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21 CFR 820 ISO 13485:2003 Differences 

Requirement Requirement 
 

820.1 Scope.  ¶(a)Applicability. ¶ 
 
(1) Current good manufacturing practice (CGMP) requirements 
are set forth in this quality system regulation. The requirements in 
this part govern the methods used in, and the facilities and 
controls used for, the design, manufacture, packaging, labeling, 
storage, installation, and servicing of all finished devices intended 
for human use. The requirements in this part are intended to 
ensure that finished devices will be safe and effective and 
otherwise in compliance with the Federal Food, Drug, and 
Cosmetic Act (the act). This part establishes basic requirements 
applicable to manufacturers of finished medical devices. If a 
manufacturer engages in only some operations subject to the 
requirements in this part, and not in others, that manufacturer 
need only comply with those requirements applicable to the 
operations in which it is engaged. With respect to class I devices, 
design controls apply only to those devices listed in 820.30(a) ¶   
 
(2) This regulation does not apply to manufacturers of 
components or parts of finished devices, but such manufacturers 
are encouraged to use appropriate provisions of this regulation as 
guidance. Manufacturers of human blood and blood components 
are not subject to this part, but are subject to part 606 of this 
chapter. Manufacturers of human cells, tissues, and cellular and 
tissue-based products (HCT/Ps), as defined in 1271.3 of this 
chapter, that are medical devices (subject to premarket review or 
notification, or exempt from notification, under an application 
submitted under the device provisions of the act or under a 
biological product license application under section 351 of the 
Public Health Service Act) are subject to this part and are also 
subject to the donor-eligibility procedures set forth in part 1271 
subpart C of this chapter and applicable current good tissue 
practice procedures in part 1271 subpart D of this chapter. In the 
event of a conflict between applicable regulations in part 1271 
and in other parts of this chapter, the regulation specifically 
applicable to the device in question shall supersede the more 

1 Scope ¶ 
 
1.1 General¶This International Standard specifies requirements for a 

quality management system where an organization needs to 
demonstrate its ability to provide medical devices and related 
services that consistently meet customer requirements and 
regulatory requirements applicable to medical devices and related 
services.¶The primary objective of this International Standard is to 
facilitate harmonized medical device regulatory requirements for 
quality management systems. As a result, it includes some 
particular requirements for medical devices and excludes some of 
the requirements of ISO 9001 that are not appropriate as 
regulatory¶requirements. Because of these exclusions, 
organizations whose quality management systems conform to this 
International Standard cannot claim conformity to ISO 9001 unless 
their quality management systems conform to all the requirements 
of ISO 9001 (see Annex B).¶ 
 

1.2 ¶Application¶All requirements of this International Standard are 
specific to organizations providing medical devices, regardless of 
the type or size of the organization. If regulatory requirements 
permit exclusions of design and development controls (see 7.3), 
this can be used as a justification for their exclusion from the 
quality management system. These regulations can provide 
alternative arrangements that are to be addressed in the quality 
management system. It is the responsibility of the organization to 
ensure that claims of conformity with this International Standard 
reflect exclusion of design and development controls [see 4.2.2 a) 
and 7.3].¶If any requirement(s) in Clause 7 of this International 
Standard is(are) not applicable due to the nature of the medical 
device(s) for which the quality management system is applied, the 
organization does not need to include such a requirement(s) in its 
quality management system [see 4.2.2 a)].¶The processes 
required by this International Standard, which are applicable to the 
medical device(s), but which are not performed by the 
organization, are the responsibility of the organization and are 

The Scope sections of each document 
set out their objectives. ¶¶For the 
Standard the objective is to harmonize 
regulation around the world. As a result 
an attempt was made by FDA during the 
revision of the GMPs, while the 1996 
version of ISO 13485 was being 
developed, to incorporate the 
requirements that were included in that 
version of the Standard.  
 
