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Details of revision: Removal of apheresis fresh frozen plasma (AFFP) due to discontinuation. Addition of
apheresis frozen plasma psoralen treated (ACD-A)

Other Names

Solvent Detergent (S/D) Treated Human Plasma (OCTAPLASMAT™™)
Frozen Plasma (FP)

Apheresis Frozen Plasma Psoralen Treated (ACD-A)
Cryosupernatant Plasma (CSP)

Description

Solvent Detergent Plasma:
o Virus inactivated frozen human plasma
o Pathogen-inactivated human plasma alternative to FP
o Prepared from large pools of human plasma
o Plasma protein content comparable to levels in FFP
o Supplied in 200 mi
Frozen Plasma
o Prepared from whole blood to yield approximately 283 mL
o Stored at less than or equal to -18°C within 24 hours after collection
o Contains all coagulation factors with reduced amounts of Factors V and VII
Apheresis Frozen Plasma Psoralen Treated (ACD-A):
o Collected by apheresis and frozen within 8 hours of collection
o Contains both labile clotting Factors V and VI, plus non-labile coagulation
factors
Cryosupernatant Plasma:
o Prepared from slowed thawed fresh plasma
o Contains all coagulation factors
o Reduced levels von Willebrand'’s factor (vWF)
o Contains 20-30% of plasma Factor VIII

Special Approvals/
Authorizations

e Qualified transfusionists may administer plasma from the written order of the attending
physician or designate
e Valid active type and screen is required

Classification

Human blood component derived from whole blood

Indications

S/D plasma: use as indicated for treatment of:

Thrombotic thrombocytopenic purpura

Hemolytic uremic syndrome

Complex deficiencies of coagulation factors such as consumption coagulopathy or
coagulopathy due to severe hepatic failure, massive transfusion or repeated large
volume plasma exchange

Use as emergency substitution therapy in coagulation factor deficiencies, when
situations do not allow a precise laboratory diagnosis or when a specific coagulation
factor concentrate is not available

Rapid reversal of effects of oral anticoagulation when vitamin K is insufficient in
emergency situations or in patients with impaired liver function

FP/ Apheresis Frozen Plasma Psoralen Treated (ACD-A): appropriate use is limited almost
exclusively to the treatment or prevention of clinically significant bleeding due to a deficiency of
one or more plasma coagulation factors in addition to the treatment of:

Bleeding patients or patients undergoing invasive procedures who require replacement
of multiple coagulation factors (e.g. severe liver disease or DIC)

Patients with massive transfusion with clinically significant coagulation abnormalities
Patients on warfarin who are bleeding or need to undergo an invasive procedure
before vitamin K can be administered and for whom prothrombin complex concentrate
is not available or is contraindicated

Patients with selected coagulation factor or with rare specific plasma protein
deficiencies when alternative therapy is unavailable
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Patients requiring treatment of thrombolytic thrombocytopenic purpura (TTP) and adult
hemolytic uremic syndrome (HUS) by plasma exchange

Treatment of TTP and adult hemolytic uremic syndrome (HUS) by plasma exchange
Treatment of multifactor deficiency when fibrinogen replacement is not required
Reversal of warfarin therapy when PCC and/or vitamin K is not indicated or available

Contraindications For S/D plasma:

In patients with IgA deficiency with documented antibodies against IgA
In patients with severe deficiency of protein S
In patients who are hypersensitive to this drug or any ingredient in the formulation
Use with Caution:
o Should not be used to correct hyperfibrinolysis caused by a deficiency of the
plasmin inhibitor, alpha2-antiplasmin
o Inimmunocompromised patients, patients with hematological disorders of high
red blood cell turnover and in pregnant women, OCTAPLASMA should only be
administered if STRONGLY indicated.
o In patients with pulmonary edema and manifest or latent cardiac
decompensation.
o In patients with IgA deficiency plasma protein allergy or previous reaction to
FFP or OCTAPLASMA
o Only use in pregnancy and lactation if the benefit outweighs the risk
o Administration may impair the efficacy of live attenuated virus vaccines such
as measles, mumps, rubella and varicella for at least six weeks, up to six
months and in some cases where large doses are given, as long as one year.

For FP, Apheresis Frozen Plasma Psoralen Treated (ACD-A), and CSP:

Not indicated for volume replacement alone

Not indicated for single coagulation factor deficiency if specific recombinant products or
plasma-derived virally inactivated products are available

Should not be used to treat hypovolemia without coagulation factor deficiencies

Not to be used when coagulopathy can be more appropriately corrected with specific therapy
such as vitamin K, prothrombin complex concentrate, cryoprecipitate, or specific coagulation
factor replacements

Do not use CSP for conditions that require fibrinogen, Factor VIII, or von Willebrand
factor supplementation

For Apheresis Frozen Plasma Psoralen Treated (ACD-A) only:

Recipients with known anti-IgA deficiency should receive IgA deficient plasma.
Patients with known anaphylaxis to plasma components should only receive plasma
components under appropriate medical supervision.

