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1.1.1  Medical Director 

Responsibilities

The blood bank or transfusion service shall have a
medical director who is a licensed physician and
qualified by education, training, and/or experience. The
medical director shall have responsibility and authority
for all medical and technical policies, processes, and
procedures - including those that pertain to laboratory
personnel and test performance - and for the
consultative and support services that relate to the care
and safety of donors and/or transfusion recipients. The
medical director may delegate these responsibilities to
another qualified physician; however, the medical
director shall retain ultimate responsibility for medical
director duties.



Organization Chart of a Clinical Laboratory







AABB Standards



AABB Quality System 

Essentials

1. Organization

2. Resources

3. Equipment

4. Supplier & customer 

issues

5. Process control

6. Documents & records

7. Deviations, 

nonconformances, & 

complications

8. Assessments: internal & 

external

9. Process improvement

10.Facilities & safety



Leadership

ÅPassion, dedication 

and skill

ÅMaking quality 

processes job #1

ÅLooking at 2nd and 3rd

level reflection thought

ïWhy, how, do we have 

a system in place

ïData driven

ïAchieve consensus



Quality Assurance in the Hospital

ÅEnsure quality care, services and treatment are 
provided to patients

ÅContinuous operational improvement

ÅHave systems in place to collect data and 
monitor their performance

ïBlood product use

ïHemolytic transfusion reactions

ïAudit particular areas

ÅTurn around time

ÅSpecimen mislabeling

ÅWastage

ÅPatient identification



Process Improvement Goals

Develop corrective and preventive 

action plans that include:

ï Root cause analysis

ïIdentification and evaluation of 

solutions

ïData collection & evaluation

ïFollow-up evaluation

Identify, investigate, correct, and prevent problems



Developed a performance improvement plan (PIP) database 

to track activities

Carry-over activities not finished into the next year  

Review activities to aid in preparing departmental goals for 

next year
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Process Improvement Goal

Massive Transfusion Protocol

Package RBC

(units)

Plasma

(units)

Platelet

apheresis

Cryo-pool

(10 units)

Initial 6 6

1 6 6 1

2 6 6 2

3 6 6 1

4 6 6 1

5 6 6 1

6 6 6 1



Goals of the

Massive Transfusion Protocol

ÅEarly transfusion of coagulation factors and 
platelets

ÅMinimize coagulopathy

ÅReduce total blood use by early correction of 
coagulopathy

ÅReviewing laboratory data, turn around times, 
outcome, blood utilization, transfusion reaction 
rates



What did we need from the blood 

supplier

ÅAdequate group O RBC supply

ÅAdequate group AB plasma supply

ÅAdequate platelet supply

ÅPrepooled cryoprecipitate



What did we need in the blood 

bank

ÅAdequate personnel

ÅAdequate plasma thawers

ÅQuick and easy mechanism to issue blood 

products

ÅAdequate blood supply



Lab Quality Measurement 1 

Å Percentage of MTP cycles in which blood 
products are made available within 30 minutes 
and if they are delivered to the OR in a timely 
fashion (target > 90%).

Å 74% of the packages were available within the 
designated target and 91% within 10 minutes, 
98% within 30 minutes of the target.

Å 31% of the packages were picked-up within 
the designated target and 69% within 10 
minutes, 93% within 30 minutes of the target.



Lab Quality Measurement 2 

Å Number of wasted blood product units.
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Continuous Quality Improvement

Validation

Quality control

Audit

Errors

Accidents

Complaints

Transfusion reactions

Corrective action

Root cause

Deviation

Continuous quality 

improvement Donor screen

Consent

Phlebotomy

Viral marker testing

ABO typing

Antibody screen

Component preparation

Labeling

Release into inventory

Transport

Storage

Donor

Product

Patient

Compatibility testing

Crossmatch

Issue

Transport

Transfusion



Transfusion Committee

ÅMembers from departments that use blood 
products

ïHematology, Surgery, Anesthesia, Obstetrics, 
Emergency room

ÅMembers from the clinical laboratory

ïBlood bank

ÅMembers from hospital administration

ÅMembers from nursing



Monitorééé

ÅBlood supply

ÅUse and wastage of 

blood products

ÅSpecimen mislabeling

ÅTurn around time for 

completing transfusion 

orders

ÅDocumentation of 

patient identification 

and appropriate blood 

administration practice

ÅTransfusion reactions

ÅFDA reportable events

ÅAppropriateness of blood 

orders

ÅUse and maintenance of 

blood  salvage equipment

ÅUse and maintenance of 

blood warmers





Blood Center Processes which Increase 

Costs yet Decreasing Adverse Events

ÅUniversal pre-storage leukoreduction

ÅUniversal irradiation

ÅNAT and micro-arrays expansion

ïSpecialized donor profiles

ÅNAT for specialized populations

ïCMV, EBV, HHV-8

ÅPathogen inactivation/reduction

Hospital transfusion committee must weigh the cost versus

the benefit and communicate with the blood centers to

optimize patient care while controlling costs



Changes in donor deferral which 

may effect the blood supply

ÅvCJD travel deferrals

ÅChagasô testing

ÅHigh risk of alloimmunization resulting in 
TRALI



Blood center communicating blood 

shortages to the hospital

ÅñShortagesò need to be defined





Audit Blood Administration Practice

ÅReviews multiple steps in the process from 

specimen receipt, specimen testing, 

patient identification, transfusion

ÅAudits can beé

ÅProspective: occurring at the time of the event

ÅConcurrent: occurring within 24 hours of the event

ÅRetrospective: occurring after 24 hours of the 

event







Developééé

ÅTransfusion practice guidelines

ÅCriteria for specific blood product use

ÅBlood administration procedures



Guidelines
ÅProduct guidelines

ïRBC products

ïPlatelet products

ÅSpecialized patient population 

guidelines

ïSickle Cell Disease

ïCMV in OLT

ïVIIa

ïMassive transfusion



Transfusion Practice Guidelines

ÅA model process follows:

ïAn audit is performed in order to best understand current and  

established transfusion practices  

ïDraft guidelines are created by a multidisciplinary team based on 

evidence in the literature.  

ïEducation of the ordering physicians and other members of the 

health care team ensues and is required to determined 

understandability and likelihood of implementation and 

compliance.   

ïThe guidelines revised, approved, adopted and implemented.   

ïPeriodically, repeat auditing is required to guarantee that the 

guidelines are being followed and continue to be appropriate.  





Durability Of Change inTransfusion Practice 

Transfusion 2007;47(s2):132s


