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_ who was invoived in a motorcycle accident on 11/24/ 18.. suffered a traumatic arrest in the field.
ACLS measures continued into the ED as patient arrested multiple times. An obvious right arm deformity that was
pulseless and cold was noted in the ED. Bilateral chest tubes were placed and pt was emergently taken to the CR. An ex
iap was performed where a grade 1 iiver iaceration and hematoma were noted, A pericardial window was aiso
completed in the GR. The right arm deformity was splinted. Pt was stabilized and transferred to the STICU.

UDS negative.
ETOH positive.

Head CT showed diffuse cerebral edema with transtentorial and tonsillar herniation, possible smali SAH and IPH.

e

**Pi received a mass transfusion of various biood products {11 PRBC, 2 Piatelets, § FrP, 1 {ryo) before type and cross

match could be done by the hospital.

Areflexia noted upon admission 11/24/18 @ 2237
Aaferral called in 11/24/18 @ 2288

LAt S e 4

Pronounced BD 11/25/18 @ 1634 with clinical bedside exam, apnea, and CTA (per [illolicy).

On the South Carolina registry, so there was consent for all organs, tissues, eves, and research. 1si person disclosure

e L1 U1 | e 2 PETTTIISSION fOr dOnation with special requests: adinission bivod and photos to
be taken by SHSC.

POST AUTHQRIZATION

Dr.-Pronouncing MD)

Dr. bdominal transplant’

O, —— ¢

Dr R he art)

SEROLOGIES
+CMV, EBV 1gG

***{dentified as increased risk due to a hemodiluted specimen was used for serology testing.**™

Senate Finance Commitiee - Confidential UNOS_2_000015584
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DRGAN PLACEMENT (discuss any allocation challenges)

TISSUE PLACEMENT Tissues and Corneas recovered
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WHAT LEARNING OPPORTUNITIES WERE BE IDENTIFIED?

ABQ TYPING
% tests must be performed 1o determine blood type: ABQO forward, ABG reverse, and D typing (Rh factor)

Forward Typing- this test is used to detect the presence or absence of A and/or B antigens on red biood cells. ABQ
group is determined.

Reverse Typing- this test is used to detect ABO antibodies in blpod plasme and is used to confirm the ABQ forward
typing.
03 typing not refevant to transplantation,

Anti-B antibody Anti-A antibody

Artigen ,&m«,\ Rad bleod osll

p
A

\5

Antiger B - Bad blood call

Type A blood Type B blood

Red bload cell Anti-A ardibody Arnti-i antibody
3

Artigen A,
\“m

Antigen B

Bad bioond osl .

Type AB blood Type O blond

Training Exercise;

Let’s identify the ABO.

Forward {antigen) Reverse (antibody) Blood Type Interpretation
Antigen A Antigen B Antibody A Antibody B
none none + +
+ none none +
none + + none
+ + none none
none none + none

UNOS_2_000015588



SFC OPTN Hearing

Exhibit B.15
HEMODILUTION (hemo = bileod) (dijution = decreased concentration)

In the most basic terms, it is the blood that is “watered down”.
There are 2 ways to become hemodiluted:

1. Aggressive IV fluid resuscitation. The ratio of crystalioid and/or non-blood product colloid molecules is
greater than the patient’s own blood volume and circulating blood celis.

2. Massive blood product transfusion. The ratio of donated blood cells and/or plasma is greater than the
patient’s own blood volume and circulating blood cells.

Historically, a hemodiluted specimen was only a concern regarding the accuracy of serology testing. However, after
learning more about ABO determination, can the staff understand how hemodilution can affect ABO typing?
(Discuss with audience.)

Senate Finance Committee — Confidential UNOS_2 000015589
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1. Hemodilution w/ crytalloid and/or non-blood product colloid,

¢ erytalioid # albumin

2. Hemodilution w/ blood products {mass transfusion).

Patient’s RBC Donated RBC ° Crystalloid

Senate Finance Committee — Confidential UNOS_2 000015590
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SHSC Playbook

ABO Determination in the Presence of Hemodilution

ringd

K
Hope

The purpose of this document is to define the process for determining and communicating Donor ABG
resulis in the presence of hemodilution.

The goal s 1o ensure recipisnt safsty by adding an additional layer of evaluation and transplant center
communigation regarding an ABO delermined using a hemodiluted sample.

Special altention must be given to donor patients where massive transfusion protocols were used
as part of the pre-moriem care.

The process for ABO determination in the presence of transfusions is outlined below:

Massive Transfasion Protoss)

SHEC will define a Massive Transfusion Prolocol Donor (MTP-D} as meeting the following criteria

« Transfusion of »10 units of packed red blood calls (PRBCs)in 24 h

When determining the transtusion volume, SHSC will evaluate transfusions prior {o the draw date & time
of the blood samplef{s) used for donor ABO determination.

Donor ABQ Determination

When possible, SHSC will use a pre-transfusion sample when determining the donor ABO if any
transfusions recelved (independent of MTP or hemodilution status).

if a pre-transfusion specimean is not available, then SHSC should “quality” any post-transfusion sample
used for donor ABO determination. This qualification process is the same hemodilution caloulation used
for Donoy infectious Disease Testing.

