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Table A4.1 Examples of medical devices by risk class’

| Class Risk | Examples
A Low Syringes, examination gloves, patient hoists, stethoscopes, wheelchairs, ND instruments,
microbiological culture meda
B Low-moderate | Surgial gloves, infusion sets, pregnancy tests
C Moderate-high | Condoms (unless wih spermicide (dass D)), infusion pumps, neonatal incubators, therapeutic

and diagnostic X-ray, lung ventilators, haemodialysers, anaesthesia equipment, self-test
glucose strips, NDs for the diagnosis of Neisseria gonorrhoea

D High Implantable cardioverter defibrillators, pacemakers, breast implants, angioplasty balloon
catheters, spinal needle, IVDs for the diagnosis of HIV, hepatitis C or hepatitis B

? The actualclass ificationof each device dependson theclaims madebythe manufacturrforitsintended useand thetechnology ortechnologiesit utlizes. Asan aidto interpreting
thepurpose ofeach rule,ilustratveexamples of medical devices thatshould conform to the rule have been providedin the table above, However itmustbe emphasizedthata
manufacturerofsucha deviceshould notrely onitappearing as anexample butshouldinstead make anindependentdecision onclassification taking account ofits particular

design and intended  use.
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Table A4.2 Conformity assessment processes asdetermined by device class

Confor mity

assessment
element

documentation’

normally not
requested.

premarket. The
regulatory authority
may request and
conduct a premarket or
postmarketing  review
suffident to determine
conformity with
Essential Principles.

authority will
undertake a review
suffident to determine
conformity with
Essential Principles
prior to the device
being placed on the
market.

Quality Regulatory audit The regulatory The regulatory The regulatory
management normally not requred, | authority should authority should authority should
system (QMS) except where have confidence have confidence have confidence
assurance of sterility | that a current and that a current and that a current and
or accuracy of the appropriate  QMS s appropriate  QMS is appropriate  QMS s
measuring function is | in place or otherwise in place or otherwise in place or otherwise
required. conduct a QMS audit onduct a QMS audit conduct a QMS audit
prior to marketing prior to marketing prior to marketing
authorization. authorization. authorization.
Technical Premarket submission | Not normally reviewed | The regulatory The regulatory

authority will
undertake an in-depth
review to determine
conformity with
Essential Principles,
prior to the device
being placed on the
market.

Declaration of
conformity

Submission  normally
not requested.

Review and verify
compliance with
requirements by the
regulatory authority
(see footnote to Tahle
A1),

Review and verify
compliance with
requirements by the
regulatory authority
(see footnote to Table
AL).

Review and verify
compliance with
requirements by the
regulatory authority
(see footnote to Table
AdL).

Ther a many tems used o descibe a poduct’ s techmical documentafon. The tems include technical

dossier, product summary fle and poduct master fle.
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file, standard technical documentation, design dossier product design
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Box A4.1 Non-exhaustive list of elements to be considered in the gap analysis for medical

device regulation

Are medical devices regulated at all?

recommendedbythis Model?

Are theycurrentlyregulated as medicines orsomeother product category?
Is there aspedfic and sound legal foundation for regulation of medical devices?

What isthe public health risk in the country, associ ated with medi cal devices?
Is there aclear definition of the term “medicaldevice” and does itmatch with the definition

Is there a NRA with clear powers and responsibilities for medical devices?

* Do the regulatorshavethepropercompetencies requiredfor effectiveimplementationand

enforcement?

* Wherethereis a publishedregulation, isitenforcedand does the regulatoryauthority have suffident
resources, expertise and fundingto perform its duties?

What proportion of medical devices are imported andfromwhere?

Are there local manufacturers of medical devices?If so, are their activities regulated and how?
Are all relevantstakehol dersadequatel y represented?

Are distributors andimporterssubjectto appropriate control s?

Is there evidence thatSF medical devices have been placed on the market?

