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     January 31, 1994 
 
1.  Transmitted is a complete revision to Departmen t of Veterans Affairs, 
Veterans Health Administration Manual M-2, "Clinica l Programs," Part VI, 
"Pathology and Laboratory Medicine Service," Chapte r 5, "Immunohematology, 
Blood Transfusion and Transfusion Medicine," former ly entitled "Laboratory 
Service Responsibilities." 
 
2.  Principal changes are: 
 
 a.  Paragraph 5.01:  Establishes policy for operat ion of blood and blood 
component transfusions in VA medical centers. 
 
 b.  Paragraph 5.02:  Provides requirements for ins pection, accreditation, and 
legislation of blood banks. 
 
 c.  Paragraph 5.03:  Outlines the responsibilities  of the VA medical center 
Director, Pathology and Laboratory Medicine Service , Transfusion Officer, Chief 
of Pathology and Laboratory Medicine Service, Chief  Blood Bank, and supervisors 
 
 d.  Paragraph 5.04:  Defines general practices in blood banks. 
 
 e.  Paragraph 5.05:  Defines conditions for storag e of blood and blood 
products. 
 
 f.  Paragraph 5.06:  Defines requirements for oper ation of allogenic 
(homologous). 
 
 g.  Paragraph 5.07:  Defines requirements for auto logous blood transfusion 
programs. 
 
 h.  Paragraph 5.08:  Defines requirements for ther apeutic phlebotomy. 
 
 i.  Paragraph 5.09:  Outlines standard practices f or blood/component 
transfusions. 
 
 j.  Paragraph 5.10:  Provides requirements for eme rgency blood transfusons. 
 
 k.  Paragraph 5.11:  Provides requirements for spe cial blood transfusions. 
 
 l.  Paragraph 5.12:  Defines policy and procedures  for rectifying transfusion 
complications. 
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 m.  Paragraph 5.13:  Provides policy and procedure s for inventory control. 
 
 n.  Paragraph 5.14:  Defines policies for record k eeping, retention and 
retrieval. 
 
 0.  Paragraph 5.15:  Provides policy for acceptanc e of military blood program 
units. 
 
 p.  Paragraph 5.16:  Defines computer requirements  for blood transfusion 
services. 
 
 q.  Paragraph 5.17:  Provides current references f or blood transfusion 
services. 
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3.  Filing Instructions 
 
  Remove pages Insert pages 
 
  19 through 22i 5-i through 5-ii 
   5-1 through 5-37 
   5A-1 through 5B-1 
 
4.  RESCISSION/S:  M-2, Part VI, Chapter 5, dated A ugust 21, 1987, Change 73; 
and VHA Circulars:  10-63-097, 10-64-071, 10-85-181 , 10-87-012, 10-87-064, 10-
87-065, 10-89-104, and 10-90-026. 
 
 
 
 
   S/ by Dennis Smith 
   John T. Farrar, M.D. 
   Acting Under Secretary for Health 
 
 
Distribution:  RPC:  1276 is assigned 
FD 
 
Printing Date:  2/94 
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RESCISSIONS 
 
 The following material is rescinded: 
 
1.  Manuals 
 
 M-2, Part VI, Chapter 5, change 73, dated August 2 1, 1987 
 
 
2.  Circulars 
 
 10-63-097 
 10-64-071 
 10-85-181 
 10-87-012 
 10-87-064 
 10-87-065 
 10-89-104 
 10-90-026 
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CHAPTER 5.  IMMUNOHEMATOLOGY, BLOOD TRANSFUSION 
AND TRANSFUSION MEDICINE 

 
5.01  GENERAL POLICY 
 
 a.  The Department of Veterans Affairs (VA) shall provide suitable blood, 
blood components, fractions, and derivatives to mee t the transfusion needs of 
patients under treatment in VA medical centers.  Th e term "blood" used in this 
chapter will include blood, blood components and co agulation derivatives.  It 
will not include albumin or other derivatives. 
 
 b.  Essential blood bank services shall be availab le at all times. 
 
 c.  A current manual of procedures will be maintai ned in the blood bank and 
available to the laboratory staff at all times. 
 
 (1)  The Standard Operating Procedure (SOP) Manual  must be comprehensive, 
reflect the policies of the VA medical center, and must include written 
procedures for all procedures performed and all ser vices provides. 
 
 (2)  The procedures shall be in conformance with t he current edition of 
Standards for Blood Banks and Transfusion Services,  published by the American 
Association of Blood Banks (AABB) (see subpar. 5.17 a).  NOTE:  Helpful 
information may also be found in other AABB publica tions, including the current 
edition of the Accreditation Requirements Manual (s ee subpar. 5.17b) and the 
Technical Methods and Procedures (see subpar. 5.17c ).  These publications will 
be available at all VA medical centers. 
 
 (3)  The procedures shall also be in conformance w ith the National Committee 
for Clinical Laboratory Standards (NCCLS) format as  required by College of 
American Pathologist (CAP) (see subpars. 5.17d and e). 
 
 (4)  Copies of the current revision of M-2, Part V I, Chapters 2 and 5, and M-
2, Part I, Chapter 12, must be included for referen ce. 
 
 d.  Only blood from voluntary donors shall be util ized.  Blood and blood 
components shall be tested for all transfusion tran smitted disease markers as 
required by the Bureau of Biologics, Food and Drug Administration (FDA), 
Department of Health and Human Services (HHS) and r ecommended by AABB (see 
subpars. 5.17f and g).  NOTE:  Various methods for obtaining blood for 
transfusions are described in M-2, Part I, Chapter 12, Blood Transfusion 
Service - General Administration. 
 
 e.  A means shall be provided for patients to unde rgo autologous predeposit 
donation, as detailed in paragraph 5.07, whether at  the medical center or at a 
blood center supplying other blood components to th e medical center. 
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 f.  Although VA policy discourages segregating uni ts of blood or components 
(directed donations) for transfusions, the VA will ensure a means to provide 
such units, if requested, in accordance with M-2, P art I, Chapter 12. 
 
 g.  Transfusion practices and problems will be rev iewed regularly and 
documented in the minutes of the Transfusion Commit tee of the hospital.  The 
Clinical Executive Board (CEB) will oversee the fun ctions and will approve the 
minutes of the Transfusion Committee (see Chs. 1 an d 12.)  The Transfusion 
Committee will review monitors to
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track appropriateness of patient care in accordance  with the requirements of 
Joint Commission for the Accreditation of Healthcar e Organizations (JCAHO) (see 
subpar. 5.17 h). 
 
 h.  Use of the Blood Bank module software of the l aboratory package of the 
Decentralized Hospital Computer Program (DHCP), or comparable software, is 
mandated in order to: 
 
 (1)  Minimize the potential for errors, based on t he variety of control 
functions, and 
 
 (2)  Maximize the availability of management and q uality assurance 
information which is not easily retrievable via man ual means (see par. 5.16). 
 
5.02   INSPECTION AND ACCREDITATION 
 
 a.  The Director of each VA medical center is mand ated to ensure current 
accreditation of the blood bank with AABB.  VA medi cal centers are strongly 
encouraged to also apply for institutional membersh ip in AABB, a nationally 
recognized professional organization which is activ ely engaged in improving 
blood banking through educational and accreditation  programs.  The costs of 
accreditation and/or membership will be borne by th e medical center. 
 
 b.  The Director of each VA medical center is mand ated to register with FDA 
if the medical center is involved in drawing either  autologous, or allogeneic 
(homologous) donors, or in preparing blood componen ts. 
 
 c.  For additional details regarding other agencie s, see Chapter 2. 
 
5.03  RESPONSIBILITIES 
 
 a.  The Director, Pathology and Laboratory Medicin e Service, VA Central 
Office, will provide oversight responsibility for e nsuring current 
accreditation with CAP and JCAHO, in accordance wit h Chapter 2.  The 
performance of each blood bank will be reviewed reg ularly and will be based on 
AABB inspection deficiencies, CAP inspection defici encies, CAP Quality 
Improvement (QI) survey deficiencies and FDA defici encies. 
 
 b.  The Director of each VA medical center will ap point a Transfusion 
Officer, not necessarily a pathologist (in accordan ce with M-2, Pt. I, Ch. 12), 
who will be responsible for the oversight of blood usage review for the VA 
medical center. 
 
 (1)  In large, more complex, affiliated VA medical  centers, the Transfusion 
Officer will be a physician with knowledge and expe rtise in blood banking, or 
hematology, to ensure acceptable transfusion practi ces in the hospital. 
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 (2)  In smaller, nonaffiliated VA medical centers or those in which there is 
no full-time Chief, Pathology and Laboratory Medici ne Service, the Transfusion 
Officer will be a physician with medical experience  in the transfusion of 
patients. 
 
 (3)  The Chief, Pathology and Laboratory Medicine Service, should not usually 
be appointed as Transfusion Officer since there mus t be objective peer review 
of blood usage. 
 
 c.  The Chief, Pathology and Laboratory Medicine S ervice, is responsible for 
appointing a Chief, Blood Bank Section, to oversee the collection of autologous 
and/or
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allogeneic (homologous) blood donors if the medical  center is involved in these 
activities as described in paragraphs 5.06 and 5.07 . 
 
 d.  The Chief, Pathology and Laboratory Medicine S ervice, or designated 
Chief, Blood Bank Section, is responsible for: 
 
 (1)  The clinical and administrative laboratory as pects of the medical 
center's blood transfusion policies and their imple mentation.  This person may 
also be responsible for the technical aspects of th e blood bank with 
appropriate functions delegated to those laboratory  personnel who are competent 
in blood bank procedures. 
 
 (2)  Appointing a Blood Bank Supervisor who will b e responsible for 
appropriate administrative and technical supervisio n of the daily functions of 
the Blood Bank/Transfusions Service (see Ch. 12). 
 
 (3)  Establishing and implementing guidelines to p romote the health and 
safety of the laboratory personnel through controll ed environment and 
appropriate policies and techniques in accordance w ith the Occupational Safety 
and Health Administration (OSHA) Bloodborne Pathoge n Standards (see subpar. 
5.17i). 
 
 e.  In larger facilities, the Chief, Pathology and  Laboratory Medicine 
Service, or Chief, Blood Bank Section, is responsib le for seeking consultation 
from a recognized authority in the field of blood b anking when complications 
arise in the treatment of patients what would merit  such a consultation.  In 
smaller facilities that do not have a full-time pat hologist, clinically related 
transfusion problems will be resolved by the design ated Transfusion Officer. 
 
 f.  The Blood Bank will work closely with the medi cal staff in endeavoring to 
provide appropriate blood components or clotting fa ctors to help meet patient 
care needs (see M-2, Pt. I, Ch. 12).  The Chief, Bl ood Bank Section, may have 
to operate as a consultant on component usage under  certain conditions or in 
planning patient therapy. 
 
5.04  GENERAL BLOOD BANK PRACTICES 
 
 a.  Quality Control 
 
 (1)  The Laboratory must define criteria for those  conditions that are 
essential for proper storage of reagents and specim ens, for accurate and 
reliable testing and for result reporting in accord ance with the current 
edition of AABB and CAP standards (subpars. 5.17 a and e) and the 21 Code of 
Federal Regulations (CFR), 606 (subpar. 5.17 j).  T hese criteria must be 
included in the SOP Manual of the Blood Bank. 
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 (2)  The laboratory must perform reagent quality c ontrol as required by the 
current edition of AABB Standards for Blood Banks a nd Transfusion Services.  
Refer to Chapter 2, for additional specific details . 
 
 (3)  The testing for ABO and D (Rho) typing, unexp ected antibody detection 
and identification and compatibility testing must b e performed in accordance 
with the manufacturers' direction and as applicable  with 21 CFR 606 and 640. 
 
 (4)  The laboratory must perform equipment quality  control as required by the 
current editions of both the AABB Inspection Report  Form and the AABB 
Accreditation Requirements Manual. 
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 (5)  Remedial actions taken to correct conditions that fail to meet the 
criteria specified in subparagraph 5.04 a(1) must b e documented and reviewed as 
required by the current AABB and CAP standards. 
 
 b.  Patient Identification 
 
 (1)  There will be positive verification of the id entity of the prospective 
recipient prior to securing the blood specimen to b e used for pretransfusion 
compatibility testing. 
 
 (a)  This will be carried out by checking the wris tband for name and Social 
Security Number (SSN) and, if the patient is consci ous, by asking the patient 
to give own name. 
 