If the sample used for Donor ABO determination is hernodiluled, then this information should be
immediately communicated o the SHE5C ADQC and the Medical Director.

Donor ARG In the gresence of Hemodilution (Guldance for the AQC and Medical Birecton

if the Donor ABQO has been delermined using a hemadiluted blood sampig, then SHSC action should
include, but not be limited 1o the following:

1. Obtain ar additional ABO using a sample that is not hemodiluted - LLa., is outside the
hemodilution window. This ABO must be determined prior to the donar OR. Hemodilution
calculation will be performed on this sample.

2. Review all available past medical records for the donor patient, fo determine it there is another
result that confirms the current ABO. Hemodilution calctdation not needed if unable fo obtain 1V
infusion inforrnation for this ABO only.

3. Consider using a rmore specific testing (if available) for ABO determination ~ i.e. molecular or
similar —~ to determine ABO Type.

4. Consider registering the donor patient in DonorfNet as an AB Blood Group; this will reduce the risk
of an incompatible ransplant.

5. Procesd with tha donor ABQ obtained from the hemodiluted sample and communicate 1o the
accepting transplant genters.

Senate Finance Committee — Confidential UNOS_2 000015591
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Communication Protocol for a Hemodiluted Donor 8BO

SHSC must document on the ABO results page - used to communicate the Donor ABO to transplant
centers — that the sample was hemodiluted.

»  The ABO resuli{s} page should have the words “‘Hamodiluted Sample” written on the page.

SHESC stalt should also verbally communicate this information (o accepting centers and document that
conversation in the donor medical record {iTransplant}.

Senate Finance Committee — Confidential UNOS_2 000015592
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Betenmining ABO in the Presence of Hemodilution

Workshest
Blep 1 - Delermdne I patient is a Massive Transiusion Protocol ~ Donor (8TR-DY,

Did pt, receive > 10 units of PREBCs in last 24 hours (from date & time of ABO #1 or #2 blood draw)?

] Yes {Notify AOC and Medical Dirpctor, then proceed (o step 2) 1 No {Proceed to step 2)
HYES, ptis MYP- 0

Step 2 ~ I any transfusions received, locate a pre-transfusion sample for ABO determination.
Is there a pre-transtusion sample available? (1 ¥es (1 No

f YES, obtain the sampie and continue with ABO determination (Proceed to step 3)

H Mo, oblain the UNOS required sample(s) for ABD determination {Proceed o step 3)
Step 3 ~ Guadify blood sampde for donor ABD determination ~ Use the hemodilution caloulation in
iTranaplant. Does the sample gusalify? O Yes INo

if YES, procesd with ABO determination. No further action needed,

i NO, sample is_bemodiiuted. Continue with ABO determination and procesd to siep 4,
Step 4 ~ Netify SHEC Administrator On-Call (AOC) and Medics! Director,

SHSC AOC and Medical Director Notffied? O Yes O No

Select AOC and Medical Director recommendation:

0 Obtain an additional ABO using a sample that is outside the hemodilution window. This ABO must be
determined prior to the donor OR. Hemodilution calculation will be performed on this sample.

{1 Review available past medical records 1o locate another resull that confirms the current ABO.
Hemodiiution caleulation not needed if unable to obtain infusion history for this ABO only.

1 Consider using a more specific test (if available) for ABO defermination — i.2. molecular or similar ~ to
determine ABO Type.

1 Consider registering the donor patient in DonorNet as an AB Blood Group 10 ensure that there is no
risk of an incompatible transplant.

1 Proceed with the donor ABO obtain from the hemodiluled sample, whils ensuring transparent
communication 1o accepting transplant centers,

Blep 5 - Documant in Donor Medical Record and notity Accepting Transplant Centers.

Document “Hemodiluted Sample” on the ABO Hesulls page(s) OYes O No
Communicate 1o accepting transplant centers and document ini donor EMR 1Yes [ONo

Senate Finance Committee — Confidential UNOS_2 000015593
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ABO Testing Process Map

1.

Ptis MTP - D?
Yes — [Notify AOC and Medical Director and proceed to step 2]

is there a Pre-Transfusion sample available?
Yes- [qualify the sample]

Is any sample for ABO testing hemodiluted?
Yes — [Notify AQC and Medical Director]

Time to obtain a qualified sample?
Yes [Run Sample & verify x 3-HARD STOP]

Obtain an ABO from a different admission
Yes [use sample as ABO # 3 and verify]

Medical Director approves testing hemodiluted specimen
No — [HARD STOP]
Yes ~ [Document “Hemodiluted Sample” on ABO Results page]
Yes — [Consider registering the Donor as an ABJ

ABO Results Process Map

SFC OPTN Hearing
Exhibit B.15

No- [Continue with Algorithm to #2]

No- [qualify the sample]

No- [Run sample & verify]

No- [Proceed to #5]

No- [Proceed to #6]

1. Any ABO Results Indeterminate -
No - [Proceed with Donation]
Yes — [Notify AOC and Medical Director] [OPO MUST re-run another ABOx 2 ]
2. Repeat ABO result is Indeterminate
No — [Proceed with Donation]
Yes — [Notify AOC and Medical Director]
Special Note:

MTP-D + Hemodiluted ABO Testing Sample + Indeterminate Result

Senate Finance Committee — Confidential

= Consider Registering Donor as AB
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ABO TESTING PROCESS MAP

STEP 1.,

initiate Mard Stop Process

STEP 2.

