
(WPRIM), Virtual Health Library — Latin American and Caribbean Literature on
Health Sciences Information (VHL-LILACS), Virtual Health Library — MEDCARIB
and the Pan American Health Organization.

The “grey literature” was retrieved using the public search engines Google and
Yahoo mainly to collect literature from low and middle-income countries, focusing
on a) the existence and availability of national guidelines and criteria for blood
donor selection, and b) current practice in blood donor selection in countries.

Keywords and medical subject heading (MeSH) terms, and key authors and
institutions were used to retrieve relevant citations on each topic from various
databases. Detailed search strategies with the date and time of the search,
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databases searched, keywords and MeSH terms used and the search strings
are documented in Annex 3.

A preliminary screen by review of titles was carried out by the searcher to eliminate
obviously irrelevant and duplicate citations. Citations of possible relevance were
then forwarded to the chair of the GDG who undertook a further review of the
titles and the abstracts, where appropriate. Key papers that addressed each of
the study questions were then selected and the full text of these papers was
reviewed.

Quality of evidence

The evaluation of the quality of evidence, the safety profiles of interventions, the
assessment of current medical and scientific knowledge and practice, and the
cost-effectiveness of practices was undertaken by the guideline development group
and WHO/BTS. This formed the basis for the formulation of recommendations
on criteria for the acceptance and deferral of prospective blood donors.

It is recognized that there is a paucity of high quality evidence on which to base
decisions on blood donor selection. While some attempts have been made to
apply the principles of evidence-based medicine (EBM) to transfusion medicine
(10,11,18,19), the randomized controlled trial, the major tool of EBM, cannot
apply to donor selection, and there are few directly relevant published clinical,
epidemiological and observational studies, systematic reviews and audits on
criteria for blood donor selection.

Many long-established donor selection criteria are based on medical knowledge
of the disease process and human physiology, the haemodynamic effect of
blood donation and the potential for harm to either the donor or the recipient.
In general, acceptance criteria specify conditions in which there is no or minimal
risk to donor or recipient, based either on published evidence of safety from
observational studies or on general medical principles. Deferral criteria are based
almost entirely on general principles aimed at minimizing any risk to the donor
or recipient. Evidence is rarely available because observational studies of blood
donation in many such conditions would be unethical.

Given the paucity of the evidence on donor selection criteria, formal assessment
of the quality of evidence to support the recommendations was undertaken only
for three topics, because of their controversial nature, discrepancies between
international guidelines or the potential impact of a change of practice on the
blood donor base, i.e. individuals with a history of epileptic seizures; men who
have sex with men (MSM); and injecting drug users.

Key citations that had important and relevant information on these topics were
analysed for the quality of evidence, using the GRADE system (http://www.
gradeworkinggroup.org) that considers factors such as study design, quality,
consistency, directness and precision to assess the quality of the collected
evidence. Summaries of evidence tables were made to assist in the development
of recommendations on these topics.

Where published evidence is lacking, recommendations on donor selection
criteria are based on international best practice and the medical knowledge and
expertise of members of the guideline development group and external review
group. In conditions where emerging evidence suggests that deferral criteria
may be relaxed, a precautionary approach is recommended until good evidence
of safety becomes available.
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Recommendations

The document is presented in two parts. Part 1 (Sections 2 and 3) addresses
the requirements for an effective national system for blood donor selection; policy
recommendations are provided on pp. 12. Part 2 provides guidance on specific
criteria for blood donor selection in relation to general donor assessment, donor
medical history and TTI risk assessment; technical recommendations on donor
selection criteria are summarized on pp. 13-22 and elaborated in Sections 4 to 7.

Review and updating of the guidelines

It is anticipated that the guidelines will remain valid until 2017. The WHO
Blood Transfusion Safety Team will be responsible for initiating a review of the
document at that time.

21




Part 1

National system for blood
donor selection



2 Establishing a national
system for blood donor
selection

The selection and management of blood donors is an essential part of the blood
donation process. National health authorities and blood transfusion services
are responsible for ensuring that a national system is in place for the selection
of all blood donors through an assessment of their suitability to donate blood.

The national system for blood donor selection should include:
m  National policy and legislative framework
National guidelines and criteria on blood donor selection
Public information and donor education
Suitable infrastructure and facilities
Adequate financial and human resources

Quality system, including standard operating procedures, documentation
and records

Donor haemovigilance
®  Monitoring and evaluation.