 (b)  In the event that these procedures are not po ssible, a physician, nurse, 
or physician's assistant who has positive knowledge  of the patient's identity 
will make the verification. 
 
 (c)  The individual securing blood specimens will authenticate them by 
labeling the tube and by signing Standard Form (SF)  518, Blood or Blood 
Component Transfusion.  The tube will be identified  by an adhesive label 
bearing the: 
 
 1 .  Recipient's full name, 
 
 2 .  SSN, 
 
 3 .  Date, and 
 
 4 .  Identity of the individual drawing the blood. 
 
NOTE:  This information must be recorded on the lab el at the time of 
venipuncture to avoid confusion of specimens. 
 
 (d)  In accordance with the current edition of the  AABB Standards for Blood 
Banks and Transfusion Services and the Accreditatio n Requirements Manual 
(subpar. 5.17 b), there must be a mechanism to iden tify the individual who 
obtained the blood sample in order to establish acc ountability for correct 
patient identification. 
 
 (e)  Samples deemed unsuitable for testing, in acc ordance with the specimen 
rejection criteria detailed in the SOP, shall be re jected and testing shall not 
be performed until a new sample is received.  In no  case shall a specimen which 
was not labeled, improperly labeled, or is otherwis e unsuitable for testing, be 
used for pretransfusion testing. 
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 (2)  Prior to issue of any blood components for tr ansfusion, VA Form 10-2984, 
Caution Tag, properly completed and signed, will be  attached securely to each 
unit of blood.  A computer generated label may be u sed as an overlay. 
 
 (3)  Before starting a transfusion, two qualified persons will certify that 
the recipient is the person named on VA Form 10-298 4, which is attached to the 
blood container, and on SF 518 which accompanies th e unit.  This will be done 
by verifying the patient identification information  on the wristband against 
that on the SF 518 and VA Form 10-2984 (see M-2, Pt . I, Ch. 12). 
 
 c.  Pretransfusion Testing 
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 (1)  Patient specimens used in pretransfusion comp atibility testing shall 
comply with the age requirements of the AABB Standa rds for Blood Banks and 
Transfusion Services and the Accreditation Requirem ents Manual. 
 
 (2)  Routinely, pretransfusion compatibility testi ng will not be initiated 
until an order is received in the Blood Bank.  This  order may be in hard copy 
or by an electronic request, and need not be submit ted on the SF 518, if the SF 
518 is generated in the Blood Bank.  Verbal request s for blood will not 
constitute the proper authority, except as indicate d in subparagraph 
5.10b(2)(b). 
 
 (3)  Pretransfusion compatibility testing, includi ng ABO/Rh typing, antibody 
screening and crossmatching, will be performed in a ccordance with the current 
edition of the AABB Standards for Blood Banks and T ransfusion Services and the 
Accreditation Requirements Manual (see subpar. 5.07 f for specific details 
regarding autologous units).  If a clinical situati on exists which precludes 
completion of routine pretransfusion compatibility testing, the situation must 
be handled in accordance with subparagraph 5.10b. 
 
 (a)  Testing of both donor and recipient blood wil l be performed utilizing 
antisera and reagent red blood cells which are in d ate, and have been licensed 
by the FDA. 
 
 (b)  Appropriate confirmation testing of donor uni ts will be performed prior 
to issue of the unit for subsequent transfusion in accordance with the 
requirements of the current edition of the AABB Sta ndards for blood banks and 
Transfusion Services. 
 
 d.  Retention of Samples.  Samples used in pretran sfusion compatibility 
testing, including both the patient specimen and th e sample of each of 
transfused blood, shall be maintained in accordance  with the current editions 
of the AABB Standards for Blood Banks and Transfusi on Services and the 
Accreditation Requirements Manual. 
 
 e.  Competency Measurement.  Assessment of an empl oyee's ability to perform 
work adequately should be an ongoing practice in ac cordance with established VA 
policy found in MP-5, Part I, Chapter 430. 
 
 f.  Proficiency Testing.  Proficiency testing is t he assessment of the 
medical center's laboratory testing by an external agency through use of survey 
material.  Proficiency testing surveys for Blood Ba nks can be obtained from 
professional organizations (such as CAP, AABB, etc. ) approved by Pathology and 
Laboratory Medicine Service, VA Central Office. 
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 (1)  The submitted results for the medical center are evaluated with peer VA 
medical centers on a local basis, as well as on a n ationwide VA basis by 
Pathology and Laboratory Medicine Service, VA Centr al Office.  NOTE:  All 
proficiency testing failures will be evaluated by V A Central Office. 
 
 (2)  In accordance with the recommendations of the  current edition of the 
AABB Accreditation Requirements Manual, the testing  of proficiency samples 
should be rotated among the technical staff in orde r to get a representative 
assessment of the work being performed. 
 
 (3)  Refer to Chapter 2, for the specific details of proficiency testing 
requirements for immunohematology. 
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5.05  BLOOD AND BLOOD PRODUCTS STORAGE FACILITIES 
 
 a.  Blood and blood components must be stored unde r appropriate conditions as 
detailed in the current editions of the AABB Standa rds for Blood Banks and 
Transfusion Services and the Accreditation Requirem ents Manual.  This includes 
a recording thermometer and temperature alarm syste m which is regularly 
inspected, i.e., at least daily. 
 
 (1)  An audible alarm system must monitor proper b lood product storage 24 
hours per day, including refrigerators, freezers an d platelet incubators where 
components might be stored.  The alarm may need to be located remotely from the 
Blood Bank if the Blood Bank staffing patterns do n ot provide 24 hour coverage. 
 
 (2)  Inspections of the alarm system must be perfo rmed and documented as part 
of the ongoing equipment quality control. 
 
 (3)  The refrigerators and/or freezers used for bl ood component storage, as 
well as the alarms, will be connected to the facili ty's emergency power. 
 
 b.  Blood shall be stored ONLY in equipment which is designed to that purpose 
and which is continuously monitored.  A few subsidi ary refrigerators may be 
authorized, by the Chief, Pathology and Laboratory Medicine Service, or the 
Chief, Blood Bank Section, for use in areas outside  the blood bank section of 
the Laboratory Service, such as the operating suite , the emergency room and 
critical care units.  The temperature and appearanc e of these units will be 
monitored in the same manner as units within the Bl ood Bank. 
 
 c.  If blood is stored or maintained outside of a monitored refrigerator, the 
medical center must ensure and document that storag e conditions, including 
temperature, are appropriate to prevent deteriorati on of the blood product.  
Storage conditions for red blood cell products are not to exceed 6 degrees 
Centigrade and transport conditions must not exceed  10 degrees Centigrade.  
NOTE:  In some VA medical centers, transportation m ay need to include 
containers designed for this purpose if there is no t sufficient environmental 
temperature control.  If the temperature exceeds th e established limits, the 
unit shall not be used for transfusion. 
 
 d.  To detect abnormalities, each unit of blood sh ould be inspected at 
regular intervals and immediately prior to issue in  accordance with the current 
edition of the AABB Standards for Blood Banks and T ransfusion Services. 
 
 e.  Appropriate records must be maintained of the final disposition for each 
component, as detailed in paragraph 5.14.  If the u nit is not transfused, 
records must include information on the destruction  of the unit. 
 
5.06  OPERATION OF AN ALLOGENEIC (HOMOLOGOUS) BLOOD DONOR PROGRAM 
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NOTE:  For purposes of general policies and procedu res, "directed donors" drawn 
by the medical center will also be considered "allo geneic donors" (described 
under paragraph 5.11a). 
 
 a.  Policy 
 
 (1)  If blood is to be collected from allogeneic ( homologous) blood donor, 
all policies and procedures must meet the requireme nts of the FDA current good 
manufacturing
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procedures (CGMP) and the current edition of the AA BB Standards for Blood Banks 
and Transfusion Services manual, regardless of the number of donors to be 
collected on an annual basis. 
 
 (2)  Donor room activities will be performed by ap propriately trained, 
competent personnel who have demonstrated technical  competency in donor room 
procedures, and who are knowledgeable in the issues  associated with: 
 
 (a)  Transfusion transmitted diseases, and 
 
 (b)  Behaviors which are considered high risk for transmitting pathogens. 
 
 (3)  The Chief, Blood Bank Section, or designated alternate, must be on the 
premises during the collection of allogeneic (homol ogous) donors, except as 
detailed in the SOP Manual. 
 
 (4)  Prior to each donation, a sufficiently detail ed interview will be 
conducted with the prospective donor to determine w hether the individual meets 
current donor requirements, as detailed, and that t he donation will not be 
detrimental to the donor. 
 
 (a)  Guidelines for donor selection, including med ical history and physical 
examination, shall be in accordance with the curren t requirements of the AABB 
Standards for Blood Banks and Transfusion Services and the regulations of the 
Bureau of Biologics and Research.  References givin g guidance related to donor 
history questions include subparagraphs 5.17a, k, l , and m. 
 
 (b)  Adequate space must be provided for conductin g the donor interview.  
While visual privacy is recommended, verbal (audito ry) privacy is mandatory 
since it allows the donor and the interviewer to di scuss confidential medical 
history issues which could affect donor suitability . 
 
 (c)  The results of the donor history and physical  examination will be 
recorded on VA Form 10-2420, Blood Donor Registrati on, or preferably on a 
comparable DHCP generated form.  Local modification s to the form or to the 
software, are not authorized.  All requests for cha nge must be submitted 
through the Director, Pathology and Laboratory Medi cine Service, to Directives, 
Forms and Records Management (161B4), who will subm it the request to OMB 
(Office of Management and Budget) for approval to e nsure that the content is 
appropriate for use in the VA. 
 
 (d)  The questions regarding suitability of the pr ospective donor which are 
not addressed by the SOP shall be referred to the C hief, Blood Bank Section, or 
the Chief, Pathology and Laboratory Medicine Servic e, for evaluation (see 
paragraph 5.03c).  All deviations from the SOP, as well as explanations for 



 
January 31, 1994 
M-2, Part VI 
 
Chapter 5 
 
 
M-2, Part VI 
January 31, 1994 
Chapter 5 

 
January 31, 1994    M-2, Part VI 
     Chapter 5 
 
 
M-2, Part VI    January 31, 1994 
Chapter 5 

responses which would otherwise seem to preclude do nation, must be properly 
documented. 
 
 (5)  Donor records of the medical center shall be reviewed to determine 
whether the prospective donor: 
 
 (a)  Has previously donated at that medical center , or 
 
 (b)  Has been placed in a temporary or permanent d eferral status, and 
 
 (c)  Whether there are any special concerns that n eed be addressed, e.g., 
previous donor reactions. 
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 (6)  All prospective donors must be informed that to ensure a safe blood 
supply, required transfusion transmitted disease ma rker testing will be 
performed.  The donor must sign an informed consent , for performance of this 
testing, which shall be incorporated into the donat ion record, preferably on 
the same donor history form.  Any prospective donor  not in agreement with this 
policy may leave the blood donor station without ex planation. 
 
 (7)  Each donor must be provided the opportunity t o indicate in confidence, 
at the time of donation, that blood collected may b e unsuitable for 
transfusion.  One mechanism is known as Confidentia l Unit Exclusion (CUE).  
This allows the donor to indicate that the unit of blood which might be or has 
been drawn should not be used for subsequent transf usion. 
 
 (8)  Release of all allogeneic (homologous) units into inventory for 
subsequent transfusion prior to the completion of a ll required testing shall be 
done under the strict supervision of the Chief, Blo od Bank Section, and the 
Blood Bank Supervisor.  This should only be done in  an emergency situation, or 
if the donor has undergone recent pre-testing with the results of the pre-
testing still pending. 
 
 (a)  This practice shall be restricted to those si tuations involving a 
patient with documented special needs, e.g., an His tocompatibility Iocus 
Antigen (HLA) matched single donor apheresis produc t for which the predonation 
screening testing was acceptable. 
 
 (b)  Completion of testing shall be accomplished a s soon as possible. 
 
 (9)  Appropriate records must be maintained of the  final disposition for each 
unit, as detailed in paragraph 5.14.  If the unit i s not released to inventory, 
records must include information on the destruction  of the unit. 
 
 b.  Collection and Component Preparation Procedure s 
 
 (1)  Donor identification will include donor's: 
 
 (a)  Full name, 
 
 (b)  SSN, 
 
 (c)  Age, 
 
 (d)  Sex, 
 
 (e)  Address, and 
 
 (f)  Telephone number. 
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 (2)  Emergency treatment must be available at all times in the event of a 
severe donor reaction. 
 