STEP 3.

¥ES

Is patient a MTP-?

NO

Motify the AQC
& Medical

Director

if any blood products received, is there a pre-transfusion sample?

YES

NO

Perform hemodilution calculation. Do the samples qualify?

YES

Senate Finance Committee — Confidential

Lontinue with
ABG
determination Initiate Hard Stop Process
& proceed (o
sten 4
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STEP 4, Notify ACC and Medical Director

fs there time to draw a gualified

sample?

YES

Able to obtain ABD brom
another admission?
Moty the AQC
& Madical
Birsctor

Dgas the Medical Director
approve ABO
determination with a
homadilited spetimen?

Ky

YES

*Consider
registering the
donor as blood

group A8 in

Donorflet

Senate Finance Committee — Confidential UNOS_2 000015597



STEP 1.

Initiate Hard Stop pr

STEP 2.
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ABO RESULTS PROCESS MAP

Arvy ABC results INDETERMINATE?

YES

watif\,_r the AGC
& Madical
Direclor

Re-run ABG with o
guslifiad lab (NOT the
dangr hospitall for each
indetarminate rasult &
proceed o step @

Repeat ABD INDETERMINATE?

*Consider
registaring the
donor as blood

group AB in

Donoriet

Senate Finance Committee — Confidential
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Sharing Hope SC Donor ABO Disclosure optniD SHSC Donor ID

This donor meets one or more criteria defined by Sharing Hope SC to disclose to the accepting transplant center(s) of the
following ABO risk:

1. O A hemodiluted specimen was used for donor ABO determination.

2. O The donor ABOs were found to be INDETERMINATE by a qualifying lab. With the advisement of the SHSC
Medical Director, the donor was registered in DonorNet with an AB blood type.

Reviewed with AQC

Reviewed with Medical Director

Clinician performing review

The recipient transplant center accepts sole responsibility for communicating alf pertinent information regarding the transplant, the
donor organ and risks to the intended recipient before transplantation,

This form has been reviewed by the representative of the accepting transplant center. ALL signatures must be received from the
accepting transplant center before the OR time can be set for organ recovery.

1X Center TX Center Representative | Signature

 {print)

Date Time,

SHSC Staff Signature

0 1.110-7 ABQ Disclosure Form, Rev. 0
REV, TBD

Senate Finance Committee — Confidential UNOS_2 000015599
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Objectives Hope::
#  Understand normal fluid volumes and distribution in the body

and the state of hemodilution

u  Understand how to determine hemodilution status and whether a
donor sample “qualifies” for serologic testing

= Understand impact of hemaodilution for organ and tissue donor
suitability

#  Recognize potential impacts of hemodilution on ABO and HLA
typing

*Also Review Serology Testing Lecture

Senate Finance Committee — Confidential UNOS_2_ 000015602
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Hemodilution

» Serologic infectious disease assays detect/measure components of
our immune system (e.g. antibodies) or proteins (antigens) from an
infecting organism which are dispersed throughout the blood in
small concentrations.

= When there is an excess of fluid in the circulation, those assay
targets (antibodies, proteins, etc.) may be too dispersed or diluted
to be accurately detected by the test methodology.

= This is hemodilution. A donor who is hemodiluted may have falsely

negative serology test results, putting recipients at risk of disease
transmission.

Senate Finance Committee — Confidential UNOS_2_ 000015603
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Circulating blood volumes

= Based on a person’s gender (female/male}, age (adult/child), and weight
(kg), one may calculate her/his estimated circulating fluid volumes.

= There are several formulas available to do this; the hemodilution
worksheet in iTransplant performs the calculation automatically
with formulas that meet the requirements of organ and tissue
regulating bodies.

= For each donor we need to estimate her/his:

¢ Total Blood Volume (TBV)
* Total Plasma Volume (TPV) (the portion of the Blood minus cells)

Senate Finance Committee — Confidential UNOS_2_ 000015604
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lormal blood volumes and ratios
Blood Volume Hematocrit
¢ Amount of blood in the body is ¢ Lab value that indicates the
roughly equivalent to 7% of body percentage of blood composed of
weight. red blood cells {RBCs)
¢ Neonate 85-90 mi/kg * Newborns: 55-68%
e Infant 75-80 mi/’kg ¢ One week old: 47-65%

* One month old: 37-49%

¢ Three months old: 30-36%

* One year old: 29-41%

¢ Ten years old: 36-40%

¢ Adults: 42-54% (M); 38-46% (F}

e Children 70-75 ml/kg

e Adult 65-70 mi/kg or
“approximately 51"

Senate Finance Committee — Confidential UNOS_2_ 000015605
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27

Alteration in blood volume

Some basic examples...

