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lodinated Contrast Media Reactions

= Low Risk

Radiocontrast agents used to improve imaging studies often contain iodine. Patients with contrast
agent reactions often do not undergo necessary procedures that involve imaging. Yet, prevalence
and incidence of reactions to iodinated contrast media are actually rare, particularly severe reactions.’

Prevalence: Rare
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0.48%

incidence rate of
reactions to iodinated
contrast media

In a study population of 200,000 patients, iodinated
contrast media reactions occured in less than 1% of
the population, with few or no symptoms.’

Types of Reactions* of the 0.48%:

erythema, wheezing or mild bronchospasm?
1% were severe such as profound laryngeal edema,

cardiopulmonary arrest or anaphylactoid shock3

lodine Formulations, Dosage and Location Injected Matter

Forms of lodine

lodine is an essential element.
There is no generic allergy to

all forms of iodine. Pegylated
iodine is among the safest forms
of ioniciodine.?
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Adverse reactions can be falsely considered as
an allergy to iodine because contrast materials
are iodine based. IgE-mediated anaphylaxis is rare
but may be one of the possible mechanisms of
severe adverse reactions to contrast material.’

96 patients who had an anaphylactoid
response to contrast media were tested for an
allergy using 4 types of contrast media, and only 4
patients’ tests strongly suggested IgE-mediated
allergy to the contrast. None were allergic to

all. The majority of the positive allergy responses
were to the non-ionic contrast media.*
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Doses of lodine

91.1% were mild such as hives, itching, limited skin edema,
nasal congestion, sneezing, conjunctivitis or throat itching®

1.9% were moderate such as diffuse urticaria, diffuse

The body’s reaction to different doses of iodine

may be different.

movements.*®

the blood is much lower.?

Forimaging, contrast agents are low
molecular weight compounds with
iodine bound to a benzene ring that
creates radiopacity. The contrast
agent usually contains 200-400
mg of iodine per mL which enters
the bloodstream and the material is
eventually absorbed by the body or
eliminated through urine or bowel

In implantable products with iodine, the
iodine isn't inserted into the bloodstream
and therefore the iodine concentration in
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Location of lodine Injection on the Body

Although contrast agents are most frequently administered via intravascular
injection,® there has been experience with administration of these contrast
agents outside the vascular space with:

0 serious adverse events

0 reports of systemic reactions

Contrast agents outside Minimal mild adverse events are all related to local inflammation to contrast
the vascular space agents and usually occur only when large volumes of contrast medium are
involved.’

Conclusion: Minimal Overall Risk of “lodine Sensitivity”

An allergic-like reaction to non-ionic iodine contrast media is an extremely rare event that presents
as a mild acute reaction without significant clinical consequences.? As with any medical procedure,
there are risks involved in using iodine in the body. Treatment decisions should be at the discretion
of the physician. Any known risks should be explained to the patient.

SpaceOAR Vue™ Hydrogel™

SpaceOAR Vue System is intended to temporarily position the anterior rectal wall away from

the prostate during radiotherapy for prostate cancer and in creating this space it is the intent

of SpaceOAR Vue System to reduce the radiation dose delivered to the anterior rectum.

The SpaceOAR Vue System is composed of biodegradable material and maintains space for the
entire course of prostate radiotherapy treatment and is completely absorbed by the patient’'s body
over time.?

Products such as SpaceOAR Vue Hydrogel are not contraindicated for patients with iodine sensitivity
as the iodine is covalently bound to the PEG molecule and does not present in the body in the same
way as free-flowing iodine contrast that is typically used in imaging.® In fact, SpaceOAR Vue Hydrogel
contains about 100 mg of PEGylated lodine in a 10 mL injection, and is bound for three months, after
which it is slowly released. Consequently, the blood concentration of PEGylated lodine “is vanishingly
small."®

Dr. Michael A. Bettmann contributed to the research, analysis and design of this infographic.

*Study evaluated both iodinated contrast media and gadolinium-based contrast media
** SpaceOAR Vue Hydrogel has not been studied in patients and the decision to use the product is left to the physician’s discretion.
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SpaceOAR and SpaceOAR Vue Hydrogels are intended to temporarily position the anterior rectal wall away from the prostate during

radiotherapy for prostate cancer and in creating this space it is the intent of SpaceOAR and SpaceOAR Vue Hydrogels to reduce the radiation

dose delivered to the anterior rectum. SpaceOAR and SpaceOAR Vue Hydrogels contain Polyethylene Glycol (PEG). SpaceOAR Vue Hydrogel

contains iodine. Prior to using these devices, please review the Instructions for Use for a complete listing of indications, contraindications,

warnings, precautions and potential adverse events. As with any medical treatment, there are some risks involved with the use of SpaceOAR

and SpaceOAR Vue Hydrogels. Potential complications associated with SpaceOAR and SpaceOAR Vue Hydrogels include, but are not limited

to: pain associated with SpaceOAR and SpaceOAR Vue Hydrogels injection, pain or discomfort associated with SpaceOAR and SpaceOAR Vue BOStOI]_

Hydrogels, local inflammatory reactions, infection (including abscess), urinary retention, urgency, constipation (acute, chronic, or secondary to S ﬁ

outlet perforation), rectal tenesmus/muscle spasm, mucosal damage, ulcers, fistula, perforation (including prostate, bladder, urethra, rectum),

necrosis, allergic reaction (localized or more severe reaction, such as anaphylaxis), embolism (venous or arterial embolism is possible and

may present outside of the pelvis, potentially impacting vital organs or extremities), syncope and bleeding. The occurrence of one or more of

these complications may require treatment or surgical intervention. URO- 989811-AB Advancing Science fOl' ”fem

CAUTION: The law restricts these devices to sale by or on the order of a physician. Indications, contraindications, warnings, and instructions
for use can be found in the product labelling supplied with each device or at www.IFU-BSCl.com. Products shown for INFORMATION purposes www.bostonscientific.eu
only and may not be approved or for sale in certain countries. This material not intended for use in France.
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