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Human Normal Immunoglobulin (SClg)
165 mg/mL solution for infusion
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What is cutaquig®?

Cutaquig®is a 16.5% immunoglobulin solution for subcutaneous (SClg) infusion. Cutaquig® is
indicated for replacement therapy in adults, children and adolescents (0-18 years) in':

e Primary immunodeficiency (PID) syndromes with impaired antibody production

e Secondary immunodeficiencies (SID) in patients who suffer from severe or recurrent infections,
ineffective antimicrobial treatment and either proven specific antibody failure (PSAF)* or serum
IgG level of <4g/l.

*PSAF = failure to mount at least a 2-fold rise in IgG antibody titre to pneumococcal polysaccharide and polypeptide antigen vaccines
Cutaquig® dosage and administration’

Primary immunodeficiency
Loading dose (if required): 0.2 to 0.5 g/kg
Maintenance dose: 0.4 to 0.8 g/kg (cumulative monthly dose)

Secondary immunodeficiency
0.2 to 0.4 g/kg (cumulative monthly dose)

Infusion frequency From daily up to every other week

Abdomen, thigh, upper arm, and lateral hip
Infusion sites Infusion sites should be at least 5 cm apart
There is no limit to the number of infusion sites

Initially 15 ml/hour/site, then up to 25 ml/hour/site
Infusion rate” Initially 30 mL/hour for all sites combined. Then up to 80 mL/hour for all
sites combined, if well tolerated

Infusion volume Infants and children: Infusion site may be changed every 5-15 mL
per site Adults: Doses over 30 mL may be divided according to patient preference

octagam® has a long history as a well-tolerated intravenous immunoglobulin product,

i Cutaquig® is produced using the well-established octagam® manufacturing process??3,;
with thousands of patients treated over the last 3 decades*?

*Please consult your local cutaquig® Summary of Product Characteristics for more detailed instructions.

V¥ This medicinal product is subject to additional monitoring.
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The safety & efficacy of cutaquig®was
evaluated in two phase 3 pivotal studies®*®
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Efficacy in preventing SBIs,
tolerability, safety, asessment of PK
SCGAM-04¢ Prospective, open-label, 25 adults with primary Any intravenous 32 weekly cutaquig® . Y

profile, number and rate of other
infections and HRQoL during the
24-week evaluation period

single-arm Phase 3 study immunodeficiencies immunoglobulin treatment infusions*

SBIs, serious bacterial infections; HRQoL, health-related quality of life.
*12 in the wash-in/wash-out period, and 52 during evaluation; '8 in the wash-in/wash-out period, and 24 during evaluation.
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Cutaquig® is well tolerated, providing
comfortable infusions for patients

Cutaquig® has proven tolerability, with mostly mild or moderate infusion
site reactions®*®

No infusion site reactions were
observed in 77% of cutaquig®
infusions?
td
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f - Reactions were almost
Infusion exclusively (>99%) mild
site o or moderate’

reactions

} The incidence of reactions
decreased over time

Incidence in Incidence in
first 4 weeks of last 4 weeks of
clinical trial? clinical trial?

No serious systemic adverse events were reported in two clinical trials>®

During both clinical trials, no
adverse events were reported as
leading to subjects withdrawing
from treatment3®

During both clinical trials, no
serious systemic adverse drug
reactions were reported®

During the pivotal Phase 3 trial?, 11 (18%) patients experienced mild
or moderate systemic adverse events that were considered to be related

to cutaquig®

This included (n [%]): headache (2 [3.3]), abdominal distension (1 [1.6]), abdominal pain upper

(1 [1.6]), vomiting (1 [1.6]), myalgia (1 [1.6]), pyrexia (1 [1.6]), body temperature increased (1 [1.6]),
Coombs direct test positive (1 [1.6]), free haemoglobin present (2 [3.3]), haemoglobin increased

(1 [1.6]), haptoglobin decreased (1 [1.6]).
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Comfortable infusions /——\

The low viscosity of cutaquig® makes it
easy to use and administer

Cutaquig® has a lower
viscosity than 20% SClg
products, requiring less

injection force to administer?

A /
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Patients can have confidence in
cutaquig®'s well-demonstrated efficacy

S

Infections

Zero serious
bacterial infections”
in two clinical trials3®

Other infections were
seen at a rate of 2.4 to
3.4 per person-year>®

¥

Antibiotics Hospitalisations

Immunoglobulin
replacement therapy has
been demonstrated to
reduce the frequency of
severe infections and the
use of antibiotics?

In a Phase 3 trial, no
hospitalisations due to
bacterial infection
were observed?

