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	Purpose
	To define the process of tracking apheresis donor’s total red blood cell and plasma loss over a 12 month rolling calendar to prevent these donors from exceeding maximum allowable red cell and plasma volume losses.

	
	


	Policy

	· A donor must not undergo more than 24 Platelet Pheresis collections in a 12 month rolling period.
· The interval between each collection of Platelet Pheresis must be at least two days with no more than two procedures in a seven-day period. 

· Concurrent plasma must not be collected more than every 28 days.

· A donor must not undergo more than 12 concurrent plasma collections in a 12 month rolling period.

· Donors must not donate red blood cells for 8 weeks/56 days after a single RBC apheresis or 16 weeks/112 days after a double RBC apheresis donation 
· Allowable Double Red cell donations per year is three (3) provided they do not exceed maximum RBC loss in rolling 12 month period
· The automated blood cell separator device must be set with a post-donation platelet count target of no less than 100,000 platelets/µL. 

	
	· Maximum Allowable RBC Loss in a rolling twelve (12) month calendar is (1733 = 45% x 550 mL (488 mL draw + 62 mL sample pouch + tubing ) x 7).  

	
	· Cumulative plasma loss must not exceed 14.4 liters (14,400 mL) if the donor weighs 175 lbs. or more and 12.0 liters (12,000 mL) if the donor weighs 110- 174 lbs. in a rolling twelve month (12) period.  

	
	· Apheresis and whole blood donations must be tracked and red cell and plasma losses calculated at each donation.

·  Whole Blood donations need to be accounted for- Volume 550 mL- with 248 mL as RBC loss, 302 mL plasma loss (assumptions, 488 mL blood draw plus, 62 mL (sample pouch + tubing)  collected and hct of 45% or hgb of 15.0 gm/dL).

·  All donations (including non KP donations) must have appropriate losses tracked (whole blood donations, platelet,  plasma, single/double red cells, rinseback completed/no rinseback, etc.) and values documented in Volume Loss Worksheet.  
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	· All charts are reviewed by licensed staff prior to donation to determine eligibility based on volume loss and number of donations in a rolling calendar year. This review is documented on the Volume Loss Worksheet. 

· Donors who inadvertently exceed maximum allowable RBC loss must be deferred from any donations for the appropriate length of time.  The chart is reviewed by the Donor Center Medical Director, QIM is completed, and notes documented on chart 

	
	· Donors who inadvertently exceed maximum allowable plasma loss or plasma is collected more than once in 28 days must be deferred for an appropriate period of time and an TP/SPEP performed.  The chart is reviewed by the Donor Center Medical Director, QIM is completed, and notes documented on chart 

	
	


	Equipment and Reagents
	· Volume Loss Worksheet (VLW) Attachment A
· Procedure Runsheet- Attachment B
· Calculator

· Donor Apheresis Chart

· Donor History Questionnaire (DHQ)
· Computer System

	
	


	Definitions
	· RBC – Red Blood Cell

· WB – Whole Blood

· Hct – Hematocrit

· DRBC – Double Red Blood Cell

· TP/SPEP – Total Protein/ Serum Protein Electrophoresis

· KP – Kaiser Permanente

· YTD -  year to date, rolling 12 month

· DOB – date of birth

· DID – donor ID number

· AC – anticoagulant

· VLW – volume loss worksheet – Attachment A
· ERC- temporary open deferral code for donors who exceed red cell and/or plasma volume limits

· NRB – temporary 56 day deferral code for donor when you have no rinseback. 
· QIM – Quality Improvement Monitoring (Tool)
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	Procedure
	Perform the following steps to complete the Volume Loss Worksheet (VLW)

	
	Step
	Action

	
	1.


	Document donor information at top of VLW (donor’s name, DID, DOB, height, weight,  from DHQ)- Attachment A
· Verify that the donor is eligible to donate based on the eligibility dates listed on the VLW. Place a checkmark next to the eligibility date to document the verification.

	
	2.


	Complete the procedure information (date, unit number, hematocrit, platelet pre-count when obtained from lab, TP/SPEP if required).

· TP/SPEP testing is required IF:

· Plasma is collected more than once in 28 days.