 (a)  All personnel working in the donor area must be adequately trained and 
proven competent in handling potential donor reacti ons. 
 
 (b)  Donor collection should be located in close p roximity to areas where 
emergency medical care is available.  If the donor room is not located in such 
areas, personnel must be trained and certified in c ardiopulmonary resuscitation 
(CPR) techniques.  The donor room must be equipped with an emergency crash 
cart. 
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 (c)  In the event that the collections are being d one off site from the 
medical center, arrangements must be made, in advan ce, for emergency medical 
care. 
 
 (3)  If the review of previous records provides in formation which needs to be 
addressed, i.e., donor is temporarily, or permanent ly deferred, or otherwise 
requires special attention, the person conducting t he interview will take the 
appropriate action according to the SOP prior to th e collection of the unit.  
Appropriate actions include review of the informati on, or intervention, by 
either the Blood Bank Supervisor or the Chief, Bloo d Bank Section.  NOTE:  In 
the event that the donor's previous records are not  reviewed until after the 
donation, such as on a blood mobile where the donat ion is not occurring in the 
main donor center, the unit shall be placed in quar antine until review of the 
records has been completed. 
 
 (4)  Policies to ensure positive identification of  a unit of blood component 
must be established, documented and strictly follow ed.  An alphanumeric system 
will be used to relate the donor history form to ea ch donor unit and all 
samples.  This identification will ensure that bloo d may be traced back to the 
original donor record, or to its final disposition.  
 
 (5)  Non-therapeutic plateletpheresis, leukapheres is and plasmapheresis 
procedure require specialized equipment and involve  significant additional 
risks.  This procedure must be restricted to those medical centers which can 
support the existence of such programs. 
 
 (a)  Written policies of these procedures must mee t the requirements of the 
current edition of the AABB Standards for Blood Ban ks and Transfusion Services 
Manual and the current regulations of the FDA. 
 
 (b)  Additional significant hazards, over and abov e those associated with 
whole blood donation, exist for donors undergoing a pheresis. 
 
 1 .  A unique informed consent is required for aphere sis procedures; the donor 
must be apprised of all relevant aspects of the pro cedure in advance. 
 
 2 .  A physician trained in handling adverse donor re actions must be on the 
premises and immediately accessible. 
 
 (6)  Dating periods for blood and blood components  must conform to the 
current edition of the AABB Standards for Blood Ban ks and Transfusion Services 
Manual and to 21 CFR 610.53. 
 
 c.  Disease Marker Testing, Labeling, and Distribu tion 
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 (1)  Blood and blood product processing and distri bution must comply with the 
current edition of the AABB Standards for Blood Ban ks and Transfusion Services 
Manual.  In addition, specific details are provided  in 21 CFR 211, 640 and 606 
for products licensed by the Bureau of Biologics an d Research. 
 
 (2)  Testing for transfusion transmitted disease m arkers can be performed at 
another laboratory, providing the laboratory perfor ming the testing is either 
currently accredited by CAP, or holds a current cer tification of accreditation 
under the Clinical Laboratory Improvement Act of 19 88 (see Ch. 11). 
 
 (3)  A mechanism must exist to prevent release of a unit, which is positive 
for any of the transfusion transmitted disease mark ers, into available 
inventory for subsequent
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transfusion, i.e., the unit shall be placed in a qu arantine status until such 
time as the testing is repeated and the unit deemed  acceptable for release 
according to established AABB and FDA algorithms. 
 
 (4)  If the unit is released into available invent ory for subsequent 
transfusion on an emergency basis, prior to the com pletion of testing (see par. 
5.06a(8)), a mechanism must exist to identify that information to appropriate 
supervisory personnel.  This is necessary in the ev ent that the testing is 
deemed unacceptable and subsequent release of the u nit would not be 
appropriate. 
 
 (5)  Labeling of blood and blood components must c onform to the current 
edition of the AABB Standards for Blood Banks and T ransfusion Services Manual.  
Specific details are provided in 21 CFR part 606, s ubpart G (subpar. 5.17j). 
 
 (6)  When appropriate, records of temporary and pe rmanent deferral 
information must be updated to reflect current dise ase marker testing results 
prior  to the time when that donor would otherwise be eli gible for a subsequent 
donation. 
 
 (a)  Donors shall be notified of positive disease marker test results, in 
accordance with the provisions of the informed cons ent. 
 
 (b)  Once appropriate release of information conse nt has been received, 
results of disease marker testing will be forwarded  to the donor's designated 
physician.  In accordance with the Privacy Act of 1 974 and 38 U.S.C. (United 
States Code) 5701 and 7332 confidentiality of the t est results will be strictly 
maintained. 
 
 (7)  Appropriate records must be maintained of the  final disposition for each 
unit, as detailed in paragraph 5.14.  If the unit i s not released to inventory, 
records must include information on the destruction  of the unit, including all 
components which may have been prepared. 
 
 d.  Recipient and Donor Tracking ("Look Back").  I dentification of persons 
who may have received blood components containing t ransfusion transmitted 
disease agents, e.g., HIV (Human Immunodeficiency V irus), is generally referred 
to as "look back".  In order to identify individual s who might have been 
exposed via a previous blood transfusion and who ma y be infectious to others, 
it is necessary to identify all recipients of blood  components from previous 
donations when current testing is confirmed positiv e. 
 
 (1)  All recipients of blood components from previ ous donations identified as 
part of the "look back" process should be identifie d and tested in accordance 
with the specific recommendations of the AABB for t hat specific disease marker.  
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In general terms, "look back" is appropriate for so me markers, including anti-
HIV, but is not recommended for others such as anti -HCV. 
 
 (2)  See specific details in paragraph 5.12 c(2) r egarding contact of 
recipients. 
 
5.07  AUTOLOGOUS BLOOD TRANSFUSION 
 
 Autologous donation is the removal of blood or blo od components from a donor-
patient for subsequent reinfusion.  There are sever al types of autologous 
donations, including predeposit, intraoperative sal vage, apheresis, and 
hemodilution.  NOTE:  This policy will address only  predeposit donations.  
Intraoperative blood salvage, apheresis, and hemodi lution are addressed in M-2, 
part I, chapter 12. 
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NOTE:  Although it is understood that some patients  receiving autologous units 
may also require the transfusion of allogeneic unit s in addition to the 
autologous units, the Report of the Presidential Co mmission on the Human 
Immunodeficiency Virus Epidemic (para. 5.17o) recom mended that health care 
medical centers implement all reasonable strategies , including predeposit 
autologous transfusion, to avoid homologous (alloge neic) transfusion. 
 
 a.  Statement of Policy 
 
 (1)  A means will be provided for patients to unde rgo autologous predeposit 
donation, as detailed in paragraph 5.07, whether at  that medical center or at 
the blood center supplying other blood components t o the medical center. 
 
 (2)  Though the use of allogeneic (homologous) blo od has been proven to be 
safe, it does carry certain risks, including the po ssibility of transfusion 
transmitted diseases and other rare complications.  Autologous transfusion 
obviates many of these risks; therefore, the  Blood  Bank shall provide the 
means for patients to undergo autologous donation i f the procedure is deemed to 
be warranted and feasible by the patient's treating  physician and the blood 
bank physician where the actual donation is to occu r. 
 
 (a)  This service may be provided at the VA medica l center or arrangements 
may be made with the local blood center supplying t he medical center to have 
the autologous units drawn at the blood center. 
 
 1 .  Depending on the patient's clinical condition, a utologous donation may 
not be safe in a setting other than a hospital. 
 
 2 .  Regardless of the drawing site, the VA medical c enter will bear the cost 
of the procedure. 
 
NOTE:  For patients who undergo elective surgery, d onation is recommended 1, or 
2, weeks before the surgical procedure. 
 
 (b)  If the patient predeposits a unit at the VA m edical center, the donor 
room must meet the requirements of FDA, AABB, and C AP (regardless of the number 
of units collected on an annual basis), including h aving appropriately trained 
personnel and a comprehensive procedure manual in t he appropriate format.  (See 
subpars. 5.17 a, e, and p.) 
 
 (c)  If a patient predeposits a unit at the VA med ical center, the facility 
is strongly encouraged to register with HHS.  Once registered, the Blood Bank 
will be inspected voluntarily by the FDA on an annu al basis. 
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 (d)  If units cannot be collected at the VA medica l center and are 
predeposited at the blood center supplying the medi cal center, transportation 
of the units must meet Federal and state regulation s. 
 
 1 .  Units which are transported from one site to ano ther must undergo disease 
marker testing for transfusion transmitted disease by the drawing/shipping 
facility (see subpar. 5.07d). 
 
 2 .  The receiving VA medical center must express, in  writing, it's 
willingness to receive units which tested positivel y for the transfusion 
transmitted disease markers, or units which are inc ompletely tested, i.e., 
results pending, at the time shipped. 
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 (e)  Autologous units not utilized by the patient must be destroyed.  
Although FDA and AABB clearly permit autologous uni ts to be used for homologous 
transfusion, i.e., "crossed over", provided they me et all of the necessary 
requirements, this practice is not acceptable to VA .  NOTE:  Most patients in 
VA hospitals would not meet routine AABB donor stan dards and the savings in 
blood costs has been found to be negligible. 
 
 b.  Donor Requirements (if the VA medical center f unctions as the drawing 
site) 
 
 (1)  Because of the special circumstances surround ing autologous donation, 
rigid criteria for donor selection are not applicab le.  Suitable guidelines 
must be detailed in the SOP Manual and must be in a ccordance with the current 
edition of the AABB Standards.  Individuals present ing for autologous donations 
are to be considered patients, and personnel must f ollow the OSHA Bloodborne 
Pathogen Standard guidelines regarding personal pro tective equipment, the 
specifics of which must be contained in the facilit y's SOP. 
 
 (a)  Units shall not be drawn from septic patients , or from patients 
exhibiting skin infections, at venipuncture sites. 
 
 (b)  Based on current scientific literature, most otherwise healthy patients 
tolerate surgery with a hematocrit of 20 percent if  intravascular volume and 
oxygenation are adequate.  Patients who are anemic,  i.e., hemoglobin levels 
below 110 g/L (11 g/dL) or hematocrit levels below 33 percent shall be 
excluded. 
 
 (c)  Patients with cardiovascular disease are usua lly rejected, depending on 
the local policy and evaluation of the Chief, Blood  Bank Section. 
 
 (d)  The donation interval for the patient-donor i s determined by both the 
patient's physician and the Chief, Blood Bank Secti on.  In selected cases, 
donation can be as frequent as every 3 days.  Donor s donating frequently may 
require iron supplementation and/or erythropoietin.  
 
 (e)  Donations are discouraged within 72 hours pri or to surgery since 
restoration of blood volume to predonation levels t akes 24 to 48 hours in most 
donors.  The Chief, Blood Bank Section must approve  any intervals less than 72 
hours. 
 
 (2)  A modified donor questionnaire must be comple ted to ensure that the 
procedure is safe for the patient-donor, and that t he documentation is 
adequate. 
 
 (3)  In the event than an autologous donation whic h does not meet the 
established guidelines, is approved by the Chief, B lood Bank Section, the 
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deviation must be adequately documented.  Either th e Chief, Blood Bank Section, 
or the patient's physician, must be present to over see the procedure. 
 
 c.  Procedure 
 
 (1)  A signed informed consent must be secured fro m the patient-donor.  In 
this form, the patient shall be notified if the pat ient's blood will be tested 
for any and/or all transfusion transmitted disease markers. 
 
 (2)  A mechanism must exist to notify the patient- donor of the results if 
clinically significant according to the algorithms detailed in subparagraph 
5.06d for allogeneic (homologous) donors. 
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 (3)  The volume to be drawn must be in accordance with the current edition of 
the AABB Standards, i.e., 450 +  45 ml if the donor weighs at least 110 pounds 
(50 kg).  If the donor weighs less, the volume of b lood drawn and the 
anticoagulant must be adjusted accordingly such tha t the blood volume drawn 
shall not exceed 12 percent of the patient-donor's estimated blood volume (see 
the 14th edition of AABB's Technical Manual , page 8 for formula). 
 
