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T he Standards Program Committee (SPC)and the Blood Banks and Transfu­
sion Services Standards Committee (BB/TS SC) are pleased to present this
32nd edition of Standards for Blood Banks and Transfusion Services (BElTS
Standards).

The SPCis the umbrella committee whose primary role is to oversee the
creation, development, and revision of all MBB standards to ensure harmonization and
consistency in MBB's standard-setting activities. The SPC consists of a committee
chair, the chair of the Standards Subcommittee for the Evaluationof International Vari­
ances, aswell as the chairs of the individual standards committees.

The BB/TS SCdeveloped this 32nd edition of BBITS Standards, using an evidence­
based decision making process, when possible, to modify existing requirements or to
create new ones.

The process of developing the requirements in BBITS Standards requires that the
final publication reflects the concerns and priorities of several different aspects of the
discipline, including the input of recognized experts in the field and the best interests of
their donors and patients. In addition, BBITS Standards was developed in the context of
the global drive for quality in health care and internationally recognized principles of
quality management. To this end, the BB/TS SC also consulted the scientific literature
on blood bank and transfusion service techniques and applications including MBB
Association Bulletins andMBB Risk-BasedDecision-Making Reports.Accordingly, BBI
TSStandards is based on input from a variety of sources, including member and public
comments. In an effort to harmonize MBB publications, all standards have incorpo­
rated the MBB Quality System Essentialsas the foundation of the standards. A facility
is assessedonly on those activities it performs.

BBITS Standards contains requirements that must be implemented by accredited
MBB institutions. Requirementsare statements, signified by the useof the term, "shall."
Guidance for the 32nd edition of Standards for Blood Banks and Transfusion Services
could be of assistance in understanding and implementing these requirements but it is
only the standards upon which a facility will be assessed.Guidance for specific stan­
dards that appear in this edition of the BBITS Standards will be published in the Stan­
dards Portal and in printed form. Guidance entries are crafted from BB/TS SC
deliberations, member clarification requests, and approved variances.

PREFACE
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Richard R.Gammon, MD
Chair, Blood Banks and Transfusion Services Standards Committee

The BB/TS SChas published a document providing informal responses to
back received during the comment period explaining why the BB/TS SCadopted a sug­
gestion, or did not. This document can be found on the MBB website at: http://www.
aabb.org/sa/standards/Pages/library.aspx

It has been both an honor and a privilege to have been asked by MBB to chair the
BB/TS Sc. All of the committee members have many years of experience in their field
and havevolunteered to share their expertise. This publication sets the bar high enough
to ensure that MBB accreditation remains internationally recognized and represents
the utmost in quality of donor and patient care. BBITS Standards is the product of those
who truly believe in the value of evidence-based standards and will benefit any organiza­
tion-from those seeking their initial MBB Accreditation to ones with well-established
programs. It is meant to enhance and promote your facility on its journey from being a
good program to becoming a great one.

Preface
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Howdoes this publication relate to laws and regulations?
The BBITS Standardswas developed on the basis of good medical practice and, when
available, scientific and evidence-based data. The requirements in this publication can
be followed by a blood bank or transfusion service located anywhere in the world, but
they do not preempt federal, state, and/or local laws and regulations. Accredited facili­
ties must follow the BBITS Standards as written to ensure continued MBB accredita­
tion in good standing. Although the majority of the standards are intended to be
consistent with applicable lawsand requirements, no assurancescan be given that com­
pliance with BBITS Standards will result in compliance with all applicable laws and
requirements. BBITS Standards is not intended as a substitute for legal advice and the
content should not be relied upon for legal purposes. Users therefore must make their
own determinations as to how best to ensure compliance with all applicable laws and
requirements, including consulting legalcounsel familiar with these issues.

Investigative studies may necessitate deviation from these BBITS Standards. Such
studies must 1) be performed under the direction of qualified individuals with consider­
ation for the therapeutic requirements of the patient and the safety of the patient and
donor, and 2) avoid supplanting or eliminating the requirements of these BBITS Stan­
dards whenever possible. Scientific studies that modify or replace these requirements

Are the standards requirements or recommendations?
The BBITS Standards contains requirements to be implemented by MBB-accredited
blood banks and transfusion services. A requirement contains the word "shall," which
indicates that the statement is mandatory. Failureto meet the requirement would consti­
tute a nonconformance under the MBB Accreditation Program. There are rare
instances in which a standard uses the term "may." A statement that uses "may" is not a
requirement.

When does this edition go into effect?
The effective date of this edition is April 1, 2020.

he Standards for Blood Banks and Transfusion Services (BBITS Standards)
was prepared by the Blood Banks andTransfusion Services Standards Com­
mittee and the Standards Program Committee of the MBB. The goal of the
BBITS Standards is to maintain and enhance the quality and safety of ser­
vices provided by blood banks and transfusion services and to provide a

basis for the MBB Accreditation Program.
The following frequently asked questions will help users of this publication better

understand the 32nd edition of BBITS Standards:



In addition, users of this edition may alsowant to:
Visit www.aabb.org for a document that details the disposition and resolution of all
comments received about this edition. This document is titled, "Response to Public
Comments" to this 32nd edition. When a public comment is the source of a change,
or where the BB/TS SCdid not make a change suggestedby a comment, an explana­
tion is provided.
Follow guidance to the 32nd edition of BBITS Standards, found in the MBB Stan­
dards Portal online, or as a printed publication. The guidance provides rationales
behind significant changes to this edition of BBITS Standards, and provides recom­
mendations on how to meet the intent of certain standards.
Contact standards@aabb.org to ask for interpretations or to submit a variance
request. Variances to standards are effective for the edition of BBITS Standards for
which they are received. Request forms for variances can be found at http://
www.aabb.org. It should be noted that granted variances apply only to the edition of
Standards for which they are requested. Renewals of previously granted variance
requests must be submitted prior to the effective date of the subsequent edition,
except in cases where the standard has been updated or the facility has reached
compliance.

What other tools are available to help me implement the BB/TS Standards?
There are severalother resources to assist users. This publication also includes:
• A glossary, which reflects the usage of specific words or phrases in the context of

these BBITS Standards.
• A crosswalk that cross-references the standards in this edition of BBITS Standards

with those in the previous edition.

What does the pen symbol (,:::?) mean?
When the pen symbol precedes a standard, users have to maintain a record of that
activity in order to meet the standard. Readersshould refer to the reference standard at
the end of Chapter 6 to determine what that record must contain and the length of
record retention.

must be approved by the Institutional ReviewBoard Committee on Experimentation on
Human Subjects or the equivalent peer-review group. The approval must be availablein
the blood bank or transfusion service.

Does this publication require me to follow my own laws
Yes. In many standards, the BB/TS SCchose to use the term "specified requirements."
This phrase is defined in the glossary to include any applicable requirement under
which a service might operate. Thesecould include, but are not limited to, a federal reg­
ulation, a customer agreement, a practice standard, the instructions for the intended
use of a device, or a requirement of an accrediting organization.
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*42 CFR493.1445.

1.2 Quality System
A quality system shall be defined, documented, implemented, and main­
tained. All personnel shall be trained in its application.

1.1.1 Medical Director Qualifications and Responsibilities
The BB/TS shall have a medical director who is a licensed physician
and qualified by training, experience, and relevant continuing educa­
tion in activities required by these BBITS Standards for which the facil­
ity is accredited. The medical director shall have responsibility and
authority for all medical and technical policies, processes, and proce­
dures-including those that pertain to laboratory personnel and test
performance-and for the consultative and support services that relate
to the care and safety of donors and/or transfusion recipients. The
medical director may delegate these responsibilities to another quali­
fied physician; however, the medical director shall retain ultimate
responsibility for medical director duties.*

1.1 Executive Management
The BB/TS shall have a defined executive management. Executivemanage­
ment shall have:
1) Responsibility and authority for the blood bank's or transfusion ser­

vice's operations.
2) The authority to establish or make changes to the blood bank's or

transfusion service's quality system.
3) The responsibility for compliance with these BBITS Standards and

applicable lawsand regulations.
4) Participation in managementreview of the quality system.

1.0 Organization
The blood bank or transfusion service (hereinafter referred to asthe BB/TS) shall
have a structure that clearly defines and documents the parties responsible for
the provision of blood, blood components, tissue, derivatives, and services and
the relationship of individuals responsible for key quality functions.
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*42 CFR493.1251 (d), 42 CFR493.1407, and 42 CFR493.1445.

1.6 CommunicationofConcerns
The BB/TS shall have a process for personnel to anonymously communicate
concerns about quality or safety. Personnel shall be given the option to com-

t:Y 1.5.1 The emergency management plan, including emergency communica­
tion systems, shall be tested at defined intervals.

1.5 EmergencyPreparedness
The BB/TS shall have emergency operation policies, processes, and proce­
dures to respond to the effects of internal and external disasters.

1.4.1 The BB/TS shall have a policy to address product inventory shortages.

1.4 Operational
Executive management shall ensure that the facility has policies, processes,
and procedures that address continuity for potential events that put opera­
tions at risk.

~ 1.3.2 Any exceptions to policies, processes, and procedures warranted by
clinical situations shall require justification and preapproval by the
medical director. Chapter 7, Deviations, Nonconformances, and
Adverse Events,applies.

1.3.1 The medical director shall approve all medical and technical policies,
processes, and procedures.*

1.3 Policies, Processes,and Procedures
Quality and operational policies, processes, and procedures shall be devel­
oped and implemented to ensure that the requirements of these BB/TS Stan­
dards are satisfied. All such policies, processes, and procedures shall be in
writing or captured electronically and shall be followed. Standard 5.1.1
applies.

Management shall assess the effectiveness of the quality system
through assessmentsand scheduled management reviews.

t:Y 1.2.2

1.2.1 QualityRepresentative
The quality system shall be under the supervision of a designated per­
son who reports to executive management.

1
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1.7 CustomerFocus
Executivemanagement shall identify the blood bank's or transfusion ser­
vice's customers and their needsand expectationsfor products and services.

municate such concerns either to their facility's executive
MBB, or both. MBB's contact information shall be readily availableto all
personnel. Standards6.1.5 and 9.1 apply.

1.7
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*42CFR493.1235 and 42 CFR493.1451 (b)(8)(9).

For those authorized to perform or review critical tasks,
records of names, Signatures,initials or identification codes,
and inclusive dates of employment shall be maintained.

2.1.4.1

,;Y 2.1.4 PersonnelRecords
Personnel records for each employee shall be maintained.

Action shall be taken when competence has not been
demonstrated.

2.1.3.1

,;Y 2.1.3 Competence
Evaluations of competence shall be performed before independent
performance of assignedactivities and at specified intervals.*

,;Y 2.1.2 Training
The BB/TS shall havea process for identifying training needs and shall
provide training for personnel performing critical tasks.

,;Y 2.1.1 Qualification
Personnel performing critical tasks shall be qualified to perform
assignedactivities on the basisof appropriate education, training, and/
or experience.

:::f' 2.1 Human Resources
The BB/TS shall have a process to ensure the employment of an adequate
number of individuals qualified by education, training, and/or experience.
Current job descriptions shall be maintained and shall define appropriate
qualifications for eachjob position.

2.0 Resources
The BB/TS shall have policies, processes, and procedures to ensure the provi­
sion of adequate resources to perform, verify, and manage all activities in the
BB/TS.

RESOURCES
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*FDA Guidance for Industry: Blood Establishment Computer System Validation in the User's Facil­
ity (April 2013).

tY 3.4 Unique Identification of Equipment
Equipment shall have unique identification. Standard 5.1.6.2 applies.

3.3 Use of Equipment
Equipment shall be used in accordance with the manufacturer's written
instructions.

3.2.3 Performance Qualification
The BB/TS shall demonstrate that equipment performs as expected for
its intended use. Performance specifications established by the manu­
facturer shall be met.

3.2.2 Operational Qualification
The functionality of each piece of equipment and each component of a
computer system shall be verified before actual use and shall meet the
manufacturer's operational specifications.*

3.2.1 Installation Qualification
Equipment shall be installed per the manufacturer's specifications.

t:Y 3.2 Qualification of Equipment
All equipment shall be qualified for its intended use. Equipment repairs and
upgrades shall be evaluated and equipment requalified, as appropriate,
basedon the facility's policies and manufacturer recommendations.

3.1 Selection of Equipment
The BB/TS shall have a process to define the selection criteria for equip­
ment.

3.0 Equipment
The BB/TS shall identify the equipment that is critical to the provision of blood,
blood components, tissue, derivatives, and/or services. The BB/TS shall have
policies, processes, and procedures to ensure that calibration, maintenance, and
monitoring of equipment conforms to these BBITS Standards and other speci­
fied requirements.
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3.5.2 Investigationand follow-up
Investigation and follow-up of equipment malfunctions, failures, or
adverseevents shall include:
1) Assessment of blood, blood components, tissue, derivatives,

and services provided since the equipment was last known to be
functioning per manufacturer's written instructions, or facility­
defined specifications.

2) Assessment of the effect on donor eligibility and donor and
patient safety.

3) Stepsto ensure that the equipment is removed from service.
4) Investigation of the malfunction, failure, or adverse event, and a

determination if other equipment is similarly affected.
5) Steps for requallfication of the equipment.
6) Reporting the nature of the malfunction, failure, or adverseevent

to the manufacturer, when indicated.
Chapter 7, Deviations,Nonconformances,and Adverse Events,applies.

Calibration procedures shall follow the manufacturer's writ­
ten instructions and shall include:
1) Instructions for performing calibrations.
2) Acceptance criteria.
3) Actions to be taken when unsatisfactory results are

obtained.

3.5.1.2

There shall be safeguardsto prevent equipment from adjust­
ments that would invalidate the calibrated setting. Standard
5.1.3 applies.

3.5.1.1

3.5.1 Calibration of Equipment
Calibrations and/or adjustments shall be performed using equipment
and materials that have adequate accuracy and precision. At a mini­
mum, calibrations and/or adjustments shall be performed asdescribed
below unless otherwise indicated by the manufacturer:
1) Before use.
2) After activities that may affect the calibration.
3) At prescribed intervals.

t:Y 3.5 Equipment Maintenance
The BB/TS shall have a process for scheduled monitoring and maintenance
of equipment that at a minimum is in accordancewith manufacturer's written
instructions. The process shall include frequency of checks, check methods,
acceptance criteria, and actions to be taken for unsatisfactory results.

3.5



,:;:9 3.9 Information Systems
The BB/TS shall have processes to support the implementation and modifi­
cation of software, hardware, and databases relating to the requirements of
these BBITS Standards. Standard 5.1.1 applies. These processes shall
include:
1) Risk analysis, training, validation, implementation, and evaluation of

postimplementation performance.
2) Systemmaintenanceand operation.
3) Documentation written in languageunderstandable to the user.

3.8 Warming Devices for Blood and Blood Components
Warming devices shall be equipped with a temperature-sensing device and a
warning system to detect malfunctions and prevent hemolysis or other dam­
ageto blood or blood components.

Standard 5.1.3 applies.

3.7.3 Activation of the alarm shall initiate a process for immediate action,
investigation, and appropriate corrective action.

3.7.2 The alarm system in liquid nitrogen freezers shall be activated before
the contained liquid nitrogen reachesan unacceptable level.

3.7.1 The alarm shall be set to activate under conditions that will allow
proper action to be taken before blood, blood components, tissue,
derivatives,or reagents reach unacceptableconditions.

3.7 Alarm Systems
Storage devices for blood, blood components, tissue, derivatives, and
reagentsshall havealarmsand shall conform to the following standards:

,:;:9 3.6.3 If storage devices utilize liquid nitrogen, either liquid nitrogen levels or
temperature shall be monitored.

,:;:9 3.6.2 Storagetemperatures of refrigerators, freezers, and platelet incubators
shall be monitored. Standard 5.1.8.1.3 applies.

3.6.1 Storagedevices shall have the capacity and design to ensure that the
proper temperature is maintained. Standard 5.1.8.1.3 applies.

~t",i"<>"'''' Devices for
Derivatives

3.6

3.9
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*21 CFR820.30.
FDA Guidance for Industry and FDA Staff: General Principles of Software Validation Qanuary11,
2002).
FDA Guidance for Industry: Guidance for the Content of Premarket Submissions for Software
Contained in Medical Devices (May 11, 2005).

3.9.6 A process shall be in place to ensure that the facility has measures in
placeto minimize the risk of an internal or external data breach.

3.9.5 A system designed to prevent unauthorized accessto computers and
electronic records shall be establishedand followed.

3.9.4 There shall be processes and procedures to support the management
of information systems.

3.9.3 Personnel responsible for management of information systems shall
be responsiblefor compliance with the regulationsthat affect their use.
Standard1.1, *3 applies.

3.9.2 An alternate system shall be maintained to ensure continuous opera­
tion in the event that computerized data and computer-assisted func­
tions are unavailable.The alternate system shall be tested at defined
intervals. Processes and procedures shall address mitigation of the
effects of disastersand include recovery plans.

,;;Y 3.9.1 InformationSystemsRecords
Recordsof the following shall be maintained:
1) Validation of systemsoftware, hardware,databases,user-defined

tables, electronic datatransfer, and/or electronic data receipt.
2) Fulfillment of applicable life-cycle requirements for internally

developed software.*
3) Numerical designation of system versions, if applicable, with

inclusive datesof use.
4) Monitoring of data integrity for critical data elements.

4) Display and verification of data before final acceptance, when data are
added, Of when dataare amended.

5) Evaluation,authorization, and documentation of modifications to the
system.
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c:>' 4.2.2 The responsibilities for activities covered by these BBITS Standards
when more than one facility is involved shall be specified by agree­
ment.

:Y 4.2.1 AgreementReview
Agreements and any incorporated changes shall be reviewed and
communicated.

c:>' 4.2 Agreements
Agreements, or changes to agreements, shall define supplier and customer
expectationsand shall reflect agreement.

Testing performed by facilities outside the United Statesshall
be carried out by a laboratory authorized as a testing center
by the Competent Authority.

4.1.2.2

Laboratory testing shall be performed in a laboratory certi­
fied by the Centers for Medicare and Medicaid Services
(CMS) and registered with the FDA, if indicated by 21 CFR
610.40(f).

4.1.2.1

4.1.2 Testing or services required by these BBITS Standards shall be per­
formed in a laboratory accredited by the AABB or equivalent accredit­
ing body.

4.1.1 When a supplier fails to meet specified requirements, it shall be
reported to the managementwith contracting authority.

c:>' 4.1 Supplier Qualification
The BB/TS shall evaluateand participate in the selection of suppliers, when
possible, before acceptanceof an agreement.

4.0 Supplier and Customer Issues
The BB/TS shall have policies, processes, and procedures to evaluatethe ability
of suppliers of critical materials, equipment, and services to consistently meet
specified requirements.
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'21 CFR660, 21 CFR606.65, 21 CFR 640.2(b), and 21 CFR640.4(d).

All containers and solutions used for collection, processing,
preservation, and storage and all reagents used for required
tests on blood samples shall meet or exceed applicable FDA
or Competent Authority criteria."

4.3.2.1

4.3.2 Critical materialsshall meet specified requirements.

4.3.1 Eachcontainer used for collection, preservation, and storage of blood
and blood components shall be inspected to ensure that it is intact.
The label shall be complete, affixed, and legible.

:::9 4.3 Incoming Inspection,
Incoming blood, blood components, tissue, derivatives, critical
shall be received, inspected, and tested, as necessary, before acceptance or
use.

4.3



11

*42CFR493.1236.

Proficiency testing shall include comparison of test
results from an outside laboratory.

5.1.2.1.2

When an external proficiency testing program is not
available,there shall be a system for determining the
accuracy and reliability of test results.

5.1.2.1.1

Proficiency Testing not to US
Regulation
Facilities not subject to US regulation shall participate in an
external proficiency testing program, if available, for each
analyte.

5.1.2.1

tY 5.1.2 ProficiencyTestingProgram
The BB/TS shall participate in a proficiency testing program, if avail­
able, for testing regulated by the Clinical Laboratory Improvement
Amendments and performed by the facility.* When a CMS-approved
program is not available, there shall be a system for determining the
accuracy and reliability of test results. Results shall be reviewed and
when expected results are not achieved, investigation and corrective
action shall be taken where appropriate.

tY 5.1.1 ChangeControl
The BB/TS shall have a process to develop new processes or proce­
dures or to change existing ones. This process shall include identifica­
tion of specifications and verification that specifications have been
met. Before implementation, the new or changed processes or proce­
dures shall be validated. Standard 2.1.2 applies.

5.1 GeneralElements

5.0 Process Control
The BB/TS shall have policies and validated processes and procedures that
ensure the quality of the blood, blood components, tissue, derivatives, and ser­
vices. The BB/TS shall ensure that these policies, processes, and procedures are
carried out under controlled conditions.
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*21 CFR606.145.

Pathogen reduction technologies shall be cleared or
approved by the FDAor Competent Authority.

5.1.5.2.2

The BB/TS shall have methods to detect bacteria or use
pathogen reduction technology in all platelet components.*

5.1.5.2

The BB/TS shall havemethods to limit introduction of bacte­
ria during collection, processing, and sampling. Standard
5.6.2 applies.

5.1.5.1

5.1.5 Sterility
Aseptic methods shall be employed to minimize the risk of microbial
contamination of blood and blood components. Equipment and solu­
tions that come into direct contact with blood or blood components
shall be sterile and pyrogen-free. Single-use equipment shall be used
whenever possible.