Zero serious bacterial infections in two clinical trials3®

10—

S~ ‘ EMA threshold for

efficacy of prevention’

S~ ‘ Zero serious bacterial infections

Serious bacterial infection
rate per person-year

during two cutaquig® Phase 3 studies®®

*Serious bacterial infections included bacterial pneumonia, bacteremia/sepsis, osteomyelitis/septic arthritis,

visceral abscess and bacterial meningitis®.
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Confidence in efficacy /——\

Cutaquig® is a high-quality SClg product

ORORO

Screening of donors and Cutaquig® is manufactured Cutaquig® is produced
plasma, and the validated to preserve the integrity of using the well-established
virus inactivation and immunoglobulin G (IgG) octagam® manufacturing
removal steps during the and has a distribution of process, including the
manufacturing process, IgG subclasses seen in the same virus elimination
ensure a high safety healthy population? techniques??

margin against pathogen
transmission?

e oo oo Chromatography

Removal of residual
coagulation factors?

Cold ethanol fractionation
Solvent/detergent treatment
pH4 treatment

| i i i 2
Removal and inactivation of viruses e e e Ultra- and diafiltration

Purification, adjustment of

Stabilisation with maltose* IIRIIIK protein concentration and -
standardisation of the solution?

Preservation of native IgG
structure and function, and
maintenance of osmolality?

* The content of maltose in the product is important to be aware about particularly in the
diabetic patient, as the interference of maltose in blood glucose assays may result in falsely
elevated glucose readings and, consequently, in inappropriate adminstration of insulin,
which may result in life threatening hypoglycaemia. Therefore, carefully read the Summary of
Product Characteristics and the Package leaflet of cutaquig®.
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Cutaquig® gives patients the flexibility
to fit treatment around their
individual lifestyle

Cutaquig® can be stored at room temperature (up
to 25°C without refrigeration) for up to 9 months*,’
giving patients more flexibility

A range of different vial sizes (1 to 8 grams) is
available! for flexible dose adjustments to meet
individual needs

As patients’ needs constantly evolve, having
corresponding intravenous immunoglobulin (IVlg) and
SClg formulations helps easy transitions from one
administration method to another

*Cutaquig® can be stored at normal room temperature (up to 25°C, so patients don’t need to store it in the refrigerator) for
up to 9 months and must then be discarded."? However, for long-term storage, cutaquig® should be stored in a refrigerator
at 2°C — 8°C. Before use, cutaquig® should be brought to room or body temperature.

cutaquig’



Convenience for patients

Cutaquig® can be self-administered at home

Cutaquig® is a SClg, removing the need for frequent travel
to infusion clinics or hospital for IgG administration®

Cutaquig®'s self-administration supports patients to
independently take control of their treatment?

Cutaquig® can improve patients’ quality of life; in
the pivotal trial, an average of only 2.63 days were
missed from school or work per person-year?

cutaquig’



Cutaquig® abbreviated prescribing information

¥ This medicinal product is subject to additional monitoring.

Cutaquig® 165 mg/ml, solution for injection. Human normal immunoglobulin (SCig).

Presentation: Solution for injection containing 165 mg /ml human normal immunoglobulin of which 295% is IgG. IgA content < 0.6 mg/ml.

Indications: Replacement therapy in adults, children and adolescents (0-18 years) in Primary immunodeficiency syndromes (PID) with impaired antibody production;
Secondary immunodeficiencies (SID) in patients who suffer from severe or recurrent infections, ineffective antimicrobial treatment and either proven specific antibody failure
(PSAF)* or serum IgG level of <4g/l. (*PSAF = failure to mount at least a 2-fold rise in IgG antibody titre to pneumococcal polysaccharide and polypeptide antigen vaccines).
Dosage and method of administration: Subcutaneous infusion for home treatment should be initiated and monitored by a health care professional experienced in the
guidance of patients for home treatment. The patient and/or a caregiver must be properly instructed. For subcutaneous use. Dosage needs to be individualised dependent on
the pharmacokinetics and clinical response to achieve a sustained IgG level of at least 5 to 6 g/l and aim to be within the reference interval of serum IgG for age. Cutaquig®
can be administered at regular intervals from daily up to every other week. Replacement therapy in primary immunodeficiency syndromes: Loading dose of at least 0.2 - 0.5
g/kg may be required to achieve steady state. This may need to be divided over several days, with a maximal daily dose of 0.1 to 0.15 g/kg. Maintenance doses at repeated
intervals to reach a cumulative monthly dose of 0.4-0.8 g/kg. It might be necessary to administer the daily dose on more than one injection site. Replacement therapy in
secondary immunodeficiencies: The recommended dose administered at repeated intervals is to reach a cumulative monthly dose of the order of 0.2-0.4 g/kg (1.2 — 2.4 ml/
kg). Each single dose may need to be injected at different anatomic sites. Infusion rate and infusion volume per site are based on subject tolerability. Initial administration rate:
15 ml/h/site. From infusion 7 on, if well tolerated, gradually increase to 25 mU/h/site. Infusion rate per h for all sites combined: 30 mUh for first 6 infusions, then, if tolerated,
gradually increase to max 80 mL/h for all sites. The amount of product infused into a particular site varies. In infants and children, infusion site may be changed every 5-15 ml.
In adults, doses over 30 ml may be divided according to patient preference. There is no limit to the number of infusion sites. Infusion sites should be at least 5 cm apart.
Contraindications: Hypersensitivity to the active substance or any of the excipients. Do not infuse intravenously. No intramuscular administration in case of severe
thrombocytopenia or other disorders of haemostasis.