 (4)  Until such time as disease marker testing has  been completed, the 
unit(s) shall be segregated and stored in a quarant ined area away from all 
other units and shall be labelled with a BIOHAZARD sticker in order to prevent 
inadvertent issue and/or transfusion of the unit to  a different patient. 
 
 (5)  Until such time as disease marker testing has  been completed, separation 
into components is discouraged unless there is a sp ecific reason to do so, 
approved by the Chief, Blood Bank Section. 
 
 d.  Disease Marker Testing and Labeling 
 
 (1)  All units shall be tested in accordance with the current edition of the 
AABB Standards.  Testing should also meet the curre nt FDA requirements. 
 
 (a)  In the case of autologous blood, or component s thereof, that will be 
transfused outside the collecting medical center, t he first unit from a given 
patient-donor during a 30 day period must be tested  for all FDA required tests.  
These tests must be performed at: 
 
 1 .  The time of collection, prior to labeling and di stribution of the blood; 
and 
 
 2 .  A laboratory holding a Certificate of Accreditat ion under the Clinical 
Laboratory Improvement Act of 1988, or a CAP approv ed laboratory. 
 
 (b)  In the case of autologous blood, or component s thereof, that will be 
transfused within the collecting medical center, di sease marker testing is not 
required provided the product is restricted for aut ologous use only and that 
the products which are not used by the patient-dono r are destroyed. 
 
 1 .  If the units are not tested, they shall be segre gated and stored in a 
quarantined area away from all other units, and mus t be labelled with a 
BIOHAZARD sticker in order to prevent inadvertent i ssue/transfusion of the unit 
to a different patient. 
 
 2 .  If the units are not tested, separation into com ponents is discouraged 
unless there is a specific reason to do so, and the  Chief, Blood Bank Section, 
has approved. 
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 (2)  If a test for any disease marker is repeatedl y reactive and/or confirmed 
positive, prior to issue for transfusion, the unit shall be destroyed in order 
to reduce the known biohazardous risk, except as de tailed in the following 
subparagraphs. 
 
 (a)  If the unit is positive for anti-HIV or HBsAg , the unit shall be 
destroyed unless the patient cannot be provided wit h compatible blood other 
than the patient's own. 
 
 1 .  In the event that the unit is not destroyed, the  unit shall be marked 
with a BIOHAZARD label and must be stored in a quar antine area away from all 
other units available for routine use. 
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 2 .  Under no circumstances are components to be prep ared from such units 
because of the safety hazard to the personnel. 
 
 (b)  If the unit is positive for disease markers o ther than anti-HIV, or 
HBsAg, and the Chief, Blood Bank Section, agrees to  allow subsequent 
transfusion of that unit, a biohazard label must be  applied to each donor unit, 
and the patient's physician must sign a release for m before release of the 
unit. 
 
 (c)  If the unit is positive for disease markers o ther than anti-HIV, or 
HBsAg, blood components must be prepared in accorda nce with practices which 
provide adequate protection from a potential biosaf ety hazard (Biosafety Level 
2), e.g., frozen blood preparation or washed cells,  which utilize methodologies 
where there is a risk of unit breakage, should be d one using personal 
protective equipment which includes a laboratory co at, gloves and some type of 
face shield.  NOTE:  If manual centrifugation is do ne, double overwraps must be 
used. 
 
 (3)  If a test for anti-HIV-1 (or anti-HIV-1/2), o r HBsAg, is repeatedly 
reactive, but additional, more specific confirmator y tests are negative, the 
unit must be labeled "For Autologous Use Only."  Pr oducts do not require the 
special precautions applicable to positive units. 
 
 (4)  Units shall be labeled in accordance with the  current edition of the 
AABB Standards for Blood Banks and Transfusion Serv ices Manual and 21 CFR 
606.121(i)(4) and 21 CFR 640.4(g)(2).  The "For Aut ologous Use Only" Label is 
to appear in place of the blood group label to ensu re that autologous blood is 
not mistaken for blood intended for routine allogen eic (homologous) 
transfusion. 
 
 (5)  If units have not been completely tested or  the unit is positive for 
disease markers other than anti-HIV, or HBsAg, the patient's physician must 
sign a release form indicating this decision to acc ept the unit in accordance 
with the current edition of the AABB Standards for Blood Banks and Transfusion 
Services Manual and the current FDA requirements. 
 
 e.  Identification of Autologous Units 
 
 (1)  All units shall be labeled "For Autologous Us e Only" in accordance with 
the labeling requirements described. 
 
 (2)  Procedures need to be in place to ensure that : 
 
 (a)  The patient receives all units of autologous blood prior to the 
transfusion of allogeneic (homologous) units. 
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 (b)  Autologous products cannot be inadvertently c onverted to products which 
might be released to a patient other than the patie nt-donor. 
 
 (c)  Autologous units not utilized by the patient,  must be destroyed, rather 
than being crossed-over and made available for homo logous inventory. 
 
 f.  Pretransfusion Compatibility Testing 
 
 (1)  Prior to issue of the unit for transfusion, t he ABO and Rh typing must 
be confirmed in accordance with the current edition  of the AABB Standards for 
Blood Banks and Transfusion Services Manual. 
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 (2)  A pretransfusion sample of patient's blood is  required for performance 
pretransfusion compatibility testing before the iss ue of the autologous 
unit(s).  For units not collected at the transfusin g medical center, the usual 
compatibility testing is required to avoid inadvert ent reactions. 
 
 g.  Autologous Blood Utilization.  A mechanism sho uld be in place to evaluate 
the Autologous Program, specifically whether the pr ogram is being underutilized 
or overutilized (see details in Ch. 2 and in M-2, P t. I, Ch. 12). 
 
5.08  THERAPEUTIC PHLEBOTOMY 
 
 Therapeutic phlebotomy involves the withdrawal of a specified amount of blood 
from a patient, usually undertaken for the treatmen t of polycythemia or 
hemachromatosis.  NOTE:  Other indications may warr ant this procedure. 
 
 a.  General Principles 
 
 (1)  All policies and procedures must conform to t he current edition of the 
AABB Standards for Blood Banks and Transfusion Serv ices Manual and the current 
CAP requirements. 
 
 (2)  Since therapeutic phlebotomy procedures are n ot performed on normal 
blood donors, the requirements and guidelines that constitute good medical 
practice are somewhat different than those for allo geneic (homologous) donors.  
Although the procedure must be ordered by the patie nt's treating physician, the 
Chief, Blood Bank Section, must decide whether to a ccept responsibility for 
this procedure. 
 
 (a)  This can be done on a case by case basis, or in accordance with the SOP, 
provided any deviations are referred to the Chief, Blood Bank Section, prior to 
the donation. 
 
 (b)  The informed consent of the patient must be o btained prior to the 
performance of the procedure. 
 
 b.  Procedures 
 
 (1)  Therapeutic phlebotomies must be performed in  areas which are adequately 
equipped and staffed for the procedure.  Emergency treatment must be available 
at all times in the event of a severe reaction. 
 
 (a)  In VA facilities with adequate accommodations  within the Blood Bank, the 
therapeutic phlebotomy should be done in this area.  
 
 (b)  In smaller VA facilities without adequate acc ommodations within the 
Blood Bank, the therapeutic phlebotomy will be perf ormed at the patient's 
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bedside for inpatients and in a designated area for  outpatients, such as in the 
emergency area, or Ambulatory Care Service. 
 
 (2)  Since individuals presenting for therapeutic phlebotomies are to be 
considered patients, rather than allogeneic (homolo gous) blood donors, 
personnel must follow the OSHA Bloodborne pathogen standard guidelines 
regarding personal protective equipment, the specif ics of which must be 
contained in the facility's SOP. 
 
 (3)  Blood withdrawn for therapeutic phlebotomy mu st be so labeled.  Since 
this blood is not suitable for allogeneic transfusi on and must be considered 
potentially biohazardous, it
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should be quarantined, or immediately destroyed, in  accordance with the SOP. 
 
5.09  STANDARD PRACTICES FOR BLOOD/COMPONENT TRANSFUSION 
 
 NOTE:  Pretransfusion compatibility testing issues  are addressed under 
paragraph 5.04. 
 
 Since HIV was first reported, homologous blood uti lization practices have 
changed.  The decision to transfuse blood has becom e much more conservative.  
It has also been brought to light that patients can  safely tolerate hemoglobin 
levels as low as 7.0 g/dL.  With current testing, t he risk of HIV transmission 
is low, 1:40,000 to 1:100,000. 
 
 a.  General Principles 
 
 (1)  Blood represents a scarce national resource a nd every effort must be 
expended to ensure it's judicious use.  Blood compo nents will be utilized 
unless there is a written justification by the phys ician ordering 'Whole 
Blood', in which case it will be reviewed by the Bl ood Bank physician prior to 
the transfusion.  The consensus of nationally recog nized experts in blood 
transfusion therapy is that nearly all of the needs  of patients treated in VA 
facilities can be met through the use of component therapy. 
 
 (2)  Policies authorizing persons to start blood a nd blood component 
transfusions can be found in M-2, Part I, Chapter 1 2. 
 
 (3)  Units will be selected for transfusion in acc ordance with the current 
edition of the AABB Standards for Blood Banks and T ransfusion Services Manual. 
 
 (a)  All allogeneic (homologous) units must be fro m volunteer blood donors, 
and must have been tested and found negative for al l transfusion transmitted 
disease markers required by FDA and any additional markers required and/or 
recommended by AABB. 
 
 (b)  See paragraph 5.07 for details on autologous unit requirements. 
 
 (c)  Although the ABO/Rh of the units must be conf irmed (see subpar. 5.04d) 
prior to issue, testing for irregular antibodies an d transfusion transmitted 
disease markers should not be repeated. 
 
 (d)  A system must be in place to: 
 
 1 .  Ensure selection of the appropriate component fo r transfusion that 
accommodates the special transfusion needs of a giv en patient, e.g., only 
irradiated products, only (cytomegalovirus (CMV) ne gative products, etc.; 
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 2 .  Ensure selection of autologous units when approp riate, as detailed in 
subparagraph 5.07f; and  
 
 3 .  Identify Rh negative individuals who might be po tential recipients of Rh 
Immune Globulin (RhIG) in the event of transfusion of an Rh positive blood 
component.  NOTE:  Whether these individuals actual ly receive RhIG shall be 
based on the decision of the Chief, Blood Bank Sect ion, or designee.  The 
decision shall be properly documented. 
 
 (e)  Selection of compatible, group specific, or g roup compatible red blood 
cells is required (see App. 5A). 
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 1 .  If selection of group compatible platelets, or c ryoprecipitate, is not 
possible due to inventory restrictions, the patient 's direct antiglobulin test 
should be monitored. 
 
 2 .  In the case of platelets or cellular apheresis p roducts, consideration 
should be given to reducing the volume of the produ ct in accordance with the 
recommendations in the current edition of the AABB Technical Manual. 
 
 (4)  Labeling of each unit will be in accordance w ith the requirements of the 
current edition of the AABB Standards for Blood Ban ks and Transfusion Services 
Manual.  NOTE:  Labeling responsibilities will vary  according to the functions 
being carried out by the medical center personnel. 
 
 (a)  In the event that the unit was prepared from other components, e.g., a 
pooled product, a mechanism must exist to trace the  individual unit numbers 
which went into the final product.  Only one unique  number must be visible on 
the product. 
 
 (b)  If a new number is assigned by the medical ce nter, a system must exist 
to clearly identify to the transfusionist which num ber is to be utilized.  The 
original number assigned by the collection facility  must not be obscured. 
 
 (5)  Blood must not be warmed toward body temperat ure except through 
certified equipment designed for this purpose, whic h may only be used in 
explicit situations such as rapid or massive transf usions.  The equipment 
utilized, the procedures utilized, and the equipmen t quality control will be in 
accord with the AABB Standards for Blood Banks and Transfusion Services Manual. 
 
 (a)  Pathology and Laboratory Medicine Service wil l ensure that all devices 
utilized for warming blood undergo appropriate qual ity control, regardless of 
the location of the equipment, and the service to w hich the equipment is 
assigned. 
 
 (b)  The use of blood warming coils immersed in wa ter is prohibited due to 
difficulties in regulating the temperature of the w ater, and the potentially 
adverse effects of overheating. 
 
