THE MEDICAL DEVICES RULES, 2017
[GSR 78(E), dt. 31-1-2017, w.e.f. 1-1-2018]
(As amended vide GSR 777(E) dt. 14-10-2022(w.e.f. 14-10-2022)

Whereas the draft of the Medical Devices Rules, 2016 was published, as
required under sub-section (1) of Section 12 and sub-section (1) of Section 33
of the Drugs and Cosmetics Act, 1940 (23 of 1940), in the Gazette of India,
Extraordinary, Part Il, section 3, sub-section (i), vide notification number
G.S.R. 983(E), dated the 17th October, 2016, by the Central Government,
after consultation with the Drugs Technical Advisory Board, inviting
objections and suggestions from all persons likely to be affected thereby,
before the expiry of a period of thirty days from the date on which copies of
the said Gazette containing the said notification were made available to the
public;

And whereas, copies of the Gazette €ontaining the said notification were
made available to the publlc on the 17th October 2016

'stlons recelved In response to the
| sldered by the Central Government;

And whereas, all objectlons'a
said draft notification have been dts

Now, therefore, in eXétGise of the powers conferred by Section 12 and
Section 33 of the Drugs and Cosmetrcs JAct) 1940 (28 of 1940), the Central
Government, after consultatlon with-the" Drugs Technlcal Advisory Board,
hereby makes the foIIowmg rules namely

CHAPTER |
PRELIMINARY
1. Short title and commencement

(1) These rules may be called the Medical Devices Rules, 2017.

(2) These rules shall, unless specified otherwise, come into force with
effect from 1st day of January, 2018.

2. Application
These rules shall be applicable in respect of,—

(i) substances used for in vitro diagnosis and surgical dressings,
surgical bandages, surgical staples, surgical sutures, ligatures, blood
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and blood component collection bag with or without anticoagulant
covered under sub-clause (i);

(if)  substances including mechanical contraceptives (condoms,
intrauterine devices, tubal rings), disinfectants and insecticides notified
under sub-clause (ii); and

(iii)  devices notified from time to time under sub-clause (iv), of
clause (b) of section 3 of the Drugs and Cosmetics Act, 1940 (23 of
1940).

3. Definitions
In these rules, unless the context otherwise requires,—

(@) "academic clinical study" means.a clinical study conducted for academic
purpose on a medical device<for the approved,or a new intended use, new
material of construction, pew improved design or new population;

(b) "Act" means the Drugs and C etlcs Act 1940 (23 of 1940);

(c) "active diagnostic medlcal deV|ce" means.-any actlve medical device
used, whether alone or in combigation- with other medical devices, to supply
information for detecting, diagnesing or menitoring,sor to provide support in
the treatment of, any physiologicalcandition, sfate of health, illness or
congenital deformity; | \3

(d) "active medical device" means a medical device, the operation of which
depends on a source of electrical energy or any other source of energy other
than the energy generated by human or animal body or gravity;

(e) "active therapeutic medical device" means any active medical device
used, whether alone or in combination with any other medical device, to
support, modify, replace or restore biological functions or structures, with a
view to the treatment or alleviation of any illness, injury or handicap;

(f) "authorised agent" means a person including any firm or organisation
who has been appointed by an overseas manufacturer through a power of
attorney to undertake import of medical device in India;
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(g) "body orifice" means any natural opening in a human body including the
external surface of any eyeball, or any permanent artificial opening, such as a
stoma or permanent tracheotomy;

(h) "Central Licensing Authority" means the Drugs Controller General of
India appointed by the Central Government;

(i) "central medical devices testing laboratory" means a medical devices
laboratory established or designated by the Central Government under rule 19
and shall be deemed to be a Central Drug Laboratory established for the
purpose of section 6 of the Act;

(j) "change in the constitution of a licensee" in relation to,—

(i) a firm means change from proprietorship to partnership
including Limited LiabjlityRartnership or vice versa;

(i) acompany’meanssii a5y

(A) its conversidh_ """‘féif“private toia public company, or
from a public to a privateicampany; or

(B) any change ifithe-ownership of shares of more than fifty
per cent,?f the voting capital’in the hody corporate or in case
of a body carporate-pet;having a sharé capital, any change in its
membership; ane-where the JWanaging agent, being a body
corporate is a subsidiary of another body corporate, includes a
change in the constitution of that other body corporate within
the meaning of this clause;

(k) "clinical evidence™ means, in relation to,—

(i) an in vitro diagnostic medical device, is all the information
derived from specimen collected from human that supports the
scientific validity and performance for its intended use;

(i) a medical device, the clinical data and the clinical evaluation
report that supports the scientific validity and performance for its
intended use;
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(1) "clinical investigation" means the systematic study of an investigational
medical device in or on human participants to assess its safety, performance
or effectiveness;

(m) "clinical investigation plan" means a document which contains the
information about the rationale, aims and objective, design and the proposed
analysis, conduct, methodology including performance, management, adverse
event, withdrawal and statistical consideration and record keeping pertaining
to clinical investigation;

(n) "clinical performance evaluation” means the systematic performance
study of a new in vitro diagnostic medical device on a specimen collected
from human participants to assess its performance;

(o) "clinical research organisation” means any entity to whom a sponsor may
transfer or delegate one or moreeftits*functions and duties regarding conduct
of clinical investigation or elinical perfermance €valuation;

(p) "conformity assessirent" meansf.;,:_ihé“SyStematic examination of evidence
generated and procedures undertake:'r,i';'ﬁf,by.the manufacturer to determine that a
medical device is safé and performs\as 'intended by the manufacturer and
therefore conforms to the essential principles of safety and performance for
medical devices; <)

(q) "controlling officer" m‘éans the officer designatéd under rule 10;

(r) "custom made medical device" means a medical device made specifically
in accordance with a written prescription of a registered medical practitioner,
specialised in the relevant area, under his responsibility for the sole use of a
particular patient, but does not include a mass production of such device;

(s) "Ethics Committee” means the committee referred to in rule 50;
(t) "Form™ means Forms specified in Appendix to these rules;

(u) "Good Clinical Practices Guidelines" means Good Clinical Practices
Guidelines issued by Central Drugs Standards Control Organisation,
Directorate General of Health Services, Ministry of Health and Family
Welfare, Government of India;
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(v) "intended use" means the use for which the medical device is intended
according to the data supplied by the manufacturer on the labelling or in the
document containing instructions for use [or electronic instructions for use]
of such device or in promotional material relating to such device, which is as
per approval obtained from the Central Licensing Authority;

(w) "invasive device" means a device which, in whole or part, penetrates
inside the body, either through a body orifice or through the surface of the
body;

(x) "investigational medical device" in relation to a medical device, other than
in vitro diagnostic medical device, means a medical device specified in clause
(Zb)!_

(i) which does not have its predicate device as defined in clause (zm);
or RD C¢

(if) which is licghsed urder;subxrLie (4) or sub-rule (6) of rule 20,
sub-rule (1) of rafe 25, or sub-rule (1) of rulez36 and claims for new
intended use or new popul’a,on or new materlal or major design
change, and s being assessed for safety or performance or
effectiveness in a clinical’ mvestlgatlon

(y) "licence” means a Ilcence granted by the State Licensing Authority or the
Central Licensing Authorlty in Form MD-5; Form MD-6, Form MD-9, Form
MD-10, Form MD-15, Form MD417-0r:E0fA MD-19, as the case may be;

(2) "loan licence™" means a licence issued for manufacturing a medical device
by the State Licensing Authority or the Central Licensing Authority, as the
case may be, to a person who intends to utilise the manufacturing site of other
licensee for manufacturing the same medical device as manufactured by the
licensee at that site;

(za) "long term use" means intended continuous use of a medical device for
more than thirty days;

(zb) "medical device" means,—
(A) substances used for in vitro diagnosis and surgical dressings,

surgical bandages, surgical staples, surgical sutures, ligatures, blood
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and blood component collection bag with or without anticoagulant
covered under sub-clause (i);

(B) substances including mechanical contraceptives (condoms,
intrauterine devices, tubal rings), disinfectants and insecticides notified
in the Official Gazette under sub-clause (ii);

(C) devices notified from time to time under sub-clause (iv), of
clause (b) of section 3 of the Act;

Explanation : For the purpose of these rules, substances used for in vitro
diagnosis shall be referred as in vitro diagnostic medical device;

(zc) "medical device grouping” means a set of devices having same or similar
intended uses or commonality of technology allowing them to be classified in
a group not reflecting specific characteristics;

(zd) "Medical Device Officer" means.af officer ‘appointed or designated by
the Central Government.or the State*‘Government asy the case may be, under
sub-rule (2) of rule 18 : '

(ze) "medical devices‘testing laboratory!', means:@ny institute, organisation
registered under sub-rule (3) of rule /83 foricarrying out testing or evaluation
of any medical device ombehalf ofia:licensee for mantfacture for sale;

(zf) "Medical Device Tésti'ng:VOfficer" meédns an officer appointed or
designated by the Central Government under sub-rule (1) of rule 18;

(zg) "near-patient testing” means any investigation carried out in a clinical
setting or at the patient's home for which the result is available without
reference to a laboratory and rapidly enough to affect immediate patient
management;

(zh) "new in vitro diagnostic medical device™ means any medical device as
referred to in sub-clause (A) of clause (zb) used for in vitro diagnosis that has
not been approved for manufacture for sale or for import by the Central
Licensing Authority and is being tested to establish its performance for
relevant analyte or other parameter related thereto including details of
technology and procedure required,;
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(zi) "notified" means notified in the Official Gazette by the Central
Government,

(zj) "Notified Body" means a body corporate or other legal entity, registered
under rule 13 as a body competent to carry out the audit of manufacturing
site, assessment, and verification of specified category of medical devices for
establishing conformity with standards;

(zk) "performance evaluation" in relation to in vitro diagnostic medical device
means any systematic investigation by which data is assessed and analysed to
establish or verify performance of the in vitro diagnostic medical device for
its intended use;

(zl) "Post Marketing Surveillance” means systematic process to collect and
analyse information gained from medlcal device that have been placed in the
market; '

(zm) "predicate device'.#means/a-device, first tlme and first of its kind,
approved for manufactre for sal,ef“ r for lmport by the Central Licensing
Authority and has the similar mté_ded use materiak of construction, and
design characteristics as the deV|ce WhICh is proposed for licence in India;

(zn) "Quality Management System",_ fheansrequwements for manufacturing of
medical devices as specified in the‘Fifth Sehedule; .

(zo) "reagent" means a chemical, ;pialogieal'or immunological component,
solution or preparation intended by the manufacturer to be used as in vitro
diagnostic medical device;

(zp) "recall"” means any action taken by its manufacturer or authorised agent
or supplier to remove the medical device from the market or to retrieve the
medical device from any person to whom it has been supplied, because the
medical device,—

(@) ishazardous to health; or

(b) fails to conform to any claim made by its manufacturer relating to
its quality, safety or efficacy; or

(c) does not meet the requirements of the Act and these rules;
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(zg) "serious adverse event" means an untoward medical occurrence that
leads to,—

(i) adeath; or
(if) aserious deterioration in the health of the subject that either—
(A) resulted in a life-threatening illness or injury; or

(B) resulted in a permanent impairment of a body structure or a
body function; or

(C) required in-patient hospitalisation or prolongation of
existing hospitalization; or

(D) resulted in medical or surgical intervention to prevent life
threatening illness<of* mjury of'permanent impairment to a body
structure or a.pody function; or

(i) foetal distress, foetal deathora congenital abnormality or birth
defect; (zr) "short term use" meansZintended contindous use of a medical
device for not less thai sixty minutes butinot marge thanrthirty days;

(zs) "specimen receptagle” means a d_eViCe, whethér vacuum type or not,
specifically intended by-its manufacturer-for the primary containment of
specimens derived from human. or animal body;e™

(zt) "sponsor" includes a person, an investigator, a company or an institution
or an organisation responsible for the initiation and management of a clinical
investigation or clinical performance evaluation in India;

(zu) "State Licensing Authority” means the authority designated by the State
Government under sub-rule (2) of rule 8;

(zv) "transient use" means a device intended for continuous use for less than
sixty minutes;

(zw) "transmissible agent", for the purpose of classification of in vitro
diagnostic medical device, means an agent capable of being transmitted to a
person, which causes communicable, infectious or contagious disease;
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(zx) words and expressions used but not defined in these rules, shall have the
meanings respectively assigned to them m the Act and the Drugs and
Cosmetics Rules, 1945.

CHAPTER 11
REGULATION OF MEDICAL DEVICE
4. Classification of medical devices

(1) Medical devices other than in vitro diagnostic medical devices shall
be classified on the basis of parameters specified in Part | of the First
Schedule, in the following classes, namely:—

(i) lowrisk - Class A;
(i) low moderate risk - Class B;
(iii) moderate highs figk - Class C

(iv) high risk? CIassD“{ ‘

(2) Invitro dlagnostlc medicalidevices shall be tlassified on the basis
of parameters specified |n Part I| of the Flrst Schedule in the following
classes, namely:— PGPS

(i) low risk - | Class A

(ii) low moderate rlsk ClassB;
(ili) moderate high risk - Class C;
(iv) high risk - Class D.

(3) The Central Licensing Authority shall, classify medical devices
referred to in rule 2, based on the intended use of the device and other
parameters specified in the First Schedule.

(4) Based on the classification referred to in sub-rule (3), class-wise list
of medical devices shall be published on the website of the Central Drugs
Standard Control Organisation:
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PROVIDED that the Central Licensing Authority may, from time to
time, make additions or deletions in such list of medical devices or modify
the class of any medical device.

5. Medical device grouping

Any person who intends to apply for grant of licence in respect of
medical devices for,—

(i) import;
(i) manufacture for sale or for distribution; and
(iii)  sale, stock, exhibit or offer for sale,

may group all or any medical device in accordance with the guidelines to be
issued from time to time by the<Ministry of'Health and Family Welfare in the
Central Government, by taking iptof€onsideration.the technological changes
or development in the fiéld of medicalidevices and ifvyitro diagnostic medical
devices. :

6. [Essential principfes for manufaeturing.medical devices

Medical device manufacturer ,.,Sha_\ll,follow thesessential principles of
safety and performancegf medical deVices asmay be specified in the
guidelines issued by the Mirfistry of Health and#amily Welfare in the Central
Government, from time to time keepifg in view the contemporary scientific
and technological knowledge and development:

PROVIDED that the guidelines to be so specified shall be in conformity
with the provisions of the Act and these rules.

7. Product standards for medical device

(1) The medical device shall conform to the standards laid down by the
Bureau of Indian Standards established under section 3 of the Bureau of
Indian Standards Act, 1985 (63 of 1985) or as may be notified by the Ministry
of Health and Family Welfare in the Central Government, from time to time.

(2) Where no relevant standard of any medical device has been laid
down under sub-rule (1), such device shall conform to the standard laid down
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by the International Organisation for Standardisation (ISO) or the
International Electro Technical Commission (IEC), or by any other
pharmacopoeia standards.

(3) In case of the standards which have not been specified under sub-
rule (1) and sub-rule (2), the device shall conform to the validated
manufacturer's standards.

CHAPTER Il
AUTHORITIES, OFFICERS AND BODIES
8. Licensing Authorities

(1) The Central Licensing Authority shall be the competent authority
for enforcement of these rules in matters relating to,—

(i) import of all Classes of megical-devices;

(i) manufacture of.CIass C-ant-ClassD me'di_cal devices;

(iii)  clinical investigation:a

p}'roval of Thvestigational medical
devices; :

(iv) clinical performanCe'fe\:/a;luatiqnf and approval of new in vitro
diagnostic medical©devices; ~ar]d e
(v) co-ordination withhe State Licensing Authorities,

(2) The State Drugs Controller, by whatever name called, shall be the
State Licensing Authority and shall be the competent authority for
enforcement of these rules in matters relating to,—

(i) manufacture for sale or distribution of Class A or Class B medical
devices;

(i)  sale, stock, exhibit or offer for sale or distribution of medical
devices of all classes.

9. Delegation of powers of Licensing Authorities
(1) The Central Licensing Authority, may with the prior approval of

the Central Government, by an order in writing, delegate all or any of its
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powers to any other office:: of the Central Drugs Standard Control
Organisation not below the rank of Assistant Drugs Controller.

(2) The officer to whom the powers have been delegated under sub-rule
(1) shall exercise the powers of the Central Licensing Authority under its
name and seal.

(3) The State Licensing Authority, may, with the prior approval of the
State Government, by an order in writing, delegate all or any of its powers to
any officer under its control.

(4) The officer to whom the powers have been delegated under sub-rule
(3) shall exercise the powers of the State Licensing Authority under its name
and seal.

10. Controlling officer

Any officer not below the<¥anks of>Assistant Drugs Controller, by
whatever name called, sshall be* the controlllng officer to supervise and give
instructions to any officer subordm‘ o_",stjch controlting officer to exercise
powers and functions:under these rules for areas and purposes specified, by
an order, of the Drugs Contréller Ge’neral of Intha or the Drugs Controller, by
whatever name called, of the State concerned

11. National Accredltatlon Body

(1) The Central Government may,, by notification, designate such
institute, firm or a Government aided or Government organisation, which
fulfills the criteria specified from time to time by the Government, as the
National Accreditation Body:

PROVIDED that the National Accreditation Board for Certification
Bodies under the Quality Council of India, registered under the Societies
Registration Act, 1860 (21 of 1860) set up by the Ministry of Commerce and
Industry in the Government of India shall act as the National Accreditation
Body for the purposes of accrediting Notified Bodies referred to in rule 13,
till such time any other body for the purpose is notified, with immediate
effect.

(2) The National Accreditation Body shall have the required number of
competent persons for proper performance of its functions.
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(3) The designated National Accreditation Body referred to in sub-rule
(1) shall be responsible for carrying out the assessment of such entities who
may apply for accreditation to become a Notified Body for the purpose of
these rules.

(4) The National Accreditation Body referred to in sub-rule (1), shall,
after carrying out the assessment of the entity which applied for accreditation,
Issue a certificate to such entity in respect of specified categories of standards
for which such entity has been assessed and found qualified:

PROVIDED that where the entity has been found not possessing the
requisite qualification and other requirements, the National Accreditation
Body, shall reject the application.

(5) The National Accreditation Body shall not act as a Notified Bodly.
12. Functions of National:Accreditation Bogly
The National Accregitation Blc')d‘; | hall—-

(@) lay down the conformity‘asse’éjérﬁent activitigs for accreditation of
Notified Bodies and lay-down standards ’fror such accreditation;

(b) prepare normsand procedyur'es .fo.vr»;accreditation of Notified Body;

(c) audit a Notified Body, peri‘odically_f.or assessing conformance with
these rules and the norms laid dowR By it.

13. Notified body

(1) Any institute, organisation or body corporate may seek
accreditation, after notification of these rules, as a Notified Body by
applying to the National Accreditation Body referred to in rule 11 in such
form and manner as may be determined by the National Accreditation
Body from time to time.

(2) The Notified Body accredited under sub-rule (1) shall be
competent to carry out audit of manufacturing sites of Class A 2[(other
than non-sterile and non-measuring)] and Class B medical devices to
verify conformance with the Quality Management System and other
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applicable standards as specified under these rules in respect of such
medical devices as and when so advised by the State Licensing Authority.

(3) Any Notified Body accredited under sub-rule (1) shall, if it
intends to carry out audit of a manufacturing site of Class A 2[(other than
non-sterile and non-measuring)] or Class B of medical devices in
accordance with sub-rule (2), register with the Central Licensing
Authority.

(4) Any Notified Body under sub-rule (3), with an experience of at
least two years, may apply to the Central Licensing Authority for
registration as a Notified Body for carrying out audit of Class C and Class
D medical devices, provided it has personnel with requisite qualification
and experience.

(5) With effect from theidst day-ofithe July, 2017, the Notified Body
accredited in accordancewith subsrtle (3) may; make an application to the
Central Licensing Authorlty for reglstratlon in Form MD-1 through
online portal accompanied Wlth f eefspecmed in the Second Schedule
along with documents as speCIfle i Part | of the Third Schedule.

(6) The Central Liéé’nsihg Authbrity" on being satisfied, shall
register the Notlfled Body and lssue A reglstratlon certificate in Form
MD-2. p ‘

(7) The Registration Certificate=Shall remain valid in perpetuity,
unless, it is suspended or cancelled, provided the registration certificate
holder deposits a registration retention fee as specified in the Second
Schedule every five years from the date of its issue.

(8) If the registration certificate holder fails to pay the required
registration certificate retention fee on or before due date as referred to in
sub-rule (7), the registration certificate holder shall, in addition to the
retention fee, be liable to pay a late fee calculated at the rate of two per
cent, of the registration certificate retention fee for every month or part
thereof within ninety days, and in the event of non-payment of such fee
during that period, the registration certificate shall be deemed to have
been cancelled.
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(9) The Notified Body shall perform the functions as specified in
Part Il of the Third Schedule.

(10) The Central Licensing Authority, may, in cases where the
requirement specified for registration of Notified Body have not been
complied with, reject the application and shall inform the applicant of the
reasons for such rejection.

(11) An applicant who is aggrieved by the decision of the Central
Licensing Authority under sub-rule (10), may file an appeal within forty-
five days from the date of receipt of such rejection before the Central
Government, which may after such enquiry and after giving an
opportunity of being heard to the appellant, dispose of the appeal within a
period of sixty days.

14. Duties of Notified Body _ .

A registered Notified-Body,Sreferred’ to, in rule 13, shall carry out its
duties and functions, in;tespect of;, 855! A _[(other than non-sterile and non-
measuring)] or Class B medical de,‘ JCéS as specified: in Part 11 of the Third
Schedule. :

15. Procedure to be adopted by Notlfled Body

A registered Notified Body shaII carry out its dutles and functions either
by itself or by any other qualified, persen™on its behalf as per specified
procedure as detailed in Part 11 of the Third Schedule.

16. Fees to be charged by Notified Body

A registered Notified Body may charge fee from the applicant for the
services rendered by it as may be determined by the Central Government.

17. Suspension and cancellation of registration certificate of Notified
Body

(1) The Central Licensing Authority may, after giving an opportunity to
show cause as to why such an order should not be passed, by an order in
writing stating the reasons therefor, cancel the registration of a Notified Body
or suspend it for such period as the Central Licensing Authority thinks fit, if

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Page 15 of 248



In its opinion, the Notified Body has failed to comply with any provision of
these rules.

(2) A registered Notified Body whose registration has been suspended
or cancelled under sub-rule (1) may, within thirty days of the receipt of a
copy of the order by it, prefer an appeal to the Central Government and the
Central Government may, after giving the Notified Body an opportunity of
being heard, confirm, reverse or modify such order.

(3) The registration of a Notified Body with the Central Licensing
Authority shall be deemed to have been cancelled with effect from the expiry
of the date of the validity of its accreditation by a National Accreditation
Body.

18. Medical Device Testing Officer and Medical Device Officer

(1) The Central Goyerament_may designate a Government Analyst
appointed under section 20 of the Act asMedicaI Device Testing Officer.

(2) The Central Government or as the case may be, the State
Government, may designate an Inspector appomted uBder section 21 of the
Act as Medical Device Officér.C

(3) The Medical Bevice Testing @fficer andsMedical Device Officer
designated under sub-rule™l) andrsub=arule<(2) respectively, while exercising
powers and duties under the Agt,and_ theserrules, shall be deemed to have
been appointed as the Government Analyst and the Inspector, respectively.

19. Central medical device testing laboratory

(1) The Central Government may, by notification, establish Central
medical devices testing laboratory for the purpose of,—

(a) testing and evaluation of medical devices; or
(b) functioning as an appellate laboratory; or
(c) to carry out any other function as may be specifically assigned to it.

