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Glossary of terms
Term 'H´QLWLRQ

Biocompatibility Biocompatibility is a general term describing the property of a 
material being compatible with living tissue. Biocompatible materials 
do not produce a toxic or immunological response when exposed to 
WKH�ERG\�RU�ERGLO\�áXLGV��7KH�LQWHUQDWLRQDOO\�UHFRJQL]HG�VWDQGDUG�IRU�
general medical device biocompatibility is ISO 10993. There are many 
other standards that cover various aspects of biocompatibility testing 
DQG�RU�ELRFRPSDWLELOLW\�LVVXHV�VSHFLàF�WR�SDUWLFXODU�W\SHV�RI�PHGLFDO�
devices.

510(k) Boundary 
Conditions

7KH�HOHPHQWV�RI�DQ�)'$�FOHDUHG�����N��WKDW�FKDUDFWHUL]H�WKH�GHYLFH�
and demonstrate substantial equivalence, such as descriptions, 
predicate comparisons, labeling, performance characteristic data, and 
evaluation criteria.

510(k) Clearance $�����N��LV�D�QRWLàFDWLRQ�VXEPLWWHG�WR�WKH�)'$�WR�GHPRQVWUDWH�
that a medical device to be marketed in the USA is “substantially 
equivalent” to a legally marketed device. There are different types of 
510(k) submissions (traditional, abbreviated, or special),depending 
on whether the device is new or already on the market and has been 
PRGLàHG� 
Clearance is granted to devices that receive marketing permission 
from the FDA through the 510(k) process. The 510(k) process is not an 
approval process.

&HUWLàFDWH�WR�)RUHLJQ�
Government

$Q�)'$�FHUWLàFDWH�WKDW�LV�UHTXLUHG�E\�VRPH�FRXQWULHV�WR�SURYH�WKDW�DQ�
exported medical device from the USA is legally marketed in the USA 
and in compliance with the requirements of the Federal Food, Drug, 
and Cosmetic Act (FD&C Act).

&HUWLàFDWH�RI�)UHH�
Sale (CFS)

0DQ\�FRXQWULHV�UHTXLUH�D�&)6��VRPHWLPHV�FDOOHG�D�&HUWLàFDWH�IRU�
Export. It is evidence that goods, such as medical devices, are legally 
sold or distributed in the open market, freely without restriction, and 
approved by the regulatory authorities in the country of origin.

Clinical engineer A trained professional who supports and advances patient care 
outcomes by applying engineering, life sciences, and managerial skills 
WR�RSWLPL]H�KHDOWKFDUH�WHFKQRORJ\�OLIH�F\FOHV�

Clinical engineering An application of engineering, life sciences, and management 
attributes to optimally deploy and safely manage technological tools, 
risk management techniques, and system challenges associated 
with the provision of healthcare services, especially in the clinical 
environment.

Clinical Evaluation 
5HSRUW��&(5�

This documents the conclusions of a clinical evaluation of a medical 
GHYLFH��$�&(5�FRQVLVWV�RI�DQDO\]HG�FOLQLFDO�GDWD�WKDW�ZDV�FROOHFWHG�
from a clinical investigation of a device or the results of other studies 
RQ�VXEVWDQWLDOO\�HTXLYDOHQW�GHYLFHV��$�&(5�GHPRQVWUDWHV�WKDW�D�GHYLFH�
achieves its intended purpose without exposing users and patients 
WR�IXUWKHU�ULVN��7KH�(XURSHDQ�8QLRQÏV�0('LFDO�'(9LFHV�GRFXPHQWV�
�0(''(9���������5HY����JXLGHOLQHV�DQG�WKH�0HGLFDO�'HYLFH�5HJXODWLRQ�
provide manufacturers with guidance regarding how to evaluate the 
clinical safety and performance of their devices properly.

Clinical outcomes 0HDVXUDEOH�FKDQJHV�LQ�KHDOWK�RU�TXDOLW\�RI�OLIH�DV�UHVXOW�RI�VSHFLàF�
healthcare delivery interventions.