Do existinglaws and regulations complywith international good practices and treaty obligations?

aThe Member Stte mechanism on substandard/spurious /falsely-labelled/falsified/counterfeit (SSFFC) medical products has recommended the Wold Health Assembly
adopt 3 simplied  teminology for substndard and falsified (SF) medical poducts  (EBL4023, Amex, Aopendi 3 (dated 10 Jenuay  2017)).
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Figure A4.2 Basiclevel controls and enforcement for medical devices within the legal framework
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Figure A4.3 Expanded-level controls and enforcement for medical devices
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Figure A4.4 Controls for medical devices showing elements for which regulatory guidance hasbeen developed

and those that may be implemented through reliance or recognition. The elements indicated in red are those for
which international regulatory harmonization guidance documents have been developed. Elements that may be
implemented through reliance or recognition are indicated in blue.
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Figure A4.5 Interrelation of (medical) products inside and outside health care

ICT, infornation and communications technology; NOs, invito diagnos tic medical devices.
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For the purposes ofthisdocument, the fo llowing definitionsanddescriptions apply .
They may have different meanings in other contexts.

accessory to an IVD medical device. Anarticle intended specificallybyits manufacturer
to be used togetherwith a particular IVD medical device to enable or assist that device

tobeusedinaccordancewithitsintendeduse(1).

accessory toa medical device. Anarticleintendedspecificallybyits manufacturer to
beusedtogether withaparticular medicaldevicetoenableor assist that device tobe

usedinaccordancewithitsintendeduse(1).

accreditation. The termapplied to third party attestationrelated to aconformity
assessmentbody conveying formal demonstration ofits competence to carryoutspecific

conformity assessment tasks (2).

adverse event. Any untoward medical occurrence, unintended disease orinjury, or
untoward clinical signs (including an abnormal laboratory finding)in subjects, users or

other persons, whether or not related to the investigational medical device (3).

analytical performance. The ability of an IVD medical device to detector measure a
particular analyte (4).

assessment. Asystematic, inde pendent and documented process for obtaining
assessmentevidenceandevaluatingitobjectively todeterminetheextenttowhich
assessment criteria are fulfilled.

audit. Asystematic,independentand documentedprocess forobtainingauditevidence
andevaluatingitobjectively todeterminetheextenttowhichtheauditcriteriaare
fulfilled (5).

authorized representative. Anynatural orlegal personestablishedwithinacountryor
jurisdiction who has received awritten mandate from the manufacturerto actonhisor
her behalf for specified tasks, with regard to the latter’ s obligations under that
country or jurisdiction’ s legislation (6).

certification. The term applied to third party attestation related to products, processes,
systemsor persons(2).

clinical evaluation. The assessmentandanalysis of clinical data pertaining to a medical
device toverify the clinicalsafety and performance ofthedevicewhenusedasintended
by the manufacturer (7).
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clinical investigation. Anysystematicinvestigationorstudyinorononeormore human
subjects, undertaken to assess the safety and/or performance of a medical device (7).

clinical performance. Theability ofan IVDmedicaldevicetoyield resultsthatare
correlated with a particular clinical condition/physiological state in accordance with

target population and intended user (4).

conformity assessment. The systematic examination of evidence generated, and
procedures undertaken, by the manufacturer, under requirements established by the
regulatoryauthority, to determine thatamedical deviceissafeandperformsasintended
by the manufacturer and, therefore conforms to the Essential principles of safety and
performance for medical devices (8).

conformity assessment body (CAB). A body, other thana regulatoryauthority, engaged
indetermining whether the relevantrequirementsin technical regulationsor standards
are fulfilled (8).

convergence (regulatory). Represents a process whereby the regulatory requirements

across countries or regions become more similaror “aligned” overtime asa resultof
the gradual adoption of intemationally-recognized technical guidance documents,
standards and scientific principles, common or similar practices and procedures, or
adaptation of regulatory mechanisms, that might be specific to a local legal context
but thatalign with shared principles toachieve acommon public health goal. It does
not necessarily represent theharmonizationof lawsand regulations, which is nota
prerequisite for allowing the alignment of technical requirements and greater
regulatory cooperation (9).

corrective action. Action to eliminate the cause ofa detected nonconformityorother
undesirable situation (10).

declaration of conformity. The manufacturer’ s written attestation that it has correctly
applied the conformity assessment elements relevant to the classification of the device

(8).

distribution chain. A collective term forlocal manufacturers, authorized representatives,
importers and distributors established within the jurisdiction.

distributor. Any natural orlegal person in the supply chain who, on their own behalf,
furthers the availability of amedical device to the end-user (6).