Do not use Apheresis Frozen Plasma Psoralen Treated (ACD-A) for patients with a
history of hypersensitivity reaction to amotosalen or other psoralens.

Do not use Apheresis Frozen Plasma Psoralen Treated (ACD-A) for neonatal patients
treated with phototherapy devices that emit a peak energy wavelength less than
425nm, and/or have a lower bound of the emission bandwidth <375nm, due to the
potential for erythema resulting from interaction between ultraviolet light and
amotosalen.

Warnings and Precautions for Apheresis Frozen Plasma Psoralen Treated (ACD-A)

Hemophilia A and B and vol Willebrand disease (VWD) are more appropriately treated
with recombinant or virally inactivated fractionation products or 1-deamino-8-D-arginine
vasopressin as initial treatment. For replacement of fibrinogen and factor XIll,
commercial virally inactivated concentrates are also available. Some products are only
available through the Special Access Programme of Health Canada.

There is limited safety data for Apheresis Frozen Plasma Psoralen Treated (ACD-A)
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when used for intrauterine transfusion.

The benefit and risk of transfusing Apheresis Frozen Plasma Psoralen Treated (ACD-
A) components should be carefully assessed and balanced in the case of pediatric
transfusions where long-term safety data is limited.

Some collection needles are in contact with latex. Canadian Blood Services cannot
guarantee that this component is latex free.

Supplied e Supplied from CBS
e Contact local blood bank regarding stock availability on site
Dosage Recommended dose:

ADULTS: 10-15 ml/kg plasma (average dose is 3-4 units plasma)
PEDIATRIC: 10-15 ml/kg plasma

NOTES:

The volume transfused will depend on the clinical situation and patient size
Rounding up to the nearest even number of units in adults is recommended

Each unit of plasma is expected to raise coagulation factor levels by approximately 15-
20%

Reconstitution/Stability

S/D plasma, FP, Apheresis Frozen Plasma Psoralen Treated (ACD-A)and CSP
product is stored frozen and must be thawed prior to issuing. Thawing may take 20-30
minutes

Some blood banks may have thawed plasma available for emergency use

Issued blood components may be accepted back into inventory only if returned to a
monitored blood bank fridge within 60 minutes of issue

Transfusion of blood components must be completed within 4 hours of issue from the
blood bank

e Time of issue is documented on the back of the record of transfusion (RoT)
Storage e S/D plasma is stored at less than or equal to -18 °C for up to a maximum of 48 months
¢ Protect from exposure to light
e Plasma is stored at -18°C for up to a maximum of 12 months from the date of collection
e Thawed:
Product Storage | Transfuse within
FP 1-6°C 120 hours (5 days)
Apheresis Frozen 1-6°C 120 hours (5 days)
Plasma Psoralen
Treated (ACD-A)
S/D Plasma 2—8°C 120 hours (5 days)
Compatibilities/ Only isotonic, calcium-free intravenous solutions may be added to, or come in contact with,
Incompatibilities blood components.

The following solutions are compatible with plasma:

0.9% NaCl (normal saline) is the fluid of choice

MEDICATIONS MUST NOT BE ADDED TO BLOOD COMPONENTS. Ifitis
necessary to administer medications simultaneously with blood or blood components, it
is best practice to use an alternate intravenous site.

Pre-Administration,
Identification and ABO
Compatibility

Confirm consent has been obtained and documented prior to requesting product from
the blood bank.

Ensure there is a valid type and screen.

An independent 2-person check is required with every unit of plasma transfused

ABO compatible (as opposed to identical) may be required if the blood bank cannot
provide sufficient quantities of the patient’s blood group:

Administration must be based on ABO-blood group specificity. In an emergency, blood
group AB can be regarded as universal plasma as it can be given to all patients.
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o ABO compatibility:

Patient’s ABO group | Compatible Plasma
) OorAorBorAB
A A or AB
B B or AB
AB AB

Refer to Manitoba Transfusion Best Practice Resource:
e Introductory Chapters for ABO Compatibility
e Guideline 3 - Patient Identification in Blood, Blood Component, and/or Plasma Protein

Products
Administration, Refer to Manitoba Transfusion Best Practice Resource Manual:
Method e Guideline 4 - Receipt of blood, blood components, and blood products

e Guideline 8 - Administration of blood, blood components and blood products

e Guideline 6 - Patient required health record documentation of blood, blood component
and blood product

Administration Set:
¢ Administer through a standard blood transfusion set with a filter to remove gross fibrin
clots and aggregates:
o Adults & Pediatrics: 170 — 260 micron filter
¢ Set should be changed:
o A maximum of every 4 hours
o  When four consecutive units of plasma have been infused through it
o More than 30 minutes has elapsed between transfusion/infusion
o If administering a different blood component
o Set has become occluded

e Prime the administration line and filter with the blood component or a compatible
solution (i.e. normal saline)

e Following transfusion, you may flush line with NS to clear residual blood product. Use
minimal volumes in fluid restricted patients

