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ufacturing process for TSIDPs pre-
scribed by medical professionals to 
better protect patients with lower ex-
tremity, foot and ankle disease.

Need
 Diabetes often leads to lower ex-
tremity foot and ankle disease. Ac-
cording to the American Diabetes 

Association (ADA) 30 million Ameri-
cans live with diabetes. The National 
Institutes of Health (NIH) and the 
Centers for Disease Control (CDC) 
recognize diabetes as an endemic dis-
ease. The World Health Organiza-
tion (WHO) declares that diabetes is 
an ongoing pandemic disease. The 
Atlas of Diabetes,2 published by the 

Abstract
 The American Board of Multi-
ple Specialties in Podiatry (ABMSP)1 
Standards Development Organization 
(SDO) has announced a new Ameri-
can National Standard (ANS) to im-
prove the reliability and predictability 
of clinical outcomes for diabetic shoe 
inserts: ABMSPSDO 001–2018, In-
serts for Diabetic Footwear. The stan-
dard is accredited by the American 
National Standards Institute (ANSI). 
Accreditation, publication, and distri-
bution of this standard heralds a new 
era of reliability for therapeutic shoe 
inserts for diabetic patients (TSIDPs).

Background
 A standard is a technical docu-
ment that establishes specifications 
and procedures to help guarantee the 
reliability of materials, products, meth-
ods, and/or services. Standards help 
ensure product functionality, consis-
tency, and interoperability, thereby 
supporting consumer safety and public 
health. The process of developing an 
ANS is rigorous and strictly controlled 

by ANSI and the International Orga-
nization for Standardization (ISO) re-
quirements. ANS development requires 
open, consensus-based, participation 
of representatives from the community 
that the standard affects.
 Prior to accreditation and pub-
lication by ANSI, this ANS under-
went multiple cycles of development 

by ABMSP SDO committees and staff 
representing manufacturers, research-
ers, providers, and consumers of dia-
betic footwear, followed by national 
review and accreditation. The goal 
is availability of a voluntary, consen-
sus-based, manufacturing standard, a 
standard applicable to changing tech-
nology. Such standards ensure the 
consistency and quality of the man-
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Standards help ensure product functionality, 
consistency, and interoperability, thereby supporting 

consumer safety and public health.
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tive potential of diabetic shoes. The 
variability of inserts currently avail-
able underscores the glaring need for 
industry-wide implementation of a 
standard to address this situation.

Conclusion
 This standard is the first ANS to 

address the importance and value of 
quality shoe inserts, changing TSIDP 
technology, and the need for quality 
assurance in the manufacturing pro-
cess. It acknowledges that the quality 
and consistency of shoe inserts greatly 
affect the efficacy of shoes prescribed 
for patients with lower extremity foot 
and ankle disease. The standard will 
help assure that patients prescribed 
diabetic shoes with inserts receive in-
serts held to a new and broad stan-
dard of consistency, credibility, effi-
ciency, quality, security, and account-
ability. More information about this 
standard and those responsible for 
its development is available at www.
abmsp-sdo.org.4 PM
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countries to nearly 90% in sub-Sa-
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Importance
 The importance of standards for 
products relating to the foot, particular-
ly in a person with diabetes, cannot be 
over-estimated. Standards ensure that 
products that are intended to, expected 
to, and relied upon to help prevent the 
loss of limb reflect current technolo-
gy and are manufactured with quality 
assurance dictums that ensure prod-
uct integrity and consistency regarding 

their ultimate impact on the end user. 
CMS’ guidelines for shoe inserts were 
developed more than twenty years ago 
with few current updates except for 
whether a virtual or physical positive 
is utilized in the production of custom 
shoe inserts (A5513 vs. A5514). Shoe 

and insert manufacturing processes 
have dramatically changed, especially 
with evolving complex digital 3D and 
4D technology and in the material sci-
ences that now provide resource mate-
rials with new and improved dynamic 
capabilities.
 Current CMS thickness and du-

rometer requirements often do not 
fully address a patient’s medical 
conditions and do little to assure the 
quality of the manufacturing process. 
They clearly fall behind modern tech-
nological and quality assurance par-
adigms. These inconsistencies weigh 
heavily on manufacturing. Manu-
facturers have to balance the Medi-

care requirements versus potential 
liabilities should patients incur in-
juries due to inserts that meet CMS 
specifications but are inappropriate 
for patients’ footwear or condition. 
TSIPD has the potential to decisively 
enhance or detract from the protec-
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This standard is the first ANS to address 
the importance and value of quality shoe inserts, 

changing TSIDP technology, and the need 
for quality assurance in the manufacturing process.

Current CMS thickness and durometer requirements 
often do not fully address a patient’s medical 

conditions and do little to assure 
the quality of the manufacturing process.
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on this standard’s International Advisory Board, to advise 
and promote this American National Standard to the Inter-
national Organization for Standardization (ISO) for their 
accreditation and publication, please contact Dr. Steve 
Permison at sbp@standardsbasedprograms.com.