Acute hemorrhage W narmal Losing equel.amount of
RBCs & plasmg

Severe burns ¥ A Leaking plasma from
the capilfaries

Crystalloid IV infusions A W (short term effect)  Temporarily increasing
the plasma volume

Blood transfusions - RBC 4 A Increasing RBC volume
only

Blood transtusions < FFP A W increasing plasma
volume only

%

Senate Finance Committee — Confidential UNOS_2_ 000015606
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Types of IV transfusions/infusions

Donors may receive transfusions of blood products or infusions of crystalloid
or colloid solutions. Some examples:

Blood Products Crystalloids Colloids
Whole blood Normal Saline Albumin (5%}
Packed Red Cells {(PRBC) Lactated Ringers Albumin {25%)
Fresh Frozen Plasma (FFP}* D5W Hetastarch

Cryoprecipitate (Cryo)*

Platelets {Plt}*
*These are colculated under "colfoids”

These transfusions/infusions effect the circulating blood volume in
different ways and their effects last for different periods of time.

Senate Finance Committee — Confidential UNOS_2_ 000015607
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¥

Fffects of transfusions/infusions

&

Blood cells, cellular components, or colloid solutions added to a
patient’s circulation exert an gsmotic effect, tending to draw and hold
fluid in the vasculature. This effect last for many hours.
* We need to ascertain the total volume of blood products/colloids
odministered to the patient in the 48 hours preceding the sample draw (organ)
or Time of Death (TOD) (tissue).

When crystalloid solutions are added, they briefly increase the patient’s
total circulating volume, but it is rapidly equalized, within about an
hour.
¢ We need to ascertain the total volume of crystalloids administered in the 1
hour preceding the sample draw (organ) or TOD gissue),

Senate Finance Committee — Confidential UNOS_2_ 000015608
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Summary of transfusions/infusions

EZeminder: The date/time used
o establish the 48br and Thy

RBC'S {(packed calls}( units % 350 mis) = . mwis ne riods s TOD for tissue and
.. o
{ is 3 SN ‘ gy
Whole Blood b, U0 X 500 i) e TS sample draw for organ,
Cther Blood Preducts e = mis Total of B mis

Actual volumes should be listed,
 but acceptable volumes can be
—  used if only units are
documented in the record.

See L 172.000-4 Fluid, Medication,

Platslels { s % 50 mis) =
Cryaprecipitate { urits x 10 rrds) =
Hespan/Hetastarch/Dexdran (300 mis sach} =

Altamin 5% =
Alburnin 25% [ mis x 1.4} £ and Blood Product Volumes
Uther Collaids = Total of B: mis

. Total valume of crvstalloids infused in last holr e e m‘ nygﬁa ﬂ(}ldﬁ}y
QNS BRUR QDWW Othen = mis  Total of Ot mis may be given as a st;‘a;ght

fluid administration AND in
continuous IV medications

Senate Finance Committee — Confidential UNOS_2_ 000015609
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.

Qualification of the sample

Add up the infusion/transfusion volumes:
A = Total volume of blood in past 48 hours {mls)
B = Total volume of colloids in past 48 hours {mls)
C = Total volume of crystalloids in past hour {mls)

Evaluate:
#1 IsB+C<TPV?
#2 IsA+B+C<TBY?

Senate Finance Committee — Confidential UNOS_2_ 000015610
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»

Researching transfusions & flui

Flowsheets — ED/EMS, OR, ICU, etc.
Daily I/O records in patients EMR
Transfusion records

Speak directly to the blood bank

Use standard/conservative estimates of volume administration

e.g. - if EMS run sheet only documents that they “ran LR wide open,” one could
conservatively assume they administered 500-1000 mi LR.

(WU IR INR IO

L Check outside blood bank if patient transferred from another hospital!

**Rarely is it enough to just look ot the flowsheels — do your due diligence!

Senate Finance Committee — Confidential UNOS_2_000015611
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The primary specimen sent for serology testing is obtained
when initiating the organ or tissue case.

Tissue note:
* specimen must be collected no more than 7 days prior to or after donation
¢ if donor is € 28 days, maternal hemodilution must also be calculated

Organ note:
¢ if donor was transfused, attempt to also obtain a pre-transfusion specimen

s Reminder - If g pre-transfusion sample is needed and the only one available is from
admission, we must obtain permission from the Coroner/ME to use it, as that sample
belongs to the Coroner when under their jurisdiction.

Senate Finance Committee — Confidential UNOS_2_ 000015612
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Documentation

iTransplant (Organ Pre-Or Tab/Tissue Recovery Tab) Importont Reminder: For
. L. . organ donors, ALL blood
* Blood Products/Colloid Administration Summary products administered
* Infusion/Transfusion Hemodilution Worksheet(s) since admission need o
_— be documented. Not only
* Maternal Hemodilution Worksheet l;g m;;% %«;s:
* Serologies

* Call Notes (e.g.: document with whom you spoke in the blood bank)

Remember: A separate hemodilution calculation must be done for
each specimen being used for serology testing.

% Practice point: On the blood products/colloid summary, the date/time entered
should reflect when the transfusion volume was completed, not initiated.

Senate Finance Committee — Confidential UNOS_2_ 000015613
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P W§§
g

So..what if a specimen doesn’t qualify?

Several options may be considered:

1. Investigate if there are other blood specimens retained in the lab
that would gualify.

Also check the available volume and type of specimen (serum/plasma)

2. Wait and obtain the specimen later, after enough time has passed
for the patient to no longer be hemodiluted.

3. I the preceding options aren’t available, for an organ donor, run
the serologies on the available non-qualified sample and list the
donor as PHS Increased Risk. Unfortunately this option isn’t

available for the tissue donor and they would be R/O.