 (6)  No drugs, or solutions, will be added to the blood units, injected or 
infused through the same intravenous administration  sets as the blood.  The 
practice of using a "Y" infusion set and isotonic s odium chloride solution 
(saline, suitable for intravenous use) to start the  transfusion is acceptable. 
 
 (7)  Following completion of all transfusions, the  completed duplicate SF 
518, will be returned to the Blood Bank.  Section I II should have been 
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completed to include all required information on th e administration of the unit 
(see Ch. 12). 
 
 b.  Blood Components and Derivatives.  Issues rega rding administration of 
blood components and appropriateness of clinical in dications are addressed in 
M-2, Part I, Chapter 12. 
 
 (1)  The use of whole blood in the vast majority o f VA hospital clinical 
settings is not warranted and should be monitored b y the Blood Usage Review 
Committee.  Most units drawn are converted into a v ariety of blood components 
for better utilization of resources. 
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 (a)  Depending on the nature of patients being tre ated at the medical center, 
e.g., the acuteness of the clinical setting and dis ease mix, the types of 
components will vary significantly. 
 
 1 .  Whether the medical center is involved in compon ent preparation, or not, 
will depend on the proximity and adequacy of the se rvices offered by the local 
supplying blood center. 
 
 2 .  In the event that blood components are prepared by the VA medical center, 
the medical center must be inspected and accredited  for those functions in 
accordance with paragraph 5.02. 
 
 (b)  All component preparation, storage and labeli ng, regardless of the 
number of units prepared on an annual basis, shall be done in accordance with 
the current edition of the AABB Standards for Blood  Banks and Transfusion 
Services Manual and 21 CFR 640. 
 
 (2)  In general, blood components are used for spe cific types of clinical 
conditions, according to the following general guid elines.  See the current 
edition of the Circular of Information (subpar. 5.1 7q) for additional details. 
 
 (a)  Occasionally, whole blood may be needed for t he treatment of massive 
acute blood loss. 
 
 (b)  Red blood cell products are used for the trea tment of anemia not 
treatable pharmacologically either due to etiology,  or time constraints.  
Specific types of red blood cell components, includ ing leukocyte poor, frozen 
deglycerolized, and irradiated may be indicated in specific situations. 
 
 (c)  Fresh frozen plasma must not be used as a vol ume expander instead of 
crystalloid solutions.  It should be used for the t reatment of significant 
multiple coagulation factor deficiencies or congeni tal factor deficiencies not 
treatable by cryoprecipitate.  These coagulation de ficiencies may be associated 
with: 
 
 1 .  Massive transfusion, 
 
 2 .  Severe liver disease, 
 
 3 .  Disseminated intravascular coagulation, 
 
 4 .  Hemolytic uremic syndrome, or 
 
 5 .  Thrombotic thrombocytopenia purpura. 
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 (d)  Cryoprecipitate is used for the treatment of specific coagulation factor 
deficiencies, including: 
 
 1 .  Factor VIII deficiency, 
 
 2 .  Von Willebrand's disease, 
 
 3 .  Hypofibrinogenemia, 
 
 4 .  Uremic thrombocytopathy not responsive to desmop ression acetate (DDAVP), 
and 
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 5 .  Disseminated intravascular coagulation. 
 
 (e)  Platelets are used for the treatment of throm bocytopenia or 
thrombocytopathy associated with a variety of other  clinical conditions, 
including active bleeding, massive transfusion, dis seminated intravascular 
coagulation, and scheduled invasive procedures. 
 
 (f)  Granulocytes are used for the treatment of li fe-threatening neutropenia, 
or granulocyte dysfunction, with specific coexistin g clinical conditions.  
Orders for granulocytes must be approved by the Chi ef, Blood Bank Section, or 
designee, and must be reviewed by the Transfusion C ommittee. 
 
 (3)  If patients have experienced repeated febrile  nonhemolytic transfusion 
reactions, they should receive leukocyte reduced re d blood cell products.  In 
these cases, consideration should be given to the u se of the "spin and filter" 
process using microaggregate filters, which can uti lize bedside filtration, 
rather than the other technologies which require so phisticated equipment, or 
manipulation of the donor unit on the donation date . 
 
 (4)  Plateletpheresis units are indicated in clini cal conditions where a 
specific donor is more appropriate, e.g., HLA match ing, or minimizing donor 
exposures to prevent the patient from becoming refr actory, or in which random 
platelets are not available.  Prior to ordering of HLA matched platelets, 
attempts should be made to select donors based on p erformance of platelet 
crossmatches. 
 
 (5)  If irradiation of blood, or blood components,  is appropriate in order to 
reduce the risk of graft-versus-host disease, such as in selected 
immunosuppressed patients, or in recipients of dire cted donor units from first 
degree relatives, irradiation procedures must be in  compliance with the current 
edition of the AABB Standards for Blood Banks and T ransfusion Services Manual. 
 
 (6)  Use of cytomegalovirus (CMV) negative blood c omponents are indicated in 
patients who are undergoing transplantation or are otherwise severely 
immunocompromised. 
 
 (7)  Massive transfusion, i.e., transfusion volume  equivalent to the 
recipient's blood volume within a short period of t ime, may be accompanied by 
significant clinical complications which may includ e coagulation defects.  The 
Chief, Blood Bank Section, in conjunction with the patient's physician should 
assess the patient's laboratory values and clinical  conditions in determining 
the appropriate component replacement therapy. 
 
 (8)  Albumin and plasma protein fraction are consi dered derivatives rather 
than blood components.  They are usually dispensed by Pharmacy Service rather 
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than by the Blood Bank.  Albumin has very limited i ndications and should be 
monitored in a process similar to that of the blood  components.  This oversight 
function can be provided by the Pharmacy and Therap eutics Committee rather than 
by the Blood Transfusion Committee, if that is deem ed more appropriate by the 
medical center. 
 
 (9)  Coagulation derivatives, such as Factor VIII concentrates, Factor IX 
concentrates, Konyne R, Proplex R or FEIBA Immune Complex R, are therapeutic 
derivatives which should usually be dispensed by th e Blood Bank, and reviewed 
as part of Blood Usage Review in order to effective ly manage the patient's 
treatment for coagulation disorders.  NOTE:  If the se derivatives are dispensed 
by Pharmacy Service, the patient's transfusion hist ory and laboratory results 
may be difficult to interpret (see subpar. 5.11b). 
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 c.  Issue of Blood 
 
 (1)  Emergency need for blood, or blood components , rarely precludes routine 
pretransfusion testing, as detailed in paragraph 5. 04c.  In extreme 
emergencies, e.g., massive hemorrhaging, the reques ting VA Form 10-2984, a 
properly completed and signed Caution Tag will be a ttached securely to each 
unit of blood and Section I and Section II of the S F 518 will be completed. 
 
 (4)  Procedures for the issue of blood will be in accordance with the current 
edition of the AABB Standards for Blood Banks and T ransfusion Services Manual. 
 
 (a)  In order to minimize the chance for error, bl ood can only be issued by 
laboratory service staff who have been fully traine d and are authorized to 
perform this function.  In those medical centers wh ere non-laboratory personnel 
perform this function during the off hours, those i ndividuals must be properly 
trained and their ongoing competency documented. 
 
 (b)  Blood will only be issued to personnel who pr esent a written and signed 
request which contains the intended recipient's ful l name and SSN.  All 
significant information, including the identificati on of the intended recipient 
and the unit information, i.e., unit identification  (ID), ABO/Rh and expiration 
date, will be co-checked by the issuing personnel a nd the person to whom the 
unit is being issued. 
 
 (c)  Blood will be inspected immediately prior to issue, in accordance with 
the current edition of the AABB Standards for Blood  Banks and Transfusion 
Services Manual.  Blood showing any abnormality as to color, or appearance, 
shall not be issued for transfusion as it might res ult in life threatening 
complications. 
 
 (d)  All units must be transfused through a filter  designed for that purpose.  
Although not indicated for routine use, microfiltra tion using specialized 
filters may be warranted in certain situations to h elp prevent febrile 
nonhemolytic transfusion reactions. 
 
 (5)  Use of the Blood Bank module software of the DHCP Laboratory package is 
mandated since it provides a variety of control fun ctions to prevent 
inappropriate issue of units. 
 
 (6)  Blood should not be issued for transfusion un til the necessary 
preparation is complete.  This will prevent inadver tent delays in starting the 
infusion which might result in inappropriate storag e of the unit outside of a 
monitored environment.  As detailed in paragraphs 5 .05b and 5.05c, units that 
exceed the acceptable storage requirements may not be used for transfusion and 
must be discarded. 
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 (7)  Transportation of blood will be in accordance  with the current edition 
of the AABB Standards for Blood Banks and Transfusi on Services Manual.  NOTE:  
Since the units issued for transfusion have been te sted and found negative for 
transfusion transmitted diseases, with the possible  exception of autologous 
units, units of blood do not need to be transported  in accordance with the 
provisions of the OSHA Bloodborne Pathogen standard  for handling biohazardous 
materials. 
 
 (8)  All unused blood units, or portions thereof, shall be returned to the 
blood bank, regardless of whether the unit was ente red or not. 
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5.10  EMERGENCY BLOOD TRANSFUSION PROCEDURES 
 
 Rarely, medical emergencies requiring transfusion may call for deviations 
from standard blood banking procedures.  Such devia tions carry definite medical 
and legal risks.  The potentially deleterious effec ts of transfusing 
incompletely tested units must be carefully weighed  against the therapeutic 
benefits required by the clinical situation at hand .  The decision to transfuse 
such units is ultimately the responsibility of the attending physician directly 
in charge of the patient's care. 
 
 a.  General Principles 
 
 (1)  Any clinical scenario in which all of the imm unohematological procedures 
considered essential to good transfusion therapy ca nnot be completed to the 
satisfaction of the Transfusion Officer must be con sidered as an emergency.  
See paragraph 5.04 for details of essential pretran sfusion testing. 
 
 (2)  Emergency situations may involve: 
 
 (a)  Those circumstances in which the need for tra nsfusion is so urgent that 
one, or more, units must be released before the rec ipient's ABO/Rh has been 
determined, or the compatibility testing has been c ompleted; and/or 
 
 (b)  Those circumstances in which there is enough time to determine the 
ABO/Rh of the recipient, but the compatibility test ing, routinely done in 
accordance with the SOP, has not been completed. 
 
 (3)  Massive transfusion of blood in an emergency,  i.e., transfusion volume 
equal to, or greater than, the patient's blood volu me administered within a 
short period, may be accompanied by significant cli nical complications.  The 
patient's physician in concert with the Chief, Bloo d Bank Section, or a 
clinical hematologist, must plan appropriate transf usion therapy to address any 
coagulation deficiencies which may develop. 
 
 b.  Procedures 
 
 (1)  All procedures for emergency issue of blood w ill be in accordance with 
the current edition of the AABB Standards for Blood  Banks and Transfusion 
Services Manual. 
 
 (2)  In any case involving an emergency, as define d in subparagraph 5.10a(1), 
the treating physician, or designate physician, wil l provide a statement which 
includes the justification for deviation from the u sual practice, and will sign 
the statement.  This transfers the responsibility o f the decision to transfuse 
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blood that has not undergone routine pretransfusion  compatibility testing at 
the time of the transfusion, to the physician makin g the clinical judgment. 
 
 (a)  This statement can be included either on the SF 518 in the Remarks 
section, or on a separate form approved by the Medi cal Records Committee of the 
medical center. 
 
 (b)  Under extreme circumstances, verbal orders wh ich are countersigned by 
specified designees, such as a Registered Nurse, or  another physician, may be 
accepted, providing the documentation is completed as soon as possible.  This 
documentation must be retained in the Blood Bank. 
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 (3)  Selection of units to be issued should be bas ed on the nature of the 
emergency, the valuable inventory and the patient's  current test results. 
 
 (a)  If the patient's ABO/Rh has not been determin ed from a current sample, 
group O red blood cells should be used.  Previous r ecords may not be used for 
the issue of group specific blood. 
 
 (b)  If the patient's ABO/Rh has been determined, but the remainder of the 
compatibility testing has not been completed, group  specific red blood cells 
should be selected. 
 
 (4)  Routine pretransfusion compatibility testing should be completed as soon 
as possible.  If any incompatibilities, or problems , are encountered, the 
patient's physician should be notified immediately . 
 
 (5)  Occasionally, patient transfusion requirement s cannot be met with group 
and type specific blood.  In these cases, ONLY  compatible components must be 
selected as shown in appendix 5A. 
 
5.11  SPECIAL TRANSFUSION PROCEDURES 
 
 a.  Directed Blood Donations.  Directed donations are provided by friends, or 
family of patients, earmarked exclusively for a spe cific patient, and are 
generally not considered safer than routinely donat ed units.  Although VA 
policy discourages directed donations, there may be  instances where the patient 
stipulates that directed blood be used to meet tran sfusion needs.  Under these 
circumstances, an option available to the treating physician is the provision 
of alternative care modalities, e.g., autologous pr edeposit or intraoperative 
blood salvage, within the limits of the patient's c onsent. 
 
 (1)  If after consultation with the patient's phys ician, the Chief, Pathology 
and Laboratory Medicine Service, and/or the Chief, Blood Bank Section, and the 
Chief of Staff, determine that directed donations a re the best course of action 
for meeting the transfusion needs of that patient, such units may be drawn, or 
requested, from the blood center which supplies the  blood for the medical 
center. 
 
 (2)  Proper disclosure will be made to the patient  of the risks involved in 
the event that the patient's blood need exceeds the  number of directed units 
available, requiring supplementation of allogeneic (homologous) units from 
stock.  If the patient refuses to consent to the us e of blood other than that 
of the directed donor units, careful documentation of the patient's refusal 
will be maintained.  Under these circumstances, the  patient's physician should 
consider whether to provide alternative care within  the limits of the patient's 
consent. 
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 (3)  Requests for directed donor units are general ly considered to be limited 
to red blood cells unless specific arrangements are  made for additional 
components. 
 
 b.  Coagulation Derivatives.  Coagulation derivati ves are obtained by the 
biochemical fractionation of plasma pools which can not be subjected to heat 
treatment for inactivation of viruses which may cau se transfusion transmitted 
diseases.  Recombinant technologies which obviate t hese complications are 
available for some specific products.  In some VA m edical centers, the Blood 
Bank is involved in the storage and issue of these derivatives.  The Chief, 
Blood Bank Section, and the clinical hematologist m ust be involved in 
determining the appropriateness and the dosage of t hese derivatives. 
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 (1)  Factor VIII concentrates may be indicated in situations where large 
amounts of Factor VIII are needed, such as in traum a, or scheduled invasive 
procedures. 
 
 (a)  The concentration, i.e., units of Antihemophi liac Factor (AHF) activity, 
is indicated on each vial and will vary significant ly from lot to lot; 
therefore, the dosage will need to be determined ba sed on the actual 
concentration. 
 
 1 .  The dosage of Factor VIII concentrate should be based on the following 
formula: 
 
 PV (.05 x BW) X DI = units of AHF, 
 
 Where: PV = plasma volume, BW = body weight in gra ms, and DI = desired 
increase. 
 
 2 .  Therapy schedules and protocols vary and require  close coordination 
between the Blood Bank, the hematologist, and the p atient's primary care 
physician, particularly if the patient requires an invasive procedure. 
 
 (b)  Factor VIII concentrates do NOT  contain the von Willebrand's portion of 
the Factor VIII molecule and will NOT  provide effective therapy for this 
disorder.  Patients with von Willebrand's disease m ust be treated with 
cryoprecipitate. 
 
 (c)  The isoagglutinin titer (anti-A, anti-B, and anti-A,B) may be very high 
in these concentrates and may produce a transient h emoloytic episode in group A 
patients.  This does not occur as frequently in gro up B patients. 
 
 (d)  Although testing has improved significantly, the risk of complications, 
such as hepatitis or Acquired Immunodeficiency Synd rome (AIDS), are 
significant, attributable to the manner of preparat ion in which large pools of 
plasma are utilized. 
 
 (2)  Factor IX concentrates may be indicated in si tuations where large 
amounts of Factors II, VII, IX, and X are needed, o r in patients who have 
developed inhibitors to Factor VIII. 
 
 (a)  The concentration, i.e., units of Factor IX a ctivity, is indicated on 
each vial and will vary significantly from lot to l ot; therefore, the dosage 
will need to be determined based on the actual conc entration. 
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 (b)  Use of Factor IX concentrates is contraindica ted in patients with 
hepatic damage, or vascular disease, because of the  associated risk of 
hypercoagulability with subsequent thrombosis assoc iated with this derivative. 
 
 (c)  Although testing has improved significantly, the risk of complications 
such as hepatitis or AIDS, are significant, attribu table to the manner of 
preparation in which large pools of plasma are util ized. 
 
 c.  Therapeutic Apheresis Procedures.  Therapeutic  cytapheresis and 
plasmapheresis are indicated for treatment of certa in clinical conditions.  
Current literature should be consulted to determine  the appropriate frequency, 
volume, and replacement fluids for the specific dia gnosis. 
 
 NOTE:  Pathology and Laboratory Medicine Service w ill be involved in 
providing, or
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helping to provide in the case that these services are performed by Medical or 
Surgical Service, apheresis procedures and in asses sing the appropriateness of 
care in these procedures. 
 
 (1)  Therapeutic cytapheresis and therapeutic plas mapheresis require 
specialized equipment and involve significant addit ional risks. 
 
 (a)  Performance of manual plasmapheresis may be a cceptable in specific 
clinical conditions, such as Waldenstrom's macroglo bulinemia.  It is less 
efficient than plasmaphersis which utilizes automat ed or semi-automated 
instrumentation. 
 
 (b)  Performance of automated or semi-automated pl asmapheresis, and/or 
cytapheresis shall be restricted to those facilitie s which can fully support 
the existence of such services. 
 
 (2)  Therapeutic apheresis procedures may be perfo rmed by contract with the 
local blood center, providing the blood center main tains a current FDA 
licensure and AABB accreditation. 
 
 (3)  All procedures must be done in accordance wit h the current edition of 
the AABB Standards for Blood Banks and Transfusion Services Manual and the 
current FDA regulations. 
 
 (a)  Emergency treatment must be available at all times in the event of 
severe reactions.  Personnel performing apheresis m ust be adequately trained 
and proven competent in handling potential reaction s.  NOTE:  Consideration 
should be given to having the personnel maintain ce rtification in CPR 
techniques. 
 
 (b)  Depending on the patient's clinical condition  and the nature of the 
procedure, the procedure may need to be performed i n an area separate from that 
being used for whole blood donation, or non-therape utic procedures, preferably 
on the ward. 
 
5.12  TRANSFUSION COMPLICATIONS 
 
 a.  General Principles 
 
 (1)  All suspected transfusion reactions occurring  in medical centers for 
which the VA has investigational responsibility, in cluding home transfusions or 
transfusions in extended care centers, must be prom ptly investigated by the 
Chief, Blood Bank Section, or the Chief, Pathology and Laboratory Medicine. 
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 (2)  The Blood Bank must be notified immediately i n the event of a suspected 
transfusion reaction.  The specific testing and pro cedures to be addressed by 
the investigation must include at least those requi red by the current edition 
of the AABB Standards for Blood Banks and Transfusi on Services Manual. 
 
 (3)  All necessary remedial actions taken to preve nt recurrences of 
transfusion reactions shall be documented in the pa tient's chart, in the VA 
medical center blood bank, and in the minutes of th e VA medical center 
Transfusion Committee. 
 
 (4)  Procedures to prevent recurrent reactions sha ll be in place in the Blood 
Bank Procedure Manual, in the VA medical center Qua lity Management Policy 
Manual and the Nursing Service Policy Manual. 
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 (5)  Policies and procedures shall be reviewed at least annually to ensure 
that they adequately provide for the safety of indi viduals being transfused 
within the VA medical center. 
 
 (6)  Reports of the findings, conclusions, and act ions taken regarding the 
investigation of suspected transfusion reactions wi ll be included in the Blood 
Usage Review activities of the medical center (see M-2, Pt. I, Ch. 12). 
 
 b.  Immediate Reactions 
 
 (1)  If suspected complications occur during a tra nsfusion, the procedure 
must be discontinued immediately.  The medical cent er must promptly investigate 
all transfusion reactions in accordance with the fa cility's established 
regulations.  The extent of the investigation shall  be determined by the 
Transfusion Officer and the Chief, Pathology and La boratory Medicine Service, 
or the Chief, Blood Bank Section. 
 
 (a)  The patient's physician shall be notified imm ediately. 
 
 (b)  Appropriate samples of blood must be obtained  and Section III of the SF 
518 must be completed. 
 
 (c)  A separate form for reporting transfusion rea ctions should be developed 
for local use in recording the findings of the inve stigation. 
 
 (d)  The unit of blood or the empty bag, the admin istration set, and the SF 
518 shall be returned to the Blood Bank immediately . 
 
 (2)  If the findings of the investigation confirm that the patient is 
experiencing an acute hemolytic reaction, the patie nt's physician and the 
Chief, Laboratory Service, or designated Chief, Blo od Bank Section, must be 
notified immediately (see App. 5B for information o n the management of major 
ABO incompatible transfusion reactions.) 
 
 (3)  The findings and conclusions of the investiga tion will be documented 
promptly in the patient's clinical record.  In addi tion, VA form 10-2633, 
Report of Special Incident Involving a Beneficiary,  must be initiated in 
accordance with M-2, Part I, Chapter 35. 
 
 c.  Delayed Reactions 
 
 (1)  Delayed hemolytic reactions should be investi gated to the extent 
necessary to elucidate the cause and in accordance with the requirements of the 
current edition of the AABB Standards for Blood Ban ks and Transfusion Service.  
If the findings of the investigation reveal that th e patient is experiencing a 
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delayed hemolytic reaction, the patient's physician  must be notified 
immediately. 
 
 (2)  If the findings of the investigation reveal t hat the patient is 
experiencing a delayed hemolytic reaction, the Bloo d Bank records shall be 
immediately updated to reflect the fact that the pa tient has an irregular 
antibody, and must receive only red blood cells whi ch lack the corresponding 
antigen.  NOTE:  If the data is properly entered, t he DHCP software will 
control the issue of inappropriate units in the fut ure. 
 
 d.  Transfusion Transmitted Diseases 
 
 (1)  Cases of actual or suspected hepatitis should  be investigated to 
determine whether the case might involve posttransf usion hepatitis.  If the 
patient has received blood
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products within 2 weeks to 6 months, the investigat ion should be handled in 
accordance with the current edition of the AABB Sta ndards for Blood Banks and 
Transfusion Service. 
 
 (2)  A system must be in place to identify recipie nts of blood from donors 
subsequently found to have infection with HIV-1 or HTLV-I/II.  This is commonly 
referred to as the "Look Back" Program.  NOTE:  Pre liminary meetings of the FDA 
Blood Products Advisory Committee indicate this wil l be done for HCV. 
 
 (a)  These patients will be contacted by the VA me dical center to inform them 
of the test findings, and for counseling.  A note s hould be placed in the 
medical chart of all patients recalled as to the re ason for the recall.  
Counseling should be done by a knowledgeable and a compassionate physician who 
can define the risk and interpret the results for t he patient, preferably a 
physician affiliated with the Infectious Disease Se ction of Medical Service. 
 
 (b)  Testing will be provided to each patient, fre e of charge, following a 
documented informed consent.  The results of the te sting will be documented in 
the patient's chart and will be conveyed to the pat ient by the counseling 
physician.  Confidentiality of the test results wil l be strictly  maintained and 
the test results will be disclosed only as authoriz ed by the Privacy Act of 
1974 and 38 United States Code (U.S.C.) 5701 and 73 32. 
 
 (c)  VA medical center personnel will comply fully  with requests from blood 
collection agencies in the "Look Back" Program, but  only to the extent 
authorized by the Privacy Act of 1974 and 38 U.S.C.  5701 and 7332.  These 
statutes permit the VA to make nonconsensual disclo sure to blood collection 
agencies of the results of testing for HIV antibody  in the recipients of 
donated blood, provided the format in which such in formation is disclosed 
prevents such recipients from being identified by n ame or address.  VA may not 
make nonconsensual disclosure of such HIV results t o any other persons or 
organizations.  The recipients of donated blood may , of course, consent to the 
disclosure of their names and addresses with the re sults of such testing to any 
non-VA person or organization.  Questions on author ity to disclose information 
on HIV testing during the "Look Back" Program shoul d be referred to Chief, 
Medical Administration Service, or VA District Coun sel at the local medical 
center. 
 
 (3)  Patients with signs or symptoms of AIDS shoul d be investigated to 
determine whether the case might have been acquired  as a result of having been 
transfused with blood since the spring of 1985, whe n testing for HIV became 
available.  All donors should be investigated in ac cordance with the 
recommendations of the current editions of the AABB  Standards for Blood Banks 
and Transfusion Services Manual and the Accreditati on Requirements Manual. 
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 e.  FDA Reporting Requirements.  When a complicati on of blood transfusion is 
confirmed to be fatal, the Director, Office of Comp liance, Center for Drugs and 
Biologics, shall be notified in accordance with the  provisions of 21 CFR 
606.170 (subpar. 5.17s). 
 
5.13  INVENTORY CONTROL 
 
 Blood from volunteer donors is a precious resource  which should be utilized 
efficiently and effectively.  Proper inventory cont rol is an important element 
in quality resource management. 
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 a.  Policies and procedures should be in place to ensure an appropriate 
balance between outdating and blood shortages and t o prevent delays in 
providing appropriate blood components for transfus ion.  For example, in a 
hospital with low transfusion activity, maintaining  a larger number of units in 
inventory would have an adverse effect on the outda ting.  Conversely, if only a 
few units are kept in inventory, shortages may occu r which may necessitate 
emergency deliveries by the blood center and may ad versely affect patient care 
by causing delays in transfusion. 
 
 (1)  Realistic inventory quotas, by component and by ABO/Rh within component, 
must be established, and must be monitored on a dai ly basis. 
 
 (2)  Outdating of allogeneic (homologous) red bloo d cells should be below 5 
percent.  Outdating is affected by several factors besides inventory level, 
including: 
 
 (a)  The size of the hospital, 
 
 (b)  The acuity of care provided, 
 
 (c)  The distance between the hospital and the blo od center, 
 
 (d)  The policy regarding the use of older blood f irst, 
 
 (e)  The average dating remaining on units when re ceived from the blood 
center, 
 
 (f)  The number of personnel involved in ordering blood, 
 
 (g)  Whether the medical center is a teaching medi cal center, and 
 
 (h)  The crossmatch-to-transfusion (C:T) ratio. 
 
 (3)  Outdating of platelets is difficult to manage  since the usage is 
episodic and the shelf life is only 5 days.  Effort s should be made to 
anticipate and coordinate assessment of clinical ne eds. 
 
 (4)  Outdating of fresh frozen plasma and cryoprec ipitate is not generally a 
problem since the shelf life is 1 year.  Inventorie s should be determined by 
the patient population and review of the usage patt erns. 
 
 (5)  As detailed in paragraph 5.07g, data should b e evaluated separately for 
autologous units. 
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 b.  Records of units drawn, units received and fin al dispositions of units 
must be maintained in accordance with the current e dition of the AABB Standards 
for Blood Banks and Transfusion Services Manual. 
 
 c.  Units may be shipped to other facilities under  the auspices of the local 
blood center or they may be shipped to other VA med ical centers.  If units are 
shipped to other non-VA facilities in other states,  this must be done in 
accordance with FDA regulations for interstate comm erce, i.e., unless the 
medical center is licensed for interstate shipment.   NOTE:  This type of 
shipment, including shipment to non-VA facilities, should only be done in 
emergencies. 
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5.14  BLOOD BANK RECORDS 
 
 Blood bank records are an important and integral p art of the transfusion 
service and blood donor activities.  All personnel are responsible for ensuring 
that the policies are understood, and that the reco rds are properly maintained. 
 
 a.  General Principles 
 
 (1)  Previous patient records must be immediately available in accordance 
with the current edition of the AABB Standards for Blood Banks and Transfusion 
Services Manual in order for current results to be compared to, and confirmed 
by previous testing, including: 
 
 (a)  ABO/Rh testing records for a minimum of 12 mo nths, and 
 
 (b)  Records for those patients known to have sign ificant unexpected 
antibodies, previous transfusion reactions or speci al transfusion needs. 
 
 (2)  Records from previous donations must be avail able for comparison, in 
accordance with subparagraph 5.06a(5) and with the current edition of the AABB 
Standards for Blood Banks and Transfusion Services Manual. 
 
 (3)  A comprehensive record system must be in plac e in accordance with the 
current edition of the AABB Standards for Blood Ban ks and Transfusion Service. 
 
 (a)  An alphanumeric system will be used to identi fy a unique unit of blood.  
This identification will ensure that blood may be t raced back to the original 
donor record, or to its final disposition.  The sys tem must prevent duplicate 
unit numbers for the same component. 
 
 (b)  The system must allow any unit to be traced f rom donation to final 
disposition, or  from final disposition to donor and will include a ll associated 
records.  Periodic audits of the system should be c onducted. 
 
 (c)  The system must include a variety of associat ed records, including 
personnel information and previous superseded proce dures. 
 
 (4)  Records may be retained on-line on a computer  system, or be stored 
manually, on microfilm, or on microfiche.  If recor ds are computerized, there 
must be provisions for those times when the compute r is not accessible. 
 
 (5)  One copy of the SF 518 shall be retained by t he Blood Bank, in addition 
to the original copy which is designated as the pat ient record copy. 
 



 
January 31, 1994 
M-2, Part VI 
 
Chapter 5 
 
 
M-2, Part VI 
January 31, 1994 
Chapter 5 

 
January 31, 1994    M-2, Part VI 
     Chapter 5 
 
 
M-2, Part VI    January 31, 1994 
Chapter 5 

 b.  Retention Period.  Records will be maintained in accordance with the 
current Records Control Schedule 10-1, the current edition of the AABB 
Standards for Blood Banks and Transfusion Services Manual and in accordance 
with 21 CFR 606, subpart I, and 21 CFR 600.12(b) (s ubpar. 5.15 j). 
 
5.15  MILITARY BLOOD COLLECTION AND POST-TRANSFUSIO N FOLLOW-UP 
 
 The U.S. Navy Blood Program has sharing agreements  with the VA to supply 
blood and blood products to specific VA medical cen ters. 
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 (1)  As detailed in paragraph 5.12d, patients with  signs, or symptoms, of 
AIDS should be investigated to determine whether th e case might have been 
acquired as a result of having been transfused with  blood since the spring of 
1985, when testing for HIV became available. 
 
 (a)  Investigation of donors of units received fro m the U.S. Navy Program 
will be done, in accordance with the recommendation s of the current editions of 
the AABB Requirements Manual. 
 
 (b)  The contact office for communication is: 
 
  U.S. Navy Blood Program 
  MED 213 
  Bureau of Medicine and Surgery 
  Contingency and Mobilization Division 
  Washington, DC  20372-5120 
 
 (2)  The VA medical center personnel will comply f ully with requests from the 
U.S. Navy in the "Look Back" Program, but only to t he extent authorized by the 
Privacy Act of 1974 and 38 U.S.C. 5701 and 7332. 
 
 (a)  These statutes permit the VA to make nonconse nsual disclosure to blood 
collection agencies of the results of testing for H IV antibody in the 
recipients of donated blood, provided the format in  which such information is 
disclosed prevents such recipients from being ident ified by name or address.  
VA may not make nonconsensual disclosure of such HI V results to any other 
persons, or organizations.  The recipients of donat ed blood may, of course, 
consent to the disclosure of their names and addres ses with the results of such 
testing to any non-VA person or organization. 
 
 (b)  Questions on authority to disclose informatio n on HIV testing during the 
"Look Back" Program should be referred to Chief, Me dical Administration 
Service, or VA District Counsel, at the local medic al center. 
 
5.16  COMPUTER REQUIREMENTS FOR BLOOD/BLOOD COMPONENT TRANSFUSION 
 
 Blood banking involves many sophisticated analyses  which without automation 
and/or computerization can only be performed by hig hly skilled persons.  The 
human ability to "look for things" is more flexible  than the computer's, but 
the ability to flexibly and intelligently search fo r and analyze information 
starts to break down as the quantity of information  becomes larger.  Computers 
can handle vast amounts of information without suff ering any deleterious 
effects.  A sophisticated computer system allows th e highly trained technical 
staff to devote more time and energy to those probl ems and sophisticated 
analyses not within the realm of a computer.  NOTE:   In order to provide 
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appropriate quality assurance of the computer syste m, there are specific 
detailed requirements from AABB, CAP and FDA.  See subparagraphs 5.17 a, e, and 
t through v for specific references. 
 
 a.  Goals.  The goals of the Blood Bank module DHC P software are to: 
 
 (1)  Improve the safety of blood/blood component t ransfusion by: 
 
 (a)  Decreasing the number and severity of errors,  
 
 (b)  Retrieval of previous records, 
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 (c)  Verification of present results, 
 
 (d)  Detection of inconsistencies in data, bar cod e entry of unit ID, ABO/Rh, 
etc., and 
 
 (e)  Computer assisted donor labeling. 
 
 (2)  Improve the quality of patient care through: 
 
 (a)  Evaluation of transfusion appropriateness, 
 
 (b)  Flags for specific components, and 
 
 (c)  Evaluation of transfusion increments, i.e., c hanges in the 
posttransfusion laboratory values when compared to the pretransfusion values. 
 
 (3)  Decrease the clerical workload through: 
 
 (a)  Bar code entry of unit information, 
 
 (b)  Printing of transfusion requests, 
 
 (c)  Transfer of information to multiple records ( unit records, patient 
records, etc.), and 
 
 (d)  Preparation of labels for specimens, and unit  tags. 
 
 (4)  Improve resource management through: 
 
 (a)  Statistics by location, physician, and/or tre ating specialty, 
 
 (b)  Access of information by other medical staff,  and 
 
 (c)  Optimizing inventory control. 
 
 b.  Responsibilities 
 
 (1)  The Veterans Health Administration (VHA) deve lopers and/or commercial 
vendors of laboratory software are responsible for:  
 
 (a)  Identifying potential control functions, 
 
 (b)  Providing a listing of error and warning mess ages, and 
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 (c)  Informing the user of override capabilities. 
 
 (2)  The medical center is responsible for providi ng: 
 
 (a)  Resources to Information Resources Management  (IRM) for appropriate 
operator support, 
 
 (b)  Appropriate hardware, 
 
 (c)  Appropriate backup procedures for computer do wntime, 
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 (d)  Detailed information regarding design specifi cations and testing prior 
to release, and 
 
 (e)  Sample test plans and worksheets for use in v alidation. 
 
 (3)  IRM is responsible for using the verified, re leased version of the 
software unless there are documented testing agreem ents to use unverified 
software in a structured setting.  Local modificati ons are the responsibility 
of the medical center and must meet all external ac creditation requirements, 
including those set forth by FDA, CAP, and AABB. 
 
 (4)  The Chief, Pathology and Laboratory Medicine Service, or designee, in 
conjunction with the Transfusion Officer and/or the  Chief, Blood Bank Section, 
is responsible for: 
 
 (a)  Approval of overall functionality, 
 
 (b)  Review of the validation testing results, and  
 
 (c)  Collaboration with the Chief, IRM, as appropr iate. 
 
 (5)  The Blood Bank Supervisor, in conjunction wit h the Laboratory 
Application Coordinator(s), is responsible for: 
 
 (a)  Ensuring appropriate procedures are in place (including a validation 
test plan), 
 
 (b)  Maintaining required documentation, 
 
 (c)  Ensuring adequate training of personnel, 
 
 (d)  Identifying control functions for options and  routines used at that 
medical center, 
 
 (e)  Understanding the documentation provided by t he vendor, and 
 
 (f)  Assessing the spectrum of control for the con trol functions. 
 
 (6)  The Blood Bank staff is responsible for refer ring to and following 
established procedures in the procedure manual(s) a nd maintaining appropriate 
information security according to VHA and Federal g overnment policy and 
procedure. 
 
 c.  Minimum Standard Operating Procedures for the Computer Functions 
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 (1)  The procedures must contain information on ho w the computer functions 
are integrated into the daily operations.  The info rmation must reflect the 
current version of the laboratory software and whet her it is a DHCP, or 
commercial, product. 
 
 (2)  Written procedures must exist which detail th e manual and backup system 
to be used during computer downtimes.  The ability to immediately activate this 
procedure must be in place at all times. 
 
