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	Objective


	To reduce a patient’s exposure to homologous blood during surgery, by utilizing autotransfusion and returning autologous packed red blood  cells to the patient.



	Scope
	Perfusionists, Registered Nurses and Technical Support staff



	Policy
	Individuals under the scope of this policy being members of the operating room team may implement the function of these guidelines and  utilize autotransfusion under the direction of a physician.

· FDA – Food and Drug Administration classifies autotransfusion devices as Class II medical devices under part 800 of Title 21, Code of Federal Regulations.

· AABB – The American Association of Blood Banks provides essentials and guidelines for accreditation of perioperative blood salvage.

· JCAHO – Joint Commission of Accreditation of Health Care Organizations involves standards in improving organizational performance, information management, pathology and clinical laboratory and medical staff.

· CAP – College of American Pathologists who provides essentials and guidelines for the accreditation of perioperative blood salvage.



	Definitions
	1. APRBC: Abbreviation used to indicate Autologous Packed Red Blood Cells, which is the end product of autotransfusion.

2. ATS: Abbreviation for autotransfusion

3. Autotransfusion: Auto: In reference to or belonging to oneself.  Refers to the patient’s own blood which is recovered, processed and returned via an intravenous route utilizing aseptic technique. 



	
	


	Provisions


	1. Individuals under the scope of this policy are reviewed annually by the Director of the DMC Adult Perfusion Service or designee using the competency report.  Set-up, operation and documentation all comply to assure quality and meeting accreditation guidelines. (Addendum A – Competency report).

2. Autotransfusion may be utilized for any operation or trauma surgical case where there may be expected blood loss from the patient during the course of the operation.  Autotransfusion is performed based on the surgeon’s preferences.

3. Patients who refuse homologous blood products based on religious restrictions need to be pre-operatively informed of the use of autotransfusion, and the appropriate consent form signed as to the patient’s acceptance of this modality prior to surgery.

4. Relative Contraindications: Surgical cases in which blood loss involves sepsis, topical antibiotics, malignancy or gastro-intestinal secretions should avoid utilization of autotransfusion

5. If the patient’s blood loss exceeds 5 units of autologous blood recovered and returned, it may be necessary to check the adequacy of  coagulation factors of the patient.  The use of a cell saving device will eliminate a  patient’s  plasma volume which could result in a coagulopathy.

6. The autologous collected blood must not be used for allogenic purposes.

7. Patient  consent for autotransfusion is implied by signing the transfusion consent. If the patient refuses homologous blood products, then consent for autotransfusion must be documented.

8. When autotransfusion   is utilized, the washed packed red blood cells must be returned to the patient unless contraindicated or otherwise determined by the physicians.  Physicians must document reason if blood is not transfused.

A quality assurance program is in place to monitor and improve the autotransfusion service and quality of the autologous blood product. (Appendix B)



	Administrative 

Responsibility
	The Medical Director for DMC Blood Banks, as well as the Director DMC Adult Perfusion or his/her designee.  The attending physician/surgeon has the right and responsibility for the use and application of autotransfusion and the monitoring of the re-infusion of autologous blood.  The process of machine operation will be the responsibility of the operator, and the Director Adult Perfusion Service.




THERE MAY BE NOT EXEPTION TO THIS POLICY WHERE SUCH EXCEPTION IS A VIOLATION OF LAW

Approval Signature:    


Brian R. Paules CCP Director                                                  01/16/2003


Brian R. Paules CCP Director DMC Adult Perfusion Service                   Date

APPENDIX A

                                                     AUTOTRANSFUSION PROCEDURE

#1) Aseptic technique must be utilized throughout the procedure at every step.  

#2) Inject 40,000U or Heparin into a 1L bag of .9% N Saline, mix and label accordingly.

#3) Place the collection reservoir into the holder, either on the cell saver machine or another IV                                                                 

  pole.

#4)  Open the collection assembly suction tubing and with the inner pack opened, take the           tubing provided and attach to the suction assembly at the bottom of the reservoir.  The sterile suction tubing is then passed to the sterile field.

#5) Suction assembly is passed form the sterile field to the operator, and the ¼” end is attached to the collection reservoir, while the spike end is attached to the IV bag with the heparin.