enforcement. Actiontaken by an authority to protect the public fromproducts of
suspectquality, safetyand effectiveness or to assure that products are manufactured
in compliance with appropriate laws, regulations, standards and commitments made
aspartoftheapprovaltomarketaproduct(11).

field safety correctiveaction (FSCA). Anactiontakenbyamanufacturertoreduceor
removea risk of deathorserious deteriorationin thestate of health associated with the

useofamedical devicethatisalready placedonthemarket (12).
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generic device group. Aset of devices having the same orsimilarintended purposes
orcommonality oftechnology allowing the mtobe classifiedinageneric manner not
reflecting specific characteristics (13).

governance. Refers to the differentways thatorganizations, institutions, businesses
and governments manage their affairs. Governance isthe act ofgoverning and thus
involves the application of laws and regulations, butalso of customs, ethical standards
andnorms. Goodgovernance means thataffairsare managedwell, not thatthelaws,

regulations or norms are themselves necessarily “good”  (14).

guidelines/guidance documents. Non-statutoryadvisorypublications intended to assist
those parties affected by legislation to interpret requirements.

harm. A physical injury or damage to the health ofpeople or damage to property or the
environment (15).

harmonization (regulatory). The process by which technical guidelines are developed
to be uniform across participating authorities (9).

hazard: A potential source of harm (15).
health-care facility. Any party within the country providing health-care services.

health technologies. Referstothe applicationoforganized knowledge and skills in the
formofdevices, medicines, vaccines, procedures and systems developed to solve a
health problem and improve quality of lives (16).

importer. Any naturalorlegal personinthesupply chainwho is the firstinasupplychain
to make a medical device, manufacturedinanother country orjurisdiction, availablein
the country or jurisdiction where itisto be marketed (6).

inspection. Anon-siteevaluationbyaregulatoryauthorityofa manufacturingfacility to
determine whethersuch manufacturingfacilityisoperatingincompliance withregulatory

requirements and or commitments made as part of the approval to market a product (11).

instructions for use. Information provided by the manufacturer to inform the device
user of the medical device’ s intended purpose and proper use and of any
precautions to be taken (17).

intended use/purpose. The objectiveintentof the manufacturer regarding the use
ofaproduct, process or service asreflected in the specifications, instructions and
information provided by the manufacturer (18).

invitro diagnostic (IVD) medical device. A medical device, whetherusedaloneorin
combination,intended by the manufacturer for the in vitro examination of specimens
derived from the human bodysolelyor principally to provide information fordiagnostic,
monitoring or compatibility purposes (1).

IVD for self-testing. Any IVD medical deviceintended by the manufacturer for use by
laypersons (19).
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label. Written, printed or graphicinformation either appearing on the medical device
itself,or onthe packaging ofeachunit, oronthepackaging of multiple devices (17).

labelling. The label, instructions for useandany other informationthatisrelatedto
identification, technical description,intended purpose and proper use of the medical

device, but excluding shipping documents (17).
law. Binding and enforceable legislation passed by a legislative body.
layperson. Individual who does not have formal training in a specific field or discipline (17).

life cycle. All phasesin the life ofa medical device, from theinitial conception to final
decommissioning and disposal.

listing. The processwherebyapartysubmitsinformationtotheregulatoryauthorityina
jurisdiction, regardingtheidentification ofa medical device(s)thatisor will besupplied

to the market inthat jurisdiction (20).

manufacturer. Anynatural orlegal personwith responsibility fordesign and/or manufacture
ofamedicaldevicewiththeintentionofmaking themedicaldeviceavailable for use,
underits name; whetherornotsuch a medical deviceisdesignedand/or manufactured
by that personhimself or herselfor onhisor her behalfby another person(s) (6).

