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Other Names .

Alpha-1 proteinase inhibitor [human] injection

Description

Sterile solution prepared from pooled human plasma

GLASSIA® is a solution/2% A1-Pl/ 0.02M Monobasic Sodium Phosphate
Dihydrate/ 0.7 % Sodium Chloride/ 50 mL Water for Injection.
Preservative-free

Latex-free

Special Approvals/ .
Authorizations

GLASSIA should be administered by a healthcare professional or self-
administered by the patient/caregiver after appropriate training.
Requests for GLASSIA can be submitted using the “Request for Patient
Designated Plasma Protein and Related Products” form

Classification .

Manufactured blood product derived from human plasma

Pregnant women: Animal reproduction studies have not been conducted with
GLASSIA. It is also not known whether GLASSIA can cause fetal harm when
administered to pregnant women or can affect reproductive capacity. GLASSIA
should be given to a pregnant woman only if clearly needed.

Nursing women: There is no information regarding the presence of GLASSIA in
human milk, the effect on the breastfed infant, or the effects on milk production.
The developmental and health benefits of breastfeeding should be considered
along with the mother's clinical need for GLASSIA and any potential adverse
effects on the breastfed infant from GLASSIA

Pediatrics: Safety and effectiveness in pediatric patients have not been
established.

Geriatrics: In clinical trials, 11 subjects of 65 years of age or older received
GLASSIA. This number of subjects was not sufficient to determine whether they
respond differently from younger subjects. Dosing for geriatric patients should be
appropriate to their overall situation. Safety and effectiveness in patients over 65
years of age have not been established.

Indications .

Chronic augmentation and maintenance therapy in adults with clinically evident
emphysema due to severe hereditary deficiency of Alpha1-PI, also known as
alpha1-antitrypsin deficiency (AATD). GLASSIA increases antigenic and functional
(anti-neutrophil elastase capacity, ANEC) serum levels.

The respirologist has confirmed the diagnosis of severe A1-PI deficiency and
clinical evidence of emphysema and indicated that the patient would benefit from
treatment with A1-PI product.

A1-PI deficiency, defined as serum A1-PlI levels < 57 mg/dL** before start of the
treatment

Clinical evidence of emphysema (FEV1 <80%)

Patients must be nonsmokers for at least 6 months

Patients who have not received a lung transplant

Limitations of Use:

» The effect of augmentation therapy with GLASSIA on pulmonary exacerbations
and on the progression of emphysema in alpha1-antitrypsin deficiency has not
been demonstrated in randomized, controlled clinical trials.

* Clinical data demonstrating the long-term effects of chronic augmentation and
maintenance therapy of individuals with GLASSIA are not available.

* GLASSIA is not indicated as therapy for lung disease in patients in whom severe
Alpha1-PI deficiency has not been established.

Contraindications .

Immunoglobulin A (IgA) deficient patients with antibodies against IgA.

Individuals with a history of anaphylaxis or other severe systemic reaction to
Alpha1-PI products.

Patients who are hypersensitive to this drug or to any ingredient in the formulation,
including any non-medicinal ingredient, or component of the container. For a
complete listing, see Dosage Forms, Strengths, Composition and Packaging.
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Supplied e 1000mgin 50 mL
e The drug product (50 mL) is contained in a glass vial, which consists of clear,
colorless, Type | borosilicate glass and is sealed with chlorobutyl rubber stopper
and a flip aluminum cap.
Dosage ¢ The recommended dose of GLASSIA is 60 mg/kg body weight of GLASSIA

once weekly by intravenous infusion. Dose ranging studies using efficacy
endpoints have not been performed

The carton and label on each vial of GLASSIA show the actual amount of
functionally active Alpha1-Pl in milligrams

Reconstitution/Stability

GLASSIA is a ready-to-use solution

Product may be stored at room temperatures not exceeding 25°C (77°F) for up to
one month. Once removed from refrigeration use within one month.

Keep vial in carton until required for use.

Do not use after the expiration date printed on the label.

Storage

Store between +2°C to +8°C
Do not freeze.

Compatibilities/
Incompatibilities

No other drugs / solutions (including normal saline) can be co-administered in the
same line
Interactions with other drugs have not been established

Administration,
Identification

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

For intravenous infusion only.

First infusions should be administered under the supervision of a healthcare
professional experienced in the use of human alpha1-proteinase inhibitor or in the
treatment of alpha1- proteinase inhibitor deficiency. Subsequent infusions can be
administered by a caregiver or by the patient if appropriate training is provided
and the use is reviewed at regular intervals. The decision of whether a patient is
suitable for home-treatment/self-administration is made by the treating doctor.
There are limited data regarding the use of this medicinal product in
home treatment/self-administration. Potential risks associated with home-
treatment/self-administration are related to the administration itself as well as to
the handling of adverse drug reactions, particularly hypersensitivity.