5.1.4 Use ofMaterials
All materials (including containers and solutions used for collection,
processing, preservation, and storage of blood and blood compo­
nents, and all reagents used for tests) shall be stored and used in
accordancewith the manufacturer's written instructions and shall meet
specified requirements. Standard 3.6 and 4.3.2.1 apply.

Quality control failures shall be investigatedbefore releaseof
test results, products, or services.

5.1.3.2

The validity of test results and methods and the acceptability
of products or services provided shall be evaluated when
quality control failures occur.

5.1.3.1

;:::9 5.1.3 QualityControl
A program of quality control shall be established is
comprehensive to ensure that reagents, equipment, and methods per­
form as expected. Chapter 9, Process Improvement Through Correc­
tive and PreventiveAction, applies.

5.1

Detectionmethodsshalleither be clearedor approved
by the FDAor CompetentAuthority or be validatedto
provide sensitivity equivalent to methods cleared or
approvedby the FDAor CompetentAuthority.

5.1.5.2.1
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*FDA Guidance for Industry: Recognition and Use of a Standard for Uniform Blood and Blood
Component Container Labels Qune2014).
United States Industry Consensus Standard for the Uniform Labeling of Blood and Blood Compo­
nents Using ISBT128, Version 3.0.0 (March 2013).

The following requirements shall apply:
1) Labeling of blood and blood component con­

tainers shall be in conformance with the most
recent version of the United States Industry
ConsensusStandard for the Uniform Labeling
of Blood and Blood Components using ISBT
128.*

5.1.6.3.1

General Labeling Requirements
The BB/TS shall have a labeling process. This process shall
include all steps taken to:
1) Identify the original unit, any components, and any

component modifications.
2) Complete the required reviews.
3) Attach the appropriate labels.
Standard 5.9 applies.

Traceability
The BB/TS shall ensure that all blood, blood components,
tissue, derivatives, and critical materials used in their pro­
cessing,aswell as laboratory samplesand donor and patient
records, are identified and traceable.

Process or Procedure
For each critical step in collection, processing, compatibility
testing and transportation of blood, blood components, tis­
sue, and derivatives, there shall be a mechanism to identify
who performed the step and when it was performed. Stan­
dard 6.2.4 applies.

5.1.6.3

5.1.6.2

5.1.6.1

5.1.6 Identification and Traceability

When a true-positive culture result is obtained and a sample
is available, additional testing to identify the organism shall
be performed. Additional testing and follow-up shall be
defined. Standards 5.2.4 and 7.1 to 7.1.4 apply.

5.1

5.1.5.3
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*21 CFR606.121 (c)(13).

5.1.6.5.1 A unique identification shall be affixed by the collect­
ing or pooling facility to each unit of blood, blood

Unit or Tissue Iri"",rati1-,i,..",t·i""

The labelingsystemshall makeit possible to trace any unit of
blood, blood component (including those in a pool), or tis­
sue from source to final disposition. The system shall allow
recheck of records applying to the specific unit or tissue,
including investigationof reported adverseevents.

5.1.6.5

Donor Identification
Blood collection facilities shall confirm donor identity and
link the repeatdonor to existingdonor records.

5.1.6.4

2) The original label and added portions of the
label shall be affixed or attached to the con­
tainer and shall be in clear, eye-readabletype.
Additionally, the ABO/Rh, donation identifica­
tion number, product code, and facility identi­
fication shall be in machine-readableformat."
The label shall include the applicable items
required in Reference Standard 5.1.6A,
Requirements for Labeling Blood and Blood
Components.

3) Handwritten additions or changesshall be leg­
ible and applied with permanent, moisture­
proof ink.

4) All modifications to component labelsshall fol­
low policies, processes,and procedures.

5) If a component is modified and new labels are
applied, the labeling process shall include a
method to ensure the accuracy of all labels,
including the donation identification number,
ABO/Rh, expiration date (as appropriate), and
product nameand code.

6) The labeling process shall include a second
check to ensure the accuracyof affixed labels,
including the correct donation identification
number, ABO/Rh, expiration date (as appro­
priate), and product nameand code.

5.1.6.3.1
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Tissue and derivatives shall be stored in accordance
with the manufacturer's written instructions.

The BB/TS shall ensure the appropriate segregation
of all stored products, including autologous units.

Inventory Management

5.1.8.1.2

5.1.8.1.1

5.1.8.1

5.1.8 Handling, Storage, and Transportation
The BB/TS shall have a process to ensure that blood, blood compo­
nents, tissue, derivatives, samples, and critical materials (including
reagents) are handled, stored, and transported in a manner that pre­
vents damage, limits deterioration, and meets requirements contained
in Reference Standard 5.1.8A, Requirements for Storage, Transporta­
tion, and Expiration.

5.1.7 Inspection
The BB/TS shall have a process to ensure that blood, blood compo­
nents, tissue, derivatives, and services are inspected at facility-defined
stagesto verify that specified requirements are met.

A maximum of two donation identification numbers,
one of which being that of the original collecting
facility may be visible on a blood or product con­
tainer. All other donation identification numbers
shall be removed, obscured, or obliterated. This
requirement does not preclude the use of a patient
identification number.

If a transfusing facility or other intermediate shipping
facility receives a unit labeled with a Codabar dona­
tion identification number, an ISBT 128 Donation
Identification Number shall be assigned. The label
shall be affixed to the container and shall identify the
facility assigning the identification. Standard 5.1.6.2
applies.

component, and attached container, or a tissue or
lot. This identification shall not be obscured, altered,
or removed by facilities that subsequently handle the
unit.

5.1.6.5.3

5.1.6.5.2

5.1 .2
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*21CFR1271.3(b), 21 CFR1271.3(bb), and 21 CFR1271.15(d).
t21 CFR630.10.

5.2.1 Donor Education
The blood bank shall have procedures to ensure that the following
requirementsare met for all donors before donation'.
1) Donors are given educational materials regarding the donation

process.
2) Donors are given educationalmaterials regarding relevant trans­

fusion-transmitted infectlons.'
3) Donors are informed of the importance of providing accurate

information.

Collection and Production of Components

Containers(eg, portable coolers) shall be qualified to
transport blood, blood components, tissues, and
derivatives to ensure that they maintain tempera­
tures within the acceptable range for the expected
duration of transport or shipping.

5.1.8.2.1

Transportation
Blood, blood components, tissue," and derivatives shall be
inspected immediately before packing for shipment, and
shipped for transfusion or transplantation only if specified
requirements are met.

5.1.8.2

5.1.8.1.4 Accessto storageareasand authorizationto remove
contents shall be controlled.

5.1.8.1.3.1 If blood or blood components are stored in an
open storagearea,the ambient temperature shall
be recorded at leastevery 4 hours.

5.1.8.1.3 For storageof blood or blood components, the tem­
perature shall be monitored continuously
recordedat leastevery4 hours. Standard3.7 applies.

5.1 .3

Notifications5.2 Information, Consents,
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*FDA Guidance for Industry: Recommendations for Assessment of Donor Eligibility, Donor Defer­
ral and Blood Product Management in Response to Ebola Virus Qanuary 2017).
t21 CFR630.40, 630.1 0(g)(1).

,;:9 5.2.4 Donor Notification of Abnormal findings and Test Results
The medical director shall establish a process to notify all donors
(including autologous donors) of any medically significant abnormality
detected during the predonation evaluationor as a result of laboratory
testing or recipient follow-up. In the case of autologous donors, the
referring physician shall also be notified. Appropriate education, coun­
seling, and referral shall be offered.'

t::9 5.2.3 Donor Consent
The consent of all donors shall be obtained on the day of donation and
before collection. Elements of the donation procedure shall be
explained to the prospective donor in understandable terms. The
explanation shall include information about risks of the procedure,
tests performed to reduce the risks of relevanttransfusion-transmitted
infections to the allogeneic recipient, and requirements to report
donor information, including test results, to state or local health
departments. The donor shall have an opportunity to ask questions
and havethem answeredand to giveor refuseconsent for donation. In
the case of a minor or a legally incompetent adult, consent shall be
addressedin accordancewith applicable law.

,;:9 5.2.2 When parental permission is required, the collection facility shall have
a process to provide information to parentis) or legallyauthorized rep­
resentative(s) of the donor concerning the donation process, and
potential adverse effects related to the donation. Standard 5.2.1, *5
applies.

4) Donors are informed that they should not donate blood in order
to obtain infectious disease testing services and there are
circumstances in which testing is not performed.

5) Donors are given education materials regarding the risks of post­
donation iron deficiency and mitigation strategies.

6) Donors are informed of the importance of withdrawing them­
selves from the donation process if they believe that their blood
is not suitable for transfusion.'

7) Donors acknowledge that the educational materials have been
read.
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If the donor is deferred or if the donation is determined to be
unsuitable, the donor's record will identify the donor as inel­
igible to donate and the donor will be notified of the reason
for deferral.

5.4.1.1

~ 5.4.1 Allogeneic Donor Qualification
The prospective donor shall meet the donor qualification requirements
contained in Reference Standard S.4.1A, Requirements for Allogeneic
Donor Qualification.

The facility shall have a process for managing postdonatlon
information about a donor's eligibility received from the
donor or a third party.

5.4 Donor

5.3.4.1

5.3.4 Pestdonanon Information
The collection facility shall provide donors with written instructions on
how to notify the collection facility with information relevant to the
safety of the donation.

The collection facility shall provide the donor with written
instructions, including actions to take, about adverse events
that may occur after donation.

The collection facility shall provide the donor with written
instructions about postphlebotomy care.

5.3.3.2

5.3.3.1

5.3.3 Postphlebotomy Instructions

The collection facility shall have a process for treating donor
adverse events and providing for emergency medical care as
necessary. Immediate assistance and the necessary equip­
ment and supplies shall be available. Standard 7.4 applies.

5.3.2.1

5.3.2 The donor shall be observed during the donation and for a length of
time thereafter, as defined by the facility's policies and procedures.

5.3.1 The collection facility shall have a policy to ensure that the donor qual­
ification process is private and confidential.

5.3 Care Donors

5.3
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The collection facility shall have a process to reduce the risk
of adverse reactions in young donors.

On the day of donation and before collection, the prospec­
tive donor's history shall be evaluated and the donor exam­
ined to minimize the risk of harm to the donor.'

*21 CFR 630.1 O(c).
t21 CFR 630.1 O(a).

5.4.3.2

5.4.3.1

5.4.3 Protection of the Donor
The collection facility shall have processes to minimize the adverse
effects of donation.

If the collection facility determines that additional clarification
or information is needed to evaluate donor eligibility, this
information shall be obtained within 24 hours of collection.*

5.4.2.1

,:;fi' 5.4.2 Protection of the Recipient
On the day of donation and before collection, the prospective donor's
history shall be evaluatedandthe donor examined to exclude donation
by a person with evidence of disease transmissible by blood transfu­
sion or other conditions thought to compromise the suitability of the
blood or blood component. ReferenceStandard SA.IA, Requirements
for Allogeneic Donor Qualification, applies.

Plasma,Apheresis Platelets,and Whole Blood for allogeneic
transfusion shall be from males, females who have not been
pregnant, or femaleswho have been tested since their most
recent pregnancy and results interpreted as negative for HLA
antibodies.

Donors implicated in a transfusion-related acute lung injury
event or associated with multiple events of TRAU

shall be evaluated regarding their continued eligibility to
donate.

5.4.1.3

5.4.1.2
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*FDA Memorandum to All Registered Blood and Source PlasmaEstablishments: Donor Deferral
Due to Red Blood Cell Loss During Collection of Source Plasmaby Automated Plasmapheresis
(December 4,1995).
FDA Guidance for Industry: Technical Correction: Recommendations for Collecting Red Blood
Cells by Automated Apheresis Methods (February 13,2001).
FDA Guidance for Industry and FDA ReviewStaff: Collection of Platelets by Automated Methods
(December 17, 2007).

The unit shall be reservedfor autologous transfusion.

An autologousdonor shall be deferred when he or she hasa
clinical condition for which there is a risk of bacteremia.

All blood collections from the autologous donor shall be
completed more than 72 hours before the time of antici­
pated surgery or transfusion.

The hemoglobin concentration of the autologous donor's
blood shall be ~11 g/dL, or the hematocrit shall be ~33%.
Blood obtained by earlobe puncture shall not be used for
this determination.

A medical order from the patient's physician or other autho­
rized health professional to collect blood for autologous use.

5.4.4.5

5.4.4.4

5.4.4.3

5.4.4.2

5.4.4.1

5.4.4 Autologous Donor Qualification
Because of the special circumstances related to autologous blood
transfusion, rigid criteria for donor selection are not required. In situa­
tions where requirements for allogeneic donor selection or collection
are not applied, alternate requirements shall be defined and docu­
mented by the medical director. Standard 1.3.2 applies. Autologous
donor qualification requirements shall include:

The collection facility shall ensure that donor red cell losses
for all donations and samplescollected during any rolling 12-
month period do not exceed the loss of red cells permitted
for whole blood collections,"

5.4.3.3

5.4.3.3

........ _ .....•._-----_ .._--------------
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*21 CFR630.25.
t21 CFR630.10, 21 CFR630.15(b), and 21 CFR640.65.
'FDA Memorandum to All Registered Blood Establishments: Volume Limits for Automated Collec­
tion of Source Plasma(November 4, 1992).

When a plasma product is derived from collection of a plate­
let product stored in platelet additive solution, the plasma
loss shall not affect the determination of plasmapheresisfre­
quency.

Plasmapheresisdonors shall be weighed at each donation.

Collection shall occur a maximum of two times in a
7-day period and the interval between two collec­
tions shall be at least 2 days.'

5.5.2.2.1

Frequent Plasmapheresis Program
In a "frequent" plasmapheresis program, in which plasma is
donated more frequently than once every 4 weeks, the FDA
requirements for donor testing and evaluation by a physical
examshall be followed.'

Infrequent Plasmapheresis Program
In an "infrequent" plasmapheresis program, donors shall
undergo plasmapheresis no more frequently than once
every 4 weeks.*

5.5.2.4

5.5.2.3

5.5.2.2

5.5.2.1

5.5.2 Automated Plasmapheresis Donation

5.5.1 Selection of Donors
With the exception of the donation interval, the standards that apply to
allogeneic donor qualification shall apply to the selection of apheresis
donors. Donors who do not meet allogeneic donor requirements shall
undergo apheresis only when the components are expected to be of
particular value to an intended recipient and only when approved by
the medical director.

5.S Additional Apheresls Donor Qualification Requirements
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*FDA Guidance for Industry and FDA ReviewStaff: Collection of Platelets by Automated Methods
(December 17, 2007).
tFDA Guidance for Industry: Technical Correction: Recommendations for Collecting Red Blood
Cells by Automated Apheresis Methods (February 13, 2001).

If the result of the predonation platelet count is not
available,the donor's most recent platelet count may
be used to qualify the donor. Triple Collections of
Apheresls Platelets may not be collected from first­
time donors unless a qualifying platelet count is

5.5.3.4.1

Plateletpheresls Donors
A blood sample shall be collected before each procedure for
the determination of the donor's platelet count. If the result
is available,it shall be used asthe platelet count to qualify the
donor.

If it becomes impossible to return the donor's red cells
during apheresis, at least 8 weeks shall elapse before a sub­
sequent apheresis procedure, unless the red cell loss was
<200 mL. Standards 5.4.3.3 and 5.5.3.1 apply.'

The interval between a Whole Blood donation and a subse­
quent cytapheresis procedure shall be at least 8 weeks,
unless the extracorporeal red cell volume of the apheresis
machine is less than 100 mL, in which case the interval shall
be at least 2 calendar days. Standards 5.4.3.3 and 5.5.3.1
apply.

The interval between procedures for platelet, granulocyte,
and leukocyte donors shall be at least 2 days, and the total
volume of plasma collected shall not exceed the volume of
plasmacleared by the FDA for the instrument. A donor shall
undergo the procedure a maximum of two times in a 7-day
period. When a double or triple platelet collection is per­
formed, the donor shall undergo the procedure a maximum
of once in 7 days. Procedures shall not exceed 24 times in a
rolling 12-month period, except in unusual circumstances as
determined by the medicaldirector. Standard5.4.3.3 applies."

5.5.3.4

5.S.3.3

5.5.3.2

5.5.3.1

5.5.3 Automated
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*21 CFR640.21.
tFDA Guidance for Industry and FDA Review Staff: Collection of Platelets by Automated Methods
(December 17, 2007).
'FDA Guidance for Industry: Technical Correction: Recommendations for Collecting Red Blood
Cells by Automated Apheresis Methods (February 13, 2001).

5.5.4 Multipie Concurrent Apheresis Collection
The donor eligibility criteria and interval between donations shall meet
FDA criteria. The combined volume limits of red cells and plasma
removed from the donor shall follow criteria for the FDA-cleared
device used.

2-Unit Red Blood Collection
The volume of red cells removed from apheresis
donors shall not exceeda volume predicted to result
in a donor hematocrit of <30% or a hemoglobin <10
g/dL after volume replacement.

The donor shall be deferred from all donations for
16 weeks following a 2-unit Red Blood Cell sphere­
sis collection.

2-Unit Red Blood Cell Apheresls Donors
The donor of a 2-unit Red Blood Cell apheresis collection
shall meet specific hemoglobin/hematocrit and weight
requirements for the device cleared by the FDA.*

Plateletpheresis donors with a platelet count of
<150,000/[JL shall be deferred from plateletpheresls
donation until a subsequent platelet count is at least
150,000/[JL.t

The results of platelet counts performed before or
after a procedure may be used to qualify the donor
for the next procedure.

obtained or confirmed from a
before donation."

5.5.3.5.2

5.5.3.5.1

5.5.3.5

5.5.3.4.3

5.5.3.4.2

5.5.4
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5.6.5 Temperature During Transport from Collection Site to Processlng
Site
If blood is to be transported from the collection site, it shall be placed
in a qualified container having sufficient refrigeration capacity to cool

Storage of samples before testing shall meet the require­
ments stated in the manufacturer's written instructions for
the tests being performed.

Tubes for laboratory tests shall be properly labeled before
the donation begins, shall accompany the blood container,
and shall be reidentified with the blood container during or
after filling and before the tubes and container(s) are sepa­
rated.

5.6.4 Ratio of Blood to Anticoagulant/Preservative Solution
The volume of blood to be collected shall be proportional to the
amount of anticoagulant/preservative solution for the collection.

The integral donor tubing segments shall be separa­
ble from the container without breaking the sterility
of the container.

5.6.3.1.1

At the time of collection or component preparation, the inte­
gral donor tubing shall be filled with anticoagulated blood
and sealed in such a manner that it will be availablefor sub­
sequent compatibility testing.

5.6.3.3

5.6.3.2

5.6.3.1

5.6.3 Samples for laboratory Tests

Blood collection containers with draw line (inlet) diversion
pouches shall be used for any collection of platelets, includ­
ing whole blood from which platelets are made.

5.6.2.1

5.6.2 Protection Against Contamination
The venipuncture site shall be prepared so asto minimize risk of bacte­
rial contamination. Green soap (USP)shall not be used.

Blood shall be collected into a sterile closed system.
5.6.1

5.6
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Units drawn as therapeutic phlebotomies shall not be used
for allogeneic transfusion unless the individual undergoing
the therapeutic phlebotomy meets all allogeneic donor crite­
ria with the exception of donation interval. Additional criteria
for exception include any of the following:
1) The unit is labeled with the disease/condition of the

donor that makes phlebotomy necessary.
2) The phlebotomy is for hereditary hemochromatosis and

there is no charge for the procedure.
3) The phlebotomy is for a condition for which the collec­

tion procedure has been approved by the Competent
Authority.*

*21 CFR630.15(a)(2).

5.6.7.1

,;::? 5.6.7 Therapeutic Phlebotomy and Apheresis
Therapeutic phlebotomy and apheresis shall be performed only when
ordered by a physician or other authorized health professional.

Drugs to facilitate leukapheresls shall not be used for
donors whose medical history suggests that such
drugs may exacerbate a medical condition. The col­
lection facility shall have a policy defining the maxi­
mal cumulative dose of any sedimenting agent that
will be administered to a donor within a given time.

5.6.6.2.1

Leukapheresis Collection
The collection facility shall have criteria for the administration
and dose of any ancillary agents used.

The process used in performing a phlebotomy and process­
ing the blood shall be designed to ensure safe reinfusion of
the nonretained components to the donor.

5.6.6.2

5.6.6.1

5.6.6 Additional Apheresls Collection Requirements

Whole Blood intended for room temperature processing and
Apheresis Plateletsshall be transported and stored in a man­
ner intended to cool the blood and Apheresis Platelets
toward a temperature range of 20 to 24 C.

5.6.5.1

the blood continuously toward a temperature range of 1 to 10 C until
arrives at the processing site.

5.6.7.1
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*FDA Guidance for Industry and FDA Review Staff: Collection of Platelets by Automated Methods
(December 2007).
FDA Guidance for Industry: Pre-Storage Leukocyte Reduction of Whole Blood and Blood Compo­
nents Intended for Transfusion (September 2012).

leukocyte Reduction
Leukocyte-reduced blood and blood components shall be
prepared by a method known to reduce the leukocyte num­
ber to <5 x 106 for RedBlood Cells and Apheresis or Pooled
Plateletsand to <8.3 x 105 for whole-blood-derived Platelets.
Validation and quality control shall demonstrate that >95% of
units sampled meet this criterion."

5.7.3.1

5.1.3 Methods

If the integrity of the weld is incomplete, the con­
tainer shall be considered an open system and may
be sealed and used with a component expiration as
indicated in Reference Standard 5.1.8A, Require­
ments for Storage,Transportation, and Expiration.

