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	SUBJECT:
	RH IMMUNE GLOBULIN


I. Principle
Hemolytic disease of the fetus and newborn (HDFN) due to anti-D can be prevented through the administration of Rh immune globulin (RhIG). It is thought that RhIG acts by suppressing the immune response of D negative individuals to D positive red blood cells. Administering RhIG to non-immunized D negative mothers after delivery of D or weak D positive babies usually prevents D alloimmunization. Candidates for RhIG prophylaxis include mothers who are D negative, have no detectable anti-D, and have a D or weak D positive newborn.

Some types of weak D expression, termed partial D, allow for the production of anti-D. Since weak D testing cannot differentiate between weak and partial D antigen expression, weak D testing is not indicated for determining RhIG candidacy. All patients typing as D negative at immediate spin will be considered D negative and candidates for RhIG administration.

Alloantibodies other than anti-D, such as anti-K or anti-Fya, have been implicated in HDFN. RhIG does not prevent alloimmunization from exposure to antigens other than D.

II. Clinical Significance
Antepartum RhIG is administered when a D negative woman is 28 weeks pregnant. Antepartum RhIG protects the 0.9% of women who have an undetectable fetal bleed during pregnancy that could cause anti-D immunization.
Postpartum RhIG is administered following the delivery of a D or weak D positive baby to a D negative female. Administration of postparturm RhIG can protect women from D alloimmunization following an undetectable fetal bleed. Postparturm RhIG dosage should be determined following additional screening and, if indicated, quantitative testing to determine the extent of the exposure.
III. Policy Scope:

Blood bank technologists
IV. Specimen
Patient Preparation
No special preparation of the patient is required prior to specimen collection. Blood should be collected by approved techniques. 
For miscarriage, delivery, or other potential exposure following the 12th week of gestation, a sample must be tested that has been drawn AFTER the occurrence of the event.
Requirements
K2 EDTA pink or lavender top tube is preferred.  

Minimum Volume:  


Adult:  3.0 mL whole blood    

Specimen Stability: 

If stored at room temperature 15-30°C, stable for testing for 24 hours.

If stored 2-8°C, stable for 72 hours.

Storage:  
2-8°C for a minimum of 7 days after transfusion, or 10 days post crossmatch.  

Rejection Criteria:  
Hemolysis:  **In rare occasions where sample cannot be redrawn, hemolyzed specimens may be used for testing as long as the testing personnel can interpret the reactions.
V. Reagents               

	Reagent
	Storage
	Stability

	Rhophylac Rh Immune Globulin, CSL Behring LLC
	2-8°C
	Stable through marked expiration


VI. Procedure
1. Determine the appropriate test battery based on the following criteria:

A. Antepartum workup
i. Miscarriage up to 21 weeks of gestation

ii. Post amniocentesis
iii. Routine prenatal RhIG administration
B. Postpartum workup

i. Miscarriage after 21 weeks of gestation

ii. Delivery

2. Check patient blood bank history for previous ABO/Rh before testing.
Outpatient antepartum RhIG orders: If a blood type is on record in the UnityPoint Methodist blood bank system, a quick type may be performed to confirm the ABO/Rh. Record the quick type as “ABO Rh antepartum RhIG” in the Laboratory Information System (LIS) as a comment (ex. A neg antepartum RhIG). After the ABO/Rh is confirmed, the RhIG can be issued prior to completing the type and screen testing. If no type is available, testing should be completed prior to signing out the injection.
3. Antepartum workup
A. Perform ABO/Rh type and antibody screen. Refer to UPM BBPRO 02.001: ABO/Rh Tube Typing and UPM BBPRO 02.025 Indirect Antiglobulin Test, Gel.

B. If the patient is D positive, discontinue testing. RhIG administration is not indicated and should be dispensed only at the request of the patient’s physician and with approval of a pathologist. Refer to UPM BBPOL 01.020 Deviations from SOP.

C. If the antibody screen is positive, perform antibody identification if required. Refer to UPM BBPRO 02.004 Antibody Identification, Gel Method.

i. If anti-D is identified, confirm any RhIG administrations.

a. If RhIG administration can be confirmed in the last three months, report probable passively acquired anti-D. RhIG administration may still be indicated.

b. If RhIG administration cannot be confirmed in the last three months, anti-D must be reported. RhIG should be administered only at the request of the patient’s physician.

ii. If an antibody other than anti-D is identified, report the results. RhIG administration is still indicated.
D. Record results in the LIS.

E. Complete the injection control form included in the RhIG packet.
F. Issue RhIG for administration per UPM BBPOL 01.009 Release of Blood Components and Red Blood Cells to the Floor.
4. Postpartum workup

A. Verify that the baby is D positive.
i. If there was a miscarriage or stillbirth, assume that the baby is D positive.
ii. If the baby is D and weak D negative, discontinue testing. RhIG administration is not indicated and should be dispensed only at the request of the patient’s physician and with approval of a pathologist. Refer to UPM BBPOL 01.020 Deviations from SOP.
B. Perform an ABO/Rh and fetal screen on a sample drawn as soon as possible AFTER delivery. Refer to UPM BBPRO 02.001: ABO/Rh Tube Typing and UPM BBPRO 02.020 Feto-Maternal Hemorrhage RapidScreen
C. Record results in the LIS.

D. Complete the injection control form included in the RhIG packet.
E. Issue RhIG for administration per UPM BBPOL 01.009 Release of Blood Components and Red Blood Cells to the Floor.
5. If adding on RhIG to prior testing, ensure proper billing for RhIG testing ordered after an ABORH or T&S has been resulted out. Credit requests may be necessary.
VII. Procedural Notes/Problem-Solving Tips
A. RhIG must be administered within 72 hours of delivery, miscarriage, amniocentesis, or other procedure. If this is not possible, administer as soon as possible.
B. Antepartum RhIG must be given within 3 days of testing. Otherwise, the patient must be re-tested.
C. One full dose of RhIG contains 300 micrograms of anti-D globulin. This amount is sufficient to protect a mother from a 30ml whole blood fetal bleed. 

1. If the fetal bleed is determined to be greater than 30 ml, more RhIG is necessary. 

2. No more than 5 vials of RhIG should be given at a time. If more than 5 vials are necessary; the injections should be spread out over the 72 hours.
D. Babies born of mothers that received ante-partum RhIG may have a positive direct Coombs.  No evidence of hemolysis due to RhIG has been noted.

E. RhIG can be given to a D negative person who has received D positive blood products containing red cells. Calculate the amount of RhIG required by estimating the amount of red cells received.

F. If a patient presents for admission, a type and screen and AHG crossmatch must still be performed if they have anti-D due to RhIG.
G. Pregnant women with anti-D due to RhIG or any antibody only require an antibody identification to be performed once a month, as long as antigen negative units are compatible.
H. RhIG is entirely IgG, whereas active immunization has an IgM component. Additionally, passive anti-D rarely reaches a titer above 4 when the titer is performed following the AABB standardized procedure. When the patient’s physician wants to know if a patient’s anti-D is due to RhIG or naturally occurring, the specimen can be sent to the American Red Cross to differentiate IgG from IgM or to determine the titer level. If there is an IgM component, the anti-D is most likely naturally occurring.

VIII. References
AABB Technical Manual, 16th Edition, 2003, pages 630-633.

Ortho Diagnostic Systems, Package Insert, 2001
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