· Cumulative plasma volume loss exceeds maximum allowable loss in a rolling 12 month period 

· 14.4 Liters (14,400 mL) if donor weighs 175 lbs. or more and 

· 12.0 liters (12,000 mL) if donor weighs less than 175 lbs. 

· These calculations exclude anticoagulant volumes.

· Document TP/SPEP in comments under the Product Yield column on VLW



	
	3.
	Under the Procedure columns, document the procedure being performed, in the non-shaded section of the appropriate column(s).  

· For example if there is a single platelet and a plasma unit, mark “S” in the Platelet column and “S” in the Plasma column to designate a single platelet and single plasma.  

· A “D” in the Platelet column and an “S” in the RBC column would designate a double platelet and a single RBC.

	
	4.
	Column labeled RBC Collected (column A):

· Enter the volume collected from the “Trima Accel Automated Blood Component System Procedure Runsheet” (Runsheet) under Red Cell Product, RBC Collect Volume (mL) minus the anticoagulant (AC).  

· For example: 250 mL of RBC collected – 9 mL of AC = 241 mL (RBC Volume collected.  Enter this result in column A of the VLW

	
	
	

	
	
	Continued on next page


	
	

	Procedure
	Perform the following steps to complete the Volume Loss Worksheet (VLW)

	
	Step
	Action

	
	
	Column labeled RBC Residual (column B):  

· RBC residual values require a series of calculations using the Runsheet. The value(s) are documented in appropriate columns for RBC Residual Loss (column B) on the VLW.  See below and see attached sample VLW



	
	

	
	Leukoreduced Red Cell Loss Calculation Loss Guide:

	
	IF
	THEN
	EXAMPLE
	WHERE TO DOCUMENT

	
	Rinse-back Complete
	See “End Run Summary screen” for RBC residual loss and plasma loss 
	Example:

Hct = 45%; Hgb 15.0 gm/dL 
RBC Loss from test samples =62ml (pouch + sample tubing)
RBC residual loss = 40ml (Refer to the Trima Procedural Summary Screen for actual RBC loss)
(0.45 x 62mL)  =  28ml (pRBC)  
40ml(residual RBC)+28 (pRBC) = 68ml RBC loss 
	“Residual” column under RBC on theVLW, (column B)

	
	No Rinse back and Blood Prime is complete
	See “End Run Summary screen” for RBC residual loss and plasma loss  


	Example:

Residual RBC volume loss = 85 mL ((Refer to the Trima Procedural Summary Screen for actual RBC loss)

	“Residual”  column under RBC on the  VLW (column B)
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	Procedure
	Perform the following steps to complete the Volume Loss Worksheet (VLW)

	
	Step
	Action

	Cont’d
	Leukoreduced Red Cell Loss Calculation Loss Guide:

	
	IF
	THEN
	EXAMPLE
	WHERE TO DOCUMENT

	
	
	
	RBC Loss from test samples =62ml (pouch + sample tubing) (62 mL x Hct45%; Hgb 15.0 gm/dL)=28mlpRBC
85 mL(Trima Display) + 28ml pRBC(pouch+tubing)   = 113 mL
	

	
	No Rinseback and Blood Prime is not complete 
	See “End Run Summary screen” for RBC residual loss and  plasma loss  
	Example:

Residual RBC volume loss = 45 mL ((Refer to the Trima Procedural Summary Screen for actual RBC loss)
RBC Loss from test samples =62 mL (pouch + sample tubing) (62 mL x Hct 45%; Hgb 15.0 gm/dL)=28 mL RBC
45 mL(Trima Display) + 28 mL pRBC(pouch+tubing)   = 73 mL RBC Loss
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	Procedure
	Perform the following steps to complete the Volume Loss Worksheet (VLW)

	
	Step
	Action

	Cont’d
	Leukoreduced Red Cell Loss Calculation Loss Guide:

	
	IF
	THEN
	EXAMPLE
	WHERE TO DOCUMENT

	
	It becomes impossible to return donor’s red cells during apheresis AND RBC loss is 200 mL or greater
	See “End Run Summary screen” for RBC residual loss  plasma loss
Note: At least 8 weeks shall elapse before a subsequent apheresis procedure, 
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	Leukoreduced Red Cell Loss Calculation Loss Guide:

	
	IF
	THEN
	EXAMPLE
	WHERE TO DOCUMENT

	Cont’d
	It becomes impossible to return donor’s red cells during apheresis AND RBC loss is 300 mL or greater
	See “End Run Summary screen” for RBC residual loss  plasma loss

Note: At least 16 weeks shall elapse before a subsequent apheresis procedure, 
	
	


	5.
	Column labeled Red Cell Loss this procedure/Red Cell loss year to date
· “RBC Loss This Procedure”(column C) is calculated by adding RBC collected column (column A) to RBC residual column (column B)

Column labeled: RBC Loss Year to Date (shaded)

· RBC Loss YTD is calculated after each procedure and includes the volumes of all collections (column C) within the last 12 months. 

· Example- C1+C2+C3 (etc) = D; where C1, C2 etc are the current donation volume and the volumes from the most recent donations going back to 12 months.



	6.
	Column labeled Platelets Collected:

· Enter the volume collected from the Runsheet under Platelets Product (TRIMA), Platelet Product Volume (mL) minus the anticoagulant (AC) (AC is on the run sheet).  

· For example: 275mL of platelets collected – 40 mL of AC = 235 mL Platelet Volume collected.  Enter this result in column E of the VLW


	7.
	Column labeled Plasma Collected:

· Enter the volume collected from the Runsheet under Plasma Product, Plasma Volume (mL) minus the anticoagulant (AC).  

· For example: 200mL of plasma collected – 30 mL of AC = 170 mL Plasma product collected.  Enter this result in column F of the WLV

Column labeled Plasma Residual (column G):
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	Plasma Loss Calculation Loss Guide:

	
	IF
	THEN
	EXAMPLE
	WHERE TO DOCUMENT

	
	Procedure with Rinseback
	See “End Run Summary screen” for residual plasma  
	See procedure run sheet
	Plasma Residual column (column G) 

	
	Procedure with No Rinseback
	See “End Run Summary screen” for residual plasma  
	See procedure run sheet
	Plasma residual column (column G)


	8.
	Column labeled Plasma Loss this procedure/Plasma loss year to date

· “Plasma Loss This Procedure”(column H) is calculated by adding Platelet collected (column E) to Plasma collected (column F) to Plasma Residual (column G)

· Plasma Loss Year to Date (column) is calculated after each procedure. A rolling 12 month calendar is used

· Add the volume from the Plasma Loss this Procedure (column H) for each collection not to exceed a 12 month rolling calendar.
· Example= Plasma loss YTD (column I)   H+H+H(etc) = I



	9.
	Column labeled Date of Donation/ Number of donation YTD

· Document number of donations in the past 12 months in “# donations YTD” column

· This requires you to go back to previous donations within a 12 month period and count the donations.

	10.
	Columns labeled Eligibility Date (shaded) under each procedure

· Document next eligibility date for Platelets, Plasma and RBCs in eligibility date columns on VLW, based on the following criteria:
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	Apheresis Product
	# donations in a 12 month period 
	Maximum loss in a 12 month period

	
	Platelets
	24
	 N.A.

	
	Concurrent plasma
	12
	Total Plasma Loss (column I)

· 14.4 liters (14,400 mL) if the donor weighs 175 lbs. or more and 

· 12.0 liters (12,000 mL) if the donor weighs 110- 174 lbs. 

These numbers exclude anticoagulant  

· A donor must not undergo more than 24 Platelet Pheresis collections in a 12 month rolling period.

· The interval between each collection of Platelet Pheresis must be at least two days with no more than two procedures in a seven-day period. 

· Concurrent plasma must not be collected more than every 28 days.

· A donor must not undergo more than 12 concurrent plasma collections in a 12 month rolling period.

· Donors must not donate red blood cells for 8 weeks/56 days after a single RBC apheresis or 16 weeks/112 days after a double RBC apheresis donation 


	
	Red Cell 
	3 double
7 whole blood
	Total RBC Loss (column D)

1733 mL, based on the following calculation:

(1733 = 45% x 550 mL (488 mL draw + 62 mL sample pouch + tubing.

 Volume of a maximum Unit of Blood (550mL = 500 + 10%)]
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	Procedure
	Perform the following steps to complete the Volume Loss Worksheet (VLW)

	
	Step
	Action

	Cont’d
	11
	Product Yield
	Transcribe the Mother bag Product Yield from Quality Control of Platelets, Pheresis form 

	
	12
	Comments
	Any comments on donation or condition of donor. 

	
	13
	Initial, Staff
	The staff member completing the form

· If the donor requires a SU deferral, enter it at this time and make a comment in the comments section, SU entered.  Enter the deferral code (SU) on the DHQ and the effective date and eligibility date, 

	
	14
	Reviewed by/Date
	Licensed staff prior to the next donation.  

· Eligibility is correct based on calculations below

· Red Cell Loss and Plasma Loss calculations are accurate.

· Number of donations is correct

SU deferral added to SafeTrace as applicable-(if the eligibility date was incorrectly calculated or if an SU deferral was added to the last donation) 


	Controlled Documents
	Attachment A:
	Trima Accel Automated Blood Collection System Volume Loss Worksheet

	
	Attachment B:
	Trima Accel Automated Blood Component System Procedure Runsheet

	
	


	Authors:
	Cecilia Militante, CLS
	Carmen Flores, CLS

	
	Nora Manuel RN, MN
	Angela Varela, MT(ASCP)

	
	Jocelyn Guillermo, RN
	Howard Ammerman, MT(ASCP)

	
	Lynn Douglas
	Lourdes Ramos, RN

	
	Virginia Vengelen-Tyler, MBA, MT(ASCP)SBB

	
	


	Uncontrolled Documents
	1.
Guidance for Industry and FDA Staff: FDA: Non-binding recommendations, Dec. 2007

2.
Residual rbc and plasma loss retained in TRIMA tubing set (for rinseback and no rinseback) and the extracorporeal blood loss is found in the TRIMA operating manual and is specific to type of TRIMA kit used. (LRS Platelet/ Plasma/ RBC or RBC/Plasma)

3.
Standards for Blood Banks and Transfusions Services, 28th ed., Carson, TH, ed. American Association of Blood Banks, 2012.

	
	


	Distribution
	All SCPMG Blood Donor Centers
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Reviewed and approved by:

	Electronically Signed
	
	February 13. 2008

	Virginia Vengelen-Tyler, MBA, MT,ASCP(SBB), CQA(ASQ) Regional Blood Bank Compliance Officer
	
	Date

	Signature Collected Electronically
	
	February 6, 2008

	Gary Gochman, MD, Medical Director –Orchard Donor Center


	
	Date

	Signature Collected Electronically
	
	August 6, 2009

	Joseph Thompson, MD. Medical Director –Los Angeles Donor Center


	
	Date

	Signature Collected Electronically
	
	February 13, 2008

	Jeffery D. Shiffer, MD. Medical Director –Woodland Hills Donor Center


	
	Date

	Signature Collected Electronically
	
	December 17, 2010

	Adriana A. Bedoya, M.D., FCAP, FASCP  Medical Director- San Diego Donor Center


	
	Date
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Effective Date: February 13, 2008
	Change type: new, major, minor etc.
	Changes Made to Document – Describe
	Signature responsible person/Date
	Med. Dir. Reviewed/ Date
	Lab Manager reviewed/ Date
	Date change Imp.

	New
	
	
	
	
	

	Minor
	1. Added detail – listed requirements
2. Defined how to use the run sheet and Plasma loss 

3. Added detail on rinseback

4. Gave more specific examples on how to calculate
	Ginny Tyler 08/07/09
	N.A.
	N.A.
	

	Major
	1. Added Trima
2. Added apheresis double RBC 

3. Updated Attachment B
	Ginny Tyler 12/28/10
	All approved by 12/17/10
	N.A.
	

	Minor
	Added the FDA requirement to defer for 16 weeks if RBC loss is equal to or greater than 300 mL.
	Ginny Tyler 628/11
	N.A.
	N.A.
	

	
	
	
	
	
	


IMP = Implemented

	MasterControl History of Change:

	Change type: new, major, minor etc.
	Version #
	Description of Change

	
	5
	· Added Hemoglobin
· Changed UDHQ to DHQ

· Corrected calculations to allow for 62 mL collection in the pouch.

· Included the reviews of the donations and documentation on the the “Trima Accel Automated Blood Component Collection System: Volume Loss Worksheet
· Add a column for the review on the Worksheet
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