Note: This “natural or legal person” has ultimate legal responsibility for
ensuring compliance with all applicable regulatory requirements for the medical
devicesin the countries or jurisdictions where it is intendedto be made available or
sold, unless this responsibility is specifically imposed on another person by the
regulatory authority within that jurisdiction.

market surveillance. Theactivities carriedoutand measures taken by publicauthorities
toensurethat products comply withtherequirementssetoutinlegislationanddonot

endanger health, safety orany otheraspectofpublicinterestprotection (based on EU
Council Directive EC No 765/2008 of 9 July 2008 concerning the requirements for

accreditation and marketsurveillance relating to the marketing of products and repealing
Regulation (EEC)N0339/93)(21).

medical device. Anyinstrument,apparatus,implement, machine,appliance,implant,

reagentforin vitro use,software, material or othersimilarorrelated article, intended

by themanufacturer tobeused, aloneor incombination, for humanbeings, for oneor

more of the specific medical purpose(s) of:
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medical products. Aterm thatincludes medicines, vaccines, diagnostics and medical
devices (22).

placing on the market. All controls applied by the requlatory authority to the manufacturer
and/orauthorizedrepresentativeatthestageof,andasaconditionof, making available
an individual medical device with a view to its distribution and/or use within the
Jurisdiction.

Postmarket controls. All controls applied by the regulatoryauthority to the manufacturer
and/or authorized representative after a manufacturer’ s medical device has been
placed on the market or put into service.

postmarket surveillance. The activities carried out and measures taken by a regulatory
authority to ensure that medical devices placedon the market comply with regulations
anddonotendanger health, safety or any other aspect ofpublic health (basedonEU

CouncilDirective93/42/EEC 0f 14 JUNE 1993 concerning medicaldevices) (23).

Premarket controls. All controls applied by the regulatory authority to the manufacturer
and/or the authorized representative before the manufacturer’ s medical device may
be placed on the market or put into service.

primary legislation. Aformof law, createdbyalegislativebranchofgovernment,
consisting of statutes that set out broad outlines and principles and may delegate
authority to an executive branch of government to issue secondary legislation.

quality manage ment system. The organizational structure, responsibilities, procedures,
processes andresources for imple menting quality manage ment. For the purpose of
these guidelines “implementing quality management” is taken to include both
the establishment and maintenance of the system (24).

recall. Any measureaimedatachieving thereturnofaproductthat hasalready been
made available to the end-user (based on EU CouncilDirective EC No 7656/2008 of
9JULY 2008 concerning therequirements for accreditationand marketsurveillance
relatingtothemarketing of productsandrepealing Regulation (EEC)N0339/93)(21).

recoghnition. The routine acceptance by the regulatory authority in one jurisdiction
of the regulatory decision of another regulatory authority or other trustedinstitution.
Recognitionindicates thatevidence of conformity with the regulatory requirementsof

country Aissufficient tomeet theregulatoryrequirements ofcountry B. Recognition
may be unilateralor multilateral, and may be the subject of a mutual recognition

agreement (25).

refurbishing. Asystematic process of rebuilding or restoring that ensures safety and
effectiveness of the medical equipment withoutsignificantly changing the equipment’

s or system’ s performance safety specifications and/or changing intended use as
initsoriginal registration (26).
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registration. The process by which a party submits information to the regulatory
authorityin a jurisdiction, regarding theidentification and establishment location(s) of
themanufacturer andother parties, responsible for supplyinga medicaldevice(s)to

the market inthat jurisdiction (20).
regulation. A written instrument containing rules having the force of law.

regulatory authority. Agovernmentbodyorotherentity thatexercisesalegal right to
controlthe use or sale of medicaldevices within its jurisdiction, and that may take
enforcement action to ensure that medical products marketed withinits jurisdiction

comply with legal requirements (8).

reliance. The act whereby the regulatory authorityin one jurisdiction may takeinto
account and give significant weight to - i.e. totally or partially rely upon -
evaluations performed by another regulatory authority or trusted institution in
reaching its own decision. The relyingauthority remains responsibleand accountable
for decisions taken, evenwhenitreliesonthedecisionsandinformationofothers (25)

reprocessing. Theprocesscarriedoutonausedmedicaldeviceinorder toallow its
safereuseincluding, whereappropriate, cleaning, disinfection,sterilizationand related

procedures, repackaging, relabelling,aswellas testing and restoration of the technical
and functionalsafety of the used device based on proposalfor amending Directive
2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 of 26

September 2012 concerning medicaldevices (27).

risk. The combination of the probability of occurrence of harm and the severity of that harm (15).

secondary legislation. Aform oflaw, issued by an executive branch of govemment,
specifyingsubstantive regulationsand procedures forimplementing them. The power to
pass delegated legislationisdefinedandlimited bytheprimarylegislationthatdelegated
those powers.