5.7.2.1.2

If the integrity of the weld is complete, the compo­
nent shall retain original expiration dates or have
storage times approved by the FDA.

5.1.2.1.1

Theweld shall be inspected for completeness.5.7.2.1

5.7.2 Weld
If a sterile connection device is used to produce sterile welds between
two pieces of compatible tubing, the following requirements shall
apply:

5.7.1 Seal
If the seal is broken during processing, components shall be consid­
ered to have been prepared in an open system and expiration times
specified for such components in ReferenceStandard5.1.8A, Require­
ments for Storage,Transportation, and Expiration,apply.

5.7 Preparation Processing of '",...,,,,,,,,,,,,...re
Methods that ensure the quality and safety of
and pooled components, shall be employed.

5.7
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*FDA Memorandum: Recommendations Regarding License Amendments and Procedures for
Gamma Irradiation of Blood Products Quly 22, 1993).
tFDA Guidance for Industry: Pre-Storage Leukocyte Reduction of Whole Blood and Blood Compo­
nents Intended for Transfusion (September 2012).

WHOLE BLOOD LEUKOCYTES REDUCED
Whole Blood Leukocytes Reduced shall be prepared by a
method known to retain at least 85% of the original whole
blood content and contain <5 x 106 residual leukocytes per
unit. Standard5.7.3.1 applies.'

5.7.4.1

# 5.7.4 Preparation of Specific Components
ReferenceStandard5.1.8A, Requirementsfor Storage,Transportation,
and Expiration,applies.

Pooling
For pooled components, the preparing facility shall maintain
records of the ABO/Rh, donation identification number, and
collecting facility for each unit in the pool. Standards
5.1.6.5.1 and 5.1.6.5.2 and Reference Standard 5.1.6A,
Requirements for Labeling Blood and Blood Components,
apply.

5.7.3.3

Verification of dose delivery shall be performed
using a fully loadedcanister as follows:
1) Annually for cesium-137 asa radiation source.
2) Semiannually for cobalt-60 as a radiation

source.
3) As recommended by the manufacturer for

alternatesources of radiation.
4) Upon installation, major repairs, or relocation

of the irradiator.

5.7.3.2.1

Irradiatedblood and blood components shall be prepared
a method known to ensure that irradiation has occurred. A
method shall be used to indicate that irradiation has
occurred with each batch. The intended dose of irradiation
shall be a minimum of 25 Gy (2500 cGy) delivered to the
central portion of the container. The minimum dose at any
point in the components shall be 15 Gy (1500 cGy).*Alter­
natemethods shall be demonstrated to be equivalent.

5.7.4.1
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RED BLOOD CEllS LEUKOCYTES REDUCED
RedBlood Cells Leukocytes Reduced shall be prepared by a
method known to retain at least 85% of the original red cells

WASHED RED BLOOD CELLS
Washed Red Blood Cells shall be prepared by a method
known to ensure that the red cells are washedwith a volume
of compatible solution that will remove almost all of the
plasma.

DEGLYCEROUZED RED BLOOD CELLS
Deglycerolized Red Blood Cells shall be prepared by a
method known to ensure adequate removal of cryoprotec­
tive agents, result in minimal free hemoglobin in the super­
natant solution, and yield a mean recovery of ?80% of the
preglycerolization red cells following the deglycerollzatlon
process.

REJUVENATEDRED BLOOD CELLS
RejuvenatedRed Blood Cells shall be prepared by following
the manufacturer's written instructions. Rejuvenated Red
Blood Cells shall be prepared by a method known to restore
2,3-diphosphoglycerate and adenosine triphosphate to nor­
mal levels or above. Reference Standard 5.1.8A, Require­
ments for Storage,Transportation, and Expiration,applies.

Red Blood Cells shall be frozen within 6 days of col­
lection, except when rejuvenated. Rareunits may be
frozen without rejuvenation up to the date of expira­
tion.

5.7.4.3.1

FROlEN RED BLOOD CELLS
Frozen Red Blood Cells shall be prepared by a method
known to minimize post-thaw hemolysis.

Red Blood Cells without additive solutions shall be
prepared using a method known to result in a final
hematocrit of ::;80%.

5.7.4.2.1

5.7.4.7

5.7.4.6

5.7.4.5

5.7.4.4

5.7.4.3

5.7.4.2 RED BLOOD CELLS
Red Blood Cells shall be prepared
from the plasma portion of blood.



29

*FDA Guidance for Industry: Pre-Storage Leukocyte Reduction of Whole Blood and Blood Compo­
nents Intended for Transfusion (September 2012).

5.7.4.10 FRESHFROlEN PLASMA
Fresh Frozen Plasmashall be prepared from a whole blood
or apheresis collection and placed at -18 C or colder within
the time frame required for the collection, processing, and
storage system.

APHERESIS RED BLOOD CELLS LEUKOCYTES
REDUCED
Apheresis Red Blood Cells Leukocytes Reduced
shall be prepared by a method known to ensure a
final component containing a mean hemoglobin of
::::51g (or 153 mL cell volume) and <5 x 106 residual
leukocytes per unit. At least 95% of units sampled
shall have >42.5 g of hemoglobin (or 128 mL red
cell volume). Validation and quality control shall
demonstrate that these criteria or the criteria speci­
fied in the operator's manual are met. Standard
5.7.3.1 applies. Standard 3.3 applies."

5.7.4.9.1

APHERESISREDBLOODCEllS
Apheresis Red Blood Cells shall be prepared by a method
known to ensure a mean collection of ::::60g of hemoglobin
(or 180 mL red cell volume) per unit. At least 95% of the
units sampled shall have >50 g of hemoglobin (or 150 mL
red cell volume) per unit. Validation and quality control shall
demonstrate that these criteria or the criteria specified in the
operator's manual are met.

REDBLOODCEllS lOW VOLUME
When 300 to 404 mL of whole blood is collected into an
anticoagulant volume calculated for 450 ± 45 mL or when
333 to 449 mL of whole blood is collected into an anticoagu­
lant volume calculated for 500 ± 50 rnl., red cells prepared
from the resulting unit shall be labeled Red Blood Cells Low
Volume. No other components shall be made from a low­
volume collection.

and contain <5 x 106 residual leukocytes per unit. Standard
5.7.3.1 applies."

5.7.4.9

5.7.4.8
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5.7.4.14 THAWED PLASMA
Thawed Plasma shall be prepared from Fresh Frozen
Plasma,PlasmaFrozenWithin 24 Hours After Phlebotomy,
or PlasmaFrozenWithin 24 Hours After Phlebotomy Held at
Room Temperature Up to 24 Hours After Phlebotomy that
has been collected in a closed system.

5.7.4.13 LIQUID PLASMA
Liquid Plasmashall be prepared by a method known to sepa­
rate the plasmafrom the cellular components of the blood.

If a liquid freezing bath is used, the container shall be
protected from chemical exposure.

5.7.4.12.1

5.7.4.12 PLASMA FROZENWITHIN 24 HOURSAFTERPHLEBOTOMY
HELD AT ROOM TEMPERATUREUP TO 24 HOURSAFTER
PHLEBOTOMY
Plasma Frozen Within 24 hours After Phlebotomy Held at
Room Temperature Up to 24 Hours After Phlebotomy shall
be prepared from whole blood or an apheresis collection.
The product can be held at room temperature for up to 24
hours after collection and then placed at -18C or colder.

If a liquid freezing bath is used, the container shall be
protected from chemical exposure.

5.7.4.11.1

5.7.4.11 PLASMA fROlEN WITHIN 24 HOURSAFTERPHLEBOTOMY
Plasma FrozenWithin 24 Hours After Phlebotomy shall be
prepared from whole blood or apheresis collection. The
product prepared from a whole blood collection must be
separated and placed at -18 C or colder within 24 hours
from whole blood collection. When prepared from an apher­
esis collection the product is stored at 1 to 6 C within 8
hours of collection and placed at -18 C or colder within 24
hours of collection.

If a liquid freezing bath is used, the container shall be
protected from chemical exposure.

5.7.4.10.1

5.7.4.10.1



*21 CFR 640.25(b).

5.7.4.21 PLATELETSLEUKOCYTESREDUCED
Validation and quality control of Platelets Leukocytes
Reduced shall demonstrate that at least 75% of units sam­
pled contain ;:::5.5x i010 platelets and at least 90% of units
sampled have a pH ;:::6.2at the end of allowable storage. At a

5.7.4.20 PLATELETS
Validation and quality control of Platelets prepared from
Whole Blood shall demonstrate that at least 90% of units
sampled contain ;:::5.5x i010 platelets and have a pH ;:::6.2at
the end of allowable storage. FDA criteria apply.*

5.7.4.19 THAWEDPLASMACRYOPRECIPITATEREDUCED
Thawed PlasmaCryoprecipitate Reduced shall be prepared
from PlasmaCryoprecipitate Reduced.

5.7.4.18 PLASMACRYOPRECIPITATEREDUCED
PlasmaCryoprecipitate Reduced that has been collected in a
closed system shall be prepared by refreezing the superna­
tant plasma that has been used to prepare Cryopreclpitated
AHF.

5.7.4.11 CRYOPRECIPITATE!)AHF
Cryoprecipitated AHF shall be prepared by a method known
to separate the cold insoluble portion from Fresh Frozen
Plasmaand result in a minimum of 150 mg of fibrinogen and
a minimum of 80 IU of coagulation Factor VIII per container
or unit. In tests performed on prestorage pooled compo­
nents, the pool shall contain a minimum of 150 mg of fibrin­
ogen and 80 IU of coagulation Factor VIII times the number
of components in the pool.

5.7.4.16 PATHOGEN-REDUCEDPLASMA
Pathogen-reduced plasma shall be collected and processed
as per the manufacturer's written instructions.

donations
5 RECOVEREDPLASMA

Recovered Plasma shall be prepared
nally intended for transfusion.

5.7.4.21
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*21 CFR640.2S(b).
tFDA Guidance for Industry: Pre-Storage Leukocyte Reduction of Whole Blood and Blood Compo­
nents Intended for Transfusion (September 2012).
"FDA Guidance for Industry and FDA Review Staff: Collection of Platelets by Automated Methods
(December 17, 2007).

5.1.4.25 APHERESIS PLATELETS PLATELET ADDITIVE SOLUTION
ADDED LEUKOCYTESREDUCED
Apheresis Platelets Platelet Additive Solution Added leuko­
cytes Reduced shall be collected by apheresis and sus­
pended in variable amounts of plasma and an approved
platelet additive solution. Validation and quality control shall
demonstrate that at least 90% of units sampled contain
;:::3.0x 1011 platelets and havea pH ;:::6.2at the end of allow­
able storage.At a minimum, 95% of units sampled shall con­
tain a residual leukocyte count <5 x 106.

5.1.4.24 APHERESISPLATELETSLEUKOCYTESREDUCED
Validation and quality control shall demonstrate that 90% of
units sampled contain ;:::3.0x 1011 platelets and, at the end
of allowable storage or at the time of issue, have a pH ;:::6.2.
FDA criteria apply! At a minimum, 95% of units sampled
shall contain a residual leukocyte count <5 x 106.**

5.7.4.23 APHERESISPLATELETS
Validation and quality control of Apheresis Platelets shall
demonstrate that at least 90% of units sampled contain
;:::3.0x 1011 platelets and, at the end of allowable storage or
at the time of issue, havea pH ;:::6.2.FDAcriteria apply."

5.1.4.22 POOLEDPLATELETSLEUKOCYTESREDUCED
Pooled PlateletsLeukocytes Reduced shall be prepared by a
method known to result in a residual leukocyte count
<5 x 106 and a pH ;:::6.2at the end of allowable storage. Stan­
dard 5.7.4.21 applies.

minimum, 95% of units sampled shall contain <8.3 x 105
leukocytes. FDAcriteria apply."

5.7.4.21
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*21 CFR606.151 (d).

A control system appropriate to the method of testing shall
be used. Standard 5.1.3 applies.

5.8.3.3

Methods for testing shall be those that demonstrate clinically
significant red cell antibodies.*

5.8.3.2

Serum or plasmafrom donors shall be tested for unexpected
antibodies to red cell antigens.

5.8.3.1

Antigens5.8.3 Detection of Unexpected Antibodies to
neic Donors

;::P 5.8.2 Determination of Rh Type for All Collections
The Rh type shall be determined for each collection with anti-D
reagent. If the initial test with anti-D is negative, the blood shall be
tested using a method designed to detect weak D. When either test is
positive, the label shall read "Rh POSITIVE."When the tests for both D
and weak D are negative, the label shall read "Rh NEGATIVE."

;::P 5.8.1 Determination of ABO Group for All Collections
The ABO group shall be determined for each collection by testing the
red cells with anti-A and anti-B reagents and by testing the serum or
plasmafor expected antibodies with A1 and B reagent red cells.

5.8 Testing of Donor Blood

5.7.4.27 APHERESISGRANULOCYTES
Unless prepared for neonates, Apheresis Granulocytes shall
be prepared by a method known to yield a minimum of
1.0 x 1010 granulocytes in at least 75% of the units tested.
Product requirements for neonates shall be defined by the
medical director.

5.7.4.26 PATHOGEN-REDUCEDPLATElETS
Pathogen-reduced platelets shall be collected and processed
as per the manufacturer's written instructions.

5.8.3.3
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'FDA Guidance for Industry Labeling of Red Blood Cell Units with Historical Antigen Typing Results
(December 2018).
tFDA Guidance for Industry: Recommendations for Reducing the Risk of Transfusion-Transmitted
Babesiosis, (May 2019).
*21 CFR610.40 and 21 CFR630.3(h).
FDA Guidance for Industry: Recommendations for Screening, Testing, and Management of Blood
Donors and Blood and Blood Components Based on Screening Tests for Syphilis (September
2014).
FDAGuidance for Industry: Nucleic Acid Testing (NAT) for Human Immunodeficiency Virus Type 1
(HIV-1) and Hepatitis CVirus (HCV): Testing, Product Disposition, and Donor Deferral and Reentry
(December 2017).
FDA Guidance for Industry: Revised Recommendations for Reducing the Risk of Zika Virus Trans­
mission by Blood and Blood Components Quly 2018).

Implementation of nucleic acid testing for Babesia spp. shall
be completed before May 10, 2020.

5.8.5.1

?? 5.8.5 Tests Intended to Prevent DiseaseTransmission by
Donations
A sample of blood from each allogeneic donation shall be tested for
HBV DNA, HBsAg, anti-Hac, anti-HCV, HCV RNA, anti-HIV-1/2, HIV-1
RNA, anti-HTLv-l/lI, WNV RNA,Zika virus RNA, and syphilis by a sero­
logic test. Donations collected in states specified by FDA guidance
shall undergo nucleic acid testing for Babesia spp.* Eachdonor shall be
tested at least once for antibodies to Trypanosoma cruzi (T. cruz/).
Blood and blood components shall not be distributed or issued for
transfusion unless the results of these tests are negative, except in the
case of a test for syphilis that has been shown to have a biological
false-positive result. Units with biological false-positive results shall be
labeled in accordance with FDA requirements.' Standards 4.3.2.1 and
5.2.4 apply.

5.8.4 RedCellAntigensOtherthan ABO
Units may be labeled as antigen negative, without testing current
donation, if units from two previous separatedonations were tested by
the collection facility and found to be concordant.'

5.8.4
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'FDA Guidance for Industry: Revised Recommendations for Reducing the Risk of Zika Virus Trans­
mission by Blood and Blood Components Quly 2018).
tFDA Guidance for Industry: Recommendations for Reducing the Risk of Transfusion-Transmitted
Babesiosis, (May 2019).
*21 CFR610.40(c)(1).
§21 CFR610.40(d).
FDA Guidance for Industry: Determining Donor Eligibility for Autologous Donors of Blood and
Blood Components Intended Solely for Autologous Use-Compliance Policy (August 2016).
FDA Guidance for Industry: Nucleic Acid Testing (NAT) for Human Immunodeficiency Virus Type
1 (HIV-1) and Hepatitis CVirus (HCV): Testing, Product Disposition, and Donor Deferral and Reen­
try (December 2017).

5.8.6 Tests Intended to Prevent Disease Transmission by Autologous
Donations
Autologous blood or components that will be transfused outside the
collection facility shall be tested for HBV DNA, HBsAg, anti-HBc, anti­
HCV, HCV RNA, anti-HIV-1/2, HIV-1 RNA, anti-HTLV-I/II, WNV RNA,
Zika virus RNA, and syphilis by a serologic test. Donations collected in
states specified by FDAguidance shall undergo nucleic acid testing for
Babesia spp.' These tests shall be performed before shipping on at
least the first unit collected during each 30-day period." Each donor
shall be tested at least once for antibodies to T. cruzi. Standard 4.3.2.1
applies.

For a cytapheresis donor dedicated to the support of a spe­
cific patient, testing required by Standard 5.8.5 shall be per­
formed at the first donation and at least every 30 days
thereafter.*

If blood or blood components are distributed or issued
before completion of these tests due to urgent need, a nota­
tion that testing is not completed shall appear conspicuously
on an attached label or tie tag. Required tests shall be com­
pleted and results reported to the transfusion service as
soon as possible.

Testing Zika virus and Babesia spp, is not if all
transfusable components from the donation are prepared
using FDA-approved pathogen reduction technology."

5.8.5.4

5.8.5.3

5.8.6

5.8.5.2
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'FDA Guidance for Industry: Revised Recommendations for Reducing the Risk of Zika Virus Trans­
mission by Blood and Blood Components Quly 2018)
Guidance for Industry: Recommendations for Reducing the Riskof Transfusion-Transmitted Babe­
siosis, (May 2019).
t21 CFR630.40(d).
*21 CFR610.40(a)(4), 21 CFR610.40(a)(6), 21 CFR610.46, and 21 CFR610.47.
FDA Guidance for Industry: Revised Recommendations for Reducing the Risk of Human Immuno­
deficiency Virus Transmission by Blood and Blood Products (December 2015).
FDA Memorandum to All Registered Blood and PlasmaEstablishments: Recommendations for the
Quarantine and Disposition of Units from Prior Collection from Donors with Repeatedly Reactive
Screening Tests for Hepatitis B Virus (HBV), Hepatitis C Virus (HCV) and Human T- Lymphotropic
Virus Type I (HTLV-I) Quly19,1996).
FDA Guidance for Industry: Donor Screening for Antibodies to HTLV-II (August 15,1997).
FDA Guidance for Industry: Useof Nucleic Acid Tests to Reduce the Risk of Transmission of West
Nile Virus from Donors of Whole Blood and Blood Components Intended for Transfusion
(November 6, 2009).
FDAGuidance for Industry: Nucleic Acid Testing (NAT) for Human Immunodeficiency Virus Type 1
(HIV-1) and Hepatitis C Virus (HCV): Testing, Product Disposition, and Donor Deferral and Reentry
(December 2017). (Continued)

# 5.8.7 Quarantine and Disposition Units Prior Collections
The BB/TS shall haveaprocess that is in accordancewith FDA require­
ments and recommendations for quarantine and disposition of prior
collections when a repeat donor has a reactive screening test for anti­
HBc, HBsAg, HBV DNA, anti-HCV, HCV RNA, anti-HIV-1/2, HIV-1
RNA, anti-HTLV-I/II, WNV RNA, Zika virus RNA, 1. cruziantibodies, or
Babesiaspp. DNA.**

The patient's physician and the donor-patient shall be
informed of any medically significant abnormalities discov­
ered. Standard 5.2.4 applies.'

5.8.6.3

Testing for Zika virus and Babesia spp. is not required if all
transfusable components from the donation are prepared
using FDA-approved pathogen reduction technology.*

5.8.6.2

Implementation of nucleic acid testing Babesia spp, shall
be completed before May 10,2020.

5.8.6.1

5.8.6.1
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*(Continued)
FDA Guidance for Industry: Requalification Method for Reentry of Blood Donors Deferred
Becauseof ReactiveTest Resultsfor Antibody to Hepatitis B Core Antigen (Anti-HBc) (May 2010).
FDA Guidance for Industry: Use of Serological Tests to Reduce the Risk of Transmission of Try­
panosoma cruzi Infection in Whole Blood and Blood Components Intended for Transfusion
(December 2010).
FDA Guidance for Industry: "Lookback" for Hepatitis C Virus (HCV): Product Quarantine,
Consignee Notification, Further Testing, Product Disposition, and Notification of Transfusion
Recipients Basedon Donor Test.ResultsIndicating Infection with HCV (December 2010).
FDA Guidance for Industry: Use of Nucleic Acid Tests on Pooled and Individual Samples from
Donors of Whole Blood and Blood Components, Including Source Plasma,to Reducethe Riskof
Transmission of Hepatitis B Virus (October 2012).

The confirmation process shall be completed before release.5.9.5.2

When an information system is used, it shall be validated to
prevent the releaseof mislabeled components.

5.9.5.1

5.9.5 After the finallabel(s} has been affixed/attached to the units there shall
be a process to verify that the correct information is captured on the
label.

,;::9 5.9.4 The facility shall ensure that blood and blood components from ineligi­
ble donors are quarantined and are not issued for transfusion.

5.9.3 ABO/Rh typing shall be compared to a historical type, if available.Dis­
crepancies shall be resolved before release.

5.9.2 The component shall be physically inspected for container integrity
and normality of appearance.

:::Y 5.9.1 Testing and acceptability criteria shall be defined, and there shall be
evidence that all records relating to testing and acceptability criteria for
the current donation, and the facility's deferral registry, have been
reviewed.

