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Details of Revision: formatting, dosing for acquired fibrinogen deficiency based on NAC guidelines, administration

Other Names

RiaSTAP
Fibrinogen Concentrate (Human)
FCH, FC

Description

RiaSTAP is a pasteurized, preservative free, lyophilized fibrinogen concentrate derived from
human plasma

Also contains human albumin, L-arginine hydrochloride, sodium chloride and sodium citrate
Latex-free

Special Approvals/
Authorizations

Qualified transfusionists may administer RiaSTAP on the written order of the attending
physician or designate

Does not require ABO compatibility/valid type and screen is not required

The physician’s order must include the number of grams required

Consult with the Bleeding Disorder Nurse Clinicians at (204) 787-2071, pager 3346, or the
Adult/Pediatric Hematologist on-call through paging (204) 787-2071 for patients with
congenital hypofibrinogenemia

Patients accustomed to self-administration may continue do so with the written order of a
hematologist or designate

Classification

Human fibrinogen manufactured from human plasma
Blood product/plasma protein product (PPP)

Indications

On Label use:
Treatment of congenital fibrinogen deficiency which compromises congenital afibrinogenemia and
hypofibrinogenemia

Off Label use:
Treatment of acquired fibrinogen deficiency (acquired hypofibrinogenemia)

Uncontrolled surgical bleeding

Post-partum hemorrhage (PPH)

Disseminated intravascular coagulopathy (DIC)

Clinical status of patient is highly suggestive of hypofibrinogenemia/dysfibrinogenemia with
situational urgency preventing time to wait for fibrinogen level

Special populations:

e Pediatrics (less than 18 years of age): Safety studies have included subjects below
the age of 16 years. See product insert for pharmacokinetic details for this patient
population.

o Geriatrics (greater than 65 years of age): There are no studies to determine
whether this population responds differently as compared to younger patients.

¢ Pregnant and breastfeeding: The safety of RiaSTAP in human pregnancy had not
been established. The benefits and risks of administering RiaSTAP to pregnant and
nursing people should be carefully weighed.

Contraindications

Patients who are hypersensitive (allergic) to this drug or any ingredient in the formulation (see
product insert for complete list)

WARNINGS:

Risk of thrombosis in patients with congenital deficiency exists, particularly when treated with
high doses or repeated dosing

Caution is recommended in patients with a history of deep vein thrombosis, pulmonary
embolism, arterial thrombosis or liver disease

Supplied

Supplied by CBS

Contact local blood bank regarding stock availability on site
1 gram vial

RiaSTAP consists of two boxes:
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o Product box contains one single-use RiaSTAP vial (with hanger attached)
o Diluent box contains one single-use sterile water for injection vial (50 mL)
o Mini-spike dispensing pin and filter set

Dosage

Congenital Fibrinogen Deficiency Dosing:
¢ Recommended dose when fibrinogen level is known: should be calculated based on the target
plasma fibrinogen level, actual measured level and patients body weight using the following
formula:
o Dose of fibrinogen (mg/kg x body weight) = [target level (g/L) — measured level (g/L)]
0.017 (g/L per mg/kg body weight)

¢ Dose when fibrinogen level is not known: 70 mg/kg

e The target level (1 g/L) for minor events (e.g., epistaxis, intramuscular bleeding or
menorrhagia) should be maintained for at least 3 days

e The target level (1.5 g/L) for major events (e.g., head trauma or intracranial hemorrhage)
should be maintained for 7 days

Acquired Fibrinogen Deficiency Dosing:

¢ Recommended initial dose is 2-4 g

¢ Dose is determined by body weight, extent of bleeding, lab values and the clinical condition of
the individual patient. Determination of patient’s fibrinogen level is recommended before and
during treatment with RiaSTAP.

NOTES:

¢ In a bleeding obstetrical patient with acquired hypofibrinogenemia, fibrinogen should be
replaced when fibrinogen level is less than 2.0 g/L

¢ In a massively bleeding or preoperative patient with acquired hypofibrinogenemia,
fibrinogen should be replaced when the level is less than 1.5 g/L

e Following the administration of fibrinogen, repeat bloodwork should be completed within
60 minutes to assess patient’s response. The expected increment is approximately 0.5-1.0
g/L

e Pediatric and neonatal dosing should be determined in consultation with a specialist.

Stability/
Reconstitution

Reconstitution: see appendix 1 for reconstitution instructions.

e Ensure that the diluent and RiaSTAP product vials are at room temperature prior to

reconstitution.

1 gram vial of Ria STAP should be reconstituted with 50 mL sterile water for injection (diluent)

Remove the cap from the product vial to expose the central portion of the rubber stopper

Clean the surface of the rubber stopper with an antiseptic solution and allow it to dry

Using an appropriate transfer device or syringe, transfer 50 mL of sterile water for injection

into the product vial

Gently swirl the product vial to ensure the product is fully dissolved (generally 5-10 minutes);

do not shake the vial as it will result in foaming

To withdraw product from the vial, insert the mini spike adapter into the product.

Once this is inserted remove the cap (do not touch the exposed surface once cap is off)

Open the syringe filter that comes with the product

Screw the syringe onto this filter then screw the filter end onto the pin of the mini spike adapter

on the vial

Draw product into the syringe

o When completed, remove the filter, dispensing pin, and empty vial from the syringe, Dispose
of properly, and proceed with administration as usual.

¢ Reconstituted solution should be colourless and clear to slightly opalescent. Do not use if the
solution is cloudy or contains particulates.

¢ Reconstituted solution contains 20 mg of fibrinogen per ml.
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If needed, following reconstitution, multiple vials can be combined into a single empty
IV bag for administration, regardless of their lot numbers.