serious adverse event. Adverse event that:

a) led to a death;

b) led to aserious deterioration inthe health of the subject that either
1) resulted inalife-threatening illness or injury;
2) resultedinapermanentimpairment ofabody structureorabodyfunction;
3) required inpatient hospitalization or prolongation ofexisting hospitalization, or
4) resultedin medical orsurgical intervention to preventlife-threateningillnessor

injury or permanent impairment to a body structure or abody function;

¢) led to fetaldistress, fetaldeath or acongenitalabnormality or birth defect (3).

serious injury (also known as serious deterioration in state of health) is either:
> life-threatening illness or injury;
> permanent impairment of a body function or permanent damage toa body;
> aconditionnecessitating medicalor surgicalinterventiontoprevent
permanent impairment of a body function or permanent damage to a body
structure (28).

single-use medical device. A medical deviceintended bythe manufacturertobe used
onanindividual patientduringasingle procedureandthendisposedof(17).
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standard. Adocument, established by consensus and approved by a recognized body,
thatprovides, forcommonand repeateduse, rules, guidelines or characteristics for
activities or theirresults,aimed at the achievementof the optimum degree of orderin

agiven context (29).

substandard/ spurious/falsely-labelled/ falsified/ counterfeit medical products. There is
currently no universally agreed definition of what used to be widely known as
“counterfeit medicine” . Pending negotiation among Member States, WHO will
continue to use the term substandard/spurious/ falsely-labelled/falsified/ counterfeit
medical products (30).

technical documentation. The documented evidence, normally an output of the quality
managementsystem that demonstrates the medical device complies with the relevant
principles of safety, performance and labelling specified through legislation (8).

user. Theperson, either professionalor lay, whousesa medicaldevice. The patient
may betheuser(17).

vigilance. A process whereby a manufacturerrecordsandinvestigatesanyadverse event
reportit receives, taking fieldsafety corrective action where necessary, and informing
the regulatory authority of those that meet criteria specified through legislation. The
requlatory authority may monitor the investigation.

World Health Assembly. The forum through which the World Health Organization is
governedby its 194 Member States.
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Hierarchy of regulation

Examples of subject matter

regulated in the field of
Brief description Examples medical devices

68

refer generally to non-binding
normative doauments issued by
the regulatory authority, which
offer guidance on recommended
practices. They allow for
sdentifically-justified, atemative
approaches and translation of a
regulatory, generally aceptable
approach. Guidelines set out

the current thinking, practices,
explanations and expectations

of the regulatory authority,
but compliance with such
documents is not mandatory.
The manufacturer (or other
party) may choose not to apply
or comply with such guidance,
but must provide a rationale for,
andjustify, a deviationfromthat
guidance.

recommendations.

Primary Law, or executive law as used Act of pariament, bil, statutory Establishment of the regulatory
legislation in this WHO Global Model law, EU directive, ordinance, authority incuding enforcement
Regulatory Framework, refers decree, executive order. power, refance and recognition;
to hinding and enforceable definition of a medical device;
legislation, usually adopted at the placing on the market; market
level of individual countries by withdrawal; classification of
their respective legislatures and medical devices; Essential
or executives. Principles of safety and
performance; requirement for
a quality management system;
incident reporting; clinical
trials; listing of medical devices;
registration of establishments;
process to recognize  standards.
Secondary A form of law as used in this | Regultions, sthedule. Requirements for reliance;
legislation Model Regulatory Framework for conduct of qualty management
Medical Devices, refers to written system (QMS) audits; vigilance
instruments that are binding and reporting; criteria for recallsand
enforceable and are issued by the field safety corrective actions
regulatory (executive) authority. (FSCAs); classification rules;
responsibilities of an authorized
representative.
Guidelines’ Guidance documents that Technical standards, Guidance on interpretation and

application of the dassification
rules; interpretation of the
meaning of “primary
intended mode of action”
(related to the definition  of
“medical devie” ); specfic
lbeling requirements; good
laboratory practices; good cnical
practices.

Note that the tem
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“ouideline” , a5 used in tis WHO Gobal Model Regulatoy Framework does not mfer to guidelnes witin the sense of he WH) handbook for guideline
development, Geneva: World Health Organization; 204,
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