(2) Without prejudice to sub-rule (1), the Central Government may also
designate any laboratory having facility for carrying out test and evaluation of
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medical devices as central medical devices testing laboratory for the purposes
specified in sub-rule (1):

PROVIDED that no medical devices testing laboratory, shall be so
designated unless it has been duly accredited by the National Accreditation
Body for Testing and Calibration Laboratories:

°[PROVIDED FURTHER that the testing laboratories of State
Governments and Central Government shall be exempted from the
requirement of the accreditation by the National Accreditation Board for
Texting and Calibration Laboratories for a period of two years from the date
of coming into force of the Medical Devices (Fifth Amendment) Rules,
2019.]

S[CHAPTER IIIA
REGISTRATION OREERPAIN MEDICAL DEVICES

19A. (1) This Chapter shall be ab.pl‘{icabgléiofall deviges notified under clause
(b) of section 3 of the Act exceptiih edical devices j'amd devices specified in
the Annexure of Eighth Schedule @fthese‘tiles. '

(2) The Medical devices réfer.re;q{tin;\sub"-'rule"(1) shall be registered with
the Central Licensing, Authority \through an identified online portal
established by the Central Drugs Sfahdérd Control Organisation for this
purpose: X |

PROVIDED that registration under this Chapter shall be on voluntary
basis for a period of eighteen months from the commencement of this Chapter
there after it shall be mandatory.

19B. (1) The manufacturer of a medical device shall upload the information
specified in sub-rule (2) relating to that medical device for registration on the
"Online System for Medical Devices" established by the Central Drugs
Standard Control Organisation for this purpose.

(2) The manufacturer shall upload,—

(i) name & address of the company or firm or any other entity
manufacturing the medical device along with name and address of
manufacturing site of medical device,
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(i1) Details of medical device

Generic

Name

Intended Class of | Material Dimension Ste)rrlle Brand Name
Model Medical of Shelf
No. Constructi | . Life (if registered under the
Ust || device on (if any) s':g:m Trade Marks Act, 1999)

(iii) certificate of compliance with respect to ISO 13485 standard
accredited by National Accreditation Board for Certification Bodies or
International Accreditation Forum in respect of such medical device:

I[PROVIDED that in case the applicant submits, on or before the 28th
February, 2022, an undertaking. that applicant shall obtain the 1SO
13485 certificate on or defore the 31st May, 2022 in lieu of certificate
of compliance as referred in-clause(iii) of-sub-rule (2) of rule 19B, a
provisional registration numbershall be generated which will remain
valid up to the=31st May, 20 or,;the date on which the applicant
obtained such ISO certificate \whichever is earlier. The said generated
provisional registration num‘ber‘sh\alkl bewalidfor all purposes.

Explanation : Fof the remayval of doubt, it is*hereby declared that in
case of such I1SO 1‘3‘485 certificate-iiot obtained before the 31st May,
2022 as per undertaking’eferred. insthe Proviso by the applicant the
provisional registration shall be deemed to have been cancelled for all
purposes without any notice.]

(iv) undertaking duly signed by the manufacturer stating that the
information furnished by the applicant is true and authentic.

19C. After furnishing of the above information on the "Online System for
Medical Devices" established by Central Drugs Standard Control
Organisation for this purpose by the applicant's, registration number will be
generated. Manufacturer 8[may, if so desired, mention the registration number
or provisional registration number, as the case may be, for a period up to the
31st May, 2022, thereafter it shall be mandatory for all registration holders]
on the label of the medical device.
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19D. (1) Any person who imports any medical device referred in rule 19A
shall upload the following information relating to that medical device for
registration on the "Online System for Medical Devices" established by the
Central Drugs Standard Control Organisation for this purpose.

(2) The importer shall upload,—

(i) name of the company or firm or any other entity importing the
medical device and specification and standards of that medical device,

(i) Details of medical device

) Brand Name
Class of Sterile (if registered
Generic |Model |Intended . Material of |Dimension |Shelf | or
Medical . . . under the
Name | No. Use devi Construction | (ifany) | Life | Non-
evice AR Sterile Trade Marks
Act, 1999)

(iii) certificate of compliiaﬁééf,i‘_;Wi;th respect to 1SO 13485 standard
accredited by National Accreditation Board for €ertification Bodies or
International Accreditation/-orim initespect of such medical device:

S[PROVIDED that’in case the applicant submits, on or before the 28th
February, 2022, an undertaking that applicant shall obtain the 1SO
13485 certificate on or beforEthe3 st May, 2022 in lieu of certificate
of compliance as referred in clause (iii) of sub-rule (2) of rule 19D, a
provisional registration number shall be generated which will remain
valid up to the 31st May, 2022 or the date on which the applicant
obtained such ISO certificate whichever is earlier. The said generated
provisional registration number shall be valid for all purposes.

Explanation : For the removal of doubt, it is hereby declared that in
case of such ISO 13485 certificate not obtained before the 31st May,
2022 as per undertaking referred in the Proviso by the applicant the
provisional registration shall be deemed to have been cancelled for all
purposes without any notice.]

(iv) Free sale certificate from country of origin.
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(v) undertaking duly signed by the importer stating that the information
furnished by the applicant is true and authentic.

19E. After furnishing of the above information on the "Online System for
Medical Devices" established by the Central Drugs Standard Control
Organisation for this purpose by the applicant's, registration number will be
generated. Importer °[may, if so desired, mention the registration number or
provisional registration number, as the case may be, for a period up to the
31st May, 2022, thereafter it shall be mandatory for all registration holders]
on the label of the medical device.

19F. Central Licensing Authority may verify the documents at any point of
time and investigate quality or safety related failure or complaints. The
Central Licensing Authority may, after giving the registrant an opportunity to
show cause as to why such an order should not be passed, by an order in
writing stating the reasons the?‘efore Cahcel the registration number or
suspend it for such perlogﬁ;as the Ce lecensmg Authority thinks fit either
wholly or in respect of any of tk évmes (63 which it relates, if in its
opinion, the registrantﬁ%ls failed t¢ ith any prOV|S|on of these rules.]

REGISTRATION OF CLAS NON- STEF%'ILE AND NON-

19G. Application of this Chapter — (1) Thls Chapter shall be applicable to
all non-sterile and non-measuring deV|ces classified as Class A medical
devices as per the First Schedule (herein in this chapter referred to as Class A
non-sterile and non-measuring medical device).

(2) The medical devices referred to in sub-rule (1) shall be registered through
an identified online portal established for the purpose.

19H. Uploading of information for registration.— (1) The manufacturer of
a Class A non-sterile and non-measuring medical device shall upload the
information specified in sub-rule (2) relating to that medical device for
registration on the Online System for Medical Devices.

(2) The manufacturer shall upload the following in the Online System for
Medical Devices, namely:—
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(i) name and address of the manufacturing site;

(i) details of Class A non-sterile and non-measuring medical devices to
be provided:

Generic | Brand Model Intended | Material of | Dimension | Shelf life
name Name (if [ No  (if | use construction | (if (if
registered | any) applicable) | applicable)
under the
Trade
Marks
Act,
1999)

1) (@) 3) (4) () (6) ()

(iif) an undertaking from_the, amanufacturer stating that the proposed
device is a Class A non—sterrle and non- measurlng medical device, as per
the First Schedule -, f

jthat the prbduct is conforming to
‘'safety and Sperformance of such

(iv) the manufacturer shall sg )
the essential pnnuples checkhst of
devices; ISCO

(v) the manufacturer shaII self—certflfy to comply with the standards
specified in these rules and

(vi) an undertaking duly S|gned by 'rhe manufacturer stating that the
information furnished by the applicant is true and authentic.

191. Registration number.— The registration number for a Class A non-
sterile and non-measuring medical device shall be generated after
furnishing of the information in accordance with rule 19H on the Online
System for Medical Devices established for this purpose.

19J. Import of Class A non-sterile and non-measuring medical
device.— (1) Any person who intends to import any Class A non-sterile
and non-measuring medical device shall upload the information in sub-
rule (2) relating to that medical device for registration on the Online
System for Medical Devices.
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(2) The importer shall upload the following in the Online System for
Medical Devices, namely:—

(i) name and address of importer and the name and address of the
manufacturing site;

(i1) details of Class A non-sterile and non-measuring medical devices
to be provided:

Generic | Brand Model Intended | Material of | Dimension | Shelf life
name Name (if [ No  (if | use construction | (if (if
registered | any) applicable) | applicable)
under the
Trade
Marks
Act,
1999)

O @ | @ @& 6 © )

(iii) an undertaklng from thei’f ,,_porter statrng that the proposed device is
Class A non-sterile and non- measurlng medlcal device, as per the First
Schedule; O CDSCC

(iv) the importer shall self- certrfy that the product is conforming to the
essential principles checkllst of safety and performance of such devices;

(v) the importer shall self-certrfy to comply with the standards specified
in these rules;

(vi) self-attested copy of the overseas manufacturing site or establishment
or plant registration, by whatever name called, in the country of origin
issued by the competent authority or Free Sale Certificate issued by the
National Regulatory Authority; and

(vii) an undertaking duly signed by the importer stating that the
information furnished by the applicant is true and authentic.

19K. Registration number for import.— The registration number for
import of a class A non-sterile and non-measuring medical device shall
be generated after furnishing of the information in accordance with rule
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19J on the Online System for Medical Devices established for this
purpose.

19L. Maintenance of records.— (1) The manufacturer or, as the case
may be, importer shall maintain the records relating to manufacturing or
importing along with its sales or distribution.

(2) The manufacturer or, as the case may be, importer shall produce the
records, labels, instructions for use, on request by Licensing Authorities.

(3) The Licensing Authorities may verify the records and documents
referred to in sub-rule (2) at any point of time and investigate quality or
safety related failures or complaints.

19M. Cancellation or suspension of registration.— (1) The State
Licensing Authority or the Ceptrabldgensing Authority, as the case may
be, may, after giving the=registrant an oppertunity to show cause as to
why such an order should not be :passed by an“@rder in writing stating the
reasons thereof, cancel the L ation numbér generated under the
provisions of rule=19-1 or ruleyd ,jr suspend it for such period as the
Licensing Authority thinks fity elther WhoIIy or irtrespect of any of the
medical devices to WHicH" lt relates if:in”its opinion, the registrant has
failed to comply Wlth any of the pl‘OVISIOﬂS of the rules under this
Chapter; 2 ‘

(2) Any person who is aggrieved by an order passed by the State
Licensing Authority or the Central Licensing Authority, as the case may
be, may, within forty-five days of the receipt of a copy of such order,
prefer an appeal to the State Government or the Central Government, as
the case may be, and the State Government or the Central Government,
shall after giving the said appellant an opportunity of being heard,
confirm, reverse or modify such order.]

CHAPTER IV
MANUFACTURE OF MEDICAL DEVICES FOR SALE OR FOR
DISTRIBUTION
20. Application for manufacture for sale or for distribution of Class A
L2[(other than non-sterile and non-measuring)] or Class B medical device
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(1) Any person who intends to manufacture a Class A £[(other than
non-sterile and non-measuring)] or Class B medical device including in intro
diagnostic medical device shall make an application for grant of licence or
loan licence to manufacture for sale or for distribution to the State Licensing
Authority.

(2) The application under sub-rule (1) shall be made through an
identified online portal of the Ministry of Health and Family Welfare in the
Central Government in Form MD-3 for licence or in Form MD-4 for loan
licence accompanied with a fee, as specified in the Second Schedule along
with respective documents as specified in Part Il of the Fourth Schedule.

(3) The application made under sub-rule (1), shall, amongst others, be
accompanied with an undertaking to the effect that the requirements of
Quality Management System as specmed in the Fifth Schedule have been
complied with.

(4) The State Llcensmg Authorlty shafly after scrutlny of documents and
on being satisfied that<the requwements of these rules have been complied
with, grant a licence 20 manufactire;Class A 14[(other than non-sterile and
non-measuring)] medi€al devices in Fosm MD-5.or loan licence in Form MD-
6, as the case may be, or if not satlsfled reject the application for reasons to
be recorded in writing, W|th|n forty= flve days from the date, the application is
made under sub-rule (1): “

PROVIDED that,—

(1) no audit of the manufacturing site shall be necessary prior to grant of
licence or loan licence to manufacture for sale or for distribution of Class
A [(other than non-sterile and non-measuring)] medical device; and

(i)  the required audit of such manufacturing site by the registered
Notified Body in the manner as specified in the Third Schedule shall be
carried out within one hundred and twenty days from the date on which
the licence was granted by the State Licensing Authority.

