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
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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;

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Page 29 of 248



217.

(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;

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Page 32 of 248



(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

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Page 35 of 248



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

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Page 36 of 248



(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
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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
Officer has reason to suspect contravention of the provisions of the Act
or these rules and send them for test or evaluation:

PROVIDED that in case of large sized medical device, wherein the
opinion of the Medical Device Officer drawing samples of such a device
may not be physically practical, such large sized medical device shall be
inspected at the place where these are kept by the Medical Device
Officer with or without expert*arndCevaluated or tested by the Medical
Device Testing Officet;”for any, suspect cOfitravention, after approval of
the Central Llcensmg Authonty- r;,;the State Llcensmg Authority, as the
case may be; R0

(iv) maintain 4 record of all mspectlons unidertaken, drawing of
samples, seizure of stocks’ and actlon takenbyMedical Device Officer in
exercise and perfoemance of dutles and to furnish copies of such record
to the Central Llcensmg Authorlty or-the State Licensing Authority, as
the case may be;

(v) make such enquiries and inspections as may be necessary to detect
the manufacture or sale of medical device in contravention of any
provision of the Act and these rules;

(vi) investigate any complaint made in writing relating to medical
device to the Medical Device Officer or any other senior officer in
accordance with the direction of the controlling officer;

(vii) institute prosecution in relation to contravention of the provisions
of the Act and these rules;

(viii)  review technical dossier of medical device furnished with the
application under these rules or any other duties assigned by the Central
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Licensing Authority or State Licensing Authority, as the case may be,
related to these rules.

71. Prohibition of disclosure of information

Except for the purpose of official business or when required by a Court,
a Medical Device Officer or Medical Device Testing Officer shall not,
without the previous sanction, in writing, of his official superior, disclose to
any person any information acquired while exercising such official duties.

72. Form of order not to dispose of stock

An order in writing by a Medical Device Officer under clause (c) of sub-
section (1) of section 22 of the Act requiring a person not to dispose of any
stock in his possession shall be in Form MD-34.

73. Prohibition of sale

No person in posséssion of f_a‘f;,‘medical vdevicez,in respect of which a
Medical Device Officer has made a 'dérf’Under clause (c) of sub-section (1)
of section 22 of the Act shall, in Contraventlon of that order, sell or otherwise
dispose of any stock of sugh medlcal deV|ce

74.  Form of receipt for selzed medlcal deVIces record, register,
documents or any other materlal objects

A receipt by a Medical DeviCe tficel for the stock of any medical device
or for any record, register, document or any other material object seized under
clause (c) or clause (cc) of sub-section (1) of section 22 of the Act shall be in
Form MD-35.

75. Manner of certifying copies of seized documents

The Medical Device Officer shall return the document, seized under
section 22 of the Act, within a period of twenty days from the date of such
seizure, to the person from whom they were recovered or produced, after
copies thereof or extracts therefrom have been signed by the concerned
Medical Device Officer and the person from whom they were recovered or
produced.

76. Purpose for which samples have been taken
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When a Medical Device Officer takes a sample of a medical device other
than medical device specified in proviso to clause (iii) of rule 70 for the
purpose of test or evaluation, the Medical Device Officer shall inform such
purpose in writing in Form MD-36 to the person from whom the sample has
been taken and shall tender the fair price thereof under a written
acknowledgement.

77. Form of receipt for samples of medical devices where fair price
tendered is refused

Where the fair price tendered under sub-section (1) of section 23 of the
Act for sample of medical device or portion thereof taken for the purposes of
test or evaluation has been refused by the person from whom such sample has
been taken, the Medical Device Officer shall tender a receipt thereof to such
person in Form MD-37.

78. Procedure for dispatch of sample to medical device testing officer

(1) The sample of medical de ' ce or portlon thereof sent by the Medical
Device Officer to the: Medlcal Dewc,y,,;,estmg Officef: for test or evaluation
under sub-section (4) of section 23 ofithe Act shall be sent by registered post
or by courier or by hand m-a sealed packet; encloséd with a memorandum in
Form MD-38, in an odter cover addressed to the Medical Device Testing
Officer. ' ‘

(2) A copy of the memoraridum @nd=a specimen impression of the seal
used to seal the packet shall be sent to the Medical Device Testing Officer
separately by registered post or handed over by hand and a copy of the
memorandum shall be endorsed to the manufacturer.

79. Confiscation of medical devices, implements, machinery, etc.

(1) Where any person has been convicted for contravening any
provisions of the Act or any of these rules, the stock of medical device in
respect of which the contravention has been made, shall be liable to
confiscation.

(2) Where any person has been convicted for manufacturing any
medical device which is misbranded, adulterated or spurious for sale,
stocking or exhibiting for sale or distribution without a valid licence, any
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implements or machinery used in such manufacture, sale or distribution and
any receptable, package or covering in which such medical device is
contained and the animals, vehicles, vessels or other conveyances used in
carrying such medical device shall be liable to confiscation.

80. Procedure for disposal of confiscated medical device

(1) The Court may refer the confiscated medical device to the Medical
Device Officer concerned for report as to whether they are of standard quality
or contravene the provisions of the Act or the rules in any respect.

(2) If the Medical Device Officer, on the basis of Medical Device
Testing Officer's report, finds the confiscated medical device to be not of
standard quality or to contravene any of the provisions of the Act or rules
made thereunder, the Medical Device Officer shall, with the approval of the
Central Licensing Authority or State*Eicénsing, Authority, as the case may be,
report to the Court accesdingly and, the Coyrt shall thereupon order
destruction of such medical dewces ‘Which shall take place under the
supervision of the Medjcal Devicg: Offlcer m the presence of such authority, if
any, as may be dlrected by the Coutitis 44

PROVIDED that the convicted p,et_ts‘on shall be liable to bear the cost of
destruction of seized articles. i

(3) If the Medical Deyice Officer finds that the confiscated medical
devices are of standard quality @hdrdemotContravene the provisions of the
Act or the rules made thereunder, the Medical Device Officer shall, after
keeping the Central Licensing Authority or the State Licensing Authority, as
the case may be, informed, report to the Court accordingly.

(4) The Court may return the confiscated devices to the rightful owner,
and in case, the ownership is not established, the same may be given to a
hospital or a dispensary maintained or supported by the Government or to a
charitable institution.
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CHAPTER X
REGISTRATION OF LABORATORY FOR CARRYING
OUT TEST OR EVALUATION

81. Application for registration of medical device testing laboratory

(1) An application for grant of registration of a medical device testing
laboratory to carry out testing or evaluation of a medical device on behalf of a
manufacturer shall be made to the Central Licensing Authority through online
portal of the Central Government in Form MD-39 accompanied with a fee as
specified in the Second Schedule along with the information specified in sub-
rule (2).

(2) The application made under sub-rule (1) shall be accompanied with
the following information, namely:f o

(i) constitution of the me{dicalvdevice te.sting laboratory'

(ii) premises showing‘l'ocation'ah ea.\of‘,the dlfferent sections;

(iti) qualification, experlence of tech'nlcalﬂ‘staff employed for testing and the
person in-charge of testing;

(iv) list of equipment;r and

(v) valid accreditation certkifi"(':ate issued by the National Accreditation Body
for Testing and Calibration Laboratories or any other similar body as may be
notified by the Central Government.

82. Conditions for registration of medical device testing laboratory

The following conditions shall be complied with by the applicant before
grant of registration, namely:—

(i) the premises where the test or evaluation shall be carried out shall be well
lighted and properly ventilated except where the nature of tests of any
medical device warrants otherwise, and wherever necessary, the premises
shall be air conditioned so as to maintain the accuracy and functioning of
laboratory instruments or to enable the performance of special tests such as
sterility tests, microbiological tests, etc.;
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(i) the applicant shall provide adequate space having regard to the nature
and number of samples of medical devices proposed to be tested and
evaluated: PROVIDED that the approving authority shall determine from
time to time whether the space provided continues to be adequate;

(i) if it is intended to carry out tests requiring the use of animals, the
applicant shall provide for an animal house and comply with the following
requirements:—

(@) the animal house shall be adequate in area, well lighted and
properly ventilated and the animals undergoing tests shall be kept in air
conditioned area;

(b) the animals shall be suitably housed in hygienic surroundings and
necessary provisions made for removal of excreta and foul smell;

(c) the applicant shall prov1de for, suitable arrangements for
preparation of anlmal feed;s

(d) the applicant shall pro,fde for swtable arrangements for
quarantining of all anlmals lmmedlately onZ their arrival in the
institution; ‘

(e) the ammals shaII be: penodlcally exammed for their physical
fitness;

(F) the applicant shall prbvide for isolation of sick animals as well as
animals under test;

(g) the applicant shall ensure compliance with the requirements of the
Prevention of Cruelty to Animals Act, 1960 (59 of 1960);

(h) the applicant shall make proper arrangements for disposal of the
carcasses of animals in a manner as not to cause hazard to public
health.

83. Registration of medical device testing laboratory

(1) Before grant of registration to any medical device testing laboratory
by the: Central Licensing Authority, the premises shall be inspected by the
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Medical Device Officer appointed by the Central Government with or without
an expert in the concerned field for adequacy and suitability.

(2.) The Medical Device Officer, after completion of the inspection, shall
forward a detailed descriptive report giving findings on each aspect of
inspection along witn recommendations to the Central Licensing Authority
with a copy to the applicant.

(3) If on receipt of the application and the report referred to in sub-rule
(2), the Central Licensing Authority, is satisfied that the applicant is in a
position to fulfill the requirements laid down in these rules, the Central
Licensing Authority may grant registration in Form MD-40 or if not satisfied,
may, reject the application, for reasons to be recorded in writing, within a
period of forty-five days from the date of application.

(4) The applicant shall prowidé-ard-maintain suitable equipment having
regard to the nature and nupdber of samples of medical devices intended to be
tested which shall be adequatéin’the opinion 6f the Central Licensing
Authority. " PR :

(5) The testing énd’evaluation df”:médi_cal devices shall be under active
direction of a person whose’ qualifi,cation and “experience is considered
adequate and who shaltbe held|responsible/for repaits of test or evaluation
issued. — ’

(6) The applicant shall provide standards'recognised under the provisions
of the Act and these rules and such standards of reference as may be required
in connection with the testing or evaluation of the devices for the testing of
which approval has been applied for.

84. Validity of registration

A registration granted under sub-rule (3) of rule 83 in Form MD-40, shall
remain valid in perpetuity, unless, it is suspended or cancelled, provided the
registration holder deposits a registration retention fee to the Central
Licensing Authority as specified in the Second Schedule after completion of
every five years from the date of its issue:
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PROVIDED, that the Central Licensing Authority may permit to deposit
the registration retention fee after due date but before the expiry of six months
with a late fee at the rate of two per cent, per mensem or part thereof:

PROVIDED FURTHER that, if the registration holder fails to deposit the
registration retention fee within the above stipulated period, the registration
shall be deemed to have been cancelled for all purposes.

85. Conditions of registration

A registration granted under sub-rule (3) of rule 83 in Form MD-40, shall
be subject to the following conditions, namely:—

(i) the registration certificate shall be kept on the approved premises
and shall be produced at the request of the medical device officer;

(i)  the person holding : reg'irstration\certificate shall provide and
maintain necessary.gualified sﬁtaff»,_ adequatepremises and equipment;

(ili)  the persoma holding reglstratlon certificate shall provide proper
facilities for starage so as to”preserve the properties of samples picked
up for testing; ( 0 Ui CDSC

(iv) the person-holding registrationicertificaté shall maintain records
of tests for evaluatian and-performance carried out on all samples of
medical devices and theaesults thereof toyether with protocols of tests
and the reports showing readings and calculations and such records
shall be retained, in case of substances for which an expiry date is
assigned, for a period of two years beyond the expiry date, and in the
case of other substances, for a period of six years;

(v) the person holding registration certificate shall allow the medical
device officer appointed under this Act to enter, with or without prior
notice, the premises where the testing is carried out and to inspect the
premises and the equipment used for test and the testing procedures
employed;

(vi) the person holding registration certificate shall allow the medical
device officer to inspect records maintained and shall make available
such information as may be required for ascertaining whether the
provisions of the Act and these rules have been complied with;
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(vii) the registration holder shall inform forthwith, any change of
existing expert staff or person in-charge of the testing or evaluation to
the Central Licensing Authority for its approval;

(viil) in case, any sample of a medical device is found on test, to be
not of standard quality, the person in-charge of the registered medical
device testing laboratory shall furnish a copy of the test or evaluation
report on the sample with the protocols of tests applied to the Central
Licensing Authority;

(ix) the person holding registration certificate shall maintain an
inspection book to enable the Medical Device Officer to record non-
compliance with the provisions of the Act and these rules;

(x) the registered medical device testing laboratory shall inform to the
Central Licensing AuthorityinWwriting;in the event of any change in its
constitution and whete such change in the gonstitution takes place, the
current registration shall be deemed to\be vafid for a maximum period
of ninety days from the date,‘,_,f Wthh the change took place unless, in
the meantime, za fresh apprcval'f’ fas been taken from the Central
Licensing Autherity Wlth the changed constltutlon

86. Suspension and cancellatlon of reglstratlon

(1) Where any reglstered medical devige testing laboratory fails to
comply with any of the conditiorié of appféVal, or any provisions of the Act
and these rules, the Central Licensing Authority, may issue a show cause
notice for suspension or cancellation of the registration of the said medical
device testing laboratory.

(2) On receipt of the show cause notice under sub-rule (1), the
registered medical device testing laboratory shall, furnish its reply in writing,
within fifteen days of the receipt of such show cause notice.

(3) After considering the reply of the registered medical device testing
laboratory furnished under sub-rule (2), the Central Licensing Authority may
pass an order in writing for suspension or cancellation of the registration of
the said medical device testing laboratory registered under sub-rule (3) of rule
83.
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(4) While passing orders under sub-rule (3), the Central Licensing
Authority may suspend or cancel the registration wholly or partly in respect
of medical device and its variant for testing for such period as may be
specified in the order.

(5) An applicant, who is aggrieved by an order of suspension or
cancellation of registration under sub-rule (3), may file an appeal within thirty
days from the date of receipt of such order before the Central Government,
which may, after such enquiry and after giving an opportunity of being heard,
dispose of the appeal within a period of sixty days.

CHAPTER XI
SALE OF MEDICAL DEVICES

87. Provisions for sale of medical devices

(1) Subject to the provisions of:these rulés, Part VI relating to "Sale of
Drugs Other than Homégopathic Medlclnes of the Drugs and Cosmetics
Rules, 1945, shall beTapplicable:matatis) mutandis:in respect of sale of
medical devices. '

24[(1A) Any person not holdring‘,‘!_j,jcence {mtier Sub-rule (1) and intends to
sell medical devices exglusively ‘as»,_yreferr’e‘d,to in clavise (zb) of rule 3, shall
obtain registration certificate as provided in.these rules.]

(2) The licence granted orirenewed-tnder Part VI of the Drugs and
Cosmetics Rules, 1945 for sale of drugs, prior to commencement of these
rules, shall be deemed to continue to be valid for the purpose of sale of
medical devices.

& [87A. Registration certificate to sell, stock, exhibit or offer for sale or
distribute a medical device including in vitro diagnostic medical device.—
(1) The State Licencing Authority shall appoint Licensing Authorities for the
purpose of issuing registration certificate under this Part for such areas as
may be specified.

(2) Any person who intends to sell, stock, exhibit or offer for sale or
distribute a medical device including in vitro diagnostic medical device, shall
make an application in Form MD-41 to the State Licensing Authority for
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grant of registration certificate to sell, stock, exhibit or offer for sale or
distribution.

(3) The application made under sub-rule (2) shall be accompanied with
(i) a fees specified in Second Schedule;

(if) self certificate of compliance with respect to Good Distribution
Compliance;

(iii) details of the applicant or firm including its constitution, along with
identification proof, such as, Aadhar card or PAN card,;

(iv) documentary evidence in respect of ownership or occupancy on
rental of the premises;

(v) details of competent-technical ‘Staff, under whose direction and
supervision the sales activity of mgdical devicg, shall be undertaken, who
shall possess the followmg ;educatlonal quallflcatlon and experience,
namely:— :

(2) hold a degtee from 3 recognlzed Unlver5|tyllnst|tut|on or
(b) is a registered pharmacnst or ',

(c)has passed mtermedlate examlnatlon or |ts equivalent examination
from a recognised Board. with ofé-year experience in dealing with
sale of medical devices;

(vi) brief description on other activities carried out by applicant, namely,
storage of drugs, medical items, food products, stationeries, etc., or any
other activities carried out by the applicant in the said premises; and

(vii) an undertaking to the effect that the storage requirements to sell,
stock, exhibit or offer for sale or distribute a medical device will be
complied with.

(4) The State Licensing Authority shall, after scrutiny of documents and on
being satisfied that the requirements of these rules have been complied with,
grant a registration certificate in Form MD- 42, or if not satisfied, reject the
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application for reasons to be recorded in writing, within ten days from the
date the application is made under sub-rule (2).

(5) If the application for grant of registration certificate to sell, stock, exhibit
or offer for sale or distribute a medical device is rejected under sub-rule (4),
the aggrieved person may prefer an appeal before the State 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, dispose it within a period of sixty days from the date of receipt of
such appeal.

87B. Conditions of registration certificate to sell, stock, exhibit or offer
for sale or distribute a medical device including in vitro diagnostic
medical device— (1) The registration certificate granted under rule 87A
shall be displayed at a prominent place in the premises visible to the public.

(2) The registration certificate holder shall proVide adequate space and proper
storage condition for storage of themedicatidevices'

(3) The registration certificate holdé'ffSh;alrl}vmaintain requisite temperature and
lighting as per requirements of such medical devices.

(4) The medical devices shall be pij“ickh‘\a'sed only fram importer or licensed
manufacturer or registered, or licensed-entity.

(5) Separate records, in the formof, invoiee or register or electronic details
including software of purchases and sales of medical devices showing the
names and quantities of such medical devices, names and addresses of the
manufacturers or importers, batch number or lot number and expiry date (if
applicable) shall be maintained.

(6) The records referred to in sub-rule (5) shall be open to inspection by a
Medical Device Officer appointed under the sub-rule (2) of rule 18, who may,
If necessary, make enquiries about purchases and sale of the medical devices
and may also take samples for testing.

(7) All registers and records mentioned under these rules, shall be preserved
for a period of not less than two years from the last entry, therein.
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(8) The registration certificate holder shall maintain an inspection book in
Form MD-43 to enable the Medical Devices Officer to record his
observations and defects noticed.

87C. Validity of registration certificate.— (1) A registration certificate
issued in Form MD-42, shall remain valid in perpetuity, subject to payment of
registration certificate retention fee as specified in the Second Schedule,
before completion of the period of five years from the date of its issue, unless,
it is suspended or cancelled by State Licensing Authority:

Provided that, if the registration certificate holder fails to pay the
required registration certificate retention fee on or before due date, the
registration certificate holder shall, in addition to the registration certificate
retention fee, be liable to pay a late fee calculated at the rate of two per cent.
of the registration certificate retentlon fee for every month or part thereof
within six months:

Provided further that in the event of non-payment of such fee within
the period referred to jn the first’ prowso the registration certificate shall be
deemed to have been cancelled INGANR

87D. Suspension and canceflation of Registration Certificate.— (1) Where
the registration certificate holder cdnt_r_aVenes any provision of the Act or
these rules, the State Licepsing AUthority, shall, after giving the registration
certificate holder an opportunity to show cause as to why such an order
should not be passed, by an order-and-forreasons 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, as the case may be, cancel the registration
certificate.

(2) A registration certificate holder whose registration certificate has
been suspended or cancelled by the State Licensing Authority 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 and the State
Government, shall after giving the registration holder an opportunity of being
heard, confirm, reverse or modify such order, with reasons to be recorded in
writing.]

88. Supply of medical device to hospitals against delivery challan
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(1) Notwithstanding anything contained in the Drugs and Cosmetics
Rules, 1945, any person having a valid licence to sell, stock, exhibit or offer
for sale or distribute by retail or wholesale 2[or registration certificate in
Form MD-42], may, supply invasive medical devices to be implanted through
surgical intervention to a hospital for its patient against a delivery challan:

PROVIDED that in respect of supplies made against delivery challan of
such medical devices, the licensee shall ensure that specified storage
conditions are met.

(2) A cash or credit memo shall be generated for such medical devices
supplied under sub-rule (1), used in the surgical intervention and record of the
same shall be maintained by the licensee as per condition of licence.

89. Recall of medical device

(1) If a manufacturer or authorisedPagent, as the case may be,
considers or has reasgns to héligve:-that a;medical device, which has been
imported, manufactifred, sold 0 “"dlstrlbuted is likely to pose risk to the
health of a user dr patient durlngfly-!,.‘tsf, vse and therefore may be unsafe,
such manufacturer or authorlsed agent shallzimmediately initiate
procedures to withdraw’ the ‘medical device’in question from the market
and patients, indiating reasons forlits withdrawal and inform the
competent authority the details thereof.

(2) A manufacturer or“authorised™agent, as the case may be, shall
immediately inform the competent authority and cooperate with them, if
there are reasons to believe that a medical device which has been placed
in the market, may be unsafe for the patients.

(3) The manufacturer or importer or authorised agent, as the case
may be, shall inform the competent authority of the action taken to
prevent risk to the patient and shall not prevent or discourage any person
from cooperating, in accordance with the provisions of the Act and these
rules, with the competent authorities, where this may prevent, reduce or
eliminate a risk arising due to use of such medical device.
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CHAPTER XII
MISCELLANEOQOUS

90. Exemption from provisions related to medical devices

(1) The medical devices specified in the Eighth Schedule shall be
exempt from the provisions of these rules to the extent and subject to the
conditions specified in that Schedule.

(2) The Central Government may, by notification, from time to time,
amend or modify the entries in the Eighth Schedule.

91. Export of medical devices

Where a person intends=t6 expart.any medical device, manufactured in
India, and for that purpgse, requests @ certificate”’in the nature of free sale
certificate or a certificaté about quality safety and performance in relation to
that medical device as required by f;y,j;authorlty concerned of the importing
country, such person.cmay apply to; the /Central Llcensmg Authority for the
purpose along with a fee“as speleled an, the Seconhd Schedule and the said
authority shall, if the’ requwements are fulfllled IsSue a certificate to the
applicant. : %

92. Rejection of application -

If any document submitted by an applicant for grant of licence for import
or manufacture or test licence or permit for personal use or permission to
import or manufacture investigational medical device or new in vitro
diagnostic medical device or permission to conduct of clinical investigation
or clinical performance evaluation is found to be misleading, or fake, or
fabricated, the application, after giving an opportunity to the applicant of
being heard, shall be summarily rejected.

93. Debarment of applicant

(1) Whoever himself or, any other person on his behalf, or applicant is
found to be guilty of submitting misleading, or fake, or fabricated documents,
may, after giving him an opportunity to show cause as to why such an order
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should not be made, in writing, stating the reasons thereof, be debarred by the
Central Licensing Authority or the State Licensing Authority, as the case may
be, for such period as it may deem proper.

(2) Where an applicant is aggrieved by an order made by the Central
Licensing Authority or the State Licensing Authority, as the case may be,
under sub-rule (1), such applicant may, within thirty days of the receipt of the
order, make an appeal to the Central Government or the State Government, as
the case may be, and that Government may, after such enquiry as it considers
necessary, and after affording an opportunity of being heard, make such order
as it may deem proper.

94. Mode of payment of fee

(1) The fees prescribed under these rules, in case of application made to
the Central Licensing Authorityp/shialtohe, paid through challan or by
electronic mode, in the Bank of Bareda, Kasturba, Gandhi Marg, New Delhi-
110001 or any other branth of Bahk: of Baroda, or any other bank, notified by
the Ministry of Health;and Family Welfare in the Central Government, to be
credited under the Head of Account’ "0210 Medical anhd Public Health, 04-
Public Health, 104-Fees and Fines’.

(2) Where the feezspecified is. p'yay__aible'to the State Licensing Authority,
the same shall be paid through a chaffan or by electronic mode as may be
specified by the State Goverfiment concerned,

95. Digitalisation of form

The Forms prescribed under these rules may be suitably modified for
conversion into digital forms by the Central Drugs Standard Control
Organization and such modification shall not require any amendment in these
rules.

96. Overriding effect

The provisions of these rules shall have effect, notwithstanding anything
inconsistent therewith contained in the Drugs and Cosmetics Rules, 1945.

97. Savings
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Notwithstanding the non-applicability of the Drugs and Cosmetics Rules,
1945, for the substances and devices referred to in rule 2,—

(i) the licence or registration certificate, issued under the provisions of
the Act and the Drugs and Cosmetics Rules, 1945, prior to
commencement of these rules, shall be deemed to be valid till its expiry
or for a period of eighteen months from the date these rules are notified,
whichever is later, under the corresponding provisions of these rules;

(i) new drug approval, or things done or any action taken or purported
to have been done or taken, including any rule, notification, inspection,
order or notice made or issued or any appointment or declaration made or
any operation undertaken or any direction given or any proceedings taken
or any penalty, punishment, forfeiture or fine imposed under the Drugs
and Cosmetics Rules, 1945 shall, be deemed to have been done or taken
under the correspondmg prowsmns of these rules and shall always remain
valid for all purposes '

PARAMETERS FOR CLASSIFICATIQN OF I\/IEDICAL DEVICES
AND IN VITRO DIAGN@STlC MEDICAL DEVICES

PARAMETERS FOR CLASSIFICATION OF MEDICAL DEVICES
OTHER THAN IN VITRO DIAGNOSTIC MEDICAL DEVICES

Basic principles for classification

(i) Application of the classification provisions shall be governed by
the intended purpose of the device.

(if)  If the device is intended to be used in combination with another
device, the classification rules shall apply separately to each of the
devices. Accessories are classified in their own right separately from
the device with which they are used.
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(ili)  Software, which drives a device or influences the use of a device,
falls automatically in the same class.

(iv) If the device is not intended to be used solely or principally in a
specific part of the body, it must be considered and classified on the
basis of the most critical specified use.

(v) If several rules apply to the same device, based on the
performance specified for the device by the manufacturer, the strictest
rules resulting in the higher classification shall apply.

1. Parameters for classification of medical devices

(i) Non-invasive medical devices which come into contact with injured
skin

(@ A non-invasive médical device Whjch comes into contact with
injured skin shall he a33|gned taClass A, if’t_is intended to be used as
a mechanical barrier, for com’ ressmn or forzabsorption of exudates
only, for wounds which hav o jot breached the dermls and can heal by
primary intention; T

(b) Subject to clause (c)ja@non=invasive medieal device which comes
into contact withZinjured ‘skin:shall*be assigned to Class B, if it is
intended to be used principatyrwith wounds which have breached the
dermis, or is principalty, intendegfor the management of the
microenvironment of a wound;

(c) a non-invasive medical device which comes into contact with
injured skin shall be assigned to Class C, if it is intended to be used
principally with wounds which have breached the dermis and cannot
heal by primary intention.

(i) Non-invasive medical devices for channeling or storing substances

(@) Subject to clauses (b) and (c), a non-invasive medical device shall
be assigned to Class A, if it is intended for channeling or storing body
liquids or tissues or liquids or gases for the purpose of eventual
infusion, administration or introduction into a human body;

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Page 78 of 248



(b) A non-invasive medical device referred to in clause (a) shall be
assigned to Class B, if it is intended to be connected to an active
medical device which is in Class B, C or D or for channeling blood or
storing or channeling other body liquids or storing organs, parts of
organs or body tissues:

PROVIDED, that the circumstances when a non-invasive medical
device is connected to an active medical device include circumstances
where the safety and performance of the active medical device is
influenced by the non-invasive medical device, or vice versa; or

(c) A non-invasive medical device referred to in clause (a) shall be
assigned to Class C, if it is a blood bag that does not incorporate a
medicinal product.

(iii)  Non-invasive medical, ,devicesCdor, modifying compositions of
substances

() Subject tostlause (b); @ honsinvasive edical device shall be
assigned to Class C, if it is" irft ;nded for modlfylng the biological or the
chemical composition of blpad, or other body liquids or other liquids
intended for infusion‘inito the body

(b) A non-invasive medical deV|ce as referred to in clause (a) shall be
assigned to Class B oif the interided moollflcatlon is carried out by
filtration, centrifuging or afyrexchange of gas or of heat.

(iv) Other non-invasive medical devices

A non-invasive medical device to which sub-paragraphs (i), (ii) and (iii) do
not apply shall be assigned to Class A, if it does not come into contact with a
person or comes into contact with intact skin only.

(v) Invasive (body orifice) medical devices for transient use

(@) Subject to clause (b), an invasive (body orifice) medical device shall be
assigned to Class A, if,—

(1) itisintended for transient use; and

(2) itisnotintended to be connected to an active medical device; or
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(3) itisintended to be connected to a Class A medical device only.

(b) An invasive (body orifice) medical device referred to in clause (a) shall
be assigned to Class B, if,—

(1) itisintended for use on the external surface of an eyeball; or
(2) itis liable to be absorbed by the mucous membrane.
(vi) Invasive (body orifice) medical devices for short term use

(@) Subject to clause (b), an invasive (body orifice) medical device shall be
assigned to Class B, if,—

(1) itisintended for short term use; and
(2) itisnot intended to he:conriécted fo an active medical device; or

(3) itis intended fo be cofnected t0.a,Class'A medical device only.

(b) Aninvasive (body orifice) meddewce referred to in clause (a) shall

be assigned to Class A if—

(1) itis intended for usefin an oral tavity as far as the pharynx or in
an ear canal up tothe ear drum-orinia nasal cavity; and

(2) itisnot liable to berabsorbed by thé'mucous membrane.
(vii) Invasive (body orifice) medical devices for long term use

(@) Subject to clause (b), an invasive (body orifice) medical device shall be
assigned to Class C, if it is intended for long term use and, not intended to be
connected to an active medical device or it is to be connected to a Class A
medical device only.

(b) An invasive (body orifice) medical device referred to in clause (a) shall
be assigned to Class B, if,—

(1) itis intended for use in an oral cavity as far as the pharynx or in
an ear canal up to the ear drum or in a nasal cavity; and

(2) itisnot liable to be absorbed by the mucous membrane.
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(viii)  Invasive (body orifice) medical devices for connection to active
medical devices

An invasive (body orifice) medical device shall be assigned to Class B,
regardless of the duration of its use, if it is intended to be connected to an
active medical device which is in Class B, C or D.

(ix) Surgically invasive medical devices for transient use

(@) Subject to clauses (b) to (g), a surgically invasive medical device
intended for transient use shall be assigned to Class B.

(b) Subject to clauses (c) to (g), a transient use surgically invasive
medical device shall be assigned to Class A, if it is a reusable surgical
instrument.

(c) A transient use sur'gicavlrly invasive medical device shall be
assigned to the same class as the actlve medical device to which it is
intended to be connected Y ¥ocns?

(d) A transignt use surglc:étllsi"" invasive me'dical device shall be
assigned to Class Gpifdit: |s mtended forthe supply of energy in the
form of ionising sadiation /7

e) A transient use surgicalily 'i’nvasive ‘medical device shall be
assigned to Class C, if‘itsis,intended todvave a biological effect or to be
wholly or mainly absorbed by the human bodly.

() A transient use surgically invasive medical device shall be
assigned to Class C, if it is intended for the administration of any
medicinal product by means of a delivery system and such
administration is done in a manner that is potentially hazardous.

(g) A transient use surgically invasive medical device shall be
assigned to Class D, if it is intended to be used specifically in direct
contact with the central nervous system or for the diagnosis,
monitoring or correction of a defect of the heart or of the central
circulatory system through direct contact with these parts of the body.
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(x) Surgically invasive medical devices for short term use

(@) Subject to clauses (b), (d) and (e), a surgically invasive medical
device intended for short term use shall be assigned to Class B.

(b) Subject to clause (c), a short term use surgically invasive medical
device shall be assigned to Class C, if it is intended to undergo a
chemical change in the body.

(c) A short term use surgically invasive medical device referred to in
clause (b) shall be assigned to Class B, if it is intended to be placed into
any tooth.

(d) A short term use surgically invasive medical device shall be
assigned to Class C, if it is intended for the administration of any
medicinal product or the supply cof energy in the form of ionising
radiation.

(e) A short tesm use surgtcaﬂy Jvasive “Taedical device shall be
assigned to Class D, if it isif , d',_;to have a biological effect or to be
wholly or majnly absorbed| by the human body or to be used
specifically in directicontact Wlth the. centraPnervous system or for the
diagnosis, monitaring or correctlon of a defegF of the heart or of the
central circulatory system through direct contact with these parts of the
body.

(xi) Implantable medical devices and surgically invasive medical devices
for long term use

(@) Subject to clauses (b), (c) and (d), an implantable medical device or a
surgically invasive medical device intended for long term use shall be
assigned to Class C.

(b) A long term use medical device shall be assigned to Class B, if it is
intended to be placed into any tooth.

(c) A long term use medical device shall be assigned to Class D, if it is
intended,—

(1) to be used in direct contact with the heart, the central circulatory
system or the central nervous system;

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Page 82 of 248



(2) to be life supporting or life sustaining;

(3) to be an active medical device;

(4) to be wholly or mainly absorbed by the human body;
(5) for the administration of any medicinal product; or
(6) to be a breast implant.

(d) Subject to clause (b), a long term use medical device shall be assigned
to Class D, if it is intended to undergo chemical change in the body.

(xii)  Active therapeutic medica I devices for administering or exchanging
energy

(@) Subject to clause (b), anpactive’ therapeutic medical device shall be
assigned to Class B, if it js mtended for the admlnlstratlon or exchange of
energy to or with a human body RS '

(b) An active therapeutlc medlcalvdevrce referred to |n (@) shall be assigned
to Class C, if the administration o exchange of energy may be done in a
potentially hazardous way (such ast through the emission of ionizing
radiation), taking into @ccount the nature _density and site of application of
the energy and the type o’ technology involved.

(c) An active therapeutic medicalrdevicez8hall be assigned to Class C., if it
Is intended for the control or monitoring, or to be used to directly influence
the performance, of a Class C active therapeutic device.

(xiii)  Active diagnostic medical devices

(@) Subject to clauses (b) and (c), an active diagnostic medical device shall
be assigned to Class B, if it is intended,—

(1) to be used to supply energy which will be absorbed by the human
body;

(2) to be used to capture any image of the in vivo distribution of
radio-pharmaceuticals; or
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(3) for the direct diagnosis or monitoring of vital physiological
processes.

(b) An active diagnostic medical device referred to in sub-clause (1) of
clause (a) shall be assigned to Class A, if it is intended to be used solely to
illuminate a patient's body with light in the visible or near infrared spectrum.

(c) An active diagnostic medical device referred to in clause (a) shall be
assigned to Class C, if it is intended specifically for,—

(1) the monitoring of vital physiological parameters, where the nature
of any variation is such that it could result in immediate danger to the
patient (such as any variation in cardiac performance, respiration or
activity of the central nervous system); or

(2) diagnosingina cllnlcal situation where the patient is in immediate
danger.

(d) An active dlagnostlc medlcaldeVIce shall be a33|gned to Class C, if it is
intended for the emission of i |on|sm radiaty
interventional radiology.

(e) An active diagnostic medical déVi‘i:’e‘ shall be assigned to Class C, if it is
intended for the control r monitoring;-0r:to be used-to directly influence the
performance, of any activé dlagnostlc medlcal deVIce referred to in clause (d).

(f) Subject to clause (g), an active medlcal deV|ce shall be assigned to Class
B, if it is intended for the administration, or removal of, any medicinal
product, body liquid or other substance to or from a human body.

(@) An active medical device referred to in clause (f) shall be assigned to
Class C, if the administration or removal of the medicinal product, body
liquid or other substance is done in a manner that is potentially hazardous,
taking into account,—

(1) the nature of the medicinal product, body liquid or substance;
(2) the part of the body concerned; and

(3) the mode and route of the administration or removal.
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(xiv) Other active medical devices

An active medical device to which provisions of sub-paragraphs (xii) and
(xiii) do not apply shall be assigned to Class A.

(xv) Medical devices incorporating medicinal products

(a) Subject to clause (b), a medical device shall be assigned to Class D, if it
incorporates as an integral part a substance which,—

(1) if used separately, may be considered to be a medicinal product;
and

(2) is liable to act on a human body with an action ancillary to that of
the medical device.

(b) A medical device referred.toin clause(a) shall be assigned to Class B, if
the incorporated substance™ is a, medicinal praduct exempted from the
licensing requirements Gf the Drugs and’ Cosmetlcs Act, 1940 (23 of 1940)
and the rules made thereunder ‘ )

(xvi) Medical devices mcorporatlng anlmal OF. human cells, tissues or
derivatives T

(@) Subject to clause (b) a medlcal deV|ce shaII be assigned to Class D, if it
Is manufactured from or mcorporates —

(1) cells, tissues or derivatives of cells or tissues, or any combination
thereof, of animal or human origin, which are or have been rendered
non-viable; or

(2) cells, tissues or derivatives of cells or tissues, or any combination
thereof, of microbial or recombinant origin.

(b) A medical device referred to in clause (a) shall be assigned to Class A, if
it is manufactured from or incorporates non-viable animal tissues, or their
derivatives, that come in contact with intact skin only.

(xvii) Medical devices for sterilization or disinfection

(@) Subject to clause (b), a medical device shall be assigned to Class C, if it
Is intended to be used specifically for,—
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(1) the sterilization of any other medical device;
(2) the end-point disinfection of any other medical device; or
(3) the disinfection, cleaning, rinsing or hydration of contact lenses.

(b) A medical device shall be assigned to Class B, if it is intended for the.?
disinfection of any other medical device before the latter is sterilized or
undergoes end-point disinfection:

PROVIDED, that "end-point disinfection” means the disinfection of a
medical device immediately before its use by or on a patient.

(xviii) Medical devices for contraceptive use

(@) Subject to clause (b), a medical device intended to be used for
contraception or the prevention” of the 'transmission of any sexually
transmitted disease shaII be aSS|gned {6 Class C.

e‘ff(a) shall be assigned to Class D, if
rapavasive medlcal device intended for

(b) A medical device. teferred to*m
it is an implantable medlcal device
long term use.

, PART II
PARAMETERS EOR CLASSIFICATION FOR IN VITRO
DIAGNOSTIC MEDICAL DEVICES

1. Basic principles for classification of in vitro diagnostic medical devices

(@) Application of the classification provisions shall be governed by
the intended purpose of the devices.

(b) If the device is intended to be used in combination with another
device, the classification rules shall apply separately to each of the
devices. Accessories are classified in their own right separately from
the device with which they are used.

(c) Software, which drives a device or influences the use of a device,
falls automatically in the same class.
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(d) Standalone software, which are not incorporated into the medical
device itself and provide an analysis based on the results from the
analyser, shall be classified into the same category that of the in vitro
diagnostic medical device where it controls or influences the intended
output of a separate in vitro diagnostic medical device.

(e) Subject to the clause (c) and (d), software that is not incorporated
in an in vitro diagnostic medical device, shall be classified using the
classification provisions as specified in paragraph 2.

(f) Calibrators intended to be used with a reagent should be treated in
the same class as the in vitro diagnostic medical device reagent.

(g) If several rules apply to the same device, based on the
performance specified for the device by the manufacturer, the stringent
rules resulting in the higherclassification shall apply.

2. The parameters for ciassificat,i‘onof ;in_,'vitro diagnostic medical devices as
follows:— : ) 74 |

(i) In vitro diagnostib medical d‘évlces/'-fér detecting=2transmissible agents,
etc. { 0 Lf CDSC

(@ Anin vitro'diagnostic:,mediéalr. device shall be assigned to Class
D, if it is intended t0*be used=far detecting.the presence of, or exposure
to, a transmissible agent that, - . yed™

(1) is in any blood, blood component, blood derivative, cell,
tissue or organ, in order to assess the suitability of the blood,
blood component, blood derivative, cell, tissue or organ, as the
case may be, for transfusion or transplantation; or

(2) causes a life-threatening disease with a high risk of
propagation.

(b) An in vitro diagnostic medical device shall be assigned to Class C, if it
Is intended for use in,—

(1) detecting the presence of, or exposure to, a sexually transmitted
agent;
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(2) detecting the presence in cerebrospinal fluid or blood of an
infectious agent with a risk of limited propagation (for example,
Cryptococcus neoformans or Neisseria meningitidis);

(3) detecting the presence of an infectious agent, where there is a
significant risk that an erroneous result will cause death or severe
disability to the individual or foetus being tested (for example, a
diagnostic assay for Chlamydia pneumoniae, Cytomegalovirus or
Methicillin-resistant Staphylococcus aureus);

(4) pre-natal screening of women in order to determine their immune
status towards transmissible agents such as immune status tests for
Rubella or Toxoplasmosis;

(5) determining infective disease status or immune status, where
there is a risk that an.erfoneous, result will lead to a patient
management decisioff resulting, in art simminent  life-threatening
situation for the patlent belng tested (for example, Cytomegalovirus,
Enterovirus or Herpes S|mple" 'II’US m transplant patients);

(6) screenlng for dlsease stages for the seléction of patients for
selective therapy and management ar. i the diagnosis of cancer;

(7) human genetle testln‘g',*’ such as the testing for cystic fibrosis or
Huntington's disease’ H

(8) monitoring levels of medicinal products, substances or biological
components, where there is a risk that an erroneous result will lead to a
patient management decision resulting in an immediate life-threatening
situation for the patient being tested (for example, cardiac markers,
cyclosporin or prothrombin time testing);

(99 management of patients suffering from a life-threatening
infectious disease such as viral load of Human immunodeficiency virus
or Hepatitis C virus, or genotyping and sub-typing Hepatitis C virus or
Human immunodeficiency virus); or

(10) screening for congenital disorders in the foetus such as Down's
syndrome or spina bifida.
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(i) Invitro diagnostic medical devices for blood grouping or tissue typing

(@) Subject to clause (b), an in vitro diagnostic medical device shall
be assigned to Class C, if it is intended to be used for blood grouping or
tissue typing to ensure the immunological compatibility of any blood,
blood component, blood derivative, cell, tissue or organ that is intended
for transfusion or transplantation, as the case may be.

(b) An in vitro diagnostic medical device referred to in clause (a)
shall be assigned to Class D, if it is intended to be used for blood
grouping or tissue typing according to the ABO system, the Duffy
system, the Kell system, the Kidd system, the rhesus system (for
example, HLA, Anti-Duffy, Anti-Kidd).

(iii) Invitro diagnostic medical devices for self-testing

(a) Subject to clause (b),zan ih vitro, diagnastic medical device shall be
assigned to Class C, if it is’intendefd tobeus_ed for Self-testing.

(b) An in vitro diaghostic medlc‘ lce referred te in clause (a) shall be
assigned to Class B, if4it is mtended to be used to obtaln —

(1) test results that are; not for the determmatlon of a medically-
critical status or R

(2) preliminary ftest_results_wiiich require confirmation by
appropriate laboratory tests.

(iv) Invitro diagnostic medical devices for near-patient testing

An in vitro diagnostic medical device shall be assigned to Class C, if it is to
be used for near-patient testing in a blood gas analysis or a blood glucose
determination.

Ilustration: Anticoagulant monitoring, diabetes management, and testing for
C-reactive protein and Helicobacter pylori.

(v) In vitro diagnostic medical devices used in in vitro diagnostic
procedures An in vitro diagnostic medical device shall be assigned to Class
A:
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(1) if it is a reagent or an article which possesses any specific
characteristic that is intended by its product owner to make it suitable
for an in vitro diagnostic procedure related to a specific examination;

(2) an instrument intended specifically to be used for an in vitro
diagnostic procedure; or

(3) aspecimen receptacle.
(vi) Other in vitro diagnostic medical devices

(@ An in vitro diagnostic medical device shall be assigned to Class
B, if sub-paragraphs (i) to (v) of paragraph 2 do not apply to it; or

(b) It is a substance or device used for the assessment of the
performance of an analytlcal procedure or a part thereof, without a
quantitative or qualltatlve a55|gned value

o SECC’)N’ h DU E
[Refer rules 13(5), 13(7)220(2), 21( ), 31(1), 3462), 34(4), 35(2), 37,40(2),
42(1), 51(2), 59(2) 63(1) 64( ol 27[87A(3) B7C(1) and] 91]

FEE PAYABLE FOR LI :NCE PERMISSION AND

REGISTRA“/ ?;;I"ON CERTI FICATE
Sr. "~ ALTH. GOV In rupees (INR) except
Ride Subject where specified in dollars
No. ®)
1 3 ©) (4)
1. |13(5) Registration of Notified Body 25000
2. |13(7) Registration retention fee of Notified Body 25000

Manufacturing licence or loan licence to manufacture 28[Class

3. |20(2) |A (other than non-sterile and non-measuring)] or Class B —
medical device for,—

4. (a) one site; and 5000

5. (b) each distinct medical device 500
Manufacturing licence or loan licence to manufacture Class C

6. 21(2) . . —
or Class D medical device for,—

7. (a) one site; and 50000

8. (b) each distinct medical device 1000
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9.

10.

11.

12.

13.

14.

15.

16.

17.

18.

19.
20.

21.

22.
23.

24,

25.
26.

27.

28.
29.
30.
31.

32.

33.
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29(1) Manufacturing licence or loan licence retention fee for,—

(a) one site manufacturing 2[Class A (other than non-sterile
and non-measuring)] or Class B medical device; or

(b) one site of manufacturing Class C or Class D medical
device; or

(c) each distinct medical device of 2[Class A (other than non-
sterile and non-measuring)] or Class B; or

(d) each distinct medical device of Class C or Class D

31(1)

34(2)

34(2)

34(2)

34(2)

34(2)

35(2)
37

Test licence to manufacture for clinical investigations, test,
evaluation, examination, demonstration or training for each
distinct medical device

Import licence for 2{[Class A (other than non-sterile and non-
measuring)] medical device other than in vitro diagnostic
medical device for,—

(a) one site; and
(b) each distinct medlcal devnce

Import licengé for Class-B: medtcal deV|ce other than in vitro
diagnostic medical device fo‘ —-—:,:;K

(a) one S|te. and 47
(b) each distinct medical dgvice

Import licence for 22[Class A (other than non-sterile and non-
measuring)} or Class Bjin-¥itro diagnostic medical device for,—

(a) one site; arih
(b) each distinct in viteg dlagnostlc medical device

Import licence for Class C or Class D medical device other than
in vitro diagnostic medical device for,—

(a) one site; and
(b) each distinct medical device

Import licence for Class C or Class D in vitro diagnostic medical
device for,—

(a) one site; and

(b) each distinct in vitro diagnostic medical device
Inspection of the overseas manufacturing site
Import licence retention fee for,—

(a) one overseas site manufacturing 2[Class A (other than non-
sterile and non-measuring)] medical device other than in vitro
diagnostic medical device; or

(b) one overseas site manufacturing Class B medical device

5000

50000

500

1000

500

$1000
$50

$2000
$1000

$1000
$10

$3000
$1500

$3000
$500
$6000

$1000

$2000

Page 91 of 248



other than in vitro diagnostic medical device; or

(c) one overseas site manufacturing Class C or Class D medical

34. . o . . : . 3000
device other than in vitro diagnostic medical device; or 3
(d) each distinct medical device of *[Class A (other than non-

35. sterile and non-measuring)] other than in vitro diagnostic $50
medical device; or

h distinct medical i f Class B other than in vitr

36, (e) eac .dIStI cj‘t edlt?a device of Class B other than in vitro $1000
diagnostic medical device; or
(f) each distinct medical device of Class C or Class D other than

37. S . . : . $1500
in vitro diagnostic medical device
(g) one overseas site manufacturing 2*[Class A (other than non-

38. sterile and non-measuring)] or Class B in vitro diagnostic $1000
medical device;
(h) one overseas site manufacturing Class C or Class D medical

39. . . : : . . $3000
device other than in vitro diagnostic medical device;
(i) each distinct in wtro diagnostic médical device of 2¢[Class A

40. (other than nan=sterile, and non measurlng)] or Class B in vitro $10
diagnostic medical deVIce RIS ,
(j) each digtinct in V|tro dlagnostlc ‘medical dev:ce of Class C or

41. $500
Class D imjyitro dlagnostlc medical device;
Fee for Import: licence for!test!\evatuationcor demonstration or

42. lao) | cC Tor IMPOrCHS® Aok el pBTo $100
training for gach distingt medical device
Fee for Impoft of investigational medical device by Government

43.  42(1) |hospital or stattitory medigal<institution foFPtreatment of patient 500
of each distinct medica] device

51(2)(a . e
44, ) @) Permission to conduct pilot clinical investigation 100000
51(2)(b . . S —

45, ) @) Permission to conduct pivotal clinical investigation 100000
46. 59(2) Permission to conduct clinical performance evaluation 25000
Permission import or manufactur medical i hich
47, 63(1) ermissio to_l pot_o a_u acture a medical device whic 50000

does not have its predicate device
Permission import or manufacture n in vitro diagnosti
18, 64(1) e _|35|o _to import or manufacture new in vitro diagnostic 25000
medical device
Registration of medical device testing laboratory to carry out
49. 81(1) testing or evaluation of a medical device on behalf of 20000
manufacturer
50. 84 Registration retention fee for medical device testing laboratory 20000
51. 91 Certificate to export of each distinct medical device 1000
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37152. |87A(3) |Registration certificate for sale of medical devices 3000

Retention fee for registration certificate for sale of medical

53.  87C(1) devices

3000]

THIRD SCHEDULE
[Refer rules 13(5), 13(9), 14,15, 20(4), 20(6)]
DOCUMENTS REQUIRED FOR REGISTRATION OF NOTIFIED
BODY, ITS DUTIES AND FUNCTIONS

PART I
DOCUMENTS TO BE FURNISHED ALONG WITH APPLICATION
IN FORM MD-1 FOR GRANT OF CERTIFICATE OF
REGISTRATION

1. A Notified Body shall furpishcduby, S|gned copy of the following
documents to the Central Llcensmg Authorlty

(i) Constitution detalls of the

(i) Brief proflle of the org;amzanon and busmess profile related to
audit of medical device manuf act mg;snes

(iii) Accredltatmn Certm;: 6

ed by th.e;;?‘fji\lational Accreditation
Body referred to in fule 11

(iv) Quality manual of the orgahi"’"zﬁéﬁgtrail;
(v) List of all Standard Operating Procedures;

(vi) List of all technical personnel including any outside experts along
with their qualification, experience and responsibilities.

2. Undertaking to be submitted stating that the,—

(i) Notified body including its directors, executives and personnel
responsible for carrying out evaluation and verification activities shall
not be the designer, manufacturer, supplier or installer of devices
within the product category for which the body has been designated,
nor the authorised representative of any of those parties.
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(i) Directors, executives and personnel responsible for carrying out
evaluation and verification activities shall be independent of both the
manufacturers for whom the notified body conducts assessments and
the commercial competitors of those manufacturers, during their
employment by the notified body for the product range it is notified
for.

(ili)  Notified body personnel shall not be involved in consultancy
activities relating to devices in question, their manufacturing control or
test procedures, or their manufacturer.

PART II
DUTIES AND FUNCTIONS OF NOTIFIED BODY
1. Duties:

1. Notified body shall perform the‘audit of ymanufacturer who applied under
sub-rule (1) of rule 13. Fhe specifie appllcatlon shall be allotted to the
notified body by the State Llcens' ] Authorlty through the portal of the
Central Government. The audit sha 'Ievant to domestic manufacturing site
of Class A 3[(other than non- stenle;randrnén measurlng)] or Class B medical
devices.

2. The notified body shall have ."'s“takndard operating procedure for
identification, review and’resolution of alf cases where conflict of interest is
suspected or proven. Record®f,such review anddecision shall be maintained.

2. Functions:
A notified body shall,—

(i) impart training to its staff covering all the evaluation and
verification operations for which the notified body has been
designated;

(if) ensure that staff has adequate knowledge and experience of the
requirem ent of the control;

(iii) carry out the evaluation and verification operations with the
highest degree of professional integrity independently with technical
competence;
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(iv) ensure that manufacturing site and products comply with
prescribed standards referred in rule 7;

(V) not provide training or consultancy to the manufacturers whose site
Is being audited;

(vi) ensure that their auditors possess required qualification and
expertise in the relevant field for carrying out assessments of
manufacturing site and medical device that they are undertaking;

(vii) establish and maintain procedure and record which demonstrate
its compliance with quality management system.

3. Procedure for audit:
The notified body shall carry out the audit in the following manner:—

(i) technical review of respectlve documents as prescribed in the Fourth
Schedule; 3 iz

(i) on-site audit of the manutacturer's quality Fhanagement system to
establish confofmity by examination of objectlve evidence, and that of
sub-contractor wherever apphcable the requjrements of the Fifth
Schedule; ‘ 2

(iii) establish confofinity by examination and provision of objective
evidences to the essential' ‘prfinCiples laid down by the Central
Government from time to time;

(iv) establish design conformity by review of the design documents
during assessment of medical device to ensure its quality, safety, and
performance;

(v) record post approval changes, if any;

(vi) assess conformity to the product and process standards as per
provisions of these rules;

(vii) inform the manufacturer about the observed non-compliances
during audit, if any, and provide a copy of the audit report to the
manufacturer;
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(viii)  when any major non-compliance is observed during audit by
the notified body which may affect quality of the device, it may
provide reasonable time to rectify the non-compliance followed by
compliance verification of the manufacturing site;

(ix) The notified body, after assessment and verification, shall submit
detailed report giving its findings on each aspect of audit along with its
recommendations after completion of audit to the State Licensing
Authority and a copy of the same to the manufacturer.

FOURTH SCHEDULE
[Refer rules 20(2), 21(2), 34(2), 34(4), 63(1) and 64(1)]
DOCUMENTS REQUIRED FOR GRANT OF LICENCE TO
MANUFACTURE FOR SALE OR FOR DISTRIBUTION OR IMPORT

APRRT “ONpgy
POWER QEAT TORNEY
(To be authenticated in India’eitherby:@Magistrate of First Class or by
Indian Embassy in the €ountry of'jfo"r\i y an equiikalent authority through
‘apostitfey

Power of Attorney to accompahy:an-application for issuance of import
licence Z LSS5 _

| e L Qayorking as ... @ e authorised to sign
this Power  of  Attorney’ ¢©Von  behalf  of M /
TSSOSO (full address / telephone No., e-mail)
having manufacturing site at ...........cccceeevevieenne (full address, telephone No.,
e-mail), hereby delegate Power of Attorney to M / S.....cccccoveeviveeiieenee. , (full
address, as per wholesale licence or manufacturing licence 2[or registration
certificate], with telephone, fax and e-mail address), hereinafter to be known
as authorised agent, intends to apply for import licence under the provisions
of these rules, to import into India for the following medical devices
manufactured at below manufacturing site.

Name & address of foreign Name & address of manufacturing site

o manufacturer {full address with (full address with telephone, fax and e-
" telephone, fax and e-mail address) | mail address of the manufacturing site)
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Following are the details of medical device proposed to be imported (A
separate list may be annexed, if required in below given format).

S. |Generic | Brand Name (if | Model No. (if | . . |Intended | Shelf | Sterile or Non | Class of medical
Dimension . . .
No. | name any) any) use life sterile device

(2) Our Authorised agent shall,—
(a) act as the official representative for obtaining import licence in India.

(b) submit all necessary documents, as defined in the Fourth Schedule,
for the import licence of medical device.

(3) I shall comply with all the conditions imposed on the import licence and
with provisions of the MedicaFDevices Rules,"2017.

(4) | declare that M/s.’.......... lscarrymg ‘on the manufacture of the listed
medical device at the manufacturigg/site specified above.

(5) I shall allow the"Central-Licensing, Authority, or any person authorized
by it in that behalf to _enter andr‘ihSpé’C‘t Ortaudit the manufacturing premise
and to examine the process, pracedure and documents in respect of any
manufacturing site or to take sample-offisted mediical device for which the
application for import licence Has.been mades

(6) In case of any violation of Drugs and Cosmetics Act, 1940 (23 of 1940)
and the Medical Devices Rules, 2017, the authorised agent shall continue to
be responsible even after withdraw of this Power of Attorney for the devices
imported in India.

(7) 1 do hereby state and declare that all the photocopies or scanned copies
in the application are true copies of the original documents.

(8) | do hereby state and declare that all the documents submitted by the
undersigned are true and correct.

Place: Signature of the manufacturer
Date: (Name and Designation)
Seal/Stamp
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Undertaking from the authorised agent

L : age......co... working
J R at MIS.cceieceie e (Full
address/telephone No., e-mail) agrees to act upon the Power of Attorney as
the authorized agent on behalf of M/s........cccccoeviviiiiiiiiiinnnnn, (Full address/
telephone No., e-mail) having manufacturing site at...........cccccceevevennnnn, (Full
address, telephone No., e-mail).
Place: Signature of the authorised agent
Date: (Name and Designation)

Seal/Stamp

PART Il

(i) Documents to be submitted with the application for grant of Import
Licence or licence to manufactire for sale of: for distribution of a Class A
2 (other than non-sterlleand no-n-measurlng)] medical device

(a) The applicant shallsubmit documen ,f“fspecified ih the Table below:—

For medical devicés other than i Vitro, | | [Forin vitrozdiagnostic medical

S:No. diagnostic medical device SCO AL (devideC

device description intended use of the device description, intended use of
1. |device, specification’ mcludmg Variants-and the deyice, specification including
accessories; %0, HAHT ST variants and accessories;

a summary of analytical technology,

2. |material of construction;
relevant analytes and test procedure;

working principle and use of a novel working principle and use of a novel
technology (if any); technology (if any);

Labels and  package inserts
(4¢[instructions for use or electronic
"linstructions for use], etc.) , user
manual, wherever applicable;

labels, package inserts ([instructions for
4. use or electronic instructions for use], etc.)
user manual, wherever applicable;

summary of any reported Serious Adverse
Event in India or in any of the countries

5. where device is marketed and action taken
by the manufacturer and National
Regulatory Authority concerned,

analytical performance summary
including sensitivity and specificity;

site or plant master file as specified in site or plant master file as specified
Appendix | of this Schedule; in Appendix | of this Schedule;
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I . . . constitution details of the firm (of
constitution details of the firm (of domestic (

7. . domestic manufacturer or authorised
manufacturer or authorised agent);
agent);
. - . essential principles checklist for
essential principles checklist for p P .
i i . [demonstrating conformity to the
demonstrating conformity to the essential . A
8. . essential principles of safety and
principles of safety and performance of the L .
. . performance of the in vitro medical
medical device; .
device;
. : undertakin signed b the
undertaking signed by the manufacturer g g_ y
. i .. . . manufacturer stating that the
stating that the manufacturing site is in . N .
9. manufacturing site is in compliance

compliance with the provisions of the Fifth

Schedule: with the provisions of the Fifth

Schedule;

(b) In case of application for import licence, the authorised agent shall
submit—

A. Notarized copy of overseas manufacturing site or establishment or
plant registration, by whaftéyey ‘hém:ef_palled, inthe country of origin

issued by the competent au:ihony‘ahd Free Salg Certificate issued by
the National Regulatery-Authorityor equivalent competent authority of
the country concerned as reférred under rule 36.

B. Notarised copyrof QualityMahagement”System certificate or Full
Quality Assurance Ccertificate or _Redduction Quality Assurance
certificate issued by the competent authority, in respect of the
manufacturing site.

C. Self-attested copy of valid whole sale licence or manufacturing
licence issued under these rules.

D. Copy of latest inspection or audit report carried out by Notified
Bodies or National Regulatory Authority or Competent Authority
within last 3 years, if any.

(i) Documents to be submitted with the application for grant of licence to
manufacture or import Class B, Class C or Class D medical device

The domestic manufacturer or authorised agent shall submit the duly
signed following information pertaining to manufacturing site:—
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(a) Constitution details of domestic manufacturer or authorised agent.
(b) Site or plant master file as specified in Appendix | of this Schedule.

(c) Device master file as specified in Appendix Il for medical devices
other than in vitro diagnostic medical devices, or Appendix Il for in vitro
diagnostic medical devices of this Schedule.

(d) Essential Principles checklist for demonstrating conformity to the
Essential Principles of Safety and Performance of the Medical Device
including in vitro diagnostic medical device.

(e) Test licence obtained for testing and generation of quality control
data (for domestic manufacturers only), if any.

(f)  Undertaking signed stating, that the manufacturing site is in
compliance with the provisions of the FifthSchedule.

(g) Documents as _,Specifiedf‘_'i;:

’fhjelc_lvause (b) of paragraph (i) of this
Part.

B[(h) In case of in-vitro, diagnostic _medical “devices, performance
evaluation report by the manufacturer shall be submitted by the applicant:

PROVIDED that whén,the State Licensing Authority specifically requires
for Class B or the Central Licence Authgrity for Class B, Class C and
Class D in-vitro diagnostic medicaFdevices, as the case may be, applicant
shall submit the report issued by the central medical devices testing
laboratory or a medical device testing laboratory registered under rule 83
or by any laboratory accredited by the National Accreditation Board for
Testing and Calibration Laboratories or by any hospital accredited by
National Accreditation Board for Hospitals and Healthcare Providers or
by any Central Government or State Government Laboratory of any
hospital or of any institute, specified by the concerned State Licensing
Authority or the Central Licensing Authority.]
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PART 111
Appendix |
CONTENTS OF ASITE OR PLANT MASTER FILE

The manufacturer shall prepare a succinct document in the form of site
master file containing specific information about the production and/or
control of device manufacturing carried out at the premises. It shall contain
the following information:—

1. General Information:

(i) brief information on the site (including name and address),
relation to other sites;

(i) manufacturing activities;

(iif) any other operations carried out on the site:

(iv) name and exact.addféss of thessite, including telephone, fax
numbers, web site URL and e/mail address;0

(v) type of medital devices ke ‘dled an the snte and information about
specifically toxig'or hazardg ’\’tances handled mentioning the way
they are handledand precautiof taken: '

(vi)  short deécri»ption ~of|, the| Site ~(size location and immediate
environment and.other activitieson the site);

(vii) number of; employees: engaged in productlon quality control,
warehousing, and dlstrlbutlon

(viii) use of outside sciéntific, analytlcal or other technical assistance
in relation to the design, manufacture and testing;

(ix) short description of the quality management system of the
company;

(x) devices details registered with foreign countries;

(xi) brief description of testing facility.

2. Personnel:

(i) organisation chