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1.0
Purpose
To describe the testing procedure for the identification of candidates for Rho(D) Immune Globulin (RhIg).

2.0
Scope
2.1
This procedure provides the mechanism to determine if Rho(D) is to be administered to an Rh negative individual who has been exposed to Rh positive red cells.

2.2
This procedure provides the mechanism to determine RhIg candidacy.

2.3
This procedure provides the mechanism to determine RhIg dosage.

3.0
Specimen
3.1
Requirements for patient samples are described by the specific test procedures performed.
3.2
Patient samples must be labeled as directed by the Specimen Requirements and Labeling procedure.
3.3
Antenatal RhIg specimens from patients who have not had an invasive procedure (PUBS, amniocentesis or abdominal trauma) are sufficient for RhIg issue for seven (7) days from date of collection.

4.0
Equipment
Equipment requirements are described by the specific test procedures performed. 

5.0
Quality Control
Quality control operations are described by the specific tests performed.  Refer to these procedures for the quality control directives required.

6.0 Procedure
6.1.1     Perform Type and Screen 
6.1.2
Perform Antibody Screen as directed by the specific test procedure.

6.1.3
Perform antibody identification investigation if the antibody screen yields a positive result.

6.1.3.1     If the patient has a positive antibody screen, obtain an accurate transfusion history including any administration of RhIg outside the EMC facility.

6.1.3.2   If Anti-D is identified, confer with the patient’s physician to discern if RhIg has been administered.  Patients with immune Anti-D are not candidates for RhIg.

6.1.4.2.1 Titer all IgG antibodies directed by the Titration procedure

              (BB07-026)
6.1.4
Record all reactions as directed by the specific procedures performed.

6.2
Perform infant testing (if sample is available) as directed by the specific test procedures.

6.2 1    Perform ABO/Rh typing and Direct Antiglobulin Test on infant specimen

6.3
Perform maternal testing as directed by the specific test procedures.

`

6.3.1
Perform a Fetal Screen as directed by the applicable procedure if the mother is Rh negative and the baby is Rh positive or the Rh type is unknown.

6.3.2
Perform an antibody identification investigation if an antibody is detected in the maternal antibody screen.  Refer to the Routine Antibody Identification procedure if applicable.

6.3.3     Inform the Supervisor/Lead Technologist if the Fetal Screen is positive.

6.3.4
Ensure that a quantitative maternal/fetal bleed test (Kleihauer-Betke test) is performed for all positive Fetal Screen.

6.3.4.1
The Kleihauer-Betke test is performed by the Hematology Laboratory.  Instruct the floor to send a purple top to the Hematology Lab for the KB test.
6.3.4.2 RhIg dosage is dependent upon the results of the Kleihauer-Betke test.  Refer to section 7.0 of this procedure for further direction in determining the appropriate RhIg dosage.

6.3.5
Ensure that all results and interpretations are recorded as directed by the specific test procedures performed.

6.4
Phone results to ordering location:
6.4.1
Floor/clinic then places order for RHIG with the pharmacy
7.0
Interpretation
7.1
When the test for D is negative, the patient is considered Rh negative and may be a candidate for RhIg provided all the other candidacy conditions described by this procedure are met.

7.2
Patients with immune Anti-D are not candidates for RhIg.

7.3
Patients who exhibit a negative Fetal Screen are administered one (1) vial of RhIg (from the pharmacy) provided all the other candidacy conditions described by this procedure are met.

7.4
All patients exhibiting a positive Fetal Screen require a quantitative Kleihauer-Betke test performed by hematology.  RhIg dosage is calculated based on the quantitative test result.

7.4.1
One (1) vial of RhIg (300) micrograms is given for every 15 ml of fetal red cells or 30 ml of fetal whole blood detected in maternal circulation.
7.4.1.1
Example 1:

Kleihauer-Betke test is reported as 1.3%

1.3 X 50* = 65 ml of fetal blood

65 ml fetal whole blood  / 30 ml of fetal whole blood dosage = 2.2 doses of RhIg required.

**NOTE- if the numeral to the right of the decimal is 0.5 or greater, round up to the next whole number 
                and add 1 vial. If the numeral to the right of the decimal is less than 0.5, round down and add one vial.

Example 1:  2.2 vials ( round down( 2.0 vials + 1 vial = 3 vials

Actual dosage = 3 vials (doses) of RhIg are to be administered
Example 2: 

Kleihauer-Betke test is reported as 1.6%

1.6 X 50* = 80 ml of fetal blood  

80/ 30 ml of fetal whole blood dosage = 2.6 doses of RhIg required

**NOTE- if the numeral to the right of the decimal is 0.5 or greater, round up to the next whole number                                      and add 1 vial. If the numeral to the right of the decimal is less than 0.5, round down and add one vial.
Example: 2.6 vials ( round up( 3.0 vials + 1vial = 4 vials
Actual dosage = 4 vials (doses) of RhIg are to be administered.

* 5000 ml (the mother’s arbitrarily assigned blood volume) multiplied by 1/100 = 50 

Note: Because the quantitative result by the Kleihauer-Betke procedure result is inherently imprecise, and because the consequences of under treating can be serious, it is important to provide a safety margin in calculating RhIg dosage.  Confer with the Medical Director if questionable conditions exist. Document physician’s approval in the comments of  Patient Product Inquiry.
7.5
The Medical Director determines the candidacy, dosage and further action for Rh negative patients exposed to Rh positive cells through transfusion of red cell products.

8.0
Reporting Results
8.1
Test results are reported as directed by the specific test procedures performed.

8.2
Product preparation records are reported as directed by the specific LIS procedure for RhIg administration.

9.0
Procedure Notes
9.1
Rho(D) Immune Globulin is a sterile solution containing IgG Anti-Rho(D) for use in preventing Rh sensitization in the non-immunized Rh negative individual exposed to Rh positive cells.  The risk of immunization is related to the number of Rh positive red blood cells received and the route of introduction.

9.2 Obstetrical Considerations:

9.2.1
The gestational age of the pregnancy is needed to determine indication for Fetal Screen/Quantitation. If unknown contact the patient’s nurse and obtain it. If unable to determine the gestational age, perform the fetal screen. 
9.2.2
RhIg must be given to all women who are Rh negative when the fetus is Rh positive or if the Rh type of the fetus cannot be determined.

9.2.3
Postpartum RhIg is administered if an antibody identification investigation has been completed and it has been determined that the Anti-D in the postpartum specimen is due to an antepartum administration of RhIg.

9.2.4 A postpartum Fetal Screen test must be performed on all RhIg candidates in order to determine the appropriate RhIg dose.

9.3
Transfusion Considerations:

9.3.1 Administration of RhIg should be considered as soon as possible when Rho(D) positive red cells are given to an Rho(D) negative patient.

9.3.2
Rho(D) negative patients transfused with platelets or granulocyte concentrated from Rho(D) positive donors should be considered for RhIg administration.

9.3.3
The Medical Director determines the candidacy, dosage and further action for Rh negative patients exposed to Rh positive cells through transfusion of red cell products.

9.3 Presence of alloantibodies other than Anti-D does not preclude the administration of RhIg.

9.4
All considerations for multiple doses, whether due to large fetal-maternal hemorrhage bleed or transfusion, must be evaluated by the Medical Director.

9.5      A confirmatory sample (2ABORH) is not needed to prepare/issue Rhogam

10.0
Limitations of Procedure
10.1
A post-partum or post-trauma, post-procedure (etc.) sample must be collected and tested.  Otherwise, fetal blood released into maternal circulation during the birth or other sensitizing processes will not be detected.

10.2
RhIg should be administered within 72 hours of a sensitizing event. Verbal notification by Lead Technologist/Supervisor is made to the floor when reviewing patient test reports to verify whether the patient received RhIg or the patient’s chart is reviewed via LIS. If the 72-hour time frame is exceeded, the administration of RhIg is considered, although protection may be incomplete.  Confer with the Medical Director in such cases. Document physician’s notes in the comments of Patient Product Inquiry.

11.0
References
11.1
Roback, John D., Ed Technical Manual, 18th ed. Bethesda, MD American Association of Blood Banks, 2014
11.2
Standards for Blood Banks and Transfusion Services, 30th ed. Bethesda, MD: American Association of Blood Banks, 2016
12.0
Records
Test records are retained as directed by the individual test procedure performed.
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