Defining Flow Rate to Reduce Initial Local-Site Adverse
Reactions in Subcutaneous Immunoglobulin

Background

SClg therapy is a therapeutic alternative which an increasing
number of care givers find effective. Successful self-treatment
regimen requires confidence of the physician and nurse to
empower independence and self-reliance for the patient.
Literature and dialogue with SClg therapy providers reveals
that initial local infusion-site reactions are frequent. It is often
referred to as being “expected” and “normal’, but may be mini-
mized with enhanced clinical insights which can increase
patients’ compliance. Immunoglobulin manufacturers
recommend initial infusion volumes and flow rates which
may be adjusted depending on patient outcome.

Many patients believe that local
site-reactions are to be “expected”
and consider them “normal”.

To minimize infusion-site reactions, knowledge of infusion
system technology, technique and supplies are important
factors for good tolerability and therapeutic outcome of SClg
treatments. It is also important to individualize the therapy
and match it to the patient’s preferences and lifestyle.

Minimize infusion-site reactions by:

Having knowledge of:

» Infusion system technology

» Ancillary supplies (i.e. flow rate
tubing and needle sets)

Individualizing the therapy:

Know patient’s preferences
and lifestyle
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To assist clinicians in using a constant pressure system (CPS) to
tailor SClg therapy regimen to enhance compliance, strengthen
patient confidence and control over the infusion. We present

clinical strategies to understand the importance of the flow
rate and its effect on outcomes.

Goals for the Patient:
« Enhance compliance

» Strengthen confidence
m » Give control over infusion m

Knowing the actual flow rate (ml/hr) can be a factor in evaluating

the administration and is determined by the patient simply
recording the infusion time. It can be done in incremental
steps from start to finish of the infusion. The flow rate can be

directly calculated using the total volume divided by the
infusion time.

Using CPS, create a baseline:
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Patients have confirmed actual results were very close to predicted
flow rate values after several completed treatment cycles. Patients
experiencing infusion difficulty reported longer infusion times.

Flow Rate Calculator
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The chart below displays a family of flow rates in different infusion
scenarios. It can be used as a “quick tool” to find the flow rate in ml/hr.
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Example shows a scenario with a flow rate measured at 12ml in
20 minutes, during the infusion. The intersection of that point is
below the 40 ml/hr flow rate line, measuring around 36ml/hr.

(SClg) Therapy

It is important to know the actual flow rate to follow immuno-
globulin manufacturers’ guidelines, as well as obtaining a baseline
for flow rate measurement. Clinicians can confirm the flow rate. A
baseline can be created by measuring the time and volume of the
infusion and compare it to the expected performance of the total
infusion system including ancillary supplies. Based on the results,
the clinician can make a decision to adjust the flow rate as one
aspect to optimize the SClg administration.

Peripherals can be
adjusted to optimize
the SClg infusion
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Be sure you have read and understand your drug’s
package insert before using this calculator.

Needle Set

Tubing set

CALCULATE

1. S. Jolles, J.S Orange, A. Gardulf, M.R. Stein, R. Shapiro, M.Borte and M.Berger, 2014, Current Treatment Options with Igg for the
Individualization of Care in Patients with PID, British Society for Imnmunology, Clinical and Experimental Immunology 179: 146-160.

2. Ochoa D, Curtis C, Duff C, Riley P, Murphy E and Zampelli A. 2012. Importance of Ancillary Supplies for Subcutaneous Immunoglobulin
Infusions: Management of the Local Infusions Site, Journal of Clinical Immunology 32 (Supplement 1): 347.

3. Z.Panahloo, S. Jolles, 2012, Factors Affecting Infusion of High (20%) vs Lower Concentration (16%) SClg in Primary Immunodeficiency
Disorders, J Allergy Clin Immunol February.

4. Sealfon A. 2012. Infusion Pump Design for SCIg: Theoretical Considerations, Journal of Clinical Immunology 32 (Supplement 1): 405.

5. Skoda-Smith S, Torgerson T.R och Ochs H.D. 2009. Subcutaneous Immunoglobulin Replacement Therapy in the Treatment of Patients
with Primary Immunodeficiency Disease. Therapeutics and Clinical Risk Management 2010 (6): 1-10.

6. R.L Wasserman, 2008, Common Infusion-Related Reactions to Subcutaneous Immunoglobulin Therapy; Managing Patient Expectation,
Patient Preference and Adherence 2: 163-166.

7. H.Lima and Clarke A, 2012, IgG Therapy for the Home-Based Patient: Administration and Delivery Method Considerations,
Supplement to Infusion, November/December 2012, Vol.18, No. 6.

8. Immunoglobulin National Society, IgNS Nursing Standard of Practice, First edition 2015.

<:><:> MEDICAL PRODUCTS

24 Carpenter Road - Chester, NY 10918 « USA

TRS_PO1_DefiningFlowRate_IgNS2016_vA