Fillal
The BB/TS shall have a process to ensure that all specified requirements
have been met at final labeling.

5.9.5.2
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5.11.2.4 The transfusion service shall have a policy to reduce the risk
of misidentification of patient pretransfusion samples.

5.11.2.3 The transfusion service shall accept only those samples that
are completely, accurately, and legibly labeled.

5.11.2.2 There shall be a mechanism to identify the date and time of
sample collection and the individual(s) who collected the
sample from the patient.

5.11.2.1 The completed label shall be affixed to the sample container
before the person who obtained the sample leaves the side
of the patient.

5.11.2 Patient Samples
Patient samples shall be identified with an affixed label bearing suffi­
cient information for unique identification of the patient, including two
independent identifiers.

5.11.1.1 A physician or other authorized health professional shall
order blood, blood components, tests, tissue, and deriva­
tives.

,;:? 5.11.1 Requests
Requestsfor blood, blood components, tests, tissue, derivatives, and
records accompanying samples from the patient shall contain suffi­
cient information to uniquely identify the patient, including two inde­
pendent identifiers. The transfusion service shall accept only complete,
accurate, and legible requests.

5.11 Samples and Requests
Identifying information for the patient and the sample shall correspond and
be confirmed at the time of collection using two independent identifiers.

TransflJsioll-Service-Related Activities

5.10 Fillal tnspectlon
The BB/TS shall havea process to ensure that blood, blood components, tis­
sue, derivatives, or services meet specified requirements, including appear­
ance before distribution or issue.

5.10
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#' 5.14.2 RhType
Rhtype shall be determined with anti-D reagent. The test for weak D is
optional when testing the patient. If a discrepancy is detected and

#' 5.14.1 ABOGroup
The ABO group shall be determined by testing the red cells with anti-A
and antt-B reagents and by testing the serum or plasma for expected
antibodies with A1and B reagent red cells. If a discrepancy is detected
and transfusion is necessary before resolution, only group 0 Red
Blood Cells shall be issued.

5.14 PretransfuslonTesting PatientBlood
Pretransfusion tests for allogeneic transfusion shall include ABO group and
Rh type. In addition, for Whole Blood, RedBlood Cell, and Granulocyte com­
ponents, pretransfusion testing for unexpected antibodies to red cell anti­
gens shall be performed.

5.13 Serologic Confirmation of Donor Blood Red Cell Antigens Other
ABO/RI'!
Red Blood Cell products labeled as negative for red cell antigens other than
ABO and RhD do not require repeat testing for the labeled antigens.

#' 5.12.1 Discrepancies shall be reported to the collecting facility and shall be
resolved before issue of the blood for transfusion. Standards 7.1.1 and
7.1.2 apply.

#' 5.12 Serologic Confirmation Donor
units)
Before transfusion, the ABO group of each unit of Whole Blood, Red Blood
Cell, and Granulocyte component and the Rh type of such units labeled as
Rh negative shall be confirmed by a serologic test from an integrally attached
segment. Confirmatory testing for weak D is not required.

5.11.4 Retention of
Patient samples and a segment from any red-cell-containing compo­
nent(s) shall be stored at refrigerated temperatures for at least 7 days
after transfusion.

The transfusion service shall confirm that all identifying information on
the request is in agreement with that on the sample label. In case of
discrepancy or doubt, another sample shall be obtained.

5.1 .3

5.14.2
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t:Y 5.14.5 Pretransfuslon Testing for Allogeneic Transfusion of Whole Blood,
RedBlood Cell, and Granulocyte Components
There shall be two determinations of the recipient's ABO group as
specified in Standard 5.14.1. The first determination shall be per­
formed on a current sample, and the second determination by one of
the following methods:
1) Comparisonwith previous records.

t:Y 5.14.4 Pretransfusion Testing for Autologous Transfusion
Pretransfusion testing for autologous transfusion shall include ABO
group and Rhtype on the patient sample.Standard5:11 applies.

5.14.3.4 A control system appropriate to the method of testing shall
be used.Standard5.1.3 applies.

5.14.3.3 In patientswith a history of previously identified antibodies,
methods of testing shall be capable of detecting the pres­
ence of and identifying newly formed clinically significant
antibodies.

5.14.3.2 A sampleshall be obtained from the patientwithin 3 days of
the scheduledtransfusion in the following situations:
1) If the patient has been transfused in the preceding 3

months with blood or a blood component containing
allogeneicred cells.

2) If the patient has been pregnantwithin the preceding 3
months.

3) If the history is uncertain or unavailable.
Day 0 is the day of draw.

5.14.3.1 When antibodies are detected, additional testing shall be
performed to identify antibodies of clinical significance.

t:Y 5.14.3 UnexpectedAntibodies to RedCell Antigens
Methods of testing shall be those that demonstrate clinically significant
antibodies. They shall include incubation at 37 C preceding an anti­
globulin test using reagentred cells that are not pooled.

transfusion is necessary before resolution, only Rh-negative Blood
Cells shall be issued to patients of childbearing potential. Standard
5.30 applies.
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5.15.4 The transfusion service shall have a policy concerning transfusion of
significant volumes of plasmacontaining incompatible ABO antibodies
or unexpected red cell antibodies.

5.15.3 When clinically significant red cell antibodies are detected or the recip­
ient has a history of such antibodies, Whole Blood or Red Blood Cell
components shall be prepared for transfusion that do not contain the
corresponding antigen and are serologically crossmatch-compatible.
Standard 5.27.5 applies.

5.15.2.1 The transfusion service shall have a policy for the use of Rh­
positive red-cell-containing components in Rh-negative
recipients including during times of critical inventory levels.
Standards1.4 and 1.4.2 apply.

5.15.2 Rh-negativereclpients shall receive Rh-negativeWhole Blood or Red
Blood Cell components.

5.15.1 Recipientsshall receiveABO group-compatible RedBlood Cell compo­
nents, ABO group-specific Whole Blood, or low-titer group a Whole
Blood (for non-group-O recipients or for recipients whose ABO group
is unknown). Standards5.15.4, 5.27.1, and 5.27.1.1 apply.

ponents for Transfusion5.15 Selection of Compatible Blood and Blood

.;f' 5.14.6 Comparison with Previous Records
There shall be a process to ensure that the historical records for the
following have been reviewed:
1) ABO group and Rhtype.
2) Difficulty in blood typing.
3) Clinically significant antibodies.
4) Significantadverseevents to transfusion.
5) Specialtransfusion requirements.
These records shall be compared to current results, and any discrep­
ancies shall be investigatedand appropriate action taken before a unit
is issued for transfusion.

2) Testing a second sample collected at a time different from the
first sample, including a newverification of patient

3) Retesting the same sample if patient identification was verified
using a validated electronic identification system.

Standards5.11 and 5.27.1 apply.

5,4
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*FDA Guidance for Industry: Blood Establishment Computer System Validation in the User's Facil­
ity (April 2013).

5.16.2.2 The system contains the donation identification number,
component name, ABO group, and Rh type of the compo­
nent; the confirmed unit ABO group; the two unique recipl­
ent identifiers; recipient ABO group, Rh type, and antibody
screen results; and interpretation of compatibility.

For facilities subject to United Stateslawsand regula­
tions, the computer system shall be an FDA 510(k)
clearedmedical device.*

5.16.2.1.1

5.16.2.1 The computer system has been validated on site to ensure
that only ABO-compatible Whole Blood or Red Blood Cell
components have been selected for transfusion.

5.16.2 Useof Computer to Detect ABO InclDml~atibili1ty
If a computer system is used asa method to detect ABO incompatibil­
ity, the following requirements shall be met:

5.16.1.1 If no clinically significant antibodies were detected in tests
performed in Standard 5.14.3 and there is no record of pre­
vious detection of such antibodies, at a minimum, detection
of ABO incompatibility shall be performed.

,:f? 5.16.1 Serologic Crossmatch
Before issue, a sample of the recipient's serum or plasma shall be
crossmatched against a sample of donor cells from an integrally
attached Whole Blood or Red Blood Cell segment. The crossmatch
shall use methods that demonstrate ABO incompatibility and clinically
significant antibodies to red cell antigens and shall include an antiglob­
ulin test as described in Standard 5.14.3.

5.16 Crossrnatch

5.15.5 The red cells in Apheresis Granulocytes and Platelets shall be ABO­
compatible with the recipient's plasma and be crossrnatched as in
Standard 5.16 unless the component is prepared by a method known
to result in a component containing <2 mL of red cells. The donor
blood cells for the crossrnatch may be obtained from a sample col­
lected at the time of donation.

5.15.5
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*FDA Guidance for Industry: "Computer Crossmatch" (Computerized Analysis of the Compatibility
between the Donor's Cell Type and the Recipient's Serum or PlasmaType) (April 2011).

5.17.1.3 If the initial antibody screen demonstrates clinically signifi­
cant unexpected red cell antibodies, units shall be prepared
for transfusion that either do not contain the corresponding
antigen or are compatible by antiglobulin crossrnatch until

If the neonate is discharged and readmitted, pre­
transfusion testing shall be performed using the neo­
nate's serum or plasma.Standards5.14 and 5.17.2
apply.

5.17.1.2.1

5.17.1.2 If the initial screen for red cell antibodies is negative, it is
unnecessaryto crossrnatch donor red cells for the initial or
subsequent transfusions. Repeattesting may be omitted for
the remainder of the neonate's hospital admission or until
the neonate reaches the age of 4 months, whichever is
sooner.

5.17.1.1 RepeatABO grouping and Rhtyping may be omitted for the
remainder of the neonate's hospital admission or until the
neonate reachesthe ageof 4 months, whichever is sooner.

,:::Y 5.17.1 An initial pretransfusion sample shall be tested to determine ABO
group and Rh type. For ABO, only anti-A and anti-B reagents are
required. The Rhtype shall be determined as in Standard 5.14.2. The
serum or plasmaof either the neonate or the mother may be used to
perform the initial test for unexpected antibodies as in Standard
5.14.3.

5.17 Special Considerations for Neonates

5.16.2.4 The system contains logic to alert the user to discrepancies
between the donor ABO group and Rh type on the unit label
and those determined by blood group confirmatory tests and
to ABO incompatibility between the recipient and the donor
unit. *

5.16.2.3 A method exists to verify correct entry of data before release
of blood or blood components.
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5.19.4 Prevention of Transfusion-Associated Disease
The BBITS shall havea policy regarding the prevention of transfusion­
associatedgratt-vs-host disease.

5.19.3 Washed Red Blood Cells and Platelets
The BBITS shall have a policy regarding the use of washed cellular
products.

5.19.2 Cytomegalovirus
The BB/TS shall havea policy regarding transfusion of cellular compo­
nents selected or processed to reduce the risk of cytomegalovirus
(CMV) transmission.

5.19.1 leukocyte-Reduced Components
The BB/TS shall have a policy regarding transfusion of leukocyte­
reduced components.

5.19 Selection of Blood and BloodComponents in Special Circumstances
Once it has been determined that a patient has special transfusion require­
ments, there shall be a mechanism to ensure that all future blood or blood
components for that patient meet the special transfusion requirements for as
long as clinically indicated.

,:;? 5.18 Special Considerations Intrauterine Transfusion
The BBITS shall have a policy regarding intrauterine transfusion including a
mechanism to ensure that when fetal transfusion is performed, the fetal
blood type is differentiated from that of the mother.

5.17.2.2 If anti-A or anti-B is detected, Red Blood Cells lacking the
corresponding ABO antigen shall be transfused.

5.17.2.1 Test methods shall include an antiglobulin phase using either
donor or reagent A1 or B red cells. Standard 5.14.3.4
applies.

;::? 5.17.2 If a non-group-O neonate is to receive non-group-O Red Blood Cells
that are not compatible with the maternal ABO group, the neonate's
serum or plasmashall be tested for anti-A or anti-B.

antibody is no longer demonstrable in the neonate's
serum or plasma.

5.1
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5.19.8 Patients at Increased Risk for Transfusion Circulatory
Overload
The BB/TS shall have a policy for responding to requests for products
for patients identified by the ordering physician or other authorized
health professional as being at increased risk for transfusion-associ­
ated circulatory overload.

5.19.7 Specially Selected Platelets
The BB/TS shall have a policy regarding indications for specially
selected platelet requirements, where applicable, including but not lim­
ited to:
1) HLA-matched, crossmatch-cornpatible, HLA antigen-negative,

and HPAantigen-negativeplatelets.
2) The use of cold stored platelets.

5.19.6 Massive Transfusion
The BB/TS shall have a policy regarding compatibility testing when,
within 24 hours, a patient has received an amount of blood approxi­
mating or greater than the total blood volume.

5.19.5 Hemoglobin S
The BB/TS shall havea policy regarding indications for the transfusion
of RedBlood Cells or Whole Blood known to lack hemoglobin S.

5.19.4.2.3 The donor is selected for HLA compatibility, by typ­
ing or crossmatching.

5.19.4.2.2 The donor of the component is a blood relative of
the recipient.

5.19.4.2.1 A patient is identified as being at risk for transfusion­
associated graft-vs-host disease.

~ 5.19.4.2 At a minimum, cellular components shall be prepared by a
method known to prevent transfusion-associated graft-vs­
host disease when:

5.19.4.1 Methods to associated
host disease shall be used and include either irradiation or
the use of a pathogen reduction technology that is known to
inactivate residual leukocytes and is cleared or approved by
the FDA or Competent Authority.

5.19.8
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,:::9 5.23 Issue of Blood and Blood Components
At the time a unit is issued, there shall be a final check of transfusion service
records and each unit of blood or blood component. Verification shall
include:
1) The intended recipient's two independent identifiers, ABO group, and

Rhtype.
2) The donation identification number, the donor ABO group, and, if

required, the Rhtype.
3) The interpretation of crossmatch tests, if performed.

5.22.1 Transfusion Recipient Blood Container Identification
A blood container shall havean attached label or tie tag indicating:
1) The intended recipient's two independent identifiers.
2) Donation ldentflcation number or pool number.
3) Interpretation of compatibility tests, it performed.

,:::9 5.22 Final Inspection Before Issue
The BB/TS shall havea policy for the visual inspection of blood, blood com­
ponents, tissue, and derivativesat the time of issue.

,:::9 5.21 Preparation of Derivatives
The facility shall havepolicies, processes,and procedures to ensure that any
preparation steps performed before dispensingderivativesare in accordance
with the manufacturer's written instructions. The following information shall
be maintained:
1) Type of derivative.
2) Lot number.
3) Quantity.
4) Expirationdate and, if applicable, time.
5) Identity of personnel who prepared the derivative and the date of

preparation.

,:::9 5.20 Preparation Tissue
The facility shall havepolicies, processes, procedures to ensure any
preparation steps performed before dispensingtissue are in accordancewith
the manufacturer's written instructions. The following information shall be
maintained:
1) Type of tissue.
2) Numeric or alphanumeric identifier.
3) Quantity.
4) Expirationdate and, if applicable, time.
5) Identityof personnelwho preparedthe tissueandthe dateof preparation.

5.20
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t:f!' 5.27 Urgent Requirement for Blood and Blood Components
The BB/TS shall havea process for the provision of blood and blood compo­
nents before completion of tests listed in Standards 5.8.4, 5.14, 5.14.1,
5.14.2,5.14.3,5.14.5, and 5.16 when a delay in transfusion could be detri­
mental to the patient. Standards5.8.5.3, 5.12, and 7.0 to 7.2 apply.

t:f!' 5.26 Reissue Blood, Blood Components, Tissue, and Derivatives
Blood, blood components, tissue, or derivatives that have been returned to
the BB/TS shall be accepted into inventory for reissue only if the following
conditions havebeen met:
1) The container closure has not been disturbed.
2) The appropriate temperature has been maintained.
3) For Red Blood Cell components, at least one sealed segment of inte­

gral donor tubing remains attached to the container. Removed seg­
ments shall be reattached only after confirming that the tubing
identification numbers on both the removed segment(s)and the con­
tainer are identical.

4) The records indicate that the blood, blood component, tissue, or deriv­
atives have been visually inspected and that they are acceptable for
reissue.

5.25 Discrepancy Resolution
The BB/TS shall have a process to confirm agreement of the identifying
information, the records, the blood or blood component, and the order. Dis­
crepanciesshall be resolved before issue.

t:f!' 5.24 Issue Tissue and Derivatives
The following information shall be verified:
1) The manufacturer's package insert documents are issued with the

product or listed on the product contents list.
2) The product quantity and nameare consistent with the request.
3) The record of final inspection of the product.
4) If tissue or derivatives are issued for a specific patient, the intended

recipient's two independent identifiers.
5) The expirationdate and, if applicable,time.
6) The dateand time of issue.

4) Specialtransfusion requirements, if
5) The expirationdate and, if applicable,time.
6) The date and time of issue.
7) Finalvisual inspection of the product.

5.27



48

*21 CFR606.160(b)(3)(v) and 21 CFR606.151 (e).

5.28 Administration of Blood and Blood Components
There shall be a protocol for the administration of blood and blood compo­
nents that includes the use of infusion devices and ancillary equipment, and
the identification, evaluation, and reporting of adverse events related to
transflJsion. The medical director shall participate in the development of

5.27.5.1 The transfusion service medical director and the recipient's
physician shall be notified immediately of abnormal test
results that may affect patient safety.

,;:9 5.27.5 The records shall contain a signed statement from the requesting phy-
sician indicating that the clinical situation was sufficiently urgent to
require release of blood before completion of compatibility testing or
infectious disease testing. The signature can occur before or after the
release/issue of the blood.*

5.27.4 Compatibility testing shall be completed expeditiously using a patient
sample collected as early as possible in the transfusion sequence.
Standard 5.19.6 applies.

5.27.3 The container tie tag or label shall indicate in a conspicuous fashion
that compatibility and/or infectious disease testing was not completed
at the time of issue. Standard 5.22.1 applies.

5.27.2 If blood is issued before completion of compatibility testing, recipients
whose ABO group has been determined as in Standard 5.14.1 by the
transfusing facility shall receive only ABO group-specific Whole Blood,
low-titer group 0 Whole Blood, or ABO group-compatible Red Blood
Cell components.

5.27.1

5.27.1 Recipients whose ABO group is not known or has not
shall receive group 0 Red Blood Cells or low-titer group 0 Whole
Blood. Standards 5.14.1 and 5.14.5 apply.

5.27.1.1 If low-titer group 0 Whole Blood is used, the BB/TS shall
define low-titer group 0 Whole Blood and shall have poli­
cies, processes and procedures for:
1) The use of low-titer group 0 Whole Blood.
2) The maximum volume/units allowed per event.

Standard 5.15.4 applies.
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;:::9 5.28.6 The patient shall be monitored for potential adverseevents during the
transfusion and for an appropriate time after transfusion. Standard7.5
applies.

5.28.5 All identification attached to the container shall remain attached until
the transfusion hasbeen terminated.

.:Y 5.28.4 The transfusionlst and one other individual (or an electronic identifica-
tion system) shall, in the presence of the recipient, positively identify
the recipient and match the blood component to the recipient through
the useof two independent identifiers.

.:Y 5.28.3 After issue and immediately before transfusion, the following informa-
tion shall be verified:
1) The intended recipient's two independent identifiers, ABO

group, and Rhtype.
2) The donation identification number, the donor ABO group, and,

if required, the Rhtype.
3) The interpretation of crossrnatchtests, if performed.
4) Specialtransfusion requirements are met, if applicable.
5) The unit hasnot expired.

5.28.2 Transfusions shall be prescribed and administered under medical
direction.

5.28.1.1 At a minimum, elements of consent shall include all of the
following:
1) A description of the risks, benefits, and treatment alter­

natives(including nontreatment).
2) The opportunity to askquestions.
3) The right to accept or refuse transfusion.

.:Y 5.28.1 Consent
The BB/TSmedicaldirector shall participate in the development of pol­
icies, processes,and procedures regarding recipient consent for trans­
fusion.

these protocols. The shall be consistent with the
mstton the Useof HumanBloodandBlood Components.Standard 7.5
applies.

5.28.6
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,:Y 5.29.3 For recipients of derivatives, the recipient's medical record shall
include the product name, the lot number, the quantity, and the date
and time of administration, individuals administering the derivative,
and, if applicable, related adverseevents.

::f' 5.29.2 For recipients of tissue, the recipient's medical record shall include the
type of tissue, the numeric or alphanumeric identifier, the quantity, the
expiration date and the date of use, personnel responsible for the clin­
ical application of the tissue, and, if applicable, related adverseevents.

::f' 5.29.1 The patient's medical record shall include the transfusion order; docu-
mentation of patient consent; the component name; the donation
identification number; the donor ABO/Rh type; the date and time of
transfusion; vital signs taken at facility-defined intervals including
before, during, and after transfusion, the amount transfused; the iden­
tification of the transfuslonist, and, if applicable, transfusion-related
adverseevents.

5.29 Medical Record Documentation

5.28.10 Granulocytes
Leukocyte reduction filters or rnicroaggregate filters shall not be used.
Standard 5.28.8 applies.

5.28.9 Addition of Drugs and Solutions
With the exception of 0.9% sodium chloride (USp), drugs or medica­
tions shall not be added to blood or blood components unless one of
the following conditions is met:
1) They havebeen approved for this use by the FDA.
2) There is documentation availableto show that the addition is safe

and does not adverselyaffect the blood or blood component.

5.28.8 Blood and blood components shall be transfused through a sterile,
pyrogen-free transfusion set that has a filter designed to retain parti­
cles potentially harmful to the recipient.

5.28.7 Specific written instructions concerning possible events,
including emergency medical care contacts, shall be provided to the
patient or a responsible caregiver when direct medical observation or
monitoring of the patient will not be available after transfusion.

5.28,7



5.30.4 Rh Immune Globulin shall be administered as soon as possible after
exposure.

5.30.3 There shall be a process to ensure that an adequate dose of Rh
ImmuneGlobulin is administered.

5.30.2 Women who are pregnant or who have been pregnant recently shall
be considered for Rh Immune Globulin administration when all of the
following apply:
1) The woman's test for D antigen is negative.A test for weak D is

optional.
2) Thewoman is not known to be actively immunized to the D anti­

gen.
3) The Rhtype of the fetus/neonate is unknown or the type of the

fetus/neonate is positive when tested for D or weak D. Weak D
testing is required when the test for D is negative.

5.30.1 Interpretation criteria shall be established to prevent the mistyping of
an Rh-negativepatient as Rh positive due to exposure to Rh-positive
red cells.

5.30 Rh Immune Globulin
The transfusion service shall have a policy for Rh Immune Globulin prophy­
laxis for Rh-negativepatients who have been exposed to Rh-positive red
cells. The results of weak D testing and/or RHD genotyping, if performed,
shall be evaluatedwhen determining Rh ImmuneGlobulin prophylaxis.

-
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6.2 Records
The BB/TS shall ensure identification, collection, indexing, access, filing,
storage, and disposition of records as required by ReferenceStandards6.2A
through 6.2E, Retentionof Records.

6.1.7 Storage in a manner that preserves legibility and protects from acci­
dental or unauthorizedaccess,destruction, or modification.

,;:P 6.1.6 Identification and archival of obsolete documents.

6.1.5 Useof only current and valid documents. Applicable documents shall
be available at all locations where activities essential to meeting the
requirements of these BBITS Standards are performed.

,;:P 6.1.4 Reviewof each policy, process, and procedure shall be performed by
an authorized individual at a minimum every 2 years.

,;:P 6.1.3 Reviewand approval of new and revised documents before use. Stan­
dard 1.3.1 applies.

6.1.2 Use of standardized formats for all policies, processes, procedures,
and forms. Additional procedures {such asthose in an operator's man­
ual or published in the MBB Technical Manua~ may be incorporated
by reference.

6.1.1 Master list(s) of documents, including policies, processes, procedures,
labels, and forms that relate to the requirements of these BBITS Stan­
dards.

6.1 Documents
The BB/TS shall have a process for document control that includes the fol­
lowing elements:

6.0 Documents and Records
The BB/TS shall have policies, processes, and procedures to ensure that docu­
ments are identified, reviewed, approved, and retained and that records are cre­
ated, stored, and archived in accordancewith record retention policies.



The actual result of each test performed shall be cPf""r.rrilpri

immediately, and the final interpretation shall be recorded
upon completion of testing.

6.2.5.1

6.2.5 Recordsshall be created concurrently with performance of each criti­
cal activity.

The system shall ensure that the donor and patient identifi­
ers are unique.

6.2.4.1

6.2.4 Recordsshall be created and maintainedto include:
1) Critical activities performed.
2) The individualwho performed the activity.
3) When the activity was performed.
4) Resultsobtained.
5) Method(s) used (when more than one method is in use).
6) Equipmentused.
7) Critical materialsused.
8) The facility where the activity was performed.

6.2.3 The record system shall make it possible to trace any unit of blood,
blood component, tissue, or derivativefrom its source to final disposi­
tion; to review the records applying to the specific component; and to
investigateadverseeventsmanifestedby the recipient.

6.2.2 A system designed to prevent unauthorized access and ensure confi­
dentiality of records shall be establishedand followed. Standards3.9.5
and 3.9.6 apply.

Copies
Before the destruction of the original records, the BB/TS
shall havea process to ensure that copies of records are:
1) Verified ascontaining the original content.
2) Legible,complete, and accessible.

6.2.1.2

Recordsshall be legible and indelible.6.2.1.1

Records
Recordsshall be complete, in a period of time ,;,nrlr"c,n

to the circumstances, and protected from accidental or unauthorized
destruction or modification.
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*21 CFRPart 11.

6.2.9 Destructionof Records
Destruction of records and backup data shall be conducted in a man­
ner that protects the confidential content of the records.

6.2.8 StorageofRecords
Recordsshall be stored to:
t) Preserve record legibility and integrity for entire retention

period.
2) Protect from accidental or unauthorized access, destruction, or

modification.
3) Allow retrieval.

Backup data shall be stored in an off-site location
and be secured to prevent unauthorized access.

6.2.7.1.2

Procedures shall be in place to ensure that data are
retrievable and usable.

6.2.7.1.1

There shall be a process in place for routine backup of all
critical data.

6.2.7.1

6.2.7 Electronic Records
There shall be processes and procedures to support the management
of computer systems.*Standard 6.2.2 applies.

Changes to records (including electronic records) shall be
verified for accuracy and completeness.

6.2.6.3

Record changes shall not obscure previously recorded infor­
mation.

6.2.6.2

The date of changes and the identity of the individual who
changed the record shall be documented, and this informa­
tion shall be maintained for the retention period of the origi­
nal record.

6.2.6.1

6.2.6 Changes to Records
Changesto records shall be controlled.

6.2.6
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6.2A

Reference

Minimum
Item Retention Time
No. Standard Record to Be Maintained (in years)1,2

1 4.3 Inspection of incoming blood and 10
blood components

2 5.1.6.1 Identification of individuals perform- 10
ing each significant step in collec-
tion, processing, compatibility
testing, and transportation of
blood and blood components

3 5.1.6.2 Traceability of blood, blood cornpo- 10
nents, tissue, derivatives, and criti-
cal materials

4 5.1.6.5 Source to final disposition of each 10
unit.of blood or blood component
and, if issued by the facility for
transfusion, identification of the
recipient

5 5.1.6.5.1 Unique identification of each unit 10
5.1.6.5.2

6 5.2.1 #7 Donor acknowledgment that educa- 10
tional materials have been read

7 5.2.2 Parental permission for donation 10
8 5.2.3 Consent of donors 10
9 5.2.4 Notification to donor of significant 10

abnormal findings
10 5.2.4 Donors placed on permanent defer- Indefinite

ral, and indefinite deferral tor pro-
tection of recipient

11 5.4.1,5.4.1.1, Donor information, including 10
5.4.2, 5.5.2.3 address, medical history, physical

examination, health history, or
other conditions thought to com-
promise suitability of blood or
blood component

(Continued)
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Minimum
Item Retention Time
No. Record to Be Maintained

12 5.4.4.1 A medical order from the patient's 10
physician is required to collect
blood for autologous use

13 5.5.3.4 Platelet count for frequent platelet- 10
pheresls donors

14 5.6.6.2 Cytapheresis record, including anti- 10
coagulant drugs given, duration of
procedure, volume of compo-
nents, drugs used, lot number of
disposables, and replacement flu-
ids

15 5.6.6.2.1 Maximal cumulative dose of sedi- 10
menting agent administered to
donor in a given time

16 5.7.2.1 Inspection of weld for completeness 10
and identification numbers of
blood or blood components and of
lot numbers of disposables used
during component preparation

17 5.7.3.2.1 Verification of irradiation dose deliv- 10
ery

18 5.7.3.3 Donation identification number and 10
collecting facility for each unit in
pooled components

19 5.7.4 Preparation of specific components 10
20 5.8.1 ABO group and Rh type for all col- 10

5.8.2 lections
21 5.8.3.1 Allogeneic donor testing to detect 10

unexpected antibodies to red cell
antigens

22 5.8.3.3 Control system results appropriate 10
to the method of testing



Minimum
item Retention Time
No. Record to Be Maintained (in

23 5.8.5 Interpretations of disease marker 10
testing for allogeneic testing

24 5.8.5.3 Distribution or issue of units before 10
completion of tests

25 5.8.7 Quarantine of units from prior col- 10
lections when a repeat donor has a
reactive disease marker screening
test

26 5.9.1 Final review of records relating to "10
testing and acceptability criteria

27 5.9.4 Reviewof donor records to ensure 10
any units from an ineligible donor
are quarantined

28 5.12 Serologic confirmation of donor 10
blood ABO/Rh

29 5_12.1 Reporting and resolution of ABO/Rh 10
labeling discrepancies to collecting
facility

30 5.26 If a unit is returned for reissue, con- 10
firmation that the tubing identifica-
tion number on reattached
segments is identical and confir-
mation that the blood or blood
components have been inspected
and are acceptable

31 5.27 A signed statement from the 10
requesting physician indicating
that the clinical situation was suffi-
ciently urgent to require release of
blood before completion of com-
patibility testing or infectious dis-
ease testing

(Continued)

6.2A.

----_._ ..__ .._._ ..__ .-...__ .._-_ ..
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"Applicable state or local law may exceed this period.
221CFR606.160(d).

7.5.5

7.5.4.2

7.4
7.5.2.4

Blood and blood components that 10
aredetermined after releasenot to
conform to specified requirements

Adverse events relatedto donation 10
Notification by consigneeof a trans- 10
fusion fatality or other serious
adverseevent

Collection facility's investigationof 10
transmissiblediseases

Look-backinvestigation 10

7.1.4

36

35

33

34

32

Minimum
RetentionTime

Record to Be Maintained (in years)1.2Standard
Item
No.
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Minimum
Item Retention Time
No. Standard (in

1 5.1.6.5 Source to final disposition of each unit of 10
blood or blood component and, if issued
by the facility for transfusion, identifica-
tion of the recipient

2 5.6.7 Therapeutic apheresis. physician request or 5
other authorized health professional,
patient identification, diagnosis, type of
therapeutic procedure performed,
method used, vital signs before and after
the procedure, extracorporeal blood vol-
ume if applicable, nature and volume of
component removed, nature and volume
of replacement fluids, any occurrence of
adverse events, and medication adminis-
tered

Therapeutic phlebotomy: physician or other
authorized health professional request,
patient identification, diagnosis, vital signs
before the procedure, volume removed,
and any occurrence of adverse events

3 5.11.1 Requestsfor blood and blood components 5
4 5.11.1.1 Order for blood, blood components, tests, 5

and derivatives
5 5.14.1 Test results and interpretation of patient's 10

5.14.2 ABO group and Rhtype
6 5.14.3 Patient testing to detect unexpected anti- 10

bodies to red cell antigens
7 5.14.3.1 Additional testing to detect clinically signifi- 10

cant antibodies
8 5.14.3.4 Control system results appropriate to the 10

method of testing

(Continued)

6.28
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Minimum
Item Retention Time
No. Standard years)1,2

9 5.14.4 Pretransfusion testing for autologous trans- 10
fusion

10 5.14.5 Two determinations of the recipient's ABO 10
group

11 5.14.6(1) ABO group and Rh type 10
12 5.14.6(3) Difficulty in blood typing, clinically signifi- Indefinite

cant antibodies, significant adverse events
to transfusion, and special transfusion
requirements

13 5.16.1 Test results and interpretation of serologic 10
crossmatch

14 5.16.1.1 Detection of ABO incompatibility when no 10
clinically significant antibodies are
detected

15 5.16.2.2 Computer detection of ABO incompatibility 10
16 5.17.1 ABO/Rh of neonatal recipients 10
17 5.17.1.3 Selection of compatible units when initial 10

antibody screen for neonates demon-
strates clinically significant antibodies

18 5.17.2 Testing of the neonate's serum or plasma 10
for anti-A or anti-B if a non-group-O neo-
nate is to receive non-group-O RedBlood
Cells that are not compatible with the
maternal ABO group

19 5.18 Intraeuterine transfusion policy 10
20 5.19.4.2 Irradiation of cellular components, if appli- 10

cable
21 5.22 Final inspection of blood and blood compo- 10

nents before issue; if the container is not
intact or components are abnormal in
appearance, maintain record of medical
director approval
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Reference
Minimum

Item Retention Time
No. Standard Record to Be Maintained years)1,2

22 5.23 Verification at issue of blood and blood 10
components

1. 1. The intended recipient's two indepen-
dent identifiers, ABO group, and Rh type

2. The donation identification number, the
donor ABO group, and, if required, the
Rh type

3. The interpretation of crossmatch tests, if
performed

4. Special transfusion requirements, if
applicable

5. The expiration date and, if applicable,
time

6. The date and time of issue
7. Personnel issuing and accepting blood

components
23 5.27.5 A signed statement from the requesting 10

physician indicating that the clinical situa-
tion was sufficiently urgent to require
release of blood before completion of
compatibility testing or infectious disease
testing

24 5.27.5.1 Notification of abnormal test results 10
25 5.28.1 Recipient consent 5
26 5.28.3 Verification of the following information 5

before transfusion:
1. The intended recipient's two indepen-

dent identifiers, ABO group, and Rh type
2. The donation identification number, the

donor ABO group, and, if required, the
Rh type

3. The interpretation of crossrnatch tests, if
performed

(Continued)
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Minimum
Item Retention Time
No. Standard Record to Be Maintained years)1.2

26 4. Special transfusion requirements are
cont. met, when applicable

5. The expiration date (or time) of the unit
and that it has not expired

27 5.28.4 Verification of patient identification before 5
transfusion

28 5.28.6 Potential adverse events during the transfu- 5
sion and for an appropriate time after
transfusion

29 5.29.1,7.5 Patient's medical record: transfusion order, 5
documentation of patient consent, com-
ponent name, donation identification
number, date and time of transfusion, pre-
and posttransfusion vital signs, the
amount transfused, identification of the
transfusionist, and, if applicable, transfu-
sion-related adverse events

30 7.5.1.2 Evaluationof suspected transfusion reac- 10
tions

31 7.5.2, Laboratory evaluation and review of clerical 10
7.5.2.1 information related to suspected herno-

lytic reactions
32 7.5.2.3 Interpretation of the evaluation of suspected 10

transfusion adverse events
33 7.5.3 Evaluation and interpretation of delayed 10

transfusion adverse events
34 7.5.5 Look-back to identify recipients who may 10

have been infected with HCVor HIV

"Applicable state or local law may exceed this period.
221 CFR606.160(d).

6.28
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Reference Standard 6.2C-Retention

Minimum
Item Retention Time
No. Standard Record to Be Maintained years)1,2

1 1.2.2 Management review of effectiveness of the 5
quality system

2 1.3.2 Exceptions to policies, processes, and pro- 10
cedures

3 1.5.1 Emergency operation plan tested at defined 2
intervals

4 2.1 Job descriptions 5
5 2.1.1 Qualification of personnel performing criti- 5

cal tasks
6 2.1.2 Training records of personnel 5
7 2.1.3 Evaluations of competence of personnel 5
8 2.1.4 Personnel records of each employee 5
9 2.1.4.1 Records of names, signatures, initials or 10

identification codes, and inclusive dates of
employment for personnel who perform
or review critical tasks

10 3.2 Equipment qualification 10 after
retirement of
the equipment

11 3.4 Unique identification of equipment 5
12 3.5 Monitoring and maintenance of equipment 10 after

retirement of
the equipment

13 3.6.2 Temperature monitoring of refrigerators, 10
freezers, and platelet incubators

14 3.6.3 Monitoring of liquid nitrogen levels or tern- 10
perature

15 3.9 Implementation and modification of soft- 2 after
ware, hardware, or databases retirement of

the system
(Continued)
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Reference Standard

Minimum
Item Retention Time
No. Standard Record to Be Maintained (in years)1,2

16 3.9.1 1. Validation of system software, hardware, 2 after
databases,user-defined tables, elec- retirement of
tronic data transfer, and/or electronic the system
data receipt

2. Fulfillment of applicable life-cycle
requirements

3. Numerical designation of system ver-
sions, if applicable, with inclusive dates of
use

4. Monitoring of data integrity for critical
data elements

17 4.1 Evaluationand participation in selection of 5
suppliers

18 4.2 Agreements 5
19 4.2.1 Agreement review 5
20 4.2.2 Agreements concerning activities involving 5

more than one facility
21 4.3 Inspection of incoming critical materials and 10

containers
22 4.3.2.1 Incoming containers, solutions, and 10

reagents meet or exceed applicable FDA
criteria

23 5.1.1 Validation of new or changed processes and 5
procedures

24 5.1.2 Participation in proficiency testing program 5
25 5.1.3 Quality control records and review of quality 10

control results for reagents, equipment,
and methods

26 5.1.8.1.3 Records of storage temperatures for blood 10
products
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Standard 6.2C-Retention Other and

Minimum
Item Retention Time
No. Standard Record to Be

27 5.1.8.1.3.1 Ambient temperature recorded every 4 10
hours when components are stored in
open storage area

28 5.1.8.2 Inspection before shipping 10
29 5.1.8.2.1 Container qualification and process valida- 10

tion records
30 5.28.1 Participation in development of policies, 5

processes, and procedures regarding
recipient consent for transfusion

31 6.1.3 Reviewand approval of new and revised 5
documents before use

32 6.1.4 Biennial review of policies, processes, and 5
procedures

33 6.1.6 Identification and appropriate archival of 5
obsolete documents

34 7.0 Description and evaluation of nonconform- 10
7.1 ing blood, blood components, tissue,

derivatives, critical materials, and services
35 7.1.4 Nature of nonconformances discovered 10

after releaseand subsequent actions
taken, including acceptance for use

36 7.1.4.1 Disposition of nonconforming products 10
37 7.2 Fatality reports 10
38 7.5.4.1 Transfusion service evaluation and reporting 10

of transmissible diseases
39 8.1.2 Reviewof assessment results 5
40 8.2 Peer-review assessment of blood utilization 5

(Continued)
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"Applicable state or local law may exceed this period.
221 CFR606.160(d).

Implementation of changes to policies, 5
processes, and procedures resulting from
corrective and preventive action

Corrective action 5

Preventiveaction 5

Alarm investigation 5

Monitoring of biological, chemical, and radi- 5
ation safety

Appropriate discard of blood and blood 10
components

42 9.1
43 9.2
44 10.1.1.1
45 10.2

46 10.3

41 9.0

Minimum
Retention Time

Record to Be Maintained years)1,2
Item
No. Standard

Reference Standard
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Minimum
Item Retention Time
No. Standard Record to Be Maintained (in

1 4.3 Inspection of incoming tissue upon receipt 10
2 5.1.6.2 Traceability of tissue to final disposition 10
3 5.11.1 Requestsfor tissue 10
4 5.20 Preparation of tissue including: 10

1. Type of tissue
2. Numeric or alphanumeric identifier
3. Quantity
4. Expiration date and, if applicable, time
5. Personnel who prepared tissue

5 5.24 Issueof tissue, including: 10
1. The manufacturer's package insert docu-

ments are present and are issued
2. Product quantity and name matches

request
3. Final inspection
4. Personnel dispensing tissue
5. Personnel accepting tissue for use
6. If issued for a particular patient, the

intended recipient's two independent iden-
tifiers

7. The date and time of issue
6 5.26 If atissue is returned for reissue, confirmation 10

that the container closure has not been dis-
turbed and confirmation that the tissue is
suitable for reissue

7 5.29.2 Patient's medical record for receipt of tissue 10 beyond the
to include type of tissue, numeric or alpha- date of final
numeric identifier, quantity, expiration date disposition
and date of use, personnel using the tissue,
and, if applicable, related adverse events

8 7.1 Identification of nonconforming tissue 10

(Continued)
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10

10

"Applicable state or local law may exceed this period.

10.310

7.6 Investigation of adverse effects, disease trans­
mission, or other suspected adverse events
of tissue use and reporting of such cases to
the tissue supplier or manufacturer, and
outside agencies as required

Appropriate discard of tissue

9

Record to BeStandard
Item
No.

Minimum
Retention Time
(in years)'
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Reference Standard 6.2E-Retention Derivative

Minimum
Item Retention Time
No. Standard Record to Be Maintained years)'

1 4.3 Inspection of incoming derivatives upon 10
receipt

2 5.1.6.2 Traceability of derivatives to final disposition 10
3 5.11.1 Requests for derivatives 10
4 5.21 Preparation of derivatives to include: 10

1. Type of derivative
2. Lot number
3. Quantity
4. Expiration date and, if applicable, time
5. Personnel who prepared the derivative

5 5.24 Issue of derivatives, including: 10
1. The manufacturer's package insert docu-

ments are present and are issued
2. Product quantity and name matches

request
3. Final inspection
4. Personnel dispensing derivative
5. Personnel accepting derivative for use
6. If issued for a particular patient, the

intended recipient's two independent
identifiers

7. The date and time of issue
6 5.26 If a derivative is returned for reissue, confir- 10

mation that the container closure has not
been disturbed and confirmation that the
derivative is suitable for reissue

7 5.29.3 Patient's medical record for receipt of derlva- 10 beyond the
tives to include product name, lot number, date of
quantity, administration date and time, indi- distribution, date
viduals administering the derivative, and, if of infusion, date
applicable, related adverse events of disposition, or

date of expiration,
whichever is the

latest date
(Continued)
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"Applicablestateor local lawmayexceedthis period.

10

10
10

Minimum
Retention Time

years)'
item
No. Standard Record to Be Maintained

8 7.1 Identification of nonconforming derivatives
9 7.6 Investigation of adverse effects, disease

transmission, or other suspected adverse
events of derivative use and reporting of
such casesto the supplier or manufacturer,
and outside agencies as required

10 10.3 Appropriate discard of derivatives

Reference Standard 6.2E-Retention of
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*21CFR606.171 and 21 CFR1271.350.

,:::? 7.1.4 Released Nonconforming Blood, Tissue, or
Derivatives
Blood, blood components, tissue, or derivatives that are determined
after release not to conform to specified requirements shall be evalu­
ated to determine the effect of the nonconformance on the quality of

7.1.3 The BB/TS shall havea process for:
1) The identification, quarantine, retrieval, recall and disposition of

nonconforming blood, blood components, tissue, and deriva­
tives.

2) The identification and managementof nonconforming services.
3) Notification of users, suppliers, and outside agencies as

required.

7.1.2 The unintended distribution or use of blood, blood components, tis­
sue, derivatives, critical materials, or services that do not conform to
specified requirements shall be prevented.

7.1.1 Nonconforming blood, blood components, tissue, and derivativesshall
be quarantined and/or destroyed.

:::? 7.1 Nonconform'lnces
Upon discovery, nonconforming blood, blood components, tissue, deriva­
tives, critical materials, and services shall be evaluated and their disposition
determined.

:::? 7.0 Deviations, Nonconformances, and Adverse Events
The BB/TS shall havepolicies, processes,and procedures to ensure the capture,
assessment, investigation, and monitoring of deviations from or of failure to
meet, specified requirements. The investigation shall, when applicable, include
an assessmentof the effect of the deviation on donor eligibility and donor and
patient safety. The responsibility for review and authority for the disposition of
nonconforming blood, blood components, tissue, derivatives, critical materials,
and services shall be defined. Deviations, nonconformances, and adverseevents
shall be reported in accordancewith specified requirements and to outside agen­
cies as required.*
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*21 CFR606.171.
t21 CFR606.170(b).
FDA Guidance for Industry: Notifying FDA of Fatalities Related to Blood Collection or Transfusion
(September 22, 2003).

7.5.1 Recognition of and Response to Transfusion Reactions
There shall be processes and procedures for the transfusing staff for
the recognition of and response to transfusion reactions and for the
recording of relevant information in the patient's medical record.

,:Y 7.5 Adverse Events Related to Transfusion
There shall be a process for the administration of blood and blood compo­
nents that includes the recognition, evaluation, and reporting of suspected
transfusion-related adverseevents.

,:Y 7.4 Adverse Events Related to Donation
Adverse events related to the blood donation process shall be assessed,
investigated,and monitored.

7.3.1 Internationally recognized classifications shall be used when no
national classificationsexist.

7.3 ClassifyingAdverse Events
The BB/TS shall use nationally recognized classifications for donor and
patient adverseevents. The medical director shall participate in the develop­
ment of protocols used by the staff to identify, evaluate,and report adverse
events.

,:Y 7.2 FatalityReporting
Fatalitiesconfirmed to be caused by blood donation or blood transfusion
shall be reported to outside agenciesas required.'

Records shall include the disposition of the product or ser­
vice, the rationale, and the name(s) of the individual(s)
responsible for the decision.

7.1.4.1

the product and recipient safety. In cases where quality may have been
affected, the nonconformance shall be reported to the customer.
Records of the nature of nonconformances and subsequent actions
taken, including acceptance for use, shall be maintained. Standard 9.1
applies.*
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For suspected hemolytic transfusion reactions the evaluation
shall include the following:
1) The patient's posttransfusion reaction serum or plasma

shall be inspected for evidence of hemolysis. Pretrans­
fusion samplesshall be used for comparison.

2) A repeat ABO group determination shall be performed
on the posttransfusion sample.

3) A direct antiglobulin test shall be performed on the
posttransfusion sample. If the result is positive, the
most recent pretransfuslon sample shall be used for
comparison.

7.5.2.1

,::9 7.5.2 laboratory Evaluation and Reporting of Transfusion Reactions
The BB/TS shall havepolicies, processes, and procedures for the eval­
uation and reporting of suspected transfusion reactions, including eval­
uation, review of clerical information by the BB/TS, and notification of
the BB/TS medical director.

When the transfusion is discontinued, the following shall be
performed immediately:
1) The label on the blood containers and records shall be

examined to detect errors in identifying the patient,
blood, or blood component.

2) The recipient's physician shall be notified.
3) Except in the cases of signs and symptoms suggestive

of mild allergic reactions (eg, urticaria):
a) The BB/TS shall be notified.
b) The blood container (whether or not it contains any

blood) shall be sent to the BB/TS with the attached
transfusion set and intravenous solutions, when pos­
sible.

c) A posttransfuslon sample shall be obtained from the
patient and sent to the BB/TS.

The process shall include:
1) Definition of signs and symptoms of suspected transfu­

sion reactions.
2) Indications for interruption or discontinuation of the

transfusion.
3) Evaluation and the timely clinical management of the

patient.

7.5.1.2

7.5.2.1
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Prompt investigation of each event by the medical
director.

7.5.4.1.1

Transfusion Service Reporting of Diseases Transmitted by
Blood, Tissue, or Derivatives
The transfusion service shall have policies, processes, and
procedures to evaluateand report diseasestransmissible by
blood, blood components, tissue, or derivatives. The poli­
cies, processes,and procedures shall include the following:

7.5.4.1

Diseases7.5.4

~ 7.5.3 Delayed Transfusion Reactions (Antigen-Antibody Reactions)
If adelayedtransfusion reaction is suspected or detected, tests shall be
performed to determine the cause. The results of the evaluation shall
be reported to the patient's physician and recorded in the patient's
medical record. Standard7.5.2.4 applies.

When a transfusion fatality or other serious, unexpected
adverse event occurs that is suspected to be related to an
attribute of a donor or a unit, the collecting facility shall be
notified immediately and subsequently in writing.

Interpretation of the evaluation shall be recorded in the
patient's medical record and, if suggestiveof hemolysis, bac­
terial contamination, TRALI, or other serious adverse event
related to transfusion, the interpretation shall be reported to
the patient's physician immediately. Standard 7.5.2.4
applies.

The BB/TS shall havea process for evaluationfor suspected
nonhemolytic transfusion reactions including, but not limited
to, febrile reactions, possible bacterial contamination, and
TRALI.

7.5.2.4

7.5.2.3

7.5.2.2

4) The BB/TS shall have a process for indicating under
what circumstances additional testing shall be
formed and what that testing shall be.

5) Review and interpretation by the medical director.
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*21 CFR610.46 and 21 CFR610.4 7.
FDA Guidance for Industry: "Lookback" for Hepatitis C Virus (HCY): Product Quarantine,
Consignee Notification, Further Testing, Product Disposition, and Notification of Transfusion
Recipients Basedon Donor Test Results Indicating Infection with HCY (December 2010).
t21 CFR610.46,21 CFR610.47, and 42 CFR482.27(b) and (c).
FDAGuidance for Industry: Nucleic Acid Testing (NAT) for Human Immunodeficiency Yirus Type 1
(HIY-1) and Hepatitis CYirus (HCY): Testing, Product Disposition, and Donor Deferral and Reentry
(December 2017).

Notify, if appropriate, the recipient's physician and/
or recipient as specified in FDA regulations and rec­
ornrnendations.'

7.5.5.2.2

Identify recipients, if appropriate, of blood or blood
components from donors subsequently found to
have, or to be at risk for, relevant transmissible
infections.

7.5.5.2.1

Transfusion Services
The transfusion service shall have policies, processes, and
procedures to:

Collection Facility
The collection facility shall have policies, processes, and pro­
cedures to notify consignees of blood or blood components
from donors subsequently found to have, or be at risk for,
relevant transmissible diseases.*

Collection Facility of Diseases
The collection facility shall have policies, processes, and pro­
cedures for:
1) Investigatingreports of diseasestransmissible by blood,

tissue, or derivatives.
2) Deferral of donors.
3) Communicating findings to the reporting facility.

If transmission is confirmed or not ruled the
identity of the implicated blood cornpo­
nent(s), tissue, or derivative shall be reported to the
collecting facility, tissue supplier, or manufacturer.

7.5.5.2

7.5.5.1

,:Y 7.5.5 Look-Back

7.5.4.2

7.5.5.2.2
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AdverseEvents Tissueor Derivatives
The BB/TS shall have a process for investigating adverse effects, disease
transmission, or other suspected adverse events related to the use of tissue
and derivatives and for promptly reporting such casesto the supplier, manu­
facturer, and outside agenciesas required.

7.6
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,;9 8.2 Review
Transfusing facilities shall have a peer-review program that monitors and
addressestransfusion practices for all categories of blood and blood compo­
nents. The following shall be monitored:
1) Ordering practices.
2) Patient identification.
3) Samplecollection and labeling.
4) Infectious and noninfectious adverse events.
5) Near-miss events.
6) Usageand discard.
7) Appropriateness of use, including the use of group 0 and group

Rh(D)-negativeRBCsand AB plasma.
8) Blood administration policies.
9) The ability of services to meet patient needs.

10) Compliance with peer-review recommendations.
11) Clinically relevant laboratory results.

Chapter 9, Process Improvement Through Corrective and Preventive
Action, applies.

,:::9 8.1.2 The results of internal and external assessments and associated cor­
rective and preventive actions shall be reviewed by executive manage­
ment.

8.1.1 When corrective action is taken, it shall be developed, implemented,
and evaluated in accordance with Chapter 9, Process Improvement
Through Corrective and PreventiveAction.

8.1 Management of Assessment Results
The results of internal and external assessmentsshall be reviewed by person­
nel having responsibility for the areabeing assessed.

8.0 Assessments: Internal and I=vt,"'....."'1

The BB/TS shall have policies, processes, and procedures to ensure that internal
and external assessmentsof operations and quality systems are scheduled and
conducted.
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indicator
Quality Monitoring
The BB/TS shall have a process to collect and
on a scheduled basis, including adverse events.

8.3
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9.2.3 Initiation of preventive action and application of controls to monitor
effectiveness.

9.2.2 Determination of steps needed to respond to potential problems
requiring preventive action.

9.2.1 Reviewof information, including assessmentresults, proficiency test­
ing results, quality control records, and complaints, to detect and ana­
lyzepotential causesof nonconformances.

# 9.2 Preventive Action
The BB/TS shall have a process for preventive action that includes the fol­
lowing elements:

# 9.1 Corrective Action
The BB/TS shall havea process for corrective action of deviations, noncon­
formances, and complaints relating to blood, blood components, tissue,
derivatives,critical materials,and services,which includes the following ele­
ments, asapplicable:
1) Description of the event.
2) Investigationof the event.
3) Determination of the cause(s).
4) Implementationof the corrective action(s).
5) Evaluationto ensure that corrective action is taken and that it is effec­

tive.

#9.0 Process Corrective and Preventive Action
The BB/TS shall have policies, processes, and procedures for data collection,
analysis, and follow-up of issues requiring corrective and preventive action,
including near-missevents.
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:;::9 10.3 Discard of Blood, Components, Tissue, and Derivatives
Blood, blood components, tissue, and derivatives shall be handled and dis­
carded in amanner that minimizes the potential for human exposure to infec­
tious agents.

:;::9 10.2 Biological, Chemical, Radiation Safety
The BB/TS shall have a process for monitoring adherence to biological,
chemical, and radiation safety standards and regulations, where applicable.

Oxygen alarm activation shall require personnel to
investigate and document the condition activating
the alarm and to take immediate corrective action as
necessary.

10.1.1.1.1

10.1.1.1 Facilities with liquid nitrogen tanks shall have a system in
place to monitor oxygen levels and an alarm system set to
activateunder conditions that will allow action to be taken.

10.1.1 Where liquid nitrogen is stored, specific hazardsshall be addressed.

10.1 Safe Environment
The BB/TS shall have processesto minimize and respond to environmentally
related risks to the health and safety of employees, donors, volunteers,
patients, and visitors. Suitablequarters, environment, and equipment shall be
availableto maintain safe operations.

10.0 Facilities
The BB/TS shall have policies, processes, and procedures to ensure the provi­
sion of safe environmental conditions. The facility shall be suitable for the activi­
ties performed. Safety programs shall meet local, state, and federal regulations,
where applicable. Standard1.4 applies.

fACILITIES AND
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ABOIncompatibility Detection: Useof a method (eg, serologic or computer-based) to
determine incompatibility of ABO group between donor and recipient.

Adverse Event: A complication in a donor or patient. Adverse events may occur in rela­
tion to a donation, a transfusion, or a diagnostic or therapeutic procedure.

Agreement: A contract, order, or understanding between two or more parties, such as
between a facility and one of its customers.

Agreement Review: Systematic activities carried out before finalizing the agreement to
ensure that requirements are adequately defined, free from ambiguity, documented,
and achievable.

Allogeneic Donor: An individual from whom products intended for another person are
collected.

Antibody Screen: A serologic method to detect the presence of clinically significant
antibodies in recipients and/or donors.

Assessment: A systematic, independent examination that is performed at defined inter­
vals and at sufficient frequency to determine whether actual activities comply with
planned activities, are implemented effectively, and achieve objectives. Assessments
usually include comparison of actual results to expected results. Types of assessments
include external assessments, internal assessments, quality assessments, peer-review
assessments,and self-assessments.

Autologolls Donor: A person who acts as his or her own product donor.

Backup: Digital data and/or physical storage containing copies of relevant data.

Blood Bank: A facility that performs, or is responsible for the performance of, the col­
lection, processing, storage, and/or distribution of human blood and/or blood compo­
nents intended for transfusion and transplantation.

Blood Components: Products prepared from a Whole Blood collection or produced
through an automated collection, eg, red cells, plasma,and platelets.

Blood-Group-Compatible: When there is no anticipated harm to the recipient due to
identity of the donor antigens or absence of an alloimmune response (eg, a patient of
unknown blood type receives group 0 RBCs or AB plasma, and a group A patient
receives group A or 0 RBCsand group A or AB plasma).

Blood-Group-Specific: When the component is blood group identical (eg, a group A
patient is transfused with group A RBCsand group A plasma).
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Competence: Ability of an individual to perform a specific task according to proce­
dures.
Competent Authority: The agency responsible under its national law for regulations
applicable to blood banksor transfusion services.

Compliance: See Conformance.

Conformance: Fulfillment of requirements, Requirementsmay be defined by custom­
ers, practice standards, regulatory agencies,or law.
Corrective Action: An activity performed to eliminate the causeof an existing noncon­
formance or other undesirablesituation in order to prevent recurrence.

Critical Equipment/Materials/Tasks: A piece of equipment, material, service, or task
that can affect the quality of the facility's products or services.

Crossmatchi A method (eg, serologic or computer-based) to detect incompatibility
between donor and recipient.

Customer: The receiver of a product or service. A customer may be internal (eg,
another department within the sameorganization)or external (eg, another organization).

Cytapheresis: A collection procedure where Whole Blood is removed and separated
into components. One or more of the cellular components may be retained, while the
remaining elements are combined and returned to the donor or patient.

Dedicated Donor: An individualwho donates blood components intended for and used
solely by a single identified recipient.

ClinicallySignificant Anllih""rl"· An antibody that is capable of causing shortened cell
survival.

Closed System: A system, the contents of which are not exposed to air or outside ele­
ments during collection, preparation, and separation of components.

Collection Facility:A facility that collects blood and/or blood components from a
donor.

a Known to: Use of published data to demonstrate the of a
process or procedure, particularly for component preparation.

Certified the Centers Medicare Medicaid Services (CMS):Having met the
requirements of the Clinical Laboratory Improvement Amendments of 1988 for non­
waived testing through inspection by the CMS, a deemed organization, or an exempt
state agency.
Change Control: A structured method of revising a policy, process, or procedure,
including hardware or software design, transition planning, and revisions to all related
documents.

Glossary
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Derivatives: Sterile solutions of a protelnls) from or by recombi­
nant technology (eg, albumin, plasmaprotein fraction, immune globulin, and factor con­
centrates).

Deviation: A departure from policies, processes, procedures, applicable regulations,
standards, or specifications.

Disaster: An event (internal, local, or national) that can affect the safety and availability
of the blood supply or the safety of staff, patients, volunteers, and donors.

Document (noun): Written or electronically generated information and work instruc­
tions. Examplesof documents include quality manuals, procedures, or forms.

Document (verb): To capture information through writing or electronic media.

Equipment: A durable item, instrument, or device used in a process or procedure.

Event: A generic term used to encompass the terms "incident," "error," and "accident."

Executive Management: The highest level personnel within an organization, including
employees, clinical leaders and independent contractors, who have responsibility for
the operations of the organization and who have the authority to establish or change the
organization's quality policy. Executivemanagement may be an individual or a group of
individuals.

Expiration: The last day or time that the blood, blood component, tissue, derivative, or
material(s) is considered suitable for use.

facility: A location or operational areawithin an organization. The part of the organiza­
tion that is assessedby the MBB and receivesMBB accreditation for its specific activ­
ities.

final Inspection: To measure, examine, or test one or more characteristics of a unit of
blood or a blood component, a tissue, or a service and compare results with specified
requirements in order to establish whether conformance is achieved before distribution
or issue.

Guidelines: Documented recommendations.

Indefinite Deferral: A deferral applied to a donor who is not eligible to donate blood for
someone else for an unspecified period.

Inspect: To measure, examine, or test one or more characteristics of a product or ser­
vice and compare results with specific requirements.

Intermediate facility: A facility that imports a product and then ships it to another facil­
ity.

Irradiated: Exposureof blood components to x-rays or gamma rays at a minimum dose
of 25 Gy (2500 cGy) targeted to the central portion of the irradiation canister or irradia­
tion field to prevent the proliferation of T lymphocytes.

Glossary
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ISB1 128: A standard for the identification, terminology, coding, and labeling for
blood, cellular therapy, and tissue products. When linear bar codes are used, Code 128
symbology is utilized.

Issue: To releasefor clinical use (transfusion or transplantation).

label: An inscription affixed or attached to a unit of blood or a blood component, a tis­
sue, a derivative, or a sample for identification.
labeling: Information that is required or selected to accompany a unit of blood or a
blood component, a tissue, a derivative, or a sample,which may include content, identi­
fication, description of processes, storage requirements, expiration date, cautionary
statements, or indications for use.

lived with: Residedin the samedwelling (eg, home, dormitory room, or apartment).

Maintain: To keep in the current state.

Master list Documents: A reference list, record, or repository of a facility's policies,
processes, procedures, forms, and labels related to the BBITS Standards that includes
information for document control.

Material: A good or supply item used in the manufacturing process. Materials are a type
of input product. Reagentsare a type of material.

Near-Miss Event: An unexpected occurrence that did not adversely affect the outcome
but could have resulted in a serious adverse event.

Neonate: A child less than 4 months of age.
Nonconformance: Failureto meet requirements.

Open System: A system, the contents of which are exposed to air and outside elements
during preparation and separation of components.
Organization: An institution, or part thereof, that has its own functions and executive
management.

Pathogen Reduction: Exposureof blood components to a system designed to reduce
the risk of transfusion-transmitted infections.

Permanent Deferral: A deferral applied to a donor who will never be eligible to donate
blood for someone else.

Policy: A documented general principle that guides present and future decisions.

Preventive Action: An action taken to reduce the potential for nonconformances or
other undesirable situations.

Procedure: A series of tasks usually performed by one person according to instruc­
tions.
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Process Control: The efforts to standardize and control processes in order to produce
predictable output.

Product: A tangible result of a process or procedure.

Proficiency Testing: The structured evaluation of laboratory methods that assessesthe
suitabilityof processes, procedures, equipment, materials, and personnel.

Qualification: With respect to individuals, the aspects of an individual's education, train­
ing, and experience that are necessary to successfully meet the requirements of a posi­
tion. Specifically for equipment, verification that specified attributes required to
accomplish the desired task have been met.

Quality: Characteristics of a unit of blood or a blood component, a tissue, a derivative, a
sample, a critical material, or a service that bear on its ability to meet requirements,
including those defined during agreement review.

Quality Control: Testing routinely performed on materials and equipment to ensure
their proper function.

Quality Indicator Data: Information that may be collected and used to determine
whether an organization is meeting its quality objectives as defined by top management
in its quality policy. Indicators are measured by data for movement or regression with
regard to those quality intentions. The data used for monitoring a quality indicator may
consist of single-source data or multiple-source data, as long as it is clear how the data
will come together to define the indicator.

Quality System: The organizational structure, responsibilities, policies, processes, pro­
cedures, and resources established by executive management to achieve quality.

Quarantine: To isolate nonconforming blood, blood components, tissue, derivatives, or
materials to prevent their distribution or use.

Reagent: A substance used to perform an analytical procedure. A substance used (as in
detecting or measuring a component or preparing a product) because of its biological or
chemical activity.

Record (noun): Information captured in writing or through electronically generated
media that provides objective evidence of activities that have been performed or results
that have been achieved, such as test records or audit results. Records do not exist until
the activity has been performed and documented.

Record (verb): To capture information for use in records through writing or electronic
media.

awork

Glossary
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Specified requirements defined by the AABB
Requirements). Reference standards define how or within what parameters an activity
shall be performed and are more detailed than quality system requirements.

Regulations: Rulespromulgated by federal, state, or local authorities to implement laws
enacted by legislativebodies.
Release: Removalof product from quarantine or in-process status for distribution.

Relevant Transfusion-Transmitted Infection: A transfusion-transmitted infection
defined in FDA regulations [21 CFR 630.3(h)] as any of the following transfusion­
transmitted infections: human immunodeficiency virus, types 1 and 2; hepatitis B virus,
hepatitis C virus; human T-Iymphotropic virus, types I and II; Treponema pallidum;West
Nile virus; Trypanosoma cruzi;Creutzfeldt-lakob disease; variant Creutzfeldt-lakob dis­
ease; Plasmodium species; and any other transfusion-transmitted infections identified
by FDAas having both of the following:
1. An appropriate screening measuresand/or an FDA licensed, approved, or cleared

screening test available.
2. Significant incidence and/or prevalence to affect the potential donor population;

including agents accidentally or intentionally released.

Segregate: To separate or isolate products by a method known to clearly identify them
and to minimize the possibility of their unintended distribution or use.

Service: An intangible result of a process or procedure.

Sexual Contact: Any of the following activities (whether or not a condom or other pro­
tection was used): vaginal sex (contact between penis and vagina); oral sex (mouth or
tongue on someone's vagina, penis, or anus); or anal sex (contact between penis and
anus).

Shall: A term used to indicate a requirement.

Special Transfusion Requirements: Refersto a patient's medical need for components
that have been modified, such as components that are irradiated, washed, or leukocyte
reduced; components from special sources, such as autologous or directed sources;
components that need special handling (eg, being subjected to the heat of a blood
warming device); or components that contain special attributes (eg, CMV-seronegative
or antigen-negative).

Specified Requirements: Any requirements in these BBITS Standards, including, but
not limited to, FDA requirements; requirements of a facility's internal policies, pro­
cesses, and procedures; manufacturers' instructions; customer agreements; practice
standards; and requirements of accrediting organizations such asthe MBB.

Supplier: An entity that provides an input material or service.

Glossary
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Supplier Qualification: An evaluation method designed to ensure that input materials
and services (eg, materials, blood, blood components, tissue, derivatives, patient blood
samples) obtained from a supplier meet specified requirements.

Temporary Deferral: A deferral placed on a donor who is not eligible to donate for a
specified period.
Tissue: A group of functional cells and/or intercellular matrix intended for implantation,
transplantation, or other therapy (eg, cornea, ligaments, bone). Cellular therapy prod­
ucts covered by the MBB's Standards for Cellular Therapy Services are not included
herein. A cellular therapy product is defined by the Standards for Cellular Therapy Ser­
vicesassomatic cell-based products (eg, mobilized hematopoietic progenitor cells, cord
blood, pancreatic islets) that are procured from a donor and intended for manipulation
and/or administration.
Traceability: The ability to follow the history of a product or service by means of
recorded identification.

Iransfusloalstr The individual(s) in the presence of the recipient who positively identi­
fies and matches the blood component to the recipient through the use of two indepen­
dent identifiers. This individual may also be responsible for physically initiating and/or
maintaining a transfusion of blood or blood products.

Transfusion-Associated Circulatory Overload (TACO):Adverse signs and symptoms
related to an infusion volume that cannot be effectively processed due to high infusion
rate and/or volume.
Transfusion-Related Acute Lung Injury (TRALI):A new acute lung injury within 6
hours of a completed transfusion.

Transfusion Service: A facility that performs one or more of the following activities:
compatibility testing, storage, selection, and issuing of blood and blood components to
intended recipients. Transfusion services do not routinely collect blood or process
Whole Blood into components (except RedBlood Cells and RecoveredPlasma).

True Positive: A positive result on both the initial test and the confirmatory test. Specif­
ically for bacteria detection, a confirmatory test is a culture-based test performed on a
different sample than the blood culture bottle or other sample used for the initial test.
For example, a sample source for the confirmatory test could be the original platelet
component. A subculture of the initial positive culture is not an adequate sample for this
purpose. If initial testing was culture-based, the confirmatory test can use the same
method applied to the alternate sample source.

Unit: A container of blood or one of its components in a suitable volume of anticoagu­
lant obtained from a collection of blood from one donor.

Urticaria Reaction: The development of hives, maculopapular rash, or similar allergic
manifestation.
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User-Defined Tables containing data used by computer programs to direct their
operations. Typically, user-defined tables contain data that are to a
installation and may change from system to system.

Validation: Establishing recorded evidence that provides a high degree of assurance
that a specific process will consistently produce an outcome meeting its predetermined
specifications and quality attributes.

Verification: Confirmation by examination and provision of objective evidence that
specified requirements have been met.

Xenotransplantatlon: Any procedure that involves the transplantation, implantation, or
infusion into a human recipient of live cells, live tissues, or live organs from a nonhuman
animal source.
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32ml stst 32nd 31st

1.0 1.0 3.2.2 3.2.2
1.1 1.1 3.2.3 3.2.3
1.1.1 1.1.1 3.3 3.3
1.2 1.2 3.4 3.4
1.2.1 1.2.1 3.5 3.5
1.2.2 1.2.2 3.5.1 3.5.1
1.3 1.3 3.5.1.1 3.5.1.1
1.3.1 1.3.1 3.5.1.2 3.5.1.2
1.3.2 1.3.2 3.5.2, #1 3.5.2, #1
1.4 New 3.5.2, #2 3.5.2, #2
1.4.1 New 3.5.2, #3 3.5.2, #3
1.5 1.4 3.5.2,#4 3.5.2, #4
1.5.1 1.4.1 3.5.2, #5 3.5.2, #5
1.6 1.5 3.5.2, #6 3.5.2, #6
1.7 1.6 3.6 3.6
2.0 2.0 3.6.1 3.6.1
2.1 2.1 3.6.2 3.6.2
2.1.1 2.1.1 3.6.3 3.6.3
2.1.2 2.1.2 3.7 3.7
2.1.3 2.1.3 3.7.1 3.7.1
2.1.3.1 2.1.3.1 3.7.2 3.7.2
2.1.4 2.1.4 3.7.3 3.7.3
2.1.4.1 2.1.4.1 3.8 3.8
3.0 3.0 3.9 3.9
3.1 3.1 3.9.1 3.9.1
3.2 3.2 3.9.2 3.9.2
3.2.1 3.2.1 3.9.3 3.9.3

The following "crosswalk" traces each standard in the 31 st and 32nd editions
of Standards for Blood Banks and Transfusion Services. Each standard in the 32nd
edition corresponds with its predecessor in the 31st edition. Standards in the 32nd
edition appearing in bold are new or have been changed. The "crosswalk" is offered as
assistance to those who willbe updating their facility'sprocedures to be compliantwith
the most current edition of Standards. Its use should not take place of a thorough, line­
by-lineanalysisof each standard.
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32nd 31st 32nd 31st

3.9.4 3.9.4 5.1.6.3.1, #4 5.1.6.3.1, #4
3.9.5 3.9.5 5.1.6.3.1,#5 5.1.6.3.1, #5
3.9.6 New 5.1.6.3.1, #6 5.1.6.3.1,#6
4.0 4.0 5.1.6.4 5.1.6.4
4.1 4.1 5.1.6.5 5.1.6.5
4.1.1 4.1.1 5.1.6.5.1 5.1.6.5.1
4.1.2 4.1.2 5.1.6.5.2 5.1.6.5.2
4.1.2.1 4.1.2.1 5.1.6.5.3 5.1.6.5.3
4.1.2.2 4.1.2.2 5.1.7 5.1.7
4.2 4.2 5.1.8 5.1.8
4.2.1 4.2.1 5.1.8.1 5.1.8.1
4.2.2 4.2.2 5.1.8.1.1 5.1.8.1.1
4.3 4.3 5.1.8.1.2 5.1.8.1.2
4.3.1 4.3.1 5.1.8.1.3 5.1.8.1.3
4.3.2 4.3.2 5.1.8.1.3.1 5.1.8.1.3.1
4.3.2.1 4.3.2.1 5.1.8.1.4 5.1.8.1.4
5.0 5.0 5.1.8.2 5.1.8.2
5.1 5.1 5.1.8.2.1 5.1.8.2.1
5.1.1 5.1.1 5.2 5.2
5.1.2 5.1.2 5.2.1,#1 5.2.1, #1
5.1.2.1 5.1.2.1 5.2.1, #2 5.2.1, #2
5.1.2.1.1 5.1.2.1.1 5.2.1, #3 5.2.1, #3
5.1.2.1.2 5.1.2.1.2 5.2.1, #4 5.2.1, #4
5.1.3 5.1.3 5.2.1, #5 5.2.1, #5
5.1.3.1 5.1.3.1 5.2.1, #6 5.2.1, #6
5.1.3.2 5.1.3.2 5.2.1, #7 5.2.1, #7
5.1.4 5.1.4 5.2.2 5.2.2
5.1.5 5.1.5 5.2.3 5.2.3
5.1.5.1 5.1.5.1 5.2.4 5.2.4
5.1.5.2 5.1.5.2 5.3 5.3
5.1.5.2.1 5.1.5.2.1 5.3.1 5.3.1
5.1.5.2.2 5.1.5.2.2 5.3.2 5.3.2
5.1.5.3 5.1.5.3 5.3.2.1 5.3.2.1
5.1.6 5.1.6 5.3.3 5.3.3
5.1.6.1 5.1.6.1 5.3.3.1 5.3.3.1
5.1.6.2 5.1.6.2 5.3.3.2 5.3.3.2
5.1.6.3 5.1.6.3 5.3.4 5.3.4
5.1.6.3.1, #1 5.1.6.3.1, #1 5.3.4.1 5.3.4.1
5.1.6.3.1, #2 5.1.6.3.1, #2 5.4 5.4
5.1.6.3.1, #3 5.1.6.3.1, #3 5.4.1 5.4.1
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3211d 31st 3211d 31st

5.4.1.1 5.4.1.1 5.6.3.1 5.6.3.1
5.4.1.2 5.4.1.2 5.6.3.1.1 5.6.3.1.1
5.4.1.3 5.4.1.3 5.6.3.2 5.6.3.2
5.4.2 5.4.2 5.6.3.3 5.6.3.3
5.4.2.1 5.4.2.1 5.6.4 5.6.4
5.4.3 5.4.3 5.6.5 5.6.5
5.4.3.1 5.4.3 5.6.5.1 5.6.5.1
5.4.3.2 5.4.3.1 5.6.6 5.6.6
5.4.3.3 5.4.3.3 5.6.6.1 5.6.6.1
5.4.4 5.4.4 5.6.6.2 5.6.6.2
5.4.4.1 5.4.4.1 5.6.6.2.1 5.6.6.2.1
5.4.4.2 5.4.4.2 5,6.7 5.6.7
5.4.4.3 5.4.4.3 5.6.7.1 5.6.7.1
5.4.4.4 5.4.4.4 5.7 5.7
5.4.4.5 5.4.4.5 5.7.1 5.7.1
5.5 5.5 5.7.2 5.7.2
5.5.1 5.5.1 5.7.2.1 5.7.2.1
5.5.2 5.5.2 5.7.2.1.1 5.7.2.1.1
5.5.2.1 5.5.2.1 5.7.2.1.2 5.7.2.1.2
5.5.2.2 5.5.2.2 5.7.3 5.7.3
5.5.2.2.1 5.5.2.2.1 5.7.3.1 5.7.3.1
5.5.2.3 5.5.2.3 5.7.3.2 5.7.3.2
5.5.2.4 5.5.2.4 5.7.3.2.1 5.7.3.2.1
5.5.3 5.5.3 5.7.3.3 5.7.3.3
5.5.3.1 5.5.3.1 5.7.4 5.7.4
5.5.3.2 5.5.3.2 5.7.4.1 New
5.5.3.3 5.5.3.3 5.7.4.2 5.7.4.1
5.5.3.4 5.5.3.4 5.7.4.2.1 5.7.4.1.1
5.5.3.4.1 5.5.3.4.1 5.7.4.3 5.7.4.2
5.5.3.4.2 5.5.3.4.2 5.7.4.3.1 5.7.4.2.1
5.5.3.4.3 5.5.3.4.3 5.7.4.4 5.7.4.3
5.5.3.5 5.5.3.5 5.7.4.5 5.7.4.4
5.5.3.5.1 5.5.3.5.1 5.7.4.6 5.7.4.5
5.5.3.5.2 5.5.3.5.2 5.7.4.7 5.7.4.6
5.5.4 5.5.4 5.7.4.8 5.7.4.7
5.6 5.6 5.7.4.9 5.7.4.8
5.6.1 5.6.1 5.7.4.9.1 5.7.4.8.1
5.6.2 5.6.2 5.7.4.10 5.7.4.9
5.6.2.1 5.6.2.1 5.7.4.10.1 5.7.4.9.1
5.6.3 5.6.3 5.7.4.11 5.7.4.10
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Crosswalk

32nd 31st 32nd

5.7.4.11.1 5.7.4.10.1 5.9.4 5.9.4
5.7.4.12 5.7.4.11 5.9.5 5.9.5
5.7.4.12.1 5.7.4.11.1 5.9.5.1 5.9.5.1
5.7.4.13 5.7.4.12 5.9.5.2 5.9.5.2
5.7.4.14 5.7.4.13 5.10 5.10
5.7.4.15 5.7.4.14 5.11 5.11
5.7.4.16 New 5.11.1 5.11.1
5.7.4.17 5.7.4.15 5.11.1.1 5.11.1.1
5.7.4.18 5.7.4.16 5.11.2 5.11.2
5.7.4.19 5.7.4.17 5.11.2.1 5.11.2.1
5.7.4.20 5.7.4.18 5.11.2.2 5.11.2.2
5.7.4.21 5.7.4.19 5.11.2.3 5.11.2.3
5.7.4.22 5.7.4.20 5.11.2.4 5.11.2.4
5.7.4.23 5.7.4.21 5.11.3 5.11.3
5.7.4.24 5.7.4.22 5.11.4 5.11.4
5.7.4.25 5.7.4.23 5.12 5.12
5.7.4.26 New 5.12.1 5.12.1
5.7.4.27 5.7.4.24 5.13 5.13
5.8 5.8 5.14 5.14
5.8.1 5.8.1 5.14.1 5.14.1
5.8.2 5.8.2 5.14.2 5.14.2
5.8.3 5.8.3 5.14.3 5.14.3
5.8.3.1 5.8.3.1 5.14.3.1 5.14.3.1
5.8.3.2 5.8.3.2 5.14.3.2 5.14.3.2
5.8.3.3 5.8.3.3 5.14.3.3 5.14.3.3
5.8.4 5.8.4 5.14.3.4 5.14.3.4
5.8.5 5.8.5 5.14.4 5.14.4
5.8.5.1 New 5.14.5, #1 5.14.5,#2
5.8.5.2 New 5.14.5, #2 5.14.5, #1
5.8.5.3 5.8.5.1 5.14.5, #3 5.14.5, #3
5.8.5.4 5.8.5.2 5.14.6 5.14.6
5.8.6 5.8.6 5.15 5.15
5.8.6.1 New 5.15.1 5.15.1
5.8.6.2 New 5.15.2 5.15.2
5.8.6.3 5.8.6.1 5.15.2.1 5.15.2.1
5.8.7 5.8.7 5.15.3 5.15.3
5.9 5.9 5.15.4 5.15.4
5.9.1 5.9.1 5.15.5 5.15.5
5.9.2 5.9.2 5.16 5.16
5.9.3 5.9.3 5.16.1 5.16.1
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Crosswalk

31st 3211d 31st

5.16.1.1 5.16.1.1 5.23, #5 5.23, #5
5.16.2 5.16.2 5.23, #6 5.23, #6
5.16.2.1 5.16.2.1 5.23, #7 New
5.16.2.1.1 New 5.24 5.24
5.16.2.2 5.16.2.2 5.25 5.25
5.16.2.3 5.16.2.3 5.26 5.26
5.16.2.4 5.16.2.4 5.27 5.27
5.17 5.17 5.27.1 5.27.1
5.17.1 5.17.1 5.27:1.1 5.27.1.1
5.17.1.1 5.17.1.1 5.27.2 5.27.2
5.17.1.2 5.17.1.2 5.27.3 5.27.3
5.17.1.2.1 5.17.1.2.1 5.27.4 5.27.4
5.17.1.3 5.17.1.3 5.27.5 5.27.5
5.17.2 5.17.2 5.27.5.1 5.27.5.1
5.17.2.1 5.17.2.1 5.28 5.28
5.17.2.2 5.17.2.2 5.28.1 5.28.1
5.18 5.18 5.28.1.1 5.28.1.1
5.19 5.19 5.28.2 5.28.2
5.19.1 5.19.1 5.28.3 5.28.3
5.19.2 5.19.2 5.28.4 5.28.4
5.19.3 New 5.28.5 5.28.5
5.19.4 5.19.3 5.28.6 5.28.6
5.19.4.1 5.19.3.1 5.28.7 5.28.7
5.19.4.2 5.19.3.2 5.28.8 5.28.8
5.19.4.2.1 5.19.3.2.1 5.28.9 5.28.9
5.19.4.2.2 5.19.3.2.2 5.28.10 5.28.10
5.19.4.2.3 5.19.3.2.3 5.29 5.29
5.19.5 5.19.4 5.29.1 5.29.1
5.19.6 5.19.5 5.29.2 5.29.2
5.19.7,#1 5.19.6 5.29.3 5.29.3

#2 New 5.30 5.30
5.19.8 5.19.7 530.1 5.30.1
5.20 5.20 5.30.2 5.30.2
5.21 5.21 5.30.3 5.30.3
5.22 5.22 5.30.4 5.30.4
5.22.1 5.22.1 5.1.6A 5.1.6A
5.23, #1 5.23, #1 S.1.8A 5.1.8A
5.23, #2 5.23, #2 S.4.1A 5.4.1A
5.23, #3 5.23, #3 6.0 6.0
5.23, #4 5.23, #4 6.1 6.1
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32f1d 31st st

6.1.1 6.1.1 7.3 7.3
6.1.2 6.1.2 7.3.1 7.3.1
6.1.3 6.1.3 7.4 7.4
6.1.4 6.1.4 7.5 7.5
6.1.5 6.1.5 7.5.1 7.5.1
6.1.6 6.1.6 7.5.1.1 7.5.1.1
6.1.7 6.1.7 7.5.1.2, #1 7.5.1.2, #1
6.2 6.2 7.5.1.2, #2 7.5.1.2, #2
6.2.1 6.2.1 7.5.1.2, #33 7.5.1.2, #2
6.2.1.1 6.2.1.1 7.5.1.2, #3b 7.5.1.2, #3
6.2.1.2 6.2.1.2 7.5.1.2, #3c 7.5.1.2,#4
6.2.2 6.2.2 7.5.2 7.5.2
6.2.3 6.2.3 7.5.2.1 7.5.2.1
6.2.4 6.2.4 7.5.2.2 7.5.2.2
6.2.4.1 6.2.4.1 7.5.2.3 7.5.2.3
6.2.5 6.2.5 7.5.2.4 7.5.2.4
6.2.5.1 6.2.5.1 7.5.3 7.5.3
6.2.6 6.2.6 7.5.4 7.5.4
6.2.6.1 6.2.6.1 7.5.4.1 7.5.4.1
6.2.6.2 6.2.6.2 7.5.4.1.1 7.5.4.1.1
6.2.6.3 6.2.6.3 7.5.4.1.2 7.5.4.1.2
6.2.7 6.2.7 7.5.4.2 7.5.4.2
6.2.7.1 6.2.7.1 7.5.5 7.5.5
6.2.7.1.1 6.2.7.1.1 7.5.5.1 7.5.5.1
6.2.7.1.2 6.2.7.1.2 7.5.5.2 7.5.5.2
6.2.8 6.2.8 7.5.5.2.1 7.5.5.2.1
6.2.9 6.2.9 7.5.5.2.2 7.5.5.2.2
6.2A 6.2A 7.6 7.6
6.2B 6.2B 8.0 8.0
6.2C 6.2C 8.1 8.1
6.20 6.20 8.1.1 8.1.1
6.2E 6.2E 8.1.2 8.1.2
7.0 7.0 8.2,#1 8.2,#1
7.1 7.1 8.2,#2 8.2,#2
7.1.1 7.1.1 8.2,#3 8.2, #3
7.1.2 7.1.2 8.2,#4 8.2, #4
7.1.3 7.1.3 8.2,#5 8.2,#5
7.1.4 7.1.4 8.2,#6 8.2, #6
7.1.4.1 7.1.4.1 8.2,#7 8.2, #7
7.2 7.2 8.2,#8 8.2,#8
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Crosswalk.

