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___ New policy proposal
Major revision of existing policy

(A) Policy Statement

x
Minor/technical revision of existing policy
Reaffirmation of existing policy

The Blood Transfusion Service has defined the steps and activities necessary for documenting new and revised
processes into written policies and procedures in compliance with AABB and CAP guidelines.

(B) Purpose of Policy

To provide immediate reference for Blood Transfusion Service staff to policies and procedures that comply with
current AABB standards and practice and CAP guidelines.

To promote uniformity and limit variation in the performance of test procedures and routine Blood Bank
operations.

(C) Procedure

Process Control

1. Procedures Manual is written, revised and reviewed annually by the Blood Transfusion Service Supervisor,
Medical Director or designee. Procedures are reviewed and validated by BTS staff prior to effective date.
New and revised procedures are approved by the Medical Director of the Blood Transfusion Service. All
procedures are written in compliance with NCCLS guidelines (GP2-A2, vol. 12, no. 10) and contain, to the
extent possible, the following parts:
• Title
• Principle - a paragraph concerning the type of reaction involved and clinical reasons for performing the

test.
• Specimen Requirements
• Reagents - specific reagents, supplies and equipment used for the test.
• Procedure - detailed instructions written in a specific stepwise manner.
• Interpretation of Results
• Procedure Notes - includes special precautions, limitations of procedure, helpful hints, interfering

substances or clinical conditions.
• References - textbooks, manufacturers product inserts, publications, etc. used in preparing the

procedure. List author, title, edition number, pages, publisher, place of publication, volume number,
year of publication or revision.

2. The Quality System Manual contains policies written, revised or edited by the Blood Transfusion Service
Supervisor or designee. Policies address the Quality System Essentials in the AABB Association Bulletin
#97-4. Policies are reviewed and validated by BTS staff prior to effective date. New and revised policies
are approved by the Medical Director of the Blood Transfusion Service. Each policy contains the following
parts:
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• A statement of policy
• Purpose of policy
• Standard Operating Procedure - a detailed explanation of the policy statement as applied to Blood

Transfusion Service routine and addressing applicable key elements of each critical control point.

3. Each policy and procedure contains a record listing original version date, current version revision and
review dates and the identification of the person performing review. Hand-written revisions, ifnot
extensive, are acceptable and must be dated and initialed.

4. All discontinued policies and procedures are kept on file for five years after removal from service.

5. All deviations from BTS policies and procedures must be documented appropriately in a lab occurrence
report (See Policy #3364-108-106).

6. BTS staffwill validate policies and procedures. Validation assures the policy or procedure clearly and
accurately states the practice intended and agreement of the policy or procedure with the stated reference
material. Staff is notified of revised or new procedures with the StaffNotification form. Staffwill
acknowledge notification and understanding of new/revised procedures and policies by signing Staff
notification form.

Change Control
Revisions in policy and procedure, or new policies and procedures to address needs identified through Process
improvement activities are documented on a Change Control form. The completed form will accompany the
new or revised policy or procedure for approval by Medical Director of Blood Transfusion Service and for staff
notification and training. Completed Change control forms are kept on file until original version or current
revision of policy/procedure is revised or removed from service.
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