Stability:

Stability of final admixture: stable for 8 hours after reconstitution when stored between 20 -
25°C
Stable for the period indicated by the expiration date on the carton and vial label

Storage

Store at temperatures between 2 - 8°C. The shelf life is up to 60 months.
Do not freeze
Protect from light; keep in original carton until ready to use

Compatibilities /
Incompatibilities

Reconstitute with provided sterile water only; do not further dilute with 1V fluids or other drugs
in syringe or bag prior to administration

No other drugs or intravenous solutions should be co-administered in the same line while
RiaSTAP is being infused

Normal saline may be used to flush the line

Pre-Administration

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

Valid type and screen/ABO compatibility is not required

An independent 2-person check is required for all doses.

Refer to Manitoba Transfusion Best Practice Resource Guideline 3 - Patient Identification in

Blood, Blood Component, and/or Plasma Protein Products

Administration,
Method

Refer to Manitoba Transfusion Best Practice Resource Manual:

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

For Intravenous use only

Administration at room temperature is recommended

Once product is reconstituted, do not dilute further

Standard IV administration set (no filter required)

Can be administered via direct IV push or syringe pump.

e If needed, following reconstitution, multiple vials can be combined into a single empty IV
administration bag for administration, regardless of their lot numbers.

Maximum Rate: 5 mL/minute (300mL/hr)

Special Considerations: For patients cared for by Bleeding Disorder team please refer

to patient-specific protocols developed for their individual needs
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Monitoring

Refer to Manitoba Transfusion Best Practice Resource Manual:
e 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.

o Vital signs are to be monitored

within 30 minutes prior to transfusion

15 minutes after start of transfusion

every hour during the transfusion

at the end of the transfusion

whenever clinically indicated

O O O O O

e Inpatients: vital signs should be recorded one hour after the completion of the transfusion

e OQutpatients: post transfusion monitoring is at the discretion of the person administering
the transfusion. Instructions on identification of transfusion reaction must be provided at
discharge.

Adverse Events

Refer to Manitoba Transfusion Best Practice Resource Guideline 7 — Transfusion Reaction -

Identification, Management and Reporting

Additional Notes

None

Resources

e CSL Behring Canada - RiaSTAP Monograph

e RiaSTAP Fibrinogen Concentrate - Alberta Precision Labs

e NAC Statement on Fibrinogen Concentrate Use in Acquired Hypofibrinogenemia | National
Advisory Committee on Blood and Blood Products (NAC)
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Appendix 1: Reconstitution instructions for RiaSTAP

el

G Administering RiaSTAP®:

Step-by-Step Guide

Fibrinogen Concentrate
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Introduction

Contents of the RiaSTAP® Package and Required Components

v

5L Betsy

L =
2 "
Mini-Spike® Single-use Appropriate administration device
dispensing pin RiaSTAP® vial (syringe, not provided)
containing 1 g
Syringe filter human fibrinogen

Diluent: Single-use  Antiseptic solution
Sterile Water for (not provided)
Injection wvial (50 mL)

General remarks:

¢ Bring the RiaSTAP® vial and diluent to room temperature before administering.

* RiaSTAP® should be reconstituted with 50 mL Sterile Water for Injection
(provided).

* \Wash hands or use gloves before reconstituting the product.
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Reconstitution

o A J Rernove the cap from the RiaSTAP® vial
to expose the central portion of the
rubber stopper.
Ol r
{ ¥
|
. of= ‘Ei. i
6 " Clean the surface of the rubber stopper with

| an antiseptic solution and allow it to dry.

Transfer the diluent (50 mL Sterile Water for Injection) with an appropriate transfer device or syringe into the
RiaSTAP® vial.

Gently swirl the vial to ensure the product is fully dissolved (generally 5 to 10 minutes).
Do not shake the vial; this will cause formation of foam.
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Withdrawal

o \ 4

J =
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Open the plastic blister containing the Mini-Spike
dispensing pin provided with RiaSTAP®,

Take the provided dispensing pin and insert it
into the stopper of the vial containing the
reconstituted product.

o v
|

on

After the dispensing pin is inserted, remove the cap.

After the cap is removed, do not touch the
exposed surface.

Open the blister containing the syringe filter provided
with RiaSTAP®.

o \ 4

Screw the syringe onto the filter.

(6 | 4
|\ .2
WA _~

=

Screw the syringe with the mounted filter onto the
dispensing pin.
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Draw the reconstituted product into the syringe.

General remarks:

iR

When completed, remove the filter, dispensing

pin and empty vial from the syringe, dispose
of them properly, and proceed with administration

as usual.

* Reconstituted product should be administered immediately by a separate
injection / infusion line.

* Do not use if the solution is cloudy or contains particulates.

* Any unused product or waste material should be disposed of in accordance
with local requirements.
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RIASIAP

fibrinogen Concentrate

RiaSTAP® is indicatad for the treatment of congenital fibrinogen deficiancy which comprises congenital afibrinogenemia and hypofibrinogenarmia.

Pleass consult the Product Monograph at cslbehring.cafproductsfproduct-list for important information relating to contraindications, warnings

and precautions, adverse reactions, drug interactions, dosing information and conditions of clinical use. The Product Monograph is also available

by calling 1-866-773-7721 ext. 2386,

Referemce: 1. RiaSTAP® Praduct Monegraph. C5L Behring Canada, Inc. May 27, 2020.

RiaSTAP* & a registered trademark of C5L Behring GmbH.
Biotherapies for Life® & a registered trademark of CSL Behring LLC
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