Senate Finance Committee — Confidential UNOS_2_ 000015614
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Hemodilution and ABO Typing

® Historically, hemodilution calculations were used solely for
determining specimen suitability for infectious disease testing.

*  We are now aware that in situations where organ donors have
undergone massive transfusions protocol, hemodilution may also
impact validity of ABO typing.

* SHSC will define massive transfusion as a donor receiving > 10 units
of packed red blood cells (PRBCs) within 24 hrs of sample draw.
¢ In this circumstance, if unable to obtain pre-transfusion specimens for ABO
typing, we must complete a Hemodilution Calculation {(in iTransplant) for the
ABO sample(s)
= Plegse review SHSC Playbook — ABO Determination in the Presence of
Hemodilution

Senate Finance Committee — Confidential UNOS_2_ 000015615
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ABO Typing

® 3 tests are performed by the blood bank to determine ABO type

¢ ABO forward typing — determines the blood type by detecting the presence or
absence of A and/or B antigens on the surface of the red blood cells

* ABO reverse typing — confirms the typing by detecting A and/or B antibodies
in blood plasma

¢ [ typing {for Rh factor} — not relevant to organ transplantation

® Patients who receive massive transfusions prior to undergoing
typing have the potential for their natural ABO antigens and
antibodies to be masked by the transfusions.

* Ared flag for this is if any of the blood bank results are reported as
“indeterminate.”

Senate Finance Committee — Confidential UNOS_2_ 000015616
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Policy/Procedures

Please thoroughly review the following:

(J L 17.000 Blood Sample Suitability
(J O 1.110 Specimens Drawn for Donor Evaluation

W SHSC Playbook: ABO Determination in the Presence of
Hemodilution

Senate Finance Committee — Confidential UNOS_2_ 000015617
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/7

Practice Scenarios

—

Complete the hemodilution practice cases.

Senate Finance Committee — Confidential UNOS_2_ 000015618
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OPTN Policy 2 — for reference

2.5 Hemodilution Assessment

OP0s must use qualified (non-hemodiiuted) biood samples for deceased donar serclogiual soreening
tests if avatable. If 8 gualiied sample is not available for testing, 2 hemodiuied sample may be used for
duceasad donor screening tests.

i serological testing coows on 3 hemodiluled blood sample, the host OPO must eat the decsased dongy
a5 prasenting an increasad sk for disease ansmission as specified In the U S Public Health Services
{FPHE) Guigeline.

Prior {o screaning, the host OPG must assess alt polentiad deceased donor blood sampies St ware
sblained for serological sereening tests or hemodiiution using a U8, Food and Drug Adrainislration (FDA)
aoproved hemaditution caloulation. The host OPO must document In the decsased donoy medice! record
a compiete history of alf blood products angd infravenous fuld ansfusions the decsassd dongy reoslved
since pdmission o the donor hospital,

Additionally, the host OPQ must report af of the foliowing to the accepting transplant programs when &
hemodiuted specimen is vaed In devsased donor soreaning tests:

Any sersening results fror the hemodiivied specimens.
The tests completed on the hemuodihited specimsns.
The hemodilution calcuiation used ko the hermodiluted specimens, If reguasted,

NI

Senate Finance Committee — Confidential UNOS_2_ 000015619
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e,

{

FDA Rule — for

Part 1271: Human Cells,
Tissues, and Cellular and
Tissue-Based Producis

Subpart C: Donor Eligibility

§1271.80

UNOS_2_ 000015620
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The Presentation, Readings, and Resources for this training, may be
accessed at any time at:

SA\Quality Systems information\Training Module Library\Shared — Hemodilution

Senate Finance Committee — Confidential UNOS_2_000015621
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Revision NMumber 18

Standard Operating Procedure
Organ Hecovery Services Manual

Revision Date 08/14/18

Speacimens Drawn for Donor Evalustion
Page 1 of &

1} Poliey.

a} It is Sharing Hope SC policy to obtain specimens and perform testing on potential donors as part of the allocation
procass and 1o determine whether there are conditions which may influence donor acceptance.
b) The purpose of this document is to describe:
i} The procedure foliowed for obtaining specimens o be used for infecticus disease testing, tissue typing, and
ABO typing and subtyping at designated testing centers.
i} When the organ donation process may proceed if there is a deviation or exception 1o the procedure.
iy The procedurs to follow if one or more infectious disease tests are positive.
iv) The prosedurs for providing the ABD type to DonorNet.
v) The procedure for verifying the ABO.

2} Definitions and/or Acronyms.

Teny

Definition

ABO

A system used to identify specific blood types: A, B, O, or AB.

ABQO Subtype

Serological testing process to identify ABC phenotypes. This process is performed on blood

ypes A and AB.

s Blood Group A Subtype Determination: Al-reactive group A is synonymous with Al-positive or
Al At-nonreactive group A is synonymous with Al-negative, non-A1, or A2,

= Blood Group AB Subtype Determination: Af-reactive group AB is synonymous with A1B or
Blood Group AB, Al-positive. A-1 nonrgactive group AB is synonymous with AZB or non-A1B
or AB, A-1 negative.