Special warnings and precautions: Cutaquig® contains 90 mg of maltose per ml. Interference of maltose with certain blood glucose assays may result in falsely elevated
glucose readings and in inappropriate administration of insulin resulting in life threatening hypoglycaemia and death, also true cases of hypoglycaemia may go untreated.
Always read product information of your blood glucose testing system. Record the name and the batch number for each infusion. Risk of shock if accidentally administered
into a blood vessel. Adverse reactions may occur more frequently if administered at a high rate of infusion, in patients new to human normal immunoglobulin, in patients
switching product or when there has been a long interval since the previous infusion. In case of adverse reaction, either decrease rate of administration or stop the infusion.
Additional treatment depends on the nature and severity of the adverse reaction. Hypersensitivity reactions are rare. Anaphylaxis can develop in patients with undetectable
IgA who have anti-IgA antibodies or in patients who had tolerated previous treatment with human normal immunoglobulin. In case of shock, standard medical treatment
for shock should be implemented. There is clinical evidence of an association between immunoglobulin administration and thromboembolic events such as myocardial
infarction, cerebral vascular accident (including stroke), pulmonary embolism and deep vein thromboses. Risk factors associated with thromboembolic events are obesity and
e.g. advanced age, hypertension, diabetes mellitus, a history of vascular disease or thrombotic episodes, acquired or inherited thrombophilic disorders or prolonged periods
of immobilisation, severe hypovolaemia, diseases that increase blood viscosity. There is clinical evidence of association between immunoglobulin administration and acute
renal failure. Risk factors associated with renal complications are e.g. pre-existing renal insufficiency, diabetes mellitus, hypovolemia, overweight, concomitant nephrotoxic
medicinal products, sepsis, hyperviscosity, paraproteinaemia or age over 65. Aseptic meningitis syndrome (AMS) has been reported in connection with immunoglobulin
treatment. The transitory rise of passively transferred antibodies during/after immunoglobulin injection may result in misleading positive results in serological testing. When
medicinal products prepared from human blood or plasma are administered, the possibility of transmitting infective agents cannot be totally excluded. This also applies to
unknown or emerging viruses and other pathogens. IgG products can contain blood group antibodies that may act as hemolysins and induce in vivo coating of red blood cells
(RBCs) with immunoglobulin, causing a positive direct antiglobulin (Coombs’) test result and, rarely, may cause haemolysis. This medicinal product contains 33.1 mg sodium
per vial of 48 mL and 13.8 mg sodium per vial of 20 mL.

Interactions: Immunoglobulin administration may impair for a period of at least 6 weeks and up to 3 months (up to 1 year in case of measles) the efficacy of live attenuated
virus vaccines such as measles, rubella, mumps and varicella.

Undesirable effects: Injection site reactions may frequently occur. Chills, headache, dizziness, fever, vomiting, allergic reactions, nausea, arthralgia, low blood pressure and
moderate low back pain may occur occasionally. Rarely human normal immunoglobulins may cause a sudden fall in blood pressure and, in isolated cases, anaphylactic shock.
For a full list of undesirable effects, see section 4.8 of your local SmPC.

Special precautions for disposal and storage: The shelf life is 3 years at +2 to +8°C. Within its shelf-life, the product may be stored at room temperature (< 25°C) for up
to 9 months without being refrigerated again and must be discarded if not used after this.

Do not freeze. Protect from light. The product should be brought to room or body temperature before use.

Nature and contents of container: 6, 10, 12, 20, 24 or 48 ml of solution in a vial (Type | glass) with a bromobutyl rubber stopper - pack size 1, 10 or 20. Not all pack sizes
may be marketed.

Legal Category: POM. Cutaquig® is for prescription only. Reimbursed.

Last revision of the Summary of Product Characteristics: May 2022. For further information please view www.fass.se

This leaflet is aimed at healthcare professionals.
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