32nd st

8.2, #9 8.2,#9 9.2.3 9.2.3
8.2, #10 8.2, #1 0 10.0 "10.0
8.2, #11 8.2, #11 10.1 10.1
8.3 8.3 10.1.1 New
9.0 9.0 10.1.1.1 New
9.1 9.1 10.1.1.1.1 New
9.2 9.2 10.2 10.2
9.2.1 9.2.1 10.3 10.3
9.2.2 9.2.2
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Allogeneic donor(s)
detection of unexpected antibodies to
red cell antigens with, 33

pretransfusion testing with, 4.0-~1
prevention of diseasetransmission
with, 34-35

qualification of, 18-19, 65-71
Alternate system, 8
Antibody(ies)

clinically significant, 40-42
to red cell antigens, detection of
unexpected, 33

Antibody screen, 42-43
Anticoagulant solution, ratio of blood to,
24

Antigen-antibody reactions, 94
Antihemophilic factor (AHF)

cryoprecipitated
preparation of, 31
storage, transportation, and
expiration of, 60

cryoprecipitated (after thawing),
storage, transportation, and
expiration of, 61

pooled cryoprecipitated (after .
thawing), storage, transportation,
and expiration of, 61

pooled cryoprecipitated (pooled
before freezing), storage,
transportation, and expiration of, 61

Apheresis, therapeutic, 25
Apheresis collection

additional requirements for, 25
multiple concurrent, 23

Apheresis donor(s)
qualification requirements for, 21-23
2-unit Red Blood Cell, 23

ABO group
of donor blood

serologic confirmation of, 39
testing for, 34, 35

for neonates, 43, 44
pretransfusion testing of patient blood
for, 39

selection of compatible, 41-42
with urgent requirement for blood and
blood components, 48

ABO incompatibility detection, 42-43
Administration of blood and blood
components, 48-50

Adverse events
classification of, 92
investigation and follow-up of, 6
monitoring for, 49
related to donation, 92
related to tissue or derivatives, 96
related to transfusion, 92-95

delayed (antigen-antibody)
reactions as, 94

laboratory evaluation and reporting
of,93-94

look-back for, 95
recognition and response to, 92-
93

transmissible diseasesas, 94-95
written instructions on, 50

Age in allogeneic donor qualification, 65
Agreement(s), 9
AHF. SeeAntihemophilic factor (AHF)
Alarm systems, 7

A

Page references in italics refer to tables
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Calibration of equipment, 6
Centers for Medicare and Medicaid
Services (CMS) certification, 9

Changers), to records, 74
Change control, 11
Chemical safety. 100
Circulatory overload. transfusion-
associated. 45

Clinically significant antibody. 40-42
Closed system, 24, 30, 31
CMV (cytomegalovirus), 44
Collection facility

investigation of transmissible diseases
by, 95

look-back for, 95
Collection of components, 16-38

additional apheresls donor
qualification requirements in,
21-23

blood collection process in, 24-25
care of donors in, 18
donor qualification in, 18-20, 65-71
final inspection in, 38
final labeling in, 37
information, consents, and
notifications in, 16-17

preparation and processing of
components in, 26-33

testing of donor blood in, 33-36
Communication of concerns, 2-3

c

Babesia
in allogeneic donor qualification, 68
testing for

in allogeneic donations, 34-35
in autologous donations, 35-36

Backup, 74
Bacterial contamination, 12-13
Biological safety, 100
Blood bank, 101
Blood collection, 24-25
Blood components

administration of, 48-50
defined, 101
discarding of, 100
handling, storage, and transportation
of, 15-16, 56-64

identification of, 14-15
inspection of, 15
issue of, 46-47
labeling of, 13-14, 52-55
receipt of, in allogeneic donor
qualification, 66

reissue of, 47
requests for, 38
selection of compatible, 41-42
urgent requirement for, 47-48

B

Apheresls-derlved red components,
storage, transportation, and expiration
of,56-57

Aseptic methods, 12-13
Assessments, 97-98
Autologous donations, labeling
requirements for, 53

Autologous donor(s)
pretransfusion testing with, 40
prevention of diseasetransmission
with,35-36

qualification of, 20

Blood compatibility, 41-42
with urgent requirement for blood
blood components, 48

Blood pressure in allogeneic donor
qualification, 65

Blood samples
identification of, 38-39
retention of, 39

Index
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91
Discarding of components,
and derivatives, 100

Discrepancy resolution, 47
Diseasetransmission prevention

with allogeneic donors, 34-35
with autologous donors, 35-36

Disposition of units from prior
collections, 36

Document(s), 72
master list of, 72
retention of, 83-86

Documentation, 50
Donation, adverse events related to, 92
Donation interval in allogeneic donor
qualification, 65

Donor(s)
care of, 18
identification of, 14
protection of, 19-20
qualification of, 18-23,65-71

Donor blood, serologic confirmation of
ABO/Rh,39

Donor blood testing, 33-36
for ABO group, 33
to prevent diseasetransmission by
allogeneic donations, 34-35

to prevent diseasetransmission by
autologous donations, 35-36

and quarantine and disposition of
units from prior collections, 36

for red cell antigens other than ABO
and RhD, 34

for Rhtype, 33
for unexpected antibodies to red cell
antigens for allogeneic donors, 33

Donor consent, 17
Donor education, 16-17
Donor notification of abnormal findings
and test results, 16-17

Donor records, retention of, 75-78
Donor selection for apheresls, 21

Databases,7-8
Dedicated donors

labeling requirements for, 53-54
testing to prevent disease
transmission from, 35

Deferral, 65-70
Derivative(s)

adverse events related to, 96
discarding of, 100
inspection of, 15
issue of, 47
labeling of, 13-14, 52-55
medical record documentation for, 50
preparation of, 46
reissue of, 47
requests for, 38
retention of records for, 89-90
storage, transportation, and expiration
of, 15-16, 64

Destruction of records, 74

D

Compatibility testing, 41-42, 101
with urgent requirement for blood and
blood components, 48

Competence, 4
Competent authority, 9, 10, 12
Compliance, 8, 97
Conformance, 13
Consent

donor, 16-17
recipient, 49

Contamination, protection against, 24
Copies of records, 73
Corrective action, 99
Crossmatch,41-43
Customer focus, 3
Customer issues, 9-10
Cytapheresis donations, automated,
22-23

Cytomegalovirus (CMV), 44
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Identification
of blood, blood components, tissues,
and derivatives, 13-15, 52-55

donor, 14
of equipment,S
of patient samples, 38-39

Handling of blood, blood components,
tissues, and derivatives, 15-16, 56-64

Hardware, 7-8
HBV (hepatitis B virus) in allogeneic
donor qualification, 37, 67-68

Health history in allogeneic donor
qualification, 66

Hematocrit in allogeneic donor
qualification, 65

Hemoglobin in allogeneic donor
qualification, 65

Hemoglobin S, 45
Hepatitis B virus (HBV) in allogeneic
donor qualification, 35, 67-68

Human immunodeficiency virus (HIV) in
allogeneic donor qualification, 68

Human resources, 4
Human T-Iymphotropic virus (HTLV) in
allogeneic donor qualification, 68

H

Gonorrhea in allogeneic donor
qualification, 69

G

f
Facility(ies), "100
Facility records, 73
Failures, investigation and follow-up of, 6
Fatality reporting, 92
Final inspection, 38,46
Fresh frozen plasma (FFP)

preparation of, 29-30
storage transportation, and expiration
of,61

Electronic records, 74
Emergency preparedness, 2
Environment, safe, 100
Equipment, 5-8

alarm systems as, 7
calibration of, 6
information systems as, 7-8
investigation and follow-up of
malfunctions, failures, or adverse
events due to, 6

monitoring and maintenance of, 6
qualification of,S
selection of,S
storage devices as, 7
unique identification of,S
use of,S
warming devices as, 7

Executivemanagement, 1
Expiration, 56-64
External assessments, 97-98

E

Drug(s), addition of, 50
Drug therapy in allogeneic donor
qualification, 66

Graft-vs-host disease, prevention of
transfusion-associated, 44-45

Granulocyte components
administration of, 50
apheresls

preparation of, 33
selection of compatible, 42
storage, transportation, and
expiration of, 60

apheresis irradiated, storage,
transportation, and expiration of, 60
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Open system, 26
Operational continuity, 2
Operational qualification of equipment, 5
Organization, 1-3

communication of concerns in, 2-3
customer focus in, 3
emergency preparedness in, 2
executive management in, 1
operational continuity in, 2
policies, processes, and procedures
in,2

quality system in, 1-2

o

Near-miss event, 97, 99
Neonates, 43-44
Nonconformances, 91-92
Notification, donor, of abnormal findings
and test results, 16-1 7

N

M

Malaria in allogeneic donor qualification,
69-70

Malfunctions, investigation and follow-up
of,6

Management reviews, 2
Massivetransfusion, 45
Master list of documents, 72
Materials, 12

Medical director, qualifications and
responsibilities of, 1

Medical history in allogeneic donor
qualification, 66

Medical record documentation, 50
Microbial contamination, 12-13
Monitoring of equipment, 6

L
Labeling

of blood components, tissues, and
derivatives, 13-14, 37,52-55

of patient samples, 38-39
Laboratory tests, samples for, 24
Leukapheresis collection, 25
Leukocyte reduction, 26
Leukocyte-reduced components,
selection of, 44

Immunizations in allogeneic donor
qualification, 67

Incarceration in allogeneic donor
qualification, 69

Incoming receipt, 10
Indefinite deferral, 65-71
Information

for collection and production of
components, 16-17

postdonation, 18
Information systems, 7-8
Inspection

of blood, blood components, tissues,
and derivatives, 15

final, 38, 46
of incoming products, 10

Installation qualification of equipment, 5
Intermediate facility, 15
Internal assessments, 97-98
Intrauterine transfusion, special
considerations for, 44

Inventory management, 15-16
Irradiation, 27
ISBT128,13,15
Issue

of blood and blood components, 46-
47

of tissue and derivatives, 47
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Parental permission, 17
Pathogen reduction, 12, 35, 36, 45
Patient blood, pretransfusion testing of,
39-40

Patient records, retention of, 79-82
Patient samples

identification of, 38-39
retention of, 39

Performance qualification of equipment, 5
Permanent deferral, 65-70
Personnel records, 4
Phlebotomy, therapeutic, 25
Plasma

cryopreclpltate reduced
preparation of, 31
storage, transportation, and
expiration of, 63

cryoprecipitate reduced (after
thawing), storage, transportation,
and expiration of, 63

fresh frozen
preparation of, 29-30
storage, transportation, and
expiration of, 61

frozen within 24 hours after
phlebotomy (PF24)
preparation of, 30
storage, transportation, and
expiration of, 62

frozen within 24 hours after
phlebotomy held at room
temperature up to 24 hours after
phlebotomy (PF24RT24)
preparation of, 30
storage, transportation, and
expiration of, 62

liquid
preparation of, 30
storage, transportation, and
expiration of, 63

p pathogen-reduced
preparation of, 31
storage, transportation, and
expiration of, 63

recovered (liquid or frozen)
preparation of, 31
storage, transportation, and
expiration of, 63

thawed
preparation of, 30
storage, transportation, and
expiration of, 63

thawed cryoprecipitate reduced
preparation of, 31
storage, transportation, and
expiration of, 63

Plasmacomponents, storage,
transportation, and expiration of, 60-63

Plasmapheresis donation, automated, 21
Plasmapheresis program, infrequent vs
frequent, 21

Platelet(s)
apheresis

platelet additive solution added,
leukocytes reduced
preparation of, 32
storage, transportation, and
expiration of, 60

preparation 32
storage, transportation, and
expiration of, 59

apheresis leukocytes reduced
preparation of, 32
storage, transportation, and
expiration of, 59

apheresls pathogen reduced, storage,
transportation, and expiration of, 60

cold stored, storage, transportation,
and expiration of, 58

irradiated, storage, transportation, and
expiration of, 58

leukocytes reduced
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cryoprecipitated AHF as, 31
deglycerolized red blood cells as,
28

fresh frozen plasma as, 29-30
frozen red blood cells as, 28
liquid plasma as, 30
pathogen-reduced plasma as, 31
pathogen-reduced platelets as, 33
plasma cryoprecipitate reduced as,
31

plasmafrozen within 24 hours after
phlebotomy as, 30

plasmafrozen within 24 hours after
phlebotomy held at room
temperature up to 24 hours after
phlebotomy as, 30

platelets as, 31
platelets leukocytes reduced as,
31-32

pooled platelets leukocytes
reduced as, 32

recovered plasma as, 31
red blood cells as, 28
red blood cells leukocytes reduced
as, 28-29

red blood cells low volume as, 29
rejuvenated red blood cells as, 28
thawed plasma as, 30
thawed plasma cryoprecipitate
reduced as, 31

washed red blood cells as, 28
whole blood leukocytes reduced
as,27

weld in, 26
Preservative solution, ratio of blood to,
24

Pretransfusion testing of patient blood,
39-40

Preventive action, 99
Procedures, 2
Process(es), 2

preparation of, 31-32
storage, transportation, and
expiration of, 58

pathogen-reduced, preparation of, 33
pooled, storage, transportation, and
expiration of, 59

pooled leukocytes reduced
preparation of, 32
storage, transportation, and
expiration of, 59

preparation of, 31
selection of, 44
specially selected, 45
storage, transportation, and expiration
of,58

Plateletpheresis donors, 22-23
Policy(ies), 2
Pooling, 27
Postdonation information, 18
Postphlebotomy instructions, 18
Pregnancy

in allogeneic donor qualification, 66
Rh immune globulin for, 51

Preparation and processing of
components, 26-33
methods for, 26-27

irradiation as, 27
leukocyte reduction as, 26
pooling as, 27

seal in, 26
specific, 27-33

apheresis granulocytes as, 33
apheresis platelets as, 32
apheresis platelets leukocytes
reduced as, 32

apherests platelets platelet additive
solution added leukocytes
reduced as, 32

apheresis red blood cells as, 29
apheresis red blood cells
leukocytes reduced as, 29

Index
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Process control, 11-71
for collection and production of
components, 16-38
additional apheresis donor
qualification requirements in, 21-
23

blood collection in, 24-25
care of donors in, 18
donor qualification in, 18-20, 65-
71

final inspection in, 38
final labeling in, 37
information, consents, and
notifications in, 16-17

preparation and processing of
components in, 26-33

testing of donor blood in, 33-36
general elements of, 11-16

change control as, 11
handling, storage and
transportation as, 15-16, 56-64

identification and traceability as,
13-15, 52-55

inspection as, 15
proficiency testing program as, 11
quality control as, 12
sterility as, 12-13
use of materials as, 12

for transfusion-service-related
activities, 38-51
administration of blood and blood
components in, 48-50

crossrnatch in, 42-43
discrepancy resolution in, 47
final inspection before issue in, 46
issue of blood and blood
components in, 46-47

issueof tissue and derivativesin, 47
medical record documentation in,
50

preparation of derivatives in, 46
preparation of tissue in, 46

pretransfuslon testing of patient
blood in, 39-41

reissue of blood, blood
components, tissue, and
derivatives in, 47

Rh immune globulin in, 51
samples and requests in, 38-39
selection of blood and blood
components in special
circumstances in, 44-45

selection of compatible blood and
blood components for
transfusion in, 41-42

serologic confirmation of donor
blood ABO/Rh (including
autologous units) in, 39

serologic confirmation of donor
blood red cell antigens other than
ABO/Rh in, 39

special considerations for
intrauterine transfusion in, 44

special considerations for neonates
in, 43-44

urgent requirement for blood and
blood components in, 47-48

Process improvement through corrective
and preventive action, 99

Processing of components. SeePrepara­
tion and processing of components

Production of components, 16-38
additional apheresis donor
qualification requirements in, 21-23

blood collection in, 24-25
care of donors in, 18
donor qualification in, 18-20, 65-71
final inspection in, 38
final labeling in, 37
information, consents, and
notifications in, 16-17

preparation and processing of
components in, 26-33

testing of donor blood in, 33-36

Index
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Recovered
for, 54

RedBlood Cells
apheresis, preparation of, 29
apheresis leukocytes reduced,
preparation of, 29

deglycerolized
preparation of, 28
storage, transportation, and
expiration of, 56

deglycerolized rejuvenated, storage,
transportation, and expiration of, 57

frozen
preparation of, 28
storage, transportation, and
expiration of, 57

frozen rejuvenated, storage,
transportation, and expiration of, 57

irradiated, storage, transportation, and
expiration of, 57

leukocytes reduced
preparation of, 28-29
storage, transportation, and
expiration of, 57

low volume, preparation of, 29
preparation of, 28-29
rejuvenated

preparation of, 28
storage, transportation, and
expiration of, 57

storage, transportation, and expiration
of,56

washed
preparation of, 28
selection of, 44

RedBlood Cell (RBC)collection, 2-unit, 23
Red Blood Cell (RBC)components,
handling, storage, and transportation
of, 56-57

Redcell antigens
detection of unexpected antibodies to,
33

Radiationsafety, 100
RBCs.See RedBlood Cells
Reagent,7, 10,12,15,35,39
Recipient(s)

blood container identification for, 46
consent of, 49
protection of, 19

Record(s), 72-74,75-90
changes to, 74
comparison with previous, 41
copies of, 73
destruction of, 74
electronic, 74
facility, 73
information systems, 8
retention of, 75-90

derivative, 89-90
donor/unit, 75-78
other, 83-86
patient, 79-82
tissue, 87-88

storage of, 74

R

Qualification
of donors, 18-23, 65-71
of equipment,S
of personnel, 4
of supplier, 9

Quality
concerns about, 2-3
control, 12, 105
indicator data, 98

monitoring, 98
representative, 2
system, 1-2

Quarantine, 36

Q

Proficiency testing, 11
Pulse in allogeneic donor qualification, 65
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TACO (transfusion-associated circulatory
overload),45

Temperature
in allogeneic donor qualification, 65
during transport from collection site to
processing site, 24-25

Temporary deferral, 65-71
Testing

of incoming products, 10
requests for, 38

Therapeutic apheresls, 25
Therapeutic phlebotomy, 25
Tissue(s)

adverse events related to, 96
discarding of, 100

T

Safe environment, 100
Safety, i 00

biological, chemical, and radiation, 100
concerns about, 2-3
in discarding blood, components,
tissue, and derivatives, 100

environmental, 100
Samples

identification of, 38-39

s

of donor blood, serologic
confirmation of, 39

for neonates, 43-44
other than ABO and RhD, 34
pretransfusion testing of patient blood
for, 40

selection of compatible, 41-42
Reissue of blood, blood components,
tissue, and derivatives, 47

Reporting of transmissible diseases,94-95
Requests for blood, blood components,
tests, tissue, and derivatives, 38

Resources, 4
Retention

of blood samples, 39
of records, 75-90

derivative, 89-90
donor/unit, 75-78
other, 83-86
patient, 79-82
tissue, 87-88

Rh Immune Globulin, 51
Rh type

of donor blood
serologic confirmation of, 39
testing for, 33

for neonates, 43
pretransfusion testing of patient blood
for, 39-40

selection of compatible, 41-42

for laboratory tests, 24
retention of, 39

Seal,26
Serologic crossrnatch, 42-43
Software, 7-8
Solutions, addition of, 50
Special circumstances, selection of blood
and blood components in, 44-45

Special transfusion requirements, 4 'l, 44,
47,49

Specified requirements, 8-10, 12, 91
Sterility, 12-13
Storage

of blood, blood components, tissues,
and derivatives, i 5-16, 56-64

of records, 74
Storage devices, 7
Suppliers, 9-10

agreements with, 9
incoming receipt, inspection, and
testing of materials from, 10

qualification of, 9
Syphilis in allogeneic donor qualification,
69
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issue of tissue derivatives as, 47
medical record documentation as, 50
preparation of derivatives as, 46
preparation of tissue as, 46
pretransfusion testing of patient blood
as, 39-41

reissue of blood, blood components,
tissue, and derivatives as, 47

Rh Immune Globulin as, 51
samples and requests as, 38-39
selection of blood and blood
components in special
circumstances as, 44-45

selection of compatible blood and
blood components for transfusion
as, 41-42

serologic confirmation of donor blood
ABO/Rh (including autologous units)
as, 39

serologic confirmation of donor blood
red cell antigens other than ABO/Rh
as,39

special considerations for intrauterine
transfusion as, 44

special considerations for neonates
as, 43-44

urgent requirement for blood and
blood components as, 47-48

Transfusion-transmitted infections
in allogeneic donor qualification, 67-
70

Transmissible diseases, adverse events
related to, 94-95

Transportation of blood, blood
components
tissues, and derivatives, 16, 56-64

temperature during, 24-25
Travel in allogeneic donor qualification,
70

True positive, 13
Trypanosoma cruzi

in allogeneic donor qualification, 68

identification of, 14-15
inspection of, 15
issue of, 47
labeling of, 13-14, 52-55
medical record documentation for, 50
preparation of, 46
receipt of, in allogeneic donor
qualification, 66

reissue of, 47
requests for, 38
storage, transportation, and expiration
of, 15-16, 64

Tissue records, retention of, 87-88
Traceability, 13-15, 52-55
Training of personnel, 4
TRALI(transfusion-related acute lung
injury), 19

Transfusion reactions, 92-95
delayed (antigen-antibody), 94
laboratory evaluation and reporting of,
93-94

look-back for, 95
recognition and response to, 92-93

Transfusion services
look-back for, 95
reporting of transmissible diseasesby,
94

Transfusion-associated circulatory
overload (TACO), 45

Transfusion-associated graft-vs-host
disease, prevention of, 44-45

Transfusion-related acute lung injury
(TRALI),19

Transfusion-service-related activities, 38-
51
administration of blood and blood
components as, 48-50

crossmatch as, 42-43
discrepancy resolution as, 47
final inspection before issue as, 46
issue of blood and blood components
as, 46-47
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Xenotransplantation, 66
Zika virus

in allogeneic donor qualification, 69
testing for

in allogeneic donations, 35
in autologous donations, 36

X-I

Warming devices, 7
Weight in allogeneic donor qualification,
65

Weld,26

Vaccinations in allogeneic donor
qualification, 67

Validation, 7, 8, 11
Verification, 8, 11

v

U
Unit, 14-15
Unit records, retention of, 75-78
Urgent requirement for blood and blood
components, 47-48

Urticaria reaction, 93
User-defined tables, 8
Utilization review, 97

testing for
in allogeneic donations, 34
in autologous donations, 35

West virus
allogeneic donor, 34, 69
autologous donor, 35

Whole blood
irradiated, storage, transportation, and
expiration of, 56

leukocytes reduced
preparation of, 27
storage, transportation, and
expiration of, 56

Whole blood, storage, transportation,
and expiration of, 56

Whole blood volume collected in
allogeneic donor qualification, 65

Whole-blood-derived red cell
components, storage, transportation,
and expiration of, 56-57
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