= “Negative” does not refer fo Rh type.

ggi;‘:stmg The printout of ABO typing resulls received from the ABO testing laboratory.

ACT Administrator On Call.

CAT Clinical Allocation Technician.

cHC Clinical Donation Coordinator,

cDSs Clinfcal Donation Specialist.

DonorNet The web-based donor and recipient database electronic utility used by the OPTN contractor,

EMR Electronic Medical Record.

FSC Family Support Counselor.

HLA Hurman Leukocyte Antigen,

AW in Accordance With,

NAT Nucigic Acid Test.

OPTN Qrgan Procurement Transplant Network.

OPTN ID A unigue identification assigned by the OPTN when an organ donor is registered in DonorNet.
{Also known as UNOS #, UNOS 1D, or OPTN #)

PPE Personal Protective Equipment.

Pre red blood
cell transfusion
sampla

Blood sample obtainad prior o infusion of any red blood cells. No red blood cells, whoie blood or
packed red biood celis (PRBC), can be giver for at least 120 days prior 1o the sample draw (the
life span of a red biood cell) or it is not considered a true pre~transfusion sampie.

Qualifisd Healthcare Professional: A person who is qualified to perform blood type reporting or

Verification

QP verification requirements as defined in the OPQ, transplant hospital, or recovery hospital written
protocol, CATs, CDOs, AQCs, and CDSs are trained as Qualified Healthcare Professionals,

Source An original recogd of resulis or a photiocopy or digital copy of the a_rilginfal racord, Saume

document documents can include laboratory printouts, DonorNet, Organ Verification form printouts from
DonorNet, EME documentation, and hospital medical record.

2-person A verfication conducted by two separate individuals confirming the accuracy of information {from

a source documeni} and/or completeness of a document or procass,
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3} Scope and Responsibifities,
a} This document applies to the FEC, CDC, CAT, CDS, and ADC/Designee of the Organ Recovery Services,

Position Hesponsibility
+ Create labels for specimens drawn for donor evaluation,
FSC » Ensure that sufficient specimens are oblained from the potential donor so that
Do appropriate testing can be performed.
cns « Notify the ADC/Designee when adequate pre-transfusion samples are not obtained and
follow the ADC/Designee’s instructions.
CAT/Desgines Access DonorNet and document the ABQ for each potential donor,
AQC/Designee Verify the ABO in DonorNet for each potential donor,

4) Materials and/or Equipment.
a) Lab specimen transport box.
by HLA specimen transport box.
c) Hed, purple, and yellow top blood tubes provided In the specimen transport boxes.
dy Applicable testing facility’s requisition form.
e} PPE AW 8 1.000-4 Personal Protective Eguipment (PPE) Requirement — Organ.
fy Access to DonorNet.
g) Dymo Label Writer or TransNel labeling system.

5y Procedure.
a) Obtaining and Labeling Blood Samples.
i} Blood samples are obtained as soon as possible after brain death declaration has occurred {or death is imminent)
and authorization has been oblained.
#) Labels for blood samples will be generated by an electronic labaling system that auto-populates praviously
verified information. lf the electronic labeling system is unavailable, contact the AQC/Designae,
Responsible
Person

Step | Action

Draw the appropriate binod samplas. Document the lot # and expiration date of the
binod tubes in the EMRB on Organ Pre-Ore= Supply List ~ Qrgan.

e In events when donor size, such as a pediatric donor, or hemodynamic stability
arg of concern, the AOC/Designee and the designated testing center will be

£SO involved 1o determing the appropriate amount of samples fo be collected and a

one 1 strategy will be discussed to obtain all appropriate samples.

ons = Mother's blood will be drawn on all pediatric donors undsr 28 days old 1AW
L 17.000 Blood Bample Suitability. Mother's blood will also be drawn on
pediatric donors 18 months of age and donors <12 years oid who have been
breastted in the past 12 months if the mothers Donor Risk Assessment Interview
{DRAI indicates she is identified as increased risk par Public Health Services
(PHS) guidelines.

Determine if the samples are pre red blood cell transfusion specimens by comparing

the sample draw times with times of any red blood cell administration during the

previous 120 days. History of red blood cell transfusions should be determined by

reviewing the patient’s hospital medical record, blood bank record, and DRAI

FSC
GO 2
CDS
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At a minimum, blood samples are labeled with the following information:

Daie and time of coliection.

Specimen type {blood, nodes, elc.).

o i blood is drawn from the donor's mother, label as mother's blood.
& [Draw site location,

s Initials of the fabelsr or donar,

= OPTN D f known,

s  ABD I known,
FSO » Donor date of birth,
Cho q e Donor D, (or Case 1D}
DS 5

&

or Designes

identify if the donor is considered a MTP-D {Massive Transfusion Protoco! Donor).

coe This ig defined as the Transfusion of >10 units of packed red blood celis
cDS {PRBCs) in 24 hours,
or Designes 4
¢ If MTP-D is identified, then the Hard Stop Process will be initiated and the
appropriate steps will be taken 1AW Playbook: ABQ Determinalion in the
Presence of Hemodilution.
Perform a hemodiution calculation on the samples sent for infectious disease
testing |1AW L 17.080 Blood Sample Suitability.
ocne ¢ If the sample is hemuodiluted, efforts will be made 1o obiain a non-hemaodiluted
cps 5 sample.

» {f a gualified sample is not availlable, a hemodiluted sample will be used for
testing. The donor will be considered as having increased rigk for diseass
transmission and be handled IAW O 3,033 Communication of Increased Risk
Factors,

Pertorm a hemaodilution caleulation on the samgples sent for ABD Determination,

CDC s if the sample is hemodiluted, then the Hard Stop Process will be initiated while
CDhs 5 efforts are made 1o obtain a qualified sample.

It a qualified sample is not available, then the appropriate steps will be taken 1AW
Playbook: ABO Determination in the Prasence of Hemodiiution.

b) Packaging and Transport of Specimens.
Hesponsible

Step | Action

FPerson
Complete an applicable requisition form for each draw me of samples being sent.
FSG e 0 1.7100-1 HLA Deceased Donor Reguisition.
CDC T |« Serology Lab Requisition.
cbs s ABO Lab Requisition.
e NAT Lab Requisition,
Package the specimens in the appropriate transport box for shipment AW the
ifég shipping instructions located inside the transport box,
el et 2
cns » Place the applicable completed requisition form(s) inside the transport box.
=  Complete all labels affixed 1o the box, as applicable,
FSG Alt specimens will be transported in a timely manner,
Che 3 s Serology, NAT, and ABO specimens will be transported from the donor hospital
CD8 o the lab for testing.
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» HLA specimens will be tansported from the donor hospital to the HLA lab.

Local couriers may be used 1o fransport specimens.

+ Complele any necessary paperwork {a.g. Bill of Lading, courier bifling form,
F 5.000-1 Donor Services Provider Reimbursement Order, eic.) ang
document the Donor 1D and the type of specimen on the applicable form,

it alocal courier is unavaiiable, MNX will be used {or courier services.

F8C ¢ Call the Customer Center to arrange ransportation with MNX.
Cho 4 » Document the following information on F 5,000-1 Donor Bervices Provider
Chs Reimbursement Order,

o First and last name of the courier.
o Date and time of pick-up.

o LHJob number.

o Intended destination.

See O 4, 140-8 MNX Resources for further detalls about MNX courier services,

¢} SHSC Reguired Infectious Disease Tests for Organ Donors,
iy Serplogies 1o include, but not limited to;

Test What it sereens for Possible lab result name
Anti-HIV W HIV-1 and HIV-2 antibodies HIV1&Z PLUS O Ab
HTLV K Human T-lymphaotropic virus HTLY L Ab

HEsAg Hepatitis B antigens found on surface of virus | Hepalitis Bs Ag

Anti-HBG Hepatitis B antibodies o cors antigen of the Hepatitis Bc Ab

VIFUS
Arti-HCV Hepatitis C antibodies Hepatitis C Ab
HIV-1 NAT (HIV RNA)
HepT NAT {(HepC RNA) | Hepatitis C BNA {genetic material of virus) HIV-1/HCV/HBY NAT {Ultrio)
HepB NAT (HepB BNA)

Arti-CMV Cyiomegalovirus antibodies CMVY Ab

Anti-ERY Epsisin-Barr Virus antibodies EB VCA IgG

VDRL or RPR Syphilis non-specific antibodies RPR (Non-treponemal syphilis)
Toxoplasma igG Antibodies o the parasite Toxoplasma gondil | Toxoplasma lgG

HBs Ab* Mepatitis B antibody Hapatitis Bs Ab

*HBsAL will be run it the Anti-HBCAD is positive. MBcAB is run if HBcAb Igh is positive

# An HIV-1 WB will be run at the discretion of the AQC/Designee, if the Anti-HIV i/l is positive.

i) Additional tests may be performed as requested by the transplant center.

W) Donor testing tor infectious diseass will be performed in a CLIA-certified taboratory utilizing FDA licensed,
approved or cleared serofogical screening. In the event that screening tesis cannot be performed or ars
unavailable, FDA approved diagnostic tests will be ulilized. Diagnostic testing cannot be used to perform Anti-HiV
testing.

vy See L ¥7.000 Blood Sample Suitability for a list of approved tests performed by each contracted laboratory,

vii SHSC utilizes a 2-person verification process to verify the documentation of serology resulis,

Regpansibia Step | Action
BYSON

ChT A ‘ e ——

CAT/Designes 1 The testing facility will forward the resuits 1o the CDOC or CAT.

ggg 5 Review the printed results and document the results in the EMR on Qrgan Pre-OF>
AQC/Designee Serologies.
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gg;/ﬁesagrzee Verify the serology results entered into the EMR against the hard copy report.
coe 3 Document this veritication in the EMR and upload the resulls to DonorNet and the

. EMR.
AQC/Designes

d} Positive Infectious Digsease Testing Results.
i - Organs-are allocated 1AW Organ Procurement Transplant Network {OPTN) policy.
Hesponsible

Person Step | Action
GG A 1 Natify the AQC/Designee of any reactive test results
AT/ Designee N )
. . MNotify the SHSC Commurdcation Center of any positive results ¥ a mutual

CAT/Designee e argan/issus donor.
The appropriate stalt member at the donor hospital will be informed of all positive

SHEEC Policy 3 MV results for the purpose of following their intarnal hospital policy for these
results.

CAT/Designee 4 %F:is;iggny transplant and/or research organizations involved with the donor, as

Quality Systems 5 All reporiable positive serclogy resulls are reported 1AW 3 27.000 Sharing and

Reporting Positive Serclogy Reports.

s) ABC Determination.
Rasponsible
Person

Step | Action

All donors’ blood types will be accurately determined by testing two separate donor
blood samples from two separate draw times. When a donor is determined to be

ggg 1 blood type A or AB, sublype testing will also be performed on two donor blood
samples from two separate draw imes if both samples are pre red blood cell
rangiusion samples.

Do Sub-typing will only be used for the purposes of organ allpcation if both sub types

GO are pre red blood cell transfusion specimens.

coe H any ABO resuilts as INDETERMINATE, then the "HARD STOP” Process will be

COS 3 initiated and the appropriate steps will be taken AW Playbook: ABO Determination
in the Presence of Hemodilution.

1y ABO Verifications.
1 Sharing Hope SC utilizes a 2-person veritication process to verify all ABO types and sublypes,
Responsible

P Step | Action
SrSON
Upon receiving both of the ABO and sublyping tes! resulis, compare the resuits
{typing and sublyping} and the donor name or OPTN D to ensure thay are the
cne same.
chS 1 » If discrepancies are found, then the Hard Stop Process will be initiated and the
appropriate steps will be taken 1AW Playbook: ABO Determination in the
Presence of Hemodiiution,
s Send all verified ABO and subtype testing results to the CAT.
Complete O 1.110-5 CAT ABD Verffication afler receiving all ABO testing resulis
and confirming if samples are pre red blood cell transfusion samples. f ABO
subtypes are not used for allocation, the reason will be documented on
0 1.110-58 CAT ABO Verification,
CAT/Designee 2

» Document the ABO and subtype in the EME on Organ Pre-OR> Donor
information.

« Enier the ABO into DonorNet as instructed by O 1.710-85 CAT ABO Verification.
s Document the verification in the EMR on Referral> Organ Donor Task Checklist,
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After verifying the ABOs, subtype results, and © 1.770-5 CAT ABO Verification,
access DonorNet and selact the donor by name and OFTN 1D,

» Enter the ABO and subtype, if applicable. Only enter ABO A and AB subtypes
into DonorNet i all of the following conditions are met: there are two separate

Professional
Physician/Dasignae

AOC/Designee samples from different draw times, both samples are pre red blood cell
iransfusion samples, and both samples are sublyped.
o any of these conditions are not met, then only the ABO blood group A or AB
should be entered for organ allocation,
s This verification step is documented within DonorNet.
Gualified
Healthcare A verification of the donor 1D, donor blood tvpe, and subtype (i used for aliocation;

will be performed prior fo incision 1AW 3 4.028 Organ Recovery.

&8y Atlachmentis.

a
b

O 1.110-4 HLA Daceased Donor Requisition,
O 1.110-5 CAT ARBO Verification.

d} Hard Stop Process Playbook

)
)
¢) 2 1.110-6 Biood Draw for Deceased Donors,
}
}

e} ABQO in the Prasence of Hemeodilution Playbook

7} Referenced and Reiated Procedures,
a} L 17.000 Blood Sample Suitability,

b) O 3.031 Organ Placement,

¢} O 3.033 Communication of Increased Risk Factors.

d) O 4.020 Organ Recovery.

e) Q 27.000 Sharing and Reporting Fositive Serology Reports,

f} 5 1.000 General OSHA Information.

g) 3 3.000 Bloodborme Pathogen Policy.

k) T 4170 Obtaining Blood Samples for Testing.

i} T4.171 Packaging and Transport of Biood for Serology Testing.

8} Standards and Regulations,
a) Association of Organ Frocurement Organizations (AOPO) Standards: CL 4A.4; CL 4B.3; CL 4D, CL 40.2; CL 4D.2.1;
CL 4D.4; CL&.81; CL9.1.2.

b) Centers for Medicare and Medicaid Services (CME) 42 Code of Federal Regulations {CFR) Chapter IV §: 486.344(c);
486.344(d){2); 486.344(e); 488.348(a).

c) Organ Procurement Transplant Network (OPTN) Policies: 2.5; 2.6; 2.7; 2.9; 2.15.B{(3); Table 4-1.
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A-Pos.

0O-Pos.

Date and Time/Results of 2nd
ABO

12/19/18 18:20-
VRL Lab

12/31/18 17:50
VRL Lab

A-Pos. O-Pos.
Date and Time /Results of 3™ NA 01/01/19 11:15
ABO (if applicable) Hospital
0-Pos.
ABO Typing documented as Yes Yes
Post- Transfusion
Date and Time of indeterminate | NA NA

ABO results (identify lab source)

Date and Time Hard Stop
Initiated — CDC/AOC

12/18/18 23:29
CDC/AOC

12/31/19 15:19

Medical Director Directive
documented

12/19/18 17:51
MD directive- run
as “A” donor

AOC documented
determination to

" ”

run

Final ABO determination A Pos. 0-Pos.
{allocation)
Comments NA AOC note did not

clearly document
Medical Director
directive-

DBQS verified MD
directive during
record review,
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