Always use aseptic technique.

Inspect the vial of GLASSIA for particulate matter and discoloration prior to
administration whenever solution and container permit. The solution should be
clear and colorless to yellow-green.

Administer GLASSIA alone. Do not mix with other agents or diluting solutions
except when using the intravenous pooling infusion bag.

When infusing directly from the vials, use a vented spike (not supplied). If the
contents of vials have been pooled to a sterile intravenous container, use an
appropriate intravenous administration set.

Always use a 5 micron in-line filter (not supplied) during infusion.

Administer GLASSIA within 3 hours of entering the vials to avoid the potential ill
effect of any inadvertent microbial contamination.

Administer GLASSIA at room temperature through an appropriate intravenous
administration set at a rate not to exceed 0.2 mL/kg body weight per minute, and
as determined by the response and comfort of the patient. The recommended
dosage of 60 mg/kg at a rate of 0.2 mL/kg/min will take approximately 15 minutes
to infuse.

Monitoring

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

Vital signs are to be monitored a maximum of 30 minutes prior to transfusion, 15
minutes after start of transfusion, every hour during, at the end of the transfusion
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and if clinically indicated.

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

Outpatients: instructions on identification of transfusion reaction must be provided
at discharge.

Adverse Events

The serious adverse reaction observed during clinical trials with GLASSIA
was exacerbation of chronic obstructive pulmonary disease (COPD).

The most common adverse reactions (>0.5% of infusions) in clinical trials
were headache and upper respiratory infection

GLASSIA may contain trace amounts of IgA. Patients with known antibodies
to IgA, which can be present in patients with selective or severe IgA
deficiency, have a greater risk of developing severe hypersensitivity and
anaphylactic reactions. Monitor vital signs continuously and observe the
patient carefully throughout the infusion. Discontinue the infusion if
hypersensitivity symptoms occur and administer appropriate emergency
treatment. Epinephrine and/or other appropriate supportive therapy should be
available for the treatment of any acute anaphylactic reaction
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Additional Notes

and Administration

for patients and c:anﬂ:giv.'el‘s1

IFsalf-administration is deerned appropriata, ensura that the patient/
caregiver recaives detailed instructions and adequate training on
how ta administer in the heme or other appropriate setting and has
demonstrated the ahility to independently administer GLASSIA;

+ Ensure the patient/caregivar understands the importance of weekly
infusions to raise the plasma level of Alpha-PI.

+ Ensure that the patient/caregiver has access to and has receivad
train'lng in the administration of subeutaneous qpin:FH:ina andfar
other appropriate suppartive therapy for the trestment of any acuto
anaphylactic ar anaphylactoid reaction,

+ Advise tha patient/caragiver to raport any adverse reactiens or
preblems fellowing GLASSIA administratian b their physician or
heattheare Prmiﬂzr‘.

+ Instruct the patient/caregiver to keep a treatment infusion |qg,T?|is
infusion lag should include infarmatian such as the lot number, tha
time, data, and any reactions,

Wse the following Detailed Instructions Far Administration fram the
GLASSIA Praseribing Information to help train your patients an haw
to self-infuse GLASSIA.

Check the vial(s) of GLASSIA:

+ Do not use if the pretective cap is missing or brokan,

« Check the axpiration date, and let thevial(s) of GLASSIA warm up to raom
temperature. Do not apply heat, place in hot water, or microvave,

+ Loskat the color: it should be clear and calorless to yellow-green.

+ Do not usaif the selution is eloudy,

+ [tmay containa Few{Pmlein) Far!i:les.

+ Donot shake thevials),

Gather all supplies (see list above)

. Pt:FaIE ] cle, flat surface and EaL‘u.'l all the materials yau will nead
for the infusion.
+ Ifyeur deeter has preseribed an epinephring pen andlor sther supportive

infusion. Carefully follow your doctor's instructions and training if you
hava to administer the praseribed medicine for 2 severe allargic reaetion.
« Wash your hands and allow them to dry.
+ Apply gloves as directed by your healthcare professional,
0 Dpen supplies as shawn by your healtheare profecsianal.

care for certein savere ullurgi; symptoms, keep it close st hand duri.—ag your

Step-by-Step Guide for Preparation

SUPPLIES NEEDED:

Previded:

+ GLASSIA preduet vials

Not Provided:

+ Tourniguet + Adrinistration infusion sst
« Aleohol swabs + Extersion set, if necessary

« Intravanaus (IV) needle set + Bandage
{bhutterfly)

« Vented spike(s)

« 5 micron in-line filter (minimum of
32 mm diarneter is recommendad

+ Tape
+ Starila pauze

+ Sharps containes

for optimal performance) + IV pole o hook
« 60 mLsterile gyringe(s) + Clean gloves, if nacessary
« Transfor noedle(s) + Infusion |0E

+ Sterile [V infusion container (hagl,  * Drip Charfil!r-‘r.'lFuwd (st
iFrecessary not contain a filter)

Prepare the vial(s) for infusion as directed
by your healthcare ProFessiun al:

+ Remove the protective cap from the vial.