Infusion Rate:

e Plasma is typically infused over 30 to 120 minutes; however, the rate of transfusion is
determined by the ordering physician or authorized prescriber. The transfusion rate is
dependent on the clinical condition of the patient

¢ All transfusions must be completed within 4 hours of removal of the blood component
from storage

e The initial rate of infusion should be slow (50 ml/hr) for the first 15 minutes of the
infusion unless urgent replacement is required

e S/D plasma infusion rate can begin at the ordered rate but not exceed 1ml/kg/min

¢ If the patient exhibits no signs of reaction and is tolerating the transfusion, the rate may
be increased as per the physician order

o For pediatric patients: The initial rate of infusion is 1 ml/kg/hour (to a maximum of 50
ml/hr) for the first 15 minutes

Neonate (up to 6 weeks corrected) or less than 10 kg body weight (or fluid volume is
a concern):
e Flush IV/access device with 1-5 ml of 0.9% saline upon completion of transfusion

Pediatric or greater than 10 kg body weight:
e Flush access device with 10-20 ml of 0.9% saline upon completion of transfusion
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NOTES:
e  When documenting S/D plasma on the cumulative blood product record (CBPR)
please use the Batch/Lot number AND donation number. Refer to Appendix 1.
¢ In non-urgent/non-bleeding/inpatient settings, plasma should be transfused during
daytime hours (for patient safety) and transfused one unit at a time.

Monitoring

Refer to Manitoba Transfusion Best Practice Resource Manual:
Guideline 5 - Monitoring of patients receiving transfusion

e The qualified transfusionist must remain with the patient for the first 15 minutes of the
transfusion and be available for the remainder of the transfusion
e Vital signs are to be checked
Within 30 minutes prior to transfusion
15 minutes after the start of transfusion
Every 60 minutes during the transfusion
At the end of the transfusion
o Whenever clinically relevant
¢ Inpatients: vital signs should be recorded one hour after the completion of the
transfusion
¢ Outpatients: Post transfusion monitoring is at the discretion of the person administering
the transfusion. Instructions on identification of transfusion reaction must be provided
at discharge.
o Patients receiving octaplasma (S/D plasma) should be observed for at least 20
minutes after administration

o O O O

NOTE: Units can be hung in succession without restarting 15-minute monitoring period as long
as all units are from the same batch number. A new batch requires the transfusionist to resume
initial monitoring requirements

Adverse Events

Refer to Manitoba Transfusion Best Practice Resource Manual:
Guideline 7 - Transfusion reaction: identification, management, and reporting

e Overdose may lead to hypervolemia and thereby pulmonary edema and/or cardiac
failure.

e High infusion rates may cause symptoms attributable to citrate toxicity (e.g. fatigue,
paresthesia, tremor and hypocalcemia, especially in patients with liver function
disorders)

¢ Increased incidence of thromboembolic events in patients receiving large volumes of
S/D plasma

o False-positive pregnancy test results have been reported following the passive
transmission of B-HCG

Additional Notes

None

Resources:

Manitoba Transfusion Medicine Best Practice Resource Manual for Nursing
Canadian Blood Services Guide to Transfusion

e Bloody Easy 5: Blood Transfusions, Blood Alternatives and Transfusion Reactions. A
Guide to Transfusion Medicine Fifth Edition 2022

e Expanded Use of Solvent Detergent Plasma CL 2022-28

e National Advisory Committee on Blood and Blood Products

e  Product Monograph OCTAPLASMA

e CBS Circular of Information — Plasma Components
e CBS Circular of Information — Pathogen Reduced Plasma Components
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Appendix 1: Visual Reference and Documentation of S/D Plasma Batch/Lot Number on CBPR

~J 3

Component Code

yd = e il
| Component code J§ S5
il Fr oy

Expiry Date:

MNote that
there will be
a "revised
expiry” once
the plasma is

When completing your two

nurse checks and

documentation, please use
both the Donation and

Lot/Batch Number

Donation Number

=

Lot/Batch Number

% Shared health
‘) Soins communs

Cumulative Blood Product Record (CBPR)

vital Sighs

< ; 5
% | Donation Number f g
Date Time ¥ or 5 < é Intervention(s)/ &
EE Lot Number g Fl | 8| i Total Volume Infused* Initial(s) | 3=
Zlaw® and E £ o~ z i E E = {also record on Fluid Balance Record) EE
E '§ g‘ Sequence Number g :)s|35|E § EE
DoMMMYY vy 2nor |G| BO 3 E’ & g’ g g S E‘a
SZ 18R 2224\ s/ B0 ' “l HI || |I’I||I l"l ,zw/rz | g5 | r5 e | ~2 v| 2ooml ra feceet | 4]~
C0540 23223470 EIP/
. K
P e ﬂﬂw : ke zee| 77 | so | vor | RA | S| 2o0bry 1nfeseet | o] el A
LT |
C0540 23223314 % 1)

Page 6 of 6