 
The Applicability of the documents is 
basically the same. They allow for the 
exclusion from the QMS requirements 
associated with activities not performed 
by the organization. The standard 
explicitly limits those exclusions to those 
associated with product realization. 
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general.(2) The provisions of this part shall be applicable to any 
finished device as defined in this part, intended for human use, 
that is manufactured, imported, or offered for import in any State 
or Territory of the United States, the District of Columbia, or the 
Commonwealth of Puerto Rico.¶¶ 
 
(3) In this regulation the term "where appropriate" is used 
several times. When a requirement is qualified by "where 
appropriate," it is deemed to be "appropriate" unless the 
manufacturer can document justification otherwise. A requirement 
is "appropriate" if nonimplementation could reasonably be 
expected to result in the product not meeting its specified 
requirements or the manufacturer not being able to carry out any 
necessary corrective action.   
 
The quality system regulation in this part supplements regulations 
in other parts of this chapter except where explicitly stated 
otherwise. In the event of a conflict between applicable 
regulations in this part and in other parts of this chapter, the 
regulations specifically applicable to the device in question shall 
supersede any other generally applicable requirements. 

accounted for in the organization’s quality management system 
[see 4.1 a)]. 
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820.3 Definitions.   
(a)Act means the Federal Food, Drug, and Cosmetic Act, as 
amended (secs. 201-903, 52 Stat. 1040 et seq., as amended (21 
U.S.C. 321-394)). All definitions in section 201 of the act shall 
apply to the regulations in this part. 
 
(b)Complaint means any written, electronic, or oral 
communication that alleges deficiencies related to the identity, 
quality, durability, reliability, safety, effectiveness, or performance 
of a device after it is released for distribution. 
 
(c)Component means any raw material, substance, piece, part, 
software, firmware, labeling, or assembly which is intended to be 
included as part of the finished, packaged, and labeled device. 
 
(d)Control number means any distinctive symbols, such as a 
distinctive combination of letters or numbers, or both, from which 
the history of the manufacturing, packaging, labeling, and 
distribution of a unit, lot, or batch of finished devices can be 
determined. 
 
(e)Design history file (DHF ) means a compilation of records 
which describes the design history of a finished device. 
 
(f)Design input means the physical and performance 
requirements of a device that are used as a basis for device 
design. 
 
(g)Design output means the results of a design effort at each 
design phase and at the end of the total design effort. The 
finished design output is the basis for the device master record. 
The total finished design output consists of the device, its 
packaging and labeling, and the device master record. 
 
(h)Design review means a documented, comprehensive, 
systematic examination of a design to evaluate the adequacy of 

3 Terms and definitions For the purposes of this document, the 
terms and definitions given in ISO 9000 apply, together with 
thefollowing.The following terms, used in this edition of ISO 13485 to 
describe the supply chain, have been changed toreflect the vocabulary 
currently used: 
 

supplier -------------> organization ----------> customer 
 
The term “organization” replaces the term “supplier” used in ISO 
13485:1996, and refers to the unit to whichthis International Standard 
applies. Also, the term “supplier” now replaces the term 
“subcontractor”.Throughout the text of this International Standard, 
wherever the term “product” occurs, it can also 
mean“service”.Wherever requirements are specified as applying to 
“medical devices”, the requirements apply equally torelated services as 
supplied by the organization.The following definitions should be 
regarded as generic, as definitions provided in national regulations 
candiffer slightly and take precedence. 
 
3.1 active implantable medical device: active medical device which 
is intended to be totally or partially introduced, surgically or medically, 
into the human body or by medical intervention into a natural orifice, 
and which is intended to remain after the procedure. 
 
3.2 active medical device medical device relying for its functioning 
on a source of electrical energy or any source of power other than that 
directly generated by the human body or gravity. 
 
 3.3 advisory notice notice issued by the organization, subsequent to 
delivery of the medical device, to provide supplementary information 
and/or to advise what action should be taken in  the use of a medical 
device,  the modification of a medical device,  the return of the medical 
device to the organization that supplied it, or  the des truction of a 
medical deviceNOTE Issue of an advisory notice might be required to 
comply with national or regional regulations.  
 

The standard provides more clarification 
of the terms “supplier” and “organization” 

that the CFR does not include.  
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the design requirements, to evaluate the capability of the design 
to meet these requirements, and to identify problems. 
 
(i)Device history record (DHR ) means a compilation of 
records containing the production history of a finished device. 
 
(j)Device master record (DMR ) means a compilation of 
records containing the procedures and specifications for a finished 
device. 
 