CE marking European Conformity (Conformité Européenne) mark. A mandatory 
European mark for products (including medical devices) to indicate 
conformity with essential health and safety requirements set out in the 
EU directives and regulations.
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Term 'H´QLWLRQ

Design control Design control is an interrelated set of practices and procedures 
that are incorporated into the design and development process, i.e., 
a system of checks and balances. Design controls make systematic 
assessment of the design an integral part of development. As a result, 
GHàFLHQFLHV�LQ�GHVLJQ�LQSXW�UHTXLUHPHQWV�DQG�GLVFUHSDQFLHV�EHWZHHQ�
proposed designs and requirements are made evident and corrected 
earlier in the development process. Design controls increase the 
likelihood that a design transferred to production will translate into a 
device that is appropriate for its intended use.

Design validation 7HVWLQJ�WKDW�DLPV�WR�HQVXUH�WKDW�D�SURGXFW�RU�V\VWHP�IXOàOOV�WKH�GHàQHG�
XVHU�QHHGV�DQG�UHTXLUHPHQWV�XQGHU�VSHFLàHG�RSHUDWLQJ�FRQGLWLRQV�DQG�
HVWDEOLVKLQJ�E\�REMHFWLYH�HYLGHQFH�WKDW�GHYLFH�VSHFLàFDWLRQV�FRQIRUP�
to user needs and intended uses.

'HVLJQ�YHULàFDWLRQ Testing that aims to ensure that a product as designed is the 
VDPH�SURGXFW�DV�LQWHQGHG��'HVLJQ�YHULàFDWLRQ�LV�FRQàUPDWLRQ�E\�
H[DPLQDWLRQ�DQG�SURYLVLRQ�RI�REMHFWLYH�HYLGHQFH�WKDW�VSHFLàHG�
UHTXLUHPHQWV�KDYH�EHHQ�IXOàOOHG��L�H���WKH�GHVLJQ�RXWSXW�PHHWV�WKH�
design input requirements.

Global Clinical 
Engineering Alliance 
(GCEA)

$Q�LQWHUQDWLRQDO�QRW�IRU�SURàW�RUJDQL]DWLRQ�RI�QDWLRQDO�DQG�UHJLRQDO�
clinical engineering associations and groups of other collaborating 
VWDNHKROGHUV�ZLWKLQ�WKH�KHDOWKFDUH�àHOG�

Good Manufacturing 
Practices (GMP)

The quality system requirements for FDA regulated products. Medical 
GHYLFH�*03V�DUH�IRXQG�LQ����&)5��&RGH�RI�)HGHUDO�5HJXODWLRQV������
�VHH�465�EHORZ���

Health innovation Health innovation aims to develop and deliver new or enhanced 
health policies, systems, products, technologies, services, and delivery 
PHWKRGV�WR�LPSURYH�SHRSOHÏV�KHDOWK�

Health technology 7KH�:+2�GHàQLWLRQ�LV�WKH�DSSOLFDWLRQ�RI�RUJDQL]HG�NQRZOHGJH�
and skills in the form of (medical) devices, medicines, vaccines, 
procedures, and systems developed to solve a health problem and 
improve quality of care and/or life.

Health Technology 
Assessment (HTA)

A multidisciplinary process that uses explicit methods to determine 
the value of a health technology in comparison to others at different 
points in its lifecycle. The purpose is to inform decision-making to 
SURPRWH�DQ�HTXLWDEOH��HIàFLHQW��DQG�KLJK�TXDOLW\�KHDOWK�V\VWHP�1 

Health Technology 
Management (HTM) 

A process focusing on health-related devices and their usage within 
clinical procedures and systems.

+RUL]RQ�6FDQQLQJ�
(HS)

Set of method and a concept to identify early available knowledge on 
health-related innovations or innovative usage as an input for further 
evaluations, public awareness or decision support as for example, 
within procurement.

Human factors The application of knowledge about human behavior, abilities, 
limitations, and other characteristics of medical device users to the 
design of a device, including mechanical- and software-driven user 
interfaces, systems, tasks, user documentation, and user training to 
enhance and demonstrate safe and effective use.

Instructions for use 
(IFU)

A document required for medical products for communication 
of instructions for the safe operation and application of medical 
products.

�� 2Ï5RXUNH�%��2RUWZLMQ�:��6FKXOOHU�7��,QWHUQDWLRQDO�-RLQW�7DVN�*URXS��7KH�QHZ�GHàQLWLRQ�RI�KHDOWK�WHFKQRORJ\�DVVHVVPHQW��
A milestone in international collaboration. Int J Technol Assess Health Care. 2020 Jun;36(3):187-190. doi: 10.1017/ 
S0266462320000215.
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