2.1 NATIONAL POLICY AND LEGISLATIVE FRAMEWORK

Every country should have a national blood policy that defines the strategies for
blood donor recruitment, selection, deferral, blood screening for TTI, confirmatory
testing, donor notification, counselling and referral. The national blood policy
should be supported and enforced by a legislative and regulatory framework and
implemented through national guidelines. The legislative framework should define
the fundamental principles and ethics of blood donation and donor selection. It
should address the responsibilities of the BTS in:

m  Protecting the health and safety of blood donors and ensuring confidentiality,
privacy, self-determination and non-discrimination

m Protecting the health of recipients of blood and blood products and
ensuring the safety, quality and availability of blood and blood products.

Blood donors have a responsibility to self-defer if they are aware of having been
exposed to any risk of an infection or a known health condition or treatment
that could influence their suitability to donate blood. Blood donors also have
the right to withdraw at any stage of the donation process.

Patients have a right to be protected from avoidable adverse effects of transfusion.
Thus, while anyone may offer to become a blood donor, no one has the right to
donate blood (20,21).

2.2 NATIONAL GUIDELINES AND CRITERIA ON BLOOD DONOR
SELECTION

National guidelines on blood donor selection should be developed through a
full consultative process. A mechanism such as a national expert advisory
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group should be established with a remit to develop and periodically review
the guidelines and criteria on blood donor selection, in consultation with key
stakeholders including:

® National policy makers

m  National blood programme managers
m  Senior BTS personnel
]

Experts in transfusion medicine and science, including clinical users of
blood, microbiologists and social scientists

m Representatives of the regulatory agency.

National guidelines on blood donor selection should include the criteria for
blood donor selection and their implementation in the BTS for assessing donor
suitability. The formulation and implementation of donor selection criteria will
protect the health of blood donors and the recipients of transfusion. It will also
help to maintain and raise standards of donor management and care and minimize
unnecessary donor deferrals. Guidelines on blood donor selection should be
comprehensive, relevant to the local situation and simple to apply in practice.
The BTS should consider the feasibility of their implementation in day-to-day
routine settings, in both fixed and mobile blood collection sites.

In developing national guidelines, a review of existing international guidelines,
relevant literature and best practices would help to identify the medical and
scientific principles underlying donor selection criteria. National guidelines should
be based on evidence and risk assessment, taking into account national data on
the epidemiology of medical conditions and transfusion-transmissible infections,
and risk behaviours (22). It is also important to consider the nutritional and
health status of the population and cultural practices.

National guidelines and criteria on blood donor selection should comply with
national legislative and regulatory requirements and should be reviewed regularly
and updated in response to changes in epidemiology, advances in technology, the
latest medical and scientific information and new evidence. Emerging infections and
other situations that may influence donor and patient safety should be monitored
and may necessitate the revision and modification of donor selection criteria.
Donor acceptance and deferral criteria and blood screening procedures have to
be balanced to provide optimal safety for both donors and recipients while at the
same time ensuring an adequate supply of blood and blood products (23,24).

National health authorities should assess whether, and to what extent, any criteria
for donor selection could be relaxed in order to maintain adequate blood supplies
in an emergency situation, such as pandemic influenza. However, any deviation
from national guidelines and criteria on blood donor selection should be limited
to a defined period in managing the emergency situation (25).

Donor questionnaire

A donor questionnaire is the key tool in donor selection for assessing donor
health and safety and for reducing the risk of transmission of infection, in
particular for infections for which no suitable screening tests are available. A
standardized donor questionnaire incorporating selection criteria is now widely
accepted as being necessary for uniformity and consistency in approach and for
ease of implementation in assessing donor suitability. It ensures that the same
information is collected systematically about each donor on each occasion of
donation and forms the basis for a one-to-one confidential interview with a trained
member of staff. The use of a donor questionnaire prompts donor selection
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staff to ask important questions and carefully assess the donor’s health. By
presenting all relevant information in a standard format, a donor questionnaire
facilitates decisions on the acceptance or deferral of the donor.

A standard questionnaire that elicits a prospective donor’'s demographic,
medical and risk history should be used throughout the country. The design
and implementation of the donor questionnaire is the responsibility of the BTS.
The questionnaire should be simple, unambiguous, culturally acceptable, easy
to complete and available in local languages where appropriate. Donor selection
staff sho