(k)Establish means define, document (in writing or 
electronically), and implement. 
 
(l)Finished device means any device or accessory to any device 
that is suitable for use or capable of functioning, whether or not it 
is packaged, labeled, or sterilized. 
 
(m)Lot or batch means one or more components or finished 
devices that consist of a single type, model, class, size, 
composition, or software version that are manufactured under 
essentially the same conditions and that are intended to have 
uniform characteristics and quality within specified limits. 
 
(n)Management with executive responsibility means those 
senior employees of a manufacturer who have the authority to 
establish or make changes to the manufacturer's quality policy 
and quality system. 
 
(o)Manufacturer means any person who designs, 
manufactures, fabricates, assembles, or processes a finished 
device. Manufacturer includes but is not limited to those who 
perform the functions of contract sterilization, installation, 
relabeling, remanufacturing, repacking, or specification 
development, and initial distributors of foreign entities performing 
these functions. 
 

3.4 customer complaint written, electronic or oral communication 
that alleges deficiencies related to the identity, quality, durability, 
reliability, safety or performance of a medical device that has been 
placed on the market. 
 
 3.5 implantable medical device medical device intended  to be 
totally or partially introduced into the human body or a natural orifice, 
or  to replace an epithelial surface or the surface of the eye, by surgical 
intervention, and which is intended to remain after the procedure for at 
least 30 days, and whichcan only be removed by medical or surgical 
interventionNOTE This definition applies to implantable medical devices 
other than active implantable medical devices. 
 
3.6 labeling written, printed or graphic matter  affixed to a me dical 
device or any of its containers or wrappers, or  accompanying a medical 
device,related to identification, technical description, and use of the 
medical device, but excluding shippingdocumentsNOTE Some regional 
and national regulations refer to “labeling” as “information supplied by 
the manufacturer. 
 
3.7 medical device any instrument, apparatus, implement, machine, 
appliance, implant, in vitro reagent or calibrator, software, material or 
other similar or related article, intended by the manufacturer to be 
used, alone or in combination, for human beings for one or more of the 
specific purpose(s) of  diagnosis, prevention, monitoring, treatment or 
alleviation of disease,  diagnosis, monitoring, treatment, alleviation of 
or compensation for an injury,  investigation, replacement, 
modification, or support of the anatomy or of a physiological process,  
supporting or sustaining life,  control of conception,  disinfection of 
medical devices,  providing information for medical purposes by means 
of in vitro examination of specimens derived fromthe human body,and 
which does not achieve its primary intended action in or on the human 
body by pharmacological,immunological or metabolic means, but which 
may be assisted in its function by such means.NOTE This definition has 
been developed by the Global Harmonization Task Force (GHTF). See 
bibliographicreference [15].   
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(p)Manufacturing material means any material or substance 
used in or used to facilitate the manufacturing process, a 
concomitant constituent, or a byproduct constituent produced 
during the manufacturing process, which is present in or on the 
finished device as a residue or impurity not by design or intent of 
the manufacturer. 
 
(q)Nonconformity means the nonfulfillment of a specified 
requirement. 
 
(r)Product means components, manufacturing materials, in- 
process devices, finished devices, and returned devices. 
 
(s)Quality means the totality of features and characteristics that 
bear on the ability of a device to satisfy fitness-for-use, including 
safety and performance. 
 
(t)Quality audit means a systematic, independent examination 
of a manufacturer's quality system that is performed at defined 
intervals and at sufficient frequency to determine whether both 
quality system activities and the results of such activities comply 
with quality system procedures, that these procedures are 
implemented effectively, and that these procedures are suitable to 
achieve quality system objectives. 
 
(u)Quality policy means the overall intentions and direction of 
an organization with respect to quality, as established by 
management with executive responsibility. 
 
(v)Quality system means the organizational structure, 
responsibilities, procedures, processes, and resources for 
implementing quality management. 
 
(w)Remanufacturer means any person who processes, 
conditions, renovates, repackages, restores, or does any other act 
to a finished device that significantly changes the finished device's 

 
3.8 sterile medical device category of medical device intended to 
meet the requirements for sterilityNOTE The requirements for sterility of 
a medical device might be subject to national or regional regulations 
orstandards. 