 (3)  Written procedures must exist that: 
 
 (a)  Describe the procedure for correction of data  entry errors.  The system 
must include a mechanism to: 
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 1 .  Identify who corrected the data, 
 
 2 .  Control access of who can correct data, and 
 
 3 .  Monitor the number of changes for both reportabl e and nonreportable data.  
NOTE:  If it is a reportable result, the results mu st be identified as 
"corrected." 
 
 (b)  Describe methods for maintaining data integri ty, including: 
 
 1 .  An audit trail for changes in verified data, 
 
 2 .  Periodic checks on data integrity following both  scheduled and 
unscheduled downtimes, and 
 
 3 .  The mechanism for reconstructing lost data. 
 
 (c)  Describe maintenance procedures for hardware and software.  Maintenance 
must be regularly scheduled to have minimum impact on operations. 
 
 (4)  Define information security procedures, devel oped by the laboratory 
staff with concurrence from the facility Informatio n Security Officer.  These 
procedures must detail who has access to: 
 
 (a)  View data, 
 
 (b)  Enter data, 
 
 (c)  Edit data, and 
 
 (d)  Modify software. 
 
NOTE:  If the procedure contains general statements  by position, there must be 
a detailed listing with the names of individuals an d their level of access. 
 
 (5)  Procedures for requesting official software m odifications should 
include: 
 
 (a)  The details of the request submission, includ ing the rationale for 
changes/modifications, 
 
 (b)  The local approval process, i.e., authorizati ons of changes, and 
 
 (c)  The mechanism for submitted requests for chan ge to the verified 
software. 
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 d.  Validation Testing.  Prior to the release of L aboratory software, DHCP 
developers and/or commercial software vendors are r equired to subject the 
software to intensive testing and review as part of  the development and 
verification process.  A great deal of the function ality of software is 
affected by the operating system, interaction with other software packages in 
the same database and files which accommodate local  modification.  This 
'verification' is not equivalent to 'validation tes ting', as detailed 
following, nor can it be substituted for mandatory 'validation testing'.  NOTE:  
Additional details and a sample plan are included i n the Laboratory Quality 
Management Handbook; see subparagraph 5.17n, and th e Blood Bank User Manual 
Appendix provided with the DHCP software. 
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 (1)  In order to confirm that the computer softwar e logic functions as 
desired, using the local database, operating system  and hardware configuration, 
validation testing must be performed in accordance with the current 
requirements of the various accrediting and regulat ory agencies and the 
provisions of subparagraph 5.16b(5) (see subpar. 5. 17a, e, and t through v for 
additional references). 
 
 (a)  A 'Validation Test Plan' must exist which det ails the individual 
responsible for: 
 
 1 .  Developing, executing and reviewing results of t est cases; 
 
 2 .  Evaluating the validation process; 
 
 3 .  Determining the acceptance criteria; and 
 
 4 .  Determining acceptability of testing. 
 
 (b)  The 'Validation Test Plan' must address a var iety of issues, including: 
 
 1 .  The physical description of the computer hardwar e; 
 
 2 .  The manufacturer and model; 
 
 3 .  The number and location of terminals; 
 
 4 .  The list of modems and authorized access to mode ms; 
 
 5 .  The identity of any instrument interfaces; 
 
 6 .  The environmental conditions; 
 
 7 .  The operating system and version; 
 
 8 .  The application software and version; 
 
 9 .  A listing of options/programs to which blood ban k personnel have access; 
 
 10 .  a summary of the implementation process, includi ng action to be taken if 
deviations from expected performance occur; and 
 
 11 .  The full variety of test cases. 
 
 (c)  The 'Validation Test Plan' must define the ac ceptance criteria for the 
validation testing.  The criteria should include: 
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 1 .  Definitions for successful completion of the tes t cases, as well as for 
when the user requirements will be met; and 
 
 2 .  The process for evaluation of unaccepted occurre nces to determine whether 
the occurrence is critical or noncritical. 
 
 (2)  Validation testing must include testing of al l control functions and 
routine operations under a variety of test conditio ns: 
 
 (a)  A control function is a system function that causes an activity to 
occur, or that influences the behavior of the user of the system.  Control 
functions may exist even when
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competent human intervention occurs.  Examples incl ude functions in which 
labels are created, records are created, modified r etrieved, deleted and/or 
archived, data is compared to a standard or a warni ng message is generated. 
 
 (b)  For each control function, the spectrum of co ntrol must be indicated, 
i.e., process control or decision support. 
 
 1 .  Process control involves functions in which the system software actually 
makes a decision using available information and al gorithms. 
 
 2 .  Decision support functions are those in which an  individual bases a 
decision on information obtained from the system. 
 
 (c)  Routine operations are those used in the dail y operations of the blood 
bank in that medical center.  Options, routines or functions which are not 
utilized in that medical center need not be tested.   These operations should 
include: 
 
 1 .  Data entry methods, 
 
 2 .  Information security procedures, 
 
 3 .  Program overrides, 
 
 4 .  Data storage, and 
 
 5 .  Retrieval and trace ability of results. 
 
 (d)  A variety of test conditions must be addresse d, including: 
 
 1 .  Normal data; 
 
 2 .  Exceptional data which provides an unusual twist  for the program to force 
the program to react to data, or a situation that m ight be unexpected; 
 
 3 .  Boundary situations to force the evaluation of c onditions that are of 
borderline validity; 
 
 4 .  Invalid data to force a program to prove that it  can detect invalid 
input; and 
 
 5 .  Stress conditions to determine whether system ha s acceptable performance 
limits. 
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 (3)  Validation testing must be performed in an en vironment which must be a 
duplicate of the operating system file structure, p rograms, site specific 
options, etc., of those found in production.  Altho ugh performance of this 
testing in a test account is preferable, this may n ot be possible if the test 
account is not complete, or well maintained.  If th e final testing must be done 
in production, there must be strict controls to ens ure that is does not 
adversely affect daily operations and that testing data is not confused with 
actual patient, donor, or inventory data. 
 
 (4)  Validation testing must be performed accordin g to specified time frames 
in accordance with the requirements of the various regulatory agencies (see 
subpars. 5.17 t through v): 
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 (a)  Retrospective validation is required for curr ent systems and/or software 
in operation before the FDA memorandum of September  1989.  This validation 
testing must include the full scope of testing deta iled in subparagraph 
5.16d(2). 
 
 (b)  Prospective validation testing must be perfor med before software is put 
into use for daily operations.  This testing must b e completed before parallel, 
manual systems are discontinued and the computer is  no longer redundant.  This 
validation testing must include the full scope of t esting detailed in 
subparagraph 5.16d(2). 
 
 (c)  Prospective change control validation testing  must be performed before 
revisions, or modifications, in software are put in to use for daily operations.  
This validation testing may encompass a more limite d scope depending on the 
nature of the change and the interaction of that sp ecific routine on other 
functions.  This is particularly crucial for any lo cal modifications made since 
these modifications do not go through the usual reg imented verification 
process. 
 
 (5)  Validation testing must be documented in a co mprehensive manner. 
 
 (a)  Testing documentation must include observatio ns from testing.  This may 
be in the form of: 
 
 1 .  Work sheets, 
 
 2 .  Screen prints, 
 
 3 .  Logging files, 
 
 4 .  Printed reports, 
 
 5 .  Written transcriptions, 
 
 6 .  Data tapes, or 
 
 7 .  Data disks. 
 
 (b)  Testing documentation must include proof of r eview of the test cases, 
whether testing met the acceptance criteria or requ ired any correction action, 
the signature and date of approval by the Chief, Bl ood Bank Section and the 
implementation date. 
 
 e.  Tracking of Errors 
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 (1)  A record, or log, must exist to detail: 
 
 (a)  Unusual occurrences and errors ("bugs"), 
 
 (b)  Clinical significance of errors, 
 
 (c)  Corrective action taken to resolve the proble m, and 
 
 (d)  Final resolution. 
 
 (2)  Unusual occurrences and errors shall be evalu ated by the Laboratory 
Application Coordinator (LAC) and/or the VA medical  center IRM Service to 
determine whether the problem is local, or whether it involves the released 
version of the software. 
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 (a)  All errors related to the released version of  the software shall be 
immediately reported to the laboratory DHCP softwar e developers using the 
Electronic Error and Enhancement Reporting (E3R) sy stem. 
 
 (b)  Errors related to local database problems or local modifications shall 
be resolved by the LAC, the VA medical center IRM S ervice, or the supporting 
Information System Center (ISC) staff. 
 
 (3)  In the event that an error exists, or the sof tware does not perform a 
necessary control function, immediate action must b e taken to provide backup 
procedures until the problem is resolved.  This inc ludes any error which allows 
the inappropriate release and distribution of unsui table blood and blood 
components. 
 
 f.  Training of Personnel 
 
 (1)  All persons utilizing the computer shall unde rgo appropriate training 
prior to performance of duties involving the DHCP, or comparable computer 
software. 
 
 (2)  Ongoing assessment of personnel competency, a s detailed in Chapter 2, 
shall include the use of the computer software. 
 
 (3)  Prior to the implementation of software chang es and/or modifications, 
all users of the Blood Bank software shall be train ed as part of the validation 
testing. 
 
 g.  Documentation 
 
 (1)  There must be a written record of unscheduled  downtimes, including the 
reason for failure and any corrective action taken.   NOTE:  This need not 
necessarily be maintained in the Blood Bank. 
 
 (2)  In accordance with the provisions of subparag raphs 5.16d(6) and 
5.16e(1), there must be documentation of validation  testing and of errors which 
occur either during validation testing, or after im plementation. 
 
 (3)  Documentation of training must be maintained.  
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SELECTION OF NON GROUP SPECIFIC BLOOD COMPONENTS 
 
 
 
1.  RED BLOOD CELL COMPONENTS 
 
 Blood Group of Recipient  Alternate Compatible Groups  
 
  Group O    
None 
  Group A    
  O 
  Group B    
  O 
  Group AB   A, B, or O 
 
 
 
2.  PLASMA COMPONENTS (Fresh Frozen Plasma, Platele ts, Cryoprecipitate) - when 
used in quantities greater than 250 cc 
 
Blood Group of Recipient  Alternate Compatible Groups  
 
  Group O    
A, B, or AB 
  Group A    
  AB 
  Group B    
  AB 
  Group AB   None 
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MANAGEMENT OF MAJOR ABH INCOMPATIBLE TRANSFUSION REACTIONS 
 
 
1.  Approach.  There is no standard approach to the  medical management of 
transfusion reactions resulting from ABH incompatib ility, because of the 
variety of clinical presentations that results from  these accidents.  
Consultation with hematologists, nephrologists, the  Chief, Blood Bank Section, 
and the transfusion officer must take place to ensu re an expeditious and 
effective treatment. 
 
2.  Diagnosis and Therapy.  Diagnosis and therapy m ust be geared at the 
following goals: 
 
 a.  Preventing further addition of incompatible re d blood cells into the 
blood circulation by stopping the transfusion immed iately and removing any 
improperly designated units for the recipient from the active inventory. 
 
 b.  Identifying the presence of disseminated intra vascular coagulation (DIC) 
by securing adequate samples for appropriate labora tory testing and diagnosis. 
 
 c.  Controlling DIC.  The mainstay of treatment is  to control DIC.  
Cryoprecipitate and heparin therapy may be necessar y.  This treatment is 
associated with risks and should only be undertaken  with proper subspecialty 
hematology consultation. 
 
 d.  Removal.  Removing the circulating incompatibl e red blood cells to avoid 
further DIC and further immune complex formation.  This could be achieved by 
exchange transfusion and/or plasmapheresis; however , these protocols carry very 
serious risks.  This type of treatment must be care fully evaluated by the 
treating physician, and a clinical hematologist. 
 
 e.  Correctly Handling Incompatible Transfusion Re actions.  All ABH 
incompatible transfusion reactions constitute an em ergency and cases must be 
handled with the greatest attention to detail.  The ir management requires 
involvement by the Chief, Blood Bank Section, and m ust follow the 
recommendations of the American Association of Bloo d Banks (AABB).  The 
cornerstone of therapy is the treatment of DIC whic h may cause renal cortical 
damage with renal shutdown.  Renal cortical flow, w hich controls DIC, should be 
improved by the use of diuretics that have an effec t on cortical flow, i.e., 
Furosemide, with the goal of maintaining an output of 1 to 2 ml/kg/hr.  
Prolonged hypotension and shock must be treated agg ressively to avoid further 
renal damage. 