#6) Run approximately 200 c of heparin saline into the collection reservoir, then set a heparin drip according to the quantity of suction blood return.

#7) Obtain the machine disposable supplies.

#8) Plug in the machine, turn on the power and allow it to go through the self check.  Upon completion of the self   check a message will be given to load the supplies.  Install the centrifuge bowl into the centrifuge well and slide the yolk assembly into place to secure the  bowl.

#9) Place the tubing into the manifold and close the latch assembly, threading all the tubing in the machine according to the manufacturer’s directions.

#10) Upon obtaining sufficient volume to process, the cell saver may be used on either auto or manual mode for processing.  Refer to the manufacturer’s instructions for processing.  It is recommended that a minimum of 1000cc of saline be utilized for the wash cycle.

#11) Upon completion of the processing and the autologous washed packed red cells are transferred to the return bag.  From the return bag, the blood is then transferred to an infusion bag  and all air removed to prevent air embolism,  then labeled with the following items:



PATIENT  STICKY LABEL



DATE AND TIME OF PROCESSING



DATE AND TIME OF EXPIRATION



SIGNATURE OF OPERATOR



LABELED “AUTOLOGOUS USE ONLY”

#12) The perioperative blood product  may be stored at room temperature for up to 6 hours.  If appropriate refrigeration is available, the blood may be stored for up to 24 hours.  The refrigeration required must comply with all AABB standards for temperature monitoring and alarms.

#13) At the conclusion of the case the waste bag will be emptied into the appropriate receptacle according to the individual hospital policies.  Remaining circuit volume may be also discarded.  All tubing and reservoirs are discarded in a double wrapped bag.

#14) Upon completion of the procedure, the appropriate medical record for autotransfusion must be completed and placed into the patient’s chart.

#15) The cell saver equipment/hardware is maintained by the manufacturer on an annual PM basis as directed by the Bio-medical Engineering dept at each hospital where the equipment is located.  All necessary paperwork is maintained by the Bio-med department.

APPENDIX B

QUALITY CONTROL

Instrument function, preventive maintenance and repairs are documented and periodically reviewed.  Equipment    maintenance is accomplished by contract with Haemonetics Corporation for all preventative maintenance and repair.  When the determination is made that there is a need for machine service, the attached “Equipment Report Form” is completed and returned to the Perfusion Service Office.  This form will then be faxed to Bio-medical services for the Hospital and  arrangements will be made through the manufacturer for repairs at the earliest time.  Alternate machines may be obtained through Perfusion Service as needed.  The original paperwork will be on file in the Perfusion   office and a copy provided to the institution for their files.

To assure  the quality of autotransfusion service, a performance improvement program has been established including criteria for acceptable performance.

Data will be collected which will reflect the quality of Autotransfusion service and the quality and safety of the final product.  Data will be collected, compiled and reported to the department and hospital blood banks.  This data remains confidential and is a peer review process improvement within the hospitals.

The data collection series per month shall include at least five procedures for analysis.  If fewer than five cases are performed at any institution, then all procedures will be included for analysis.  A “data measurement” tool will be utilized for data organization.  All original pathology reports should remain with the data collection tool.

On a quarterly basis, the data will be analyzed for acceptable performance and an action plan to address outliers.

CURRENT DATA SELECTION:

1. Quality of product returned:  Pursuant to the changes in the AABB standards, analysis must be accomplished of the collected blood prior to washing and then of the washed product, to determine the percentage change of markers to determine quality.  The markers given below will be checked prior to washing and again of the washed product.

a) Plasma free hemoglobin:  measurement of hemolysis and a measurement of the reduction in plasma free hemoglobin will be calculated.  

b) Hematocrit:  The level of pre and post washed HCT’s will be determined.

c) Albumin:  The percent change in albumin levels from the pre vs the post washed product will be determined

d) K+ concentration:  Potassium concentration will be measured as a marker for hemolysis and to determine the pre vs the post washed product levels


CRITERIA FOR ACCEPTABLE PERFORMANCE

1. Plasma free HGB within a range not to exceed 250mg/dl in the final product, or a removal of 90% of the plasma free hemoglobin.

2. Hematocrit levels ranging  between 40-62%

3. Percent removal of albumin should be 95%

4. Percent removal of potassium should be 95%

Sponsor:  Adult Perfusion Service