(5) Manufacturing site of the applicant, in respect of Class B device,
shall conform to the requirements of Quality Management System as
specified under the Fifth Schedule and applicable standards as specified under
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these rules and such conformance shall be verified through an audit by a
Notified Body as referred under rule 13 before grant of licence.

(6) In case of application for grant of licence or loan licence to
manufacture for sale or for distribution of Class B medical devices,—

(i) the audit of the manufacturing site shall be carried out within ninety'
days from the date of application by the registered Notified Body in the
manner specified in the Third Schedule;

(i) the Notified Body shall furnish its report to the State Licensing
Authority within thirty days of the completion of audit;

(iii) the State Licensing Authority shall, after scrutiny of documents, audit
report as referred to in clause (ii) and on being satisfied that the
requirements of these rules haverbeen,complied with, grant a licence to
manufacture Class B medical devices in Farm MD-5 or loan licence in
Form MD-6, as the case may:be,or4fnet satistied, reject the application
for reasons to be re¢orded in Wrmng, within a pefiod of twenty days from
the date of receipt! of the repokt -o ,,au‘dlt by the Notlfled Body.

(7) Ifthe application for ‘g‘rantfohf licence-ordoan licence to manufacture
for sale or for distribution is rej'ectea‘ under)sub-rules(4) or sub-rule (6), the
aggrieved person may file an appea¥F before the State Government within
forty-five days from the date of receipt of SUCK! rejectlon which may, after
such enquiry and after giving ah“epportumity of being heard to the appellant,
be disposed of within a period of sixty days.

(8) Where the Central Licensing Authority or the State Licensing
Authority has reason to believe or it has been alleged or suspected that the
medical device does not conform to the standards of quality, or the provisions
of the Fifth Schedule are not complied with, the State Licensing Authority, in
case of Class A ¢[(other than non-sterile and non-measuring)] or Class B
medical device, or the Central Licensing Authority, in case of any Class of
medical device, may direct a team of officers referred to in rule 23 to cause
inspection of licensed manufacturing site.

21. Application for manufacturing Class C or Class D devices
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(1) An application shall be made to the Central Licensing Authority
through an identified online portal of the Central Government for licence or
loan licence to manufacture for sale or for distribution, as the case may be, of
Class C or Class D medical device in Form MD-7 or Form MD-8,
respectively.

(2) The application in Form MD-7 or Form MD-8 referred to in sub-
rule (1) relating to Class C or Class D medical device, as the case may be,
shall be accompanied with a fee as specified in the Second Schedule along
with documents as specified in clause (ii) of Part Il of the Fourth Schedule.

(3) The Central Licensing Authority may, wherever required, in case of
Class C or Class D medical devices, use the services of any expert in the
relevant field for scrutiny of application and other technical documents.

(4) The scrutiny referred. tovir'Sub~rule, (3) shall be completed by the
Central Licensing Authority Wlthln 2 perlod of forty five days from the date
of online submission of appllcatlon RS

(5) In case, where the documew, !,lre Vfound to b€’ complete and in order,
the Central Licensing Authority shall cause am inspection of the
manufacturing site carried outzuhder: rule 73" by a team of officers
accompanied by such experts, as mayube _con3|dered ngcessary.

(6) The Central Lic'énsing Authority may,‘Where required, avail the
services of a Notified Body Tréferedota™in sub-rule (4) of rule 13 for
inspecting the manufacturing site of Class C and Class D medical devices.

(7) In case, where the documents furnished with the application referred
to in sub-rule (1) are not found to be complete and in order, the Central
Licensing Authority shall reject the application and inform the applicant of
the reasons for such rejection electronically:

PROVIDED that where deficiencies that can be rectified, are pointed out
by the Central Licensing Authority within the stipulated period, the period
referred to in sub-rule (4) shall reckon from the date these deficiencies have
been removed.

22. Requirements for grant of manufacturing licence or loan licence
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While making application for grant of licence or loan licence under rule
20 or rule 21, the applicant shall meet the following requirements, namely:—

(i) the manufacturing site shall comply with the requirements of the Quality
Management System as specified under the Fifth Schedule;

(i) appoint competent technical staff under whose direction and supervision
the manufacturing activity of a medical device shall be undertaken and such
staff shall possess the following educational qualification and experience:—

(a) degree in engineering in relevant branch or in pharmacy or in
science in appropriate subject from a recognised University and shall
have experience of not less than two years in manufacturing or testing
of medical devices; or

(b) diploma in engineering,(indreleyant branch) or in pharmacy from
a recognised institutezand shall_have thé experience of not less than
four years in manufacturing ot -_tes;ting of medical devices;

(i)  appoint comptent techipicalstaff with degree or diploma in
engineering (in relevant branch) or in pharmacy or dn science in relevant
subject and having experiencecof not less!thantwoeyears in testing of medical
devices under whose 4irection an_d\“" éu_per\/ision, the testing activity of a
medical device shall be Gndertaken: ===

23. Inspection for grant of liceneg or l@an‘ficence for Class C or Class D
medical device

(1) Before grant of licence to manufacture for sale or for distribution in
respect of Class C or D medical device, the manufacturing site shall be
inspected within a period of sixty days from the date of application by a team
comprising not less than two Medical Device Officers which may include any
officer senior to the Medical Device Officer with or without an expert, or a
Notified Body referred to in sub-rule (4) of rule 13:

PROVIDED that no inspection of a medical device manufacturing site for
grant of loan licence to manufacture such medical device shall be required to
be carried out if the manufacturing site is already licensed to manufacture
such medical device for sale or for distribution.
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(2) The composition of the inspection team referred to in sub-rule (1)
shall be determined by the controlling officer and no inspection shall be
carried out without prior approval of the controlling officer.

24. Inspection report

After completion of inspection as referred to in rule 23, the inspection
team shall forward a descriptive report containing findings on each aspect of
inspection along with the recommendations to the Central Licensing
Authority, through online portal of the: Ministry of Health and Family
Welfare in the Central Government and forward a copy of the same to the
applicant.

25. Grant of licence or loan licence to manufacture for sale or for
distribution

(1) If the Central Licensing Authority, ‘after receipt of the report as
referred to in rule 24, and-such farther enqguiry, if‘any, as may be considered
necessary, is satisfied;’that the,;; "‘qu&rements of these rules have been
complied, that Authority shall gran __i-cence in Form’ MD-9, or loan licence
in Form MD-10 or may reject the appllcatlon for reasons to be recorded in
writing, within a period of forty,flve;_yd,ays from' the’ date the inspection report
has been received. Lt

(2) Ifthe application for grart of licence ok loan licence to manufacture
for sale or for distribution is rejected;understib-rule (1), the aggrieved person
may file an appeal before the Central Government within forty-five days from
the date of receipt of such rejection, which may, after such enquiry and after
giving an opportunity of being heard to the appellant, be disposed of within a
period of sixty days.

(3) Incase, a licensee or loan licensee intends to manufacture additional
medical devices in the licensed manufacturing site, the manufacturer shall
make an application for grant of permission to manufacture such medical
devices to the Central Licensing Authority or State Licensing Authority, as
the case may be, along with the fee as specified in the Second Schedule and
the documents as referred to in rule 20 or rule 21, as the case may be.

(4) In case of investigational medical device or new in vitro diagnostic
medical device, the applicant shall obtain prior permission in Form MD-27 or
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Form MD-29 from the Central Licensing Authority and no licence to
manufacture any class of such medical device shall be granted without such
permission.

26. Conditions for manufacturing licence or loan licence

After grant of licence or loan licence in Form MD-5, Form MD-6, Form
MD-9 or MD-10, as the case may be, the licence holder shall comply with the
following conditions, namely:—

(i) licence shall be produced when requested by the Medical Device
Officer or any other senior officer under the control of Central Licensing
Authority or State Licensing Authority, as the case may be;

(it)  the licence holder shall inform the State Licensing Authority or the
Central Licensing Authority, as,thescase may be, of the occurrence of any
suspected unexpected serious adverse evéat and action taken thereon
including any recall within fifteensdays of such'event coming to the notice
of licence holder; & 7 "

(iii) the licenceZholder shall lobtain prior appréval from the Central
Licensing Authority oF #he State, Ligensing Authority, as the case may be,
before any major change as s‘pec}i“'fi’éd in the SixthsSchedule is carried out
and the Central Licensing Authority-or the Staté Licensing Authority, as
the case may be, shall indicaté s approval or rejection within forty-five
days and in case where o reommenication is received within the
stipulated time from such Authority, such change shall be deemed to have
been approved;

(iv) the licence holder shall inform any minor change as specified in the
Sixth Schedule to the State Licensing Authority or Central Licensing
Authority, as the case may be, within a period of thirty days after such
minor change take place;

(v) the licence holder shall carry out test of each batch of product
manufactured prior to its release for compliance with specifications either
in his own laboratory or in any other laboratory registered under sub-rule
(3) of rule 83;
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(vi) the licence holder shall, on being informed by the Central Licensing
Authority or State Licensing Authority, as the case may be, that any part
of any lot of the medical device has been found not conforming with the
provisions specified under the Act and these rules, and on being directed
so to do by such licensing authority, withdraw the remainder of that lot
from sale and, so far as may, in the particular circumstances of the case,
be practicable, recall the issues already made from that lot;

(vii) the licence holder shall maintain an audit or inspection book in
Form MD-11 to enable the Notified Body or Medical Device Officer to
record his observations and non-conformity, if any;

(viii)  the licence holder shall maintain at least one unit of sample from
each batch of invasive medical device and in vitro diagnostic medical
device manufactured for reference purpose for a period of one hundred
and eighty days after the date'of expify of such batch;

(ix) the licence holder shall malhtam records of manufacturing and sales
which shall be opeprto mspectro hya Medlcal Devrce Officer;

(x) the medical devrce When offered\for sale, shall be accompanied by
either its package insert ot user manual Wherever applicable;

(xi) the manufacturrng or testmg actrvrty of ‘medical device shall be
undertaken only under the dlrectlon and superV|S|on of the competent
technical staff; :

(xii) if the manufacturer has stopped manufacturing activity or closed
the manufacturing site for a period of thirty days or more, the same shall
be intimated to the Central Licensing Authority or the State Licensing
Authority, as the case may be.

Change in constitution

In case of change in constitution of a licensee, after grant of licence under

sub-rule (4) of rule 20 or sub-rule (6) of rule 20 or sub-rule (1) of rule 25, as
the case may be, the manufacturer inform the Central Licensing Authority or
the State Licensing Authority, as the case may be, within forty-five days and
shall make an application under sub-rule (1) of rule 20 or sub-rule (1) of rule
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21, as the case may be, for grant of licence within a period of one hundred
eighty days from the date of such change in constitution:

PROVIDED that the existing licence shall be deemed to be valid till such
time, a fresh licence is issued or application is rejected by the State Licensing
Authority or the Central Licensing Authority, as the case may be:

PROVIDED FURTHER that if the application is rejected, the
manufacturer may appeal to the Central Government or the State
Government, as the case may be, within a period of sixty days.

28. Unannounced inspection by State Licensing Authority

The State Licensing Authority shall, in cases where licence has been
granted for manufacturing Class A and Class B medical devices under rule
20, cause an inspection of the manufacturing site to be carried out by a
Medical Device Officer on.a tandom_basis anésuch inspection shall not be
less than two per cent, of the totakauditscarried; out by Notified Bodies
within that State for that'class of-medicaldevice.

29. Validity of licence

(1) A licence or Joan licenc€ issued imForm MB-5, Form MD-6, Form
MD-9 or Form MD-10 S‘hall remainf'valid;in'perpetuity, subject to payment of
licence retention fee as spé¢ified in-the=Second Setiedule before completion of
the period of five years from tffe:date of jitstissue, unless, it is suspended or
cancelled by State Licensing Authority or the Central Licensing Authority, as
the case may be.