. WTpe the stopper of each viz| that you will need for
your dose with 2 sterile alcahal swab; allow tha
stapper(s) ta dry.

+ You may infuse directly from the vial or poal the
racommended number of vials of GLASSIA inta
an empty, sterile container [hag) rur intravanous (|‘\.")
infusior, a3 directed by your healthcare professional,

+ Use the product within 3 hours nfenlering the val{s)
or poaling inte & sterile container (hag),
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|'F'}'D|.l are pooling into a sterile eentainer {hag}_ Insert and secure the IV needle set as
directed by your healtheare professional.

+ Attach a vanted spike to a sterile syringe.

+ Insert tha vented spike into the center of the
GLASSIA vial,

+ Turn the vial upside down and pull back on the plunger
to pull the GLASSIA solution into the syringe.

+ Twist to remove the syringe from the vonted spike.

+ Paint the syringe tip up and gently push the plunger
of the syringe to remove the air.

« Adtach a transfer needle to the filled syringe.

» Wipe the injection port on the empty sterile container
(bag) with an aleohel swab befare each neadls
insertion; use s new lechel swab for each vial,

+ Remove protective cover of needla and insert the
needle into tha injaction port and fill the empty bag.
Avoid touching the exposed naedla,

« Remove the needla fram the injection port and
discard tha syringealnd rfeed[-einla sha_rpa cnntair_u:r. ak 1 rate a5 directed by your healthcara

+ Rupeat these steps, if using multiple vials, to achiove the desired dose as professional. The masimum recammandad
directad by your 1.\=a|:|1nare. professional, using a naw vented spike and infusion rate for GLASSIA is 0.2 mL per
transfer needle with each vial. kilogram body weight per minuta, which will

take approuimately 15 minutes to infusa,

Cheek infusien site accasionally throughout

the infusien ta make sure that tha drug is flowing

and there iz ne bleading,

+ When the infusien is complete, take the needle out of the
vain and diseard in a sharps container. Use sterile gauze to
put pressure an the infusion sita for several minutes; then
apply a sterile bandage.

+ Do not cecap the [V needle sot,

+ Placa the needle in a hard-walled sharps container for
proper disposal,

+ Do not dispase of these supplies in ordinary household trash,

+ Release the toumiquet and draw back

slightly on syringe e check fer blood raturn,
Tha presance of blaod means the needls
placement is correct. If there is no blood
presant, rapeat steps,

Flush the 1V needle set (butterfly) with

normal saline.

Remave the saling flush syringe and attach the
IV infusicn set filled with GLASSIA salution.

Follow your healthcare professional’s

instructions for infusing GLASSIA:

Opan the roller clamp and administer
GLASSIA solution st room temperatura

Prepare the infusion set:

Close the roller clarmp en the IV infusion set.
+ Attach an in-line 5 micran filter to the end of the [V
infusion set.
Agtach an extension sat (f nacesary) to in-line filter,
+ Remewe cap from the [V infusion set spike and remave the
cover from the infusion pert an the bag cantaining GLASSIA,
Auwoid tauching the enposed spike or infusion port,
[nsert the spike more than halfway inte the infusion
port =n the bag cantaining GLASSIA by twisting
and pushing, ’
Hang the poaling bag from an 1V pale ar heok.
Squeeza the drip chamber until it is half-full and £l
the IV tubing with GLASS|A selution by relessing the
roller n:farn:.gclose clamp when the sot‘:inn P‘Eﬂ:l‘lgﬁ + Write down the following in your trestment recordfinfusion log:
the end of the extension set. - Product lot number snd expiration data

- Date and time Geart and end)

= Dose and sitals) of infusion (to 2ssist in ratating sites)

- Any reactions after each infusion
Raport all reactions to your healthsare profassional.
Throw away all open vials and any unusad solution inte a sharps
container, as recammendad by your healtheare professional,

Record the infusion:

Prepare the infusion site(s):

+ Connect tha saline syringe to the needle set (hu!bcrﬂyj
and fill,

« Salact o infusien site as diractad by your healthcare
professicnal.

« Rotata infusion sites as dirocted.

Apply a tourniquet and get the injection site ready

by wiping the skin well with an alcohal swab (or

other suitable selution suggested by your healthcare

provider) and wait for the skin to dry. Do not touch

or blow on the cleaned infusion site.

References ¢ Manitoba Transfusion Best Practice Resource Manual for Nursing
e Glassia-Dosage-and-Admin-Guide-Digital.pdf (glassialiquid.com)
e [Product Monograph Template - Standard] (takeda.com)
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