
Nitinol and the SCOUT Reflector 

Nickel potentially released from the reflector is less than 0.0004% of nickel absorbed by adults during 

the normal course of each day. 

Nitinol is a metallic alloy of nickel and titanium that was first considered for medical use in the early 

1980s.  Nitinol has unique properties that are useful in surgical applications because it can be deformed 

and reformed several times more than conventional metal alloys (like stainless steel) without losing 

strength or rigidity. This elasticity and shape memory effect make the material an excellent candidate for 

use in many different medical applications. Orthodontic wires for tooth alignment, vena cava filters, 

vascular stents, biopsy markers, and various orthopedic implants are just a few of the devices 

manufactured using nitinol and currently approved for their intended use in patients.  Self-expandable 

nitinol stents have also been introduced in gastroenterology, radiology, and numerous cardiovascular 

applications.  

While the specific test results for the reflector and the broad body of information regarding the safety of 

Nitinol devices indicate an extremely low toxilogical risk1, the FDA provides guidance that ALL devices 

that contain Nitinol must have a precautionary statement in their labeling regarding the potential for an 

allergic reaction for those patients with a KNOWN Nitinol allergy. 

SCOUT Nitinol Evaluation 

The materials used in the SCOUT Reflector have been evaluated using multiple standardized test 

procedures that have been reviewed and recognized by the FDA2.  One of these tests specifically 

addresses the amount of nickel that can leach from a device under extreme extraction conditions.   

Using the highest values (worst case observed), a total of approximately 0.0075 ug of nickel was released, 

from each device, over a 30-day period3.  This translates to about 0.00025 μg per day released per 

reflector 

Perspective – Nickel potentially released from the reflector is less than 0.0004% of nickel absorbed by 

adults during the normal course of each day.  

Exposure to nickel from the everyday world occurs predominantly from food4. A typical adult consumes 

between about 69 and 162 μg of nickel per day. Infants typically ingest about 9 μg of nickel per day. Up 

to about 40% of ingested nickel (through water and/or food) is bio absorbed. 

This would mean that for a typical adult, about 65 μg of nickel is absorbed through ingestion per day 

(=162 μg x 0.40), as an upper limit.   
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