(2) If the licence holder fails to pay the required licence retention fee on
or before due date as referred to in sub-rule (1), the licence holder shall, in
addition to the licence retention fee, be liable to pay a late fee calculated at
the rate of two per cent, of the licence retention fee for every month or part
thereof within one hundred and eighty days and in the event of non-payment
of such fee during that period, the licence shall be deemed to have been
cancelled.

30. Suspension and cancellation of licence

(1) Where the licensee contravenes any provision of the Act and these
rules, the State Licensing Authority or the Central Licensing Authority, as the
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case may be, shall, after giving the licensee an opportunity to show cause as
to why such an order should not be passed, shall by an order and for reasons
to be recorded in writing, suspend it for such period as it considers necessary
either wholly or in respect of any of the medical device or cancel the licence
or loan licence.

(2) A licensee whose licence or loan licence has been suspended or
cancelled by the State Licensing Authority or the Central Licensing
Authority, as the case may be, under sub-rule (1), may within forty-five days
of the receipt of a copy of the order by such authority, prefer an appeal to the
State Government or the Central Government, as the case may be, and the
State Government or the Central Government, shall after giving the licensee
an opportunity of being heard, confirm, reverse or modify such order.

(3) The State Licensing Authority or the Central Licensing Authority, as
the case may be, may revoke_suspension ‘otder issued under sub-rule (2) for
reasons to be recorded in wgiting, 75 | )

(4) Orders of sugpension |ssue drs'irevt)ked; or=cancellation of licence
shall be duly published on the cpncerned websites of the State Licensing
Authority or the Central Licens_ing Authority,.as the case may be.

31.Test licence to mangfacture|for tﬂes\t,",e‘valuation, clinical investigations,
etc. po D —

(1) Small quantity of CldssrAs&[(Other than non-sterile and non-
measuring)] or Class B or Class C or Class D of medical devices may be
manufactured for the purpose of clinical investigations, test, evaluation,
examination, demonstration or training for which an application shall be
made in Form MD-12 to the Central Licensing Authority and shall be
accompanied with a fee as specified in the Second Schedule.

(2) The application made under sub-rule (1) shall also be accompanied
with the following documents, namely:—

(@) brief description of the medical device including intended use,
material of construction, design and an undertaking stating that the
required facilities including equipment, instruments, and personnel
have been provided to manufacture such medical devices;
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(b) list of equipment, instruments;
(c) list of qualified personnel;
(d) copy of manufacturing licence issued under these rules, if any;

(e) approval letter authorising to undertake research and development
activities issued by any Government organisation, if any.

(3) The Central Licensing Authority, after enquiry, if any, as may be
considered necessary, on being satisfied that the requirements of these rules
have been complied, shall grant a test licence in Form MD-13, or may reject
the application for reasons to be recorded in writing, within a period of thirty
days from the date the application is made under sub-rule (1).

(4) The licensee shall maintain a record of the details of quantity of the
product manufactured under test'Ticence.

(5) A licence granted under sub rule (%)) shaII unless cancelled earlier,
remain in force for a perlod of thre » ars‘from the date of its issuance.

32. Conditions of“test licence, to manufacture for test, evaluation,
clinical |nvest|gat|ons etc.

A licence in Form MD 13 under ruIe 31 shaII be subject to the following
conditions, namely:—

(@) the licensee shall use the medical device manufactured under
licence granted under sub-rule (3) of rule 31 exclusively for the
purpose of clinical investigations, test, evaluation, examination,
demonstration or training at the place specified in the licence;

(b) the licensee shall allow any Medical Device Officer to enter, with
or without notice, the premises where the medical device are
manufactured and to satisfy himself that only clinical investigations,
test, evaluation, examination, demonstration or training is being
conducted on such device;

(c) the licensee shall maintain a record of the quantity of medical
device manufactured, tested and stocked and its disposition.
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33. Cancellation of test licence to manufacture for test, evaluation, clinical
Investigations, etc.

(1) Where any licensee under rule 31 contravenes any provision of
these rules, the Central Licensing Authority, shall, issue a show cause notice
to such licensee asking, as to why an order should not be made to cancel the
licence.

(2) The Central Licensing Authority shall, after giving an opportunity
to the licensee to explain in writing licensee's defence, pass an order for
cancellation or otherwise and record the reasons therefor in the said order.

(3) A licensee, whose licence has been cancelled, may appeal to the
Central Government within forty-five days from the date of the order.

CHARDER,V
IMPORTOF MEDICAL'®REVICES

34. Application for grant of |mprthcence

(1) An authorised agent h:a'v':i: g‘;’uli'éence to manufacture for sale or
distribution or wholesaleClicérnee. ffof sale. 6P distribution ¥[or registration
certificate in Form MB-42] under t_ﬁfééé‘_jrul'es, shall make an application for
grant of import licence for, ‘medicalf’dévice'to the Central Licensing Authority
through an identified onli‘nevportal‘ of ‘the Min~i5try of Health and Family
Welfare in the Central Governmeftin, Eorra™D-14 for obtaining a licence.

(2) The application under sub-rule (1) shall be accompanied with the
fee as specified in the Second Schedule along with respective documents as
specified in the Fourth Schedule:

PROVIDED that any change in the documents submitted at the time of
application and prior to grant of licence shall be informed, in writing, to the
Central Licensing Authority.

(3) Where the Central Licensing Authority, has reason to believe that
the quality of the medical device is compromised, and decides to subject it to
evaluation, test or examination, the authorised agent shall pay a fee for such
evaluation, test or examination, to the testing laboratory as specified by the
Central Licensing Authority
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(4)  Any subsequent application for,—

(i) grant of licence for additional manufacturing site for the same
medical device by the same authorised agent shall be accompanied
with a fee and documents as referred in sub-rule (2);

(if) licence for additional medical device manufactured at the same
manufacturing site shall be made by the same authorised agent
accompanied with fee as specified in the Second Schedule and
respective documents as specified in the Fourth Schedule.

35. Inspection of overseas manufacturing site

(1) On receipt of an application under sub-rule (1) of rule 34, the
Central Licensing Authority, may cause an inspection of the overseas
manufacturing site either by itself-or=hy-any other person or body to whom
the power has been delegated for the purpose

(2) The applicant shaII be Ilable to pay a fed.as specified under the
Second Schedule in réspect of expend',Ure required ‘in connection with the
visit to the overseas manufacturlng snte under sub ruIe e).

36. Grant of |mport Ilcence

(1) After examlnatlon of documents furnished with the application
under sub-rule (1) of rule 344and_on the basis of the inspection report, if
inspection has been carried out, the Central Licensing Authority may, on
being satisfied, grant licence in Form MD-15 or, may reject such application
for which reasons shall be recorded in writing, within a period of nine months
from the date of application.

(2) In the event of rejection, the applicant may appeal to the Central
Government within a period of forty-five days and that Government, may,
after such enquiry into the matter, as considered necessary, pass orders in
relation thereto within a period of ninety days from the date of appeal.

(3) Where, a free sale certificate has already been issued in respect of
any medical device by the national regulatory authority or other competent
authority of any of the countries namely, Australia, Canada, Japan, European
Union Countries, [United Kingdom or the United States of America], a
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licence shall be granted under sub-rule (1) to the applicant without carrying
out clinical investigation.

(4) Where a medical device is imported from countries other than those
referred to in sub-rule (3), the licence in case of Class C and Class D medical
devices may be granted after its safety and effectiveness has been established
through clinical investigation in India as specified under provisions of
Chapter VII of these rules.

(5) Where a medical device, is imported from countries other than those
referred to in sub-rule (3), the licence in case of Class A 2[(other than non-
sterile and non-measuring)] or Class B medical devices may be granted after
its safety and performance has been established through published safety and
performance data or through clinical investigation in the country of origin and
a free sale certificate from the country of origin is furnished.

(6) In case of investigational medical device or new in vitro diagnostic
medical device, the applicant shaltiobtain/prior permission in Form MD-27 or
in Form MD-29 fromsthe Central7icensing Autharity and no licence to
import any class of =such mediC"aI'~:"~fdévice shall be=granted without such
permission. =

37. Validity of licence

A licence granted undes,subirafe (1) of rufe 36 shall remain valid in
perpetuity, unless, it has beerf cancelled" or surrendered, provided the
authorised agent deposits the licence retention fee with the Central Licensing
Authority as specified in the Second Schedule for each overseas
manufacturing site and for each licensed medical device after completion of
every five years from the date of its issue:

PROVIDED that the Central Licensing Authority may permit to deposit
the licence retention fee after due date but before expiry of ninety days with a
late fee calculated at the rate of two per cent, per mensem:

PROVIDED FURTHER that if the licensee fails to deposit the licence
retention fee within the above stipulated period, the licence shall be deemed
to have been cancelled.

38. Conditions to be complied with by licence holder
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(1) The licensee shall comply with the following conditions, namely:—

(i) licence shall be produced when requested by the Medical Device
Officer or any other senior officer under the control of Central Licensing
Authority or the State Licensing Authority, as the case may be;

(i1) the licensee shall inform the licensing authority forthwith and, in all
circumstances, within a period of fifteen days of any administrative action
taken on account of any adverse reaction, such as market withdrawal,
regulatory restrictions, cancellation of authorisation or declaration of the
medical device as not of standards quality by the regulatory authority of
the country of origin or by any regulatory authority of any other country,
where the medical device is marketed, sold or distributed,

(i)  authorised agent in cases referred in clause (ii), shall stop
immediately the despatch apdvmarketing,of the medical device referred in
that clause;

(iv) the Central Llcensmg Authonty, after dée consideration of the
information as reférred in claise’ (n) ‘may issue directions to the licensee
in respect of marketing, sale jor| distribution of the medical device
including withdrawal ‘of medical device front the Indian market within a
period as may be specified by the'Ce_ntraI Licensing Authority;

(v) the authorised agent shall"obtain™priof approval from the Central
Licensing Authority before dhy+major=¢hange, as specified in the Sixth
Schedule, is carried out and the Central Licensing Authority shall indicate
its approval or rejection within sixty days;

(vi) in case, no communication of approval or rejection as referred to in
clause (v) is received within the stipulated time from the Central
Licensing Authority, such change shall be deemed to have been approved;

(vii) licensee shall inform, any minor change as specified in the Sixth
Schedule to the Central Licensing Authority within a period of thirty
days, after such minor change took place;

(vii) authorised agent shall inform the Central Licensing Authority in
writing within a period of thirty days in the event of any change in the
constitution of the overseas manufacturer or the authorised agent;
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(ix) the consignment of medical device shall be accompanied by an
invoice or statement showing the name and quantity of the medical
device,

(x) the licensee shall supply the medical device for sale or offer it for
sale along with its package insert or user manual, wherever applicable.

(2) Where the Central Licensing Authority is satisfied that any medical
device is not in conformity with the provisions of the Act and these rules, it
may issue directions that the entire batch of such medical device may not be
sold or offered for sale or may be recalled from the market including
hospitals, if any, where it has been stocked:

PROVIDED that where the Central Licensing Authority considers it
necessary or expedient, more than one batch or all batches of such medical
device may be directed to be recaled:?

39. Fresh application in case of_chang’eg in constitution

In case of change in constltutlo‘ _hcensee after grant of licence under
sub-rule (1) of rule 364 an appllcatlon $hall be made urider sub-rule (1) of rule
34 for grant of licence withint perlod of one hundred and eighty days from
the date of such change in constltutlon ‘

PROVIDED that the exnstmg Ilcence shall be deemed to be valid till such
time, he fresh licence is issuéth,qr, application is rejected by the Central
Licensing Authority.

Explanation: For the purpose of this rule, the licensee shall include
overseas manufacturer who executed the power of attorney in favour of
authorised agent.

40. Test licence for import for test, evaluation, clinical investigations,
etc.

(1) Notwithstanding anything contained in these rules, any medical
device or in vitro diagnostic medical device may be imported for the purpose
of clinical investigations or test or evaluation or demonstration or training.

(2) The person who desires to import medical device under sub-rule (1),
shall apply for an import licence for test, evaluation or demonstration or
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training to the Central Licensing Authority in Form MD-16, accompanied by
such fee as specified in the Second Schedule.

(3) On receipt of the application under sub-rule (2), the Central
Licensing Authority shall determine, the quantity of the medical devices, after
taking into account the requirement for clinical investigation, approved
clinical investigation plan, and information and documents submitted by the
applicant.

41. Grant of test licence for import for test, evaluation, clinical
Investigations, etc.

(1) If the Central Licensing Authority, after such enquiry, if any, is
satisfied that the requirements of these rules have been complied, the said
authority shall grant a test licence in Form MD-17, or may reject the
application for reasons to be recorded in writing, within a period of thirty
days from the date the application inder subrule (2) of rule 40.

(2) The medical device fof Whlch A test licenée has been granted under
sub-rule (1), shall be used excluswelwrfor purposes of clinical investigation,
test, evaluation, demenstration Of’training, as the case may be, and such
clinical investigations“or test_ or evaluatlon or. tralnmg shall be conducted at a
place specified in such test licencg:2>

PROVIDED that in“cases Wheréf‘fhé""medicalirdevice is required to be
taken to any place other than, the ones mentioned in the test licence, the
Central Licensing Authority shall be"informed in writing before doing so.

(3) The holder of the test licence shall maintain record of the activities
undertaken including the name of manufacturer, quantity imported and date
of import.

(4) The consignment of medical device shall be accompanied by an
invoice or statement showing the name and quantity of medical device.

(5) A licence in Form MD-17 shall, unless cancelled earlier, be in force
for a period of three years from the date of its issue.

(6) The medical devices including in vitro diagnostic medical device
referred to in sub-rule (2) that are not used, may be permitted to be exported
or destroyed under intimation to the Central Licensing Authority.
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(7) Where any licensee under sub-rule (1) contravenes any provision of
these rules, the Central Licensing Authority, shall, issue a show cause notice
to such licensee asking, as to why an order should not be made to cancel the
licence.

(8) The Central Licensing Authority shall after giving an opportunity to
the licensee to explain, in writing, licensee's defence, pass an order for
cancellation or otherwise and record the reasons therefor in the said order.

(9) A licensee, whose licence has been cancelled under sub-rule (8),
may appeal to the Central Government within forty-five days from the date of
such order.

42. Import of investigational medical device by Government hospital or
statutory medical institution for treatment of patient

(1) Small quantity ofsinvestigational medical device, the import of
which is not allowed, butapproved ia-the’gountryaf origin, may be allowed
to be imported by the Gentral Lice ",rng Authorrty for treatment of a patient
suffering from a life threatening dlsease oridisease causmg serious permanent
disability or diseasecrequiring therapy for unmet medical need, on an
application made by a Medical Offlcer through the"medical superintendent of
a Government hospitalZr a statutory medical institution in Form MD-18 and
such application shall bé”accompanied by documents required and the fee as
specified in the Second Schedule

(2) On receipt of an application under sub-rule (1), the Central
Licensing Authority shall, on being satisfied about the information and the
documents enclosed with the application, grant import licence for treatment
of patient in Form MD-19.

(3) The medical device for which the licence is granted under sub-rule
(2), shall, be used exclusively for the purpose of treatment of the patient
referred to in sub-rule (1).

(4) The holder of licence shall maintain record of the name of the
manufacturer, quantity imported and used, date of import, name and address
of the patient and diagnosis.
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(5) The holder of the licence shall allow the medical device officer
authorised by the Central Licensing Authority in this behalf to enter, with or
without prior notice, the premises where the medical devices are stocked and
to inspect the premises and relevant records and investigate the manner in
which the medical device is being used and to take, if required, samples
thereof.

(6) The quantity considered necessary shall be determined by the
Central Licensing Authority after taking into account the recommendation of
the hospital concerned for treatment of patient suffering from a life
threatening disease or disease causing serious permanent disability or disease
requiring therapy for unmet medical need.

(7) Where the Central Licensing Authority is satisfied, it may, in
exceptional and special circumstances, allow import of larger quantity of
medical devices for use by the.patient. =

(8) The conS|gnment of medlcal deV|ce shall, be accompanied by an
invoice or a statement showing the name and quantlty of medical device.

43. Import of medlcal deV|ce for personal use

(1) Small quantityZof medlcal deV|ce the importrof which is otherwise
prohibited under section®10 of the“Act; ‘hay be ‘imported for personal use
subject to the following COﬂdIthﬂS namely —

(i) the medical device shaII form part of a personal baggage of a
passenger and be intended for the exclusive use of such passenger;

(i)  the medical device shall be declared as personal baggage of the
passenger to the customs authorities, if they so direct;

(iii)  the quantity of any single medical device so imported shall not
exceed the quantity specified by the registered medical practitioner;

(iv) the medical device has been prescribed by a registered medical
practitioner; and

(v) the medical device so imported shall be accompanied with an
invoice or a statement showing the name and quantity of medical device.
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(2) Small quantity of medical device, the import of which is otherwise
prohibited under section 10 of the Act, and which is not forming a part of
bona fide personal baggage, may be imported for personal use, on an
application made by the applicant in Form MD-20 and such application shall
be accompanied by documents confirming that the device is for bona fide
personal use and a prescription to that effect by a registered medical
practitioner.

(3) On receipt of an application under sub-rule (2), the Central
Licensing Authority shall, on being satisfied about the information and the
documents enclosed with the application, grant permission in Form MD-21 or
may reject the application for reasons to be recorded in writing within a
period of seven days from the date of application under sub-rule (2).

(4) Medical devices as referred to in sub-rule (2) shall be subject to the
following conditions, namely:=<»™"""

(i) the medical<ievice/Shall e declared to:the Customs Authorities
If they so direct; e NN /

(i) the conéignment of thé‘\”‘r»nedical drevice'so imported shall be
accompanied with an 'invoiqe_or statement showing the name and
quantity of medigal devicg.--

2l143A. Suspension and ckancell»ation gfiicence<

(1) If the manufacturer or licensee fails to comply with any of the
conditions of an import license, or any provisions of the Act and these rules,
the Central Licensing Authority may after giving the manufacturer or licensee
an opportunity to show cause why such an order should not be passed, by an
order in writing stating the reasons therefor, cancel a license issued under
rules, or suspend it for such period as it may think fit either wholly or in
respect of any of the part of medical device to which it relates or direct the
licensee to stop import, sale or distribution of the said medical device and,
thereupon, order the destruction of medical device and the stock thereof in the
presence of an officer authorised by the Central Licensing Authority, if in its
opinion, the licensee has failed to comply with any of the conditions of the
licence or with any provisions of the Act or the rules made thereunder:
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PROVIDED that a person who is aggrieved by the order passed by the
Central Licensing Authority under this rule may, within thirty days of the
serving of the order, file an appeal to the Central Government, and the Central
Government may, after such enquiry into the matter, as it considers necessary
and after giving the said appellant an opportunity of being heard, pass such
order as it thinks fit.]

CHAPTER VI
LABELLING OF MEDICAL DEVICES

44. Labelling of medical devices

The following particulars shall be printed in indelible ink on the
label, on the shelf pack of the medical device or on the outer cover of
the medical device and on every outer covering in which the medical
device is packed, namely:—

(@) name of the medi’c.al devicei™ -,

(b) the details necessary f user to identify the device and its use;
(c) the name of manufacturer and address of manufacturlng premises

where the device has been manufactured

(d) the correct statement about the net quantlty in terms of weight,
measure, volume, number of units;'as the €ase may be, and the number
of the devices contained in‘thepackage expressed In metric system;

(e) the month and year of manufacture and expiry (alternately the
label shall bear the shelf life of the product):

PROVIDED that in case of sterile devices, the date of sterilization may
be given as date of manufacture of the device:

PROVIDED FURTHER that where the device is made up of stable
materials such as stainless steel or titanium, and supplied non-sterile or
in case of medical equipment or instruments or apparatus, the date of
expiry may not be necessary.

Explanation : For the purposes of this clause, the date of expiry shall
be in terms of the month and the year and it shall mean that the medical
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device is recommended till the last day of the month and the date of
expiry shall be preceded by the words "Expiry date" or "Shelf Life";

(f) to provide, wherever required, an indication that the device
contains medicinal or biological substance;

(g) to provide, a distinctive batch number or lot number preceded by
the word "Lot No." or "Lot" or "Batch No." or "B. No.";

(h) to indicate, wherever required, any special storage or handling
conditions applicable to the device;

(i) to indicate, if the device is supplied as a sterile product, its sterile
state and the sterilisation method,;

(1) to give, if considered relevant, warnings or precautions to draw the
attention of the user of medical device;*

() to label the deice approprlately ifthe de’\/i,ce is intended for single
use, A RO :

(1) to overprirt on. the. label of t'he’,.deivivce, the words "Physician's
Sample—Not to be sold”# #f-a‘medical device is intended for
distribution to thezmedical‘professional as a free sample;

(m) to provide, exceptfor imported deviees, the manufacturing licence
number by preceding the words$**Manufacturing Licence Number" or
"Mfg. Lie. No." or "M. L";

(n) to provide on the label, in case of imported devices, by way of
stickering, where such details are not already printed, the import
licence number, name and address of the importer, address of the actual
manufacturing premises and the date of manufacture:

PROVIDED that the label may bear symbols recognised by the Bureau
of Indian Standards or International Organisation for Standardisation
(ISO) in lieu of the text and the device safety is not compromised by a
lack of understanding on the part of the user, in case the meaning of the
symbol is not obvious to the device user;
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(0) in case of small sized medical devices on which information cannot
be printed legibly, shall include the information necessary for product
identification and safety such as information covered by clauses (a),
(b), (), (d), (e), (9), (k), and (m) shall be included.

45. Exemption of labelling requirements for export of medical devices

The labels on packages or container of devices for export shall be
adopted to meet the specific requirements of law of the country to which the
device is to be exported, but the following particulars shall appear in a
conspicuous manner on the label of the inner most pack or shelf pack of the
medical device in which the device is packed and every other outer covering
in which the container is packed:—

(@) name of the device;

(b) the distinctive batch nuaber or lot numbéPor serial number preceded by
the word “Lot No." or "Lgt" or "Bafch Noz"or "B. No." or "Serial No.";

(c) date of expiry, if any;

(d) the name and address of mantfacturer-and-address of actual premises
where the device has been manufactured; .|

(e) licence number preyce”ded by Iétteris "Licence No. or Lie. No.";

(f) internationally recognised symbéls‘in lieu of text, wherever required:
PROVIDED that where a device is required by the consignee not to be
labelled with the name and address of manufacturer, the label on the package
or container shall bear a code number as approved by the Central Licensing
Authority and the code number shall bear the name of the State or Union
territory, in abbreviation, followed by the word "Device" and "manufacturing
licence number":

PROVIDED FURTHER that where a device is required by the
consignee not to be labeled with the code number also, the label on the
packages or container shall bear a special code number, as requested by the
consignee, and approved by the Central Licensing Authority.
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22[46. Unique device identification of medical device

With effect from such date as the Central Government may, by order
specify, every medical device approved for manufacture for sale or
distribution or import, shall bear a unique device identification in the manner
as may be specified in such order.]

47. Shelf life of medical devices

The shelf life of the medical devices, shall be determined keeping in
view the technical parameters and shall ordinarily not exceed sixty months
from the date of manufacture to be reckoned from month to month (i.e.
January to January), except in cases where satisfactory evidence is produced
by the manufacturer to justify a shelf life of more than sixty months of a
device to the satisfaction of the Central Licensing Authority:

PROVIDED that any mediCaIkdevice whose total shelf life claim is less
than ninety days, shallnot be<allowed- 1o, be mgported by the licensing
authority if it has Iess than forty;p“r cent wesidual shelf life on the date of
import: " !

PROVIDED FURTHER that any medicabdevice, whose total shelf life
claim is between ninety days fand’ one year, shallhot be allowed to be
imported by the licensing Zauthorlty ifit-has less than fifty per cent, residual
shelf-life on the date of impast; < |

PROVIDED ALSO that any medical ﬁdevice, whose total shelf life claim
iIs more than one year, shall not be allowed to be imported by the licensing
authority if it has less than sixty per cent, residual shelf-life on the date of
import.

48. Labelling medical device or a new in vitro diagnostic medical device
for purpose of test, evaluation, clinical investigations, etc.

Any medical device or new in vitro diagnostic medical device imported
or manufactured, for the purpose of clinical investigation or clinical
performance evaluation, test, evaluation, demonstration and training, shall be
kept in containers bearing labels, indicating the name of the product or code
number, batch or lot number, serial number wherever applicable, date of

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Page 46 of 248



manufacture, use before date, storage conditions, name and address of the
manufacturer, and the purpose for which it has been manufactured.

CHAPTER VII

CLINICAL INVESTIGATION OF MEDICAL DEVICE AND
CLINICAL PERFORMANCE EVALUATION OF NEW IN VITRO
DIAGNOSTIC MEDICAL DEVICE

49. Conduct of clinical investigation

No person or sponsor shall conduct any clinical investigation in respect of
investigational medical device in human participants except in accordance
with these rules and in accordance with the permission granted by the Central
Licensing Authority.

50. Application of rule 122DD of Drugs and Cosmetlcs Rules, 1945 with
regard to Ethics Commlttee : 2, e

(1) The Ethics C‘ommittee C ,;e,dk“ under ruI:e 122DD of the Drugs
and Cosmetics Rules, 1945 shall perform the functlons and duties under these
rules and shall be deemed'to’ be constltuted under these rules.

(2) The prowsmns of Ethics* Committee prov1ded in rule 122DD of the
Drugs Rules, 1945 shall,” ‘except’ Where specnflcally provided under these
rules, be applicable mutatis mutafidis; farthé purpose of clinical investigation
and clinical performance evaluation under this Chapter.

51. Application for grant of permission to conduct clinical investigation

(1) An application for grant of permission to conduct clinical
investigation for investigational medical device shall be made to the Central
Licensing Authority in Form MD-22 by a sponsor and shall be accompanied
with information specified in the Seventh Schedule.

(2) An application for grant of permission to conduct,—

(@) a pilot clinical investigation on an investigational medical device as
referred to in sub-rule (1) shall be accompanied with a fee as specified in the
Second Schedule along with information as specified in the Seventh
Schedule.
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Explanation : For the purposes of these rules, the pilot clinical investigation
means clinical investigation to be carried out for the first time in human
participants;

(b) a pivotal clinical investigation on an investigational medical device shall
be made on the basis of data emerging from pilot clinical investigation,
accompanied with a fee as specified in the Second Schedule:

PROVIDED that no fee shall be payable by any institute, organisation,
hospital run or funded by the Central Government or the State Government,
as the case may be, for conduct of clinical investigation.

(3) No permission for conduct of academic clinical study on licensed
medical device shall be required, where,—

(@) the Ethics Committee approvesrsuch a study; and

(b) the data generated durmg the 'study shalt not be used to furnish to
the Central Licensing Authorityeto: manufacture or to import for marketing
any investigational medlcal dewcej 3he country

(4) The Central Licensing,| Authority:cmay, in public interest,
abbreviate, defer, or waive the reglirementiof animaldata or clinical data for
conducting clinical invéstigation for.reasons to be recorded in writing before
granting permission to conduct clinical investigatioh.

(5) Medical devices requiring"‘CI'inicaI investigation but claiming
substantial equivalence to a predicate device shall not be marketed unless the
Central Licensing Authority has approved it.

Explanation 1: For the purposes of this sub-rule, a device shall be
deemed to be substantially equivalent in comparison to a predicate device, if
it has,—

(i) the same intended use and technological characteristics; or

(i) same intended use and different technological characteristics, and
demonstrate that the device is as safe and effective as the predicate device.

Explanation 2: A claim of substantial equivalence does not mean that
the proposed medical device and predicate device are identical. Substantial
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equivalence shall be established with respect to intended use, design, energy
used or delivered, materials, chemical composition, manufacturing process,
performance, safety, effectiveness, labeling, biocompatibility, standards, and
other characteristics, as applicable.

52. Permission to conduct clinical investigation

The Central Licensing Authority, after such further enquiry, if any, as
considered necessary, may,—

(i) if satisfied, that the requirements of these rules have been complied with,
grant permission to conduct clinical investigation for an investigational
medical device in Form MD-23;

(i) if not satisfied with the requirements as referred to in sub-clause (i), reject
the application, for reasons to be,recorded in writing, within a period of
ninety days, from the date of application made ‘diader sub-rule (1) of rule 51.

53. Conditions for permlssmn : ;
After grant of- permlssm‘n_ _ef red to in rule 52, the following
conditions shall be complied Wlth By the applicafit, namely:—

(i) clinical investigation! shaII be initiated Cafter approval of clinical
investigation plan by the registered Ethlcs Comittee;

(if)  clinical |nvest|~gat|on sh‘all be condu‘cted in accordance with the
approved clinical investigation, otan, Good Clinical Practices
Guidelines issued by the Central Drugs Standard Control Organisation
and provisions of the Seventh Schedule;

(iii)  clinical investigation shall be registered with the Clinical Trial
Registry of India before enrolling the first participant for such clinical
investigation;

(iv) annual status report of each clinical investigation, as to whether it
Is ongoing, completed or terminated, shall be submitted to the Central
Licensing Authority by the sponsor, and, in case of termination of any
clinical investigation, the detailed reasons for the same shall be
communicated to the Central Licensing Authority within thirty days of
such termination;
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(v) information about any report of suspected unexpected serious
adverse event occurring during clinical investigation on the subject
shall, after due analysis, be submitted by the sponsor to the Central
Licensing Authority within fourteen days of the knowledge of its
occurrence as specified in the Seventh Schedule and in compliance
with the procedure specified in these rules;

(vi) in case of an injury or death during clinical investigation of a
subject of a clinical investigation, the applicant shall provide complete
medical management or compensation in accordance with these rules;

(vii)  the premises of the sponsor including their employees,
subsidiaries and branches, their agents, contractors and sub-contractors
and clinical investigation sites shall be open for inspection by officers
of the Central Licensing Authority who may be accompanied by
officers of the State Licensifg AutHority or outside experts, to verify
compliance of the requirements’of these rales for conduct of clinical
investigation; < S ez |

(viii) the clinical investigation'shall be initiated by enrolling first
participant within a_period of/ one year from=the date of grant of
permission, failing which griop permiiSsiOn from the Central Licensing
Authority shall be requiredito-initiate-clinical igvestigation;

(ix) the Central Licénsing Authority,#hay impose or exempt any
condition while granting permission in respect of specific clinical
investigations, if considered necessary, regarding the objective, design,
subject population, subject eligibility, assessment, conduct and
treatment of clinical investigation.

54. Suspension, cancellation, etc. of permission

(1) If any person to whom permission has been granted under rule 52 fails
to ci .ply with any of the conditions of permission or any of the provisions of
the Act or ti e rules, the Central Licensing Authority may,—

(a) issue warning letter giving details of deficiency found; or
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(b) debar the investigator or sponsor including their employees,
subsidiaries and branches, their agents, contractors and sub-contractors to
conduct any clinical investigation for such period as it thinks fit; or

(c) suspend the permission for such period as it thinks fit or cancel either
wholly or partly the permission.

(2) Any person who is aggrieved by the order passed under sub-rule (1),
may file an appeal within thirty days of the receipt of such order before the
Central Government, which may, after such enquiry and after giving an
opportunity of being heard to the appellant, dispose of the appeal within a
period of sixty days.

55. Medical management and compensation related to clinical
investigation

(1) Where any participant is_injured 0f,account of participation in
clinical investigation, the sponsor permltted under rule 52 shall provide
medical management to that part|C| “‘ynt %

(2)  Where anZinjury is ‘c‘aju ed 'to the parficipant in a clinical
investigation of any in\’/estigational‘\‘ medical=Sdevice and such injury is
attributable to the use of investigatioﬁa’l' fned'ical devicg, the sponsor permitted
under rule 52 shall provnde to that®participant, medical management and such
compensation in the mannen.as specified under rule 122DAB of the Drugs
and Cosmetics Rules, 1945.  ©

(3) Where death of a participant is related to clinical investigation and is
attributable to the use of an investigational medical device, the sponsor,
permitted under rule 52 shall provide to the legal heir of that participant, such
compensation, in such manner as specified under rule 122DAB of the Drugs
and Cosmetics Rules, 1945.

56. Powers of search and seizure, etc.

The Medical Devices Officer may enter any premises related to clinical
investigation or clinical performance evaluation, with or without an expert,
with prior approval of the Central Licensing Authority, with or without prior
notice, to inspect the facilities, search and seize, record, data, documents,
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books, and medical devices including investigational medical devices or new
in vitro diagnostic medical device.

57. Maintenance of record

Every person, sponsor, clinical research organisation, any other
organisation or investigator conducting a clinical investigation or his agent
holding a permission under this Chapter shall maintain such data, record,
registers and other documents for a period of seven years after completion of
such investigation and shall furnish such information as may be required by
the Central Licensing Authority or any other officer authorised by it in this
behalf under rule 56.

58. Disclosure of name, address, etc., of persons involved in clinical
investigation or clinical performance evaluation

Every person, sponsgg; ” clinical . researeh organisation, any other
organisation or investigator conductmg A cllnlcal investigation or clinical
performance evaluatiorzor any agen‘ authorlsed by any of them, as the case
may be, shall, if so réquired, dis¢lg: :e'»}:'to the Medical“Device Officer or any
other officer authorised by the Central Licensing Authorlty, the names,
addresses and other partictitars-of persons involved-in clinical investigation.

59. Permission to cond_uct clinical berfOrmance evaluation for new in
vitro diagnostic medical déyjce '

(1) No person or sponsor shall conduct any clinical performance
evaluation in respect of a new in vitro diagnostic medical device on any
specimen, including blood or tissue derived from human body except under,
and in accordance with, the permission granted by the Central Licensing
Authority subject to such conditions and in such form and manner as
specified in these rules.

(2) An application for grant of permission to conduct, clinical
performance evaluation of new in vitro diagnostic medical device shall be
made to the Central Licensing Authority in Form MD-24 by the sponsor and
shall be accompanied with a fee as specified in the Second Schedule along
with information specified in sub-rule (3) duly signed by the sponsor in India:
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PROVIDED that no fee shall be required to be paid by the institutes,
organisation, hospitals, run by the Central Government or the State
Government, involved in conduct of clinical performance evaluation of new
In vitro diagnostic medical devices.

(3) The information required under sub-rule (2) shall contain the
following, namely:—

(i) approval from an Ethics Committee, which is registered with the Central
Licensing Authority, as specified in Appendix VIII of the Schedule Y of the
Drugs and Cosmetics Rules, 1945 and referred to in the Seventh Schedule;

(i) source and quantity of samples which shall be used during evaluation;

(iii)  device description including specification of raw material and finished
product, data allowing identificatiomrof the device in question, proposed
instruction for use 2%[or electronic mstructlons for use] labels and regulatory
status in other countries, |f any, LRNEHY

(iv) in house performance eva at ,nv]vdata used to establish stability,
specificity, sensitivity: repeatablllty and reprodUC|b|I|ty,

(v) clinical performance evaluatlon plan statlng ingparticular the purpose,
scientific, technical or megdical grounds-and scope of€valuation;

(vi) Case Report Form as kspecifvied in Table,6'f the Seventh Schedule;

(vii) undertaking by investigators as specified in Table 9 of the Seventh
Schedule;

(viii) the list of laboratories or other institutions taking part in the evaluation
study;

(ix) the scheduled duration for evaluation and, in case of devices for self-
testing, the location and number of lay persons involved;

(x) an undertaking that the device in question conforms to the requirements
of these rules, apart from aspects covered by evaluation and apart from those
specifically itemised in the undertaking, and that every precaution has been
taken to protect the health and safety of the patient, user and other persons.;
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(xi) Performance evaluation report from a laboratory designated under sub-
rule (1) of rule 19.

(4) The Central Licensing Authority may, in public interest, abbreviate,
defer, or waive the requirements of conducting clinical performance
evaluation for reasons to be recorded in writing for grant of permission to
conduct clinical performance evaluation.

(5) If the Central Licensing Authority, after such further enquiry, if
any, as may be considered necessary, is satisfied that the requirements of
these rules have been complied, may grant permission to conduct clinical
performance evaluation for a new in vitro diagnostic medical device in Form
MD-25 or may reject the application, tor reasons to be recorded in writing,
within a period of ninety days from the date of application.

60. Conditions for permissiono/A0” €enduct of clinical performance
evaluation

After grant of permission' referredto in sub-fale (5) of rule 59, the
following conditions shall be compfied:with'by the applicant,—

(i) clinical performancé eval‘u‘atioh ,‘\‘shall pebéonducted in accordance with
the approved clinicak perform'anc;e" evaluation plan and Good Clinical
Practices Guidelines; - o

(if)  clinical performance evaluation. shat*be initiated after approval of
clinical investigation plan by the registered Ethics Committee;

(iii)  clinical performance evaluation shall be registered with the Clinical
Trial Registry of India before enrolling the first participant for such clinical
performance evaluation;

(iv) annual status report of each clinical performance evaluation, as to
whether it is ongoing, completed or terminated, shall be submitted to the
Central Licensing Authority by the sponsor, and in case of termination of any
clinical performance evaluation, the detailed reasons for the same shall be
communicated to the Central Licensing Authority within thirty days of the
date of termination;

(v) the laboratories or other institutions taking part in the evaluation study
or the sponsor including their employees, subsidiaries and branches, their
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agents, contractors and sub-contractors, and clinical investigation sites shall
be open for inspection by officers of the Central Licensing Authority
authorised in this behalf who may be accompanied by officers of State
Licensing Authority or outside experts under these rules to verify compliance
of the requirements of these rules for conduct of clinical performance
evaluation;

(vi) the clinical performance evaluation shall be initiated within a period of
one year from the date of grant of permission, failing which prior permission
from the Central Licensing Authority shall be required to initiate such clinical
performance evaluation;

(vii) the Central Licensing Authority may impose or exempt any condition
while granting permission in respect of specific clinical performance
evaluation, if considered necessary, regarding the objective, design, subject
population, subject eligibility.-assé&ssment”€onduct and treatment of clinical
performance evaluation. . ;

61. Suspension or cancellationofpermission

(1) If any person to whom permissidn has been granted under sub-rule
(5) of rule 59 fails to comply "Wit.h@ny.;of the' conditions of permission, the
Central Licensing Autherity may, sus'pe_nd the permission for such period as it
thinks fit or cancel either“wholly of partly.”

(2) Any person who is aggrieveddy e order passed under sub-rule (1),
may file an appeal within thirty days before the Central Government, which
may, after such enquiry and after giving an opportunity of being heard to the
appellant, dispose of the appeal within a period of sixty days.

62. Medical management

Where any participant is injured on account of his participation in the
clinical performance evaluation, the sponsor permitted under sub-rule (5) of
rule 59 shall provide medical management to that participant.
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CHAPTER VIII

IMPORT OR MANUFACTURE MEDICAL DEVICE WHICH DOES
NOT HAVE PREDICATE DEVICE

63. Permission to import or manufacture medical device which does not
have its predicate device

(1) Save as otherwise provided in these rules, for import or manufacture
of medical device which does not have predicate medical device, an
application for grant of permission for such medical device after completion
of its clinical investigation under Chapter VII shall be made to the Central
Licensing Authority in Form MD-26 either by an authorised agent in case of
import or a manufacturer, as the case may be, which shall be accompanied
with fee as specified in the Second Schedule along with information specified
in Part IV of the Fourth Schedule

PROVIDED that the medlca_l d /‘v'lce_l whlch does not have predicate
medical device indicatéd in life threatenin: 19, seriousdiseases or diseases of
special relevance to the Indian hedlth‘Seenario, nationak )emergencies, extreme
urgency, epidemic and medieal dleyices indieated-for conditions, diseases for
which there is no therapy, the anifal ’d“etabr clinical<data requirements may
be abbreviated, deferred; .or omltted -as-deemed approprlate by the Central
Licensing Authority: ‘ q ST :

PROVIDED FURTHER that in respect of investigational medical device
of Class A, data on clinical investigation may not be required, except in cases,
where depending on the nature of the medical device, the Central Licensing
Authority, for reason to be recorded in writing, considers such data necessary:

PROVIDED ALSO that subject to other provisions of these rules, in case
of medical device of which drugs are also a part, the submission of
requirements relating to animal toxicology, reproduction studies, teratogenic
studies, perinatal studies, mutagenicity and carcinogenicity may be relaxed in
case of drugs already approved and marketed in India and supported by
adequate published evidence regarding safety of the drug.

PROVIDED ALSO that, the results of clinical investigation may not be
required ta be submitted where the investigational medical device is approved
by the regulatory authorities of either the United Kingdom or the United
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States of America or Australia or Canada or Japan and the said device has
been marketed for at least two years in that country and the Central Licensing
Authority is satisfied with the data of safety, performance and
pharmacovigilance of the device, and,—

(a) there is no evidence or theoretical possibility, on the basis of
existing knowledge, of any difference in the behaviour and performance
in Indicin population;

(b) the applicant has given an undertaking in writing to conduct post
marketing clinical investigation with the objective of safety and
performance of such investigational medical device as per protocol
approved by the Central Licensing Authority.

(2) The Central Licensing Authority, after being satisfied with the
information furnished along withwapphication,_under sub-rule (1), may grant
permission to import or manhufacture-medical ‘dgyvice which does not have
predicate medical device: in Form MD;—;277, for maycreject the application for
reasons to be recorded;in writing withifi:aperiod of ne hundred and twenty
days or such extended: period, not .éX?SEed;ifng a furtheeperiod of thirty days,
from the date of appli€ation:

PROVIDED that %he Central (Licensing Authority shall, where the
information is inadequatexwith regard to the requirements as referred to in
sub-rule (1), intimate the applicant in writing~within the said period, for
reasons to be recorded in writing, "the”conditions which shall be satisfied
before considering the permission:

PROVIDED FURTHER that if the applicant has not furnished the
required information sought by the Central Licensing Authority within ninety
days from the date of intimation and the said Authority is satisfied that the
information sought was possible to be furnished within the said period, it may
reject the application for reasons to be recorded in writing.

(3) If the applicant does not receive permission or if the application is
rejected within the specified period as referred to in sub-rule (2), the applicant
may appeal to the Central Government and that Government may, after such
enquiry, as it considers necessary, pass such orders in relation thereto as it
thinks fit within a period of sixty days from the date of appeal.
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64. Permission to import or manufacture new in vitro diagnostic
medical device

(1) An application for grant of permission to import or manufacture a
new in vitro diagnostic medical device may be made to the Central Licensing
Authority in Form MD-28 either by an authorised agent in case of import or a
manufacturer himself, as the case may be, and shall be accompanied with fee
as specified in the Second Schedule along with information specified in Part
IV of the Fourth Schedule:

PROVIDED that the new in vitro diagnostic medical device used for
diagnosis of life threatening, serious diseases or diseases of special relevance
to the Indian health scenario, national emergencies, extreme urgency,
epidemic and diagnostic medical devices used for diagnosis of conditions,
diseases for which there is no diagnostic medical device available in the
country, the clinical data requiréments thay be abbreviated, deferred or
omitted, as deemed appropsiate by-the-Central Licensing Authority:

PROVIDED FURTHER that‘faffiew:in vitro diagnostic medical device
classified under Class=A, data on ‘chirical performance-evaluation may not be
necessary, except in cases, where the Central Licensing Authority, for reasons
to be recorded in writing, considers it-necessary depending on the nature of
the medical device. - :

(2) The Central Licensing Authority, may:after being satisfied with the
information furnished along with™application under sub-rule (1), grant
permission to import or manufacture new in vitro diagnostic medical device
in Form MD-29 or may reject the application, for reasons to be recorded in
writing, within a period of ninety days or such extended period, not exceeding
a further period of thirty days, from the date of application:

PROVIDED that the Central Licensing Authority shall, where the
information is inadequate with regard to the requirements as referred to in
sub-rule (1), intimate the applicant in writing within the said period, for
reasons to be recorded in writing, the conditions which shall be satisfied
before considering permission:

PROVIDED FURTHER that if the applicant has not furnished the
required information sought by the Central Licensing Authority within ninety
days from the date of intimation and the said Authority is satisfied that the
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information sought was possible to be furnished within the said period, it may
reject the application for reasons to be recorded in writing.

65. Condition of permission to import or manufacture medical device
which does not have its predicate device and new in vitro diagnostic
medical device- A permission under rules 63 in Form MD-27 and rule 64 in
Form MD-29 shall be subject to the following conditions, nhamely:—

(a) the medical device shall conform to the specifications submitted
along with the application;

(b) the permission holder of Form MD-27 shall submit the Periodic
Safety Update Report to the Central Licensing Authority from the date of
launch in the market and such report shall be submitted every six months
for first two years followed by submission of the said report annually for
the two more successive yearsjpARD C

(c) the permissionrhorlder, sha;ll mform the »d;ate of launch of medical
device in the marketto the Centrallicensing Authority;

(d) the permission holder of -orm MD-27 shalPsubmit the suspected
unexpected serious ad‘verse'e\/lehkt;vy‘i\thin?ﬁft‘een days of the awareness of
the event to the Central Licefsing Authofity.

P CRAPTERAX O

DUTIES OF MEDICAL DEVICEVVO‘.F.FICER, MEDICAL DEVICE
TESTING OFFICER AND NOTIFIED BODY

66. Duties of Medical Device Testing Officer

The Medical Device Testing Officer shall cause the sample of medical
device or portion thereof tested or evaluated as may be sent in a sealed
package by the Medical Device Officer or any other person under the
provisions of Chapters 1V, V, VII and XI of these rules, and shall furnish the
report of the result of the test or evaluation in accordance with these rules.

67. Test or evaluation of sample under sub-section (4) of section 25 of
the Act-(1) The sample of medical device for test or evaluation under sub-
section (4) of section 25 of the Act shall be sent by registered post in the outer
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cover addressed to the Director of central medical device testing laboratory in
a sealed packet with a memorandum in Form MD-30.

(2) The packet as well as the outer cover shall be marked with a
distinguishing number.

(3) A copy of the memorandum in Form MD-30 and a specimen
impression of the seal used to seal the packet shall be separately sent by
registered post to the Director of central medical device testing laboratory.

(4) After test or evaluation, the result of the test or evaluation shall be
sent forthwith to the sender in Form MD-31.

68. Procedure to be adopted by medical device testing officer on receipt
of sample- (1) On receipt of the sealed package of medical device or
portion thereof, from a Medical Dgviee Officer or any other person for test or
evaluation, the Medical Devige Testing Officer&hall compare the seals on the
packet or on portion thergof with/ihe speCImen Impression received separately
and shall note the condition of the,gs' 'Is on the packet or on portion thereof.

(2) After completion of test:or valuatlon the Medical Device Testing
Officer shall forthwith fGfniShOg/ report to Cthe AMedical Device Officer in
triplicate in Form MD-32 of the result of the test or evaluation along with full
protocols of the test or evaluatlon applled

69. Application for test or evaluatlon;Of medical device

For the purpose of these rules, an application from a purchaser for test or
evaluation of a medical device or portion of medical device under section 26
of the Act shall be made in Form MD-33 and the report of such test or
evaluation of the medical device which is prepared on such application shall
be supplied to the applicant in Form MD-32.

70. Duties of Medical Device Officer

Subject to the instructions of the Central Licensing Authority or State
Licensing Authority, as the case may be, it shall be the duty of Medical
Device Officer to,—
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(i) inspect, not less than once in a year, all manufacturing sites licensed
by the Central Licensing Authority or State Licensing Authority, as the
case may be, within the area assigned to him;

(i) conform that the conditions of licence are being observed,;

(iii) take samples of medical device manufactured or imported for sale,
or stocked or exhibited for sale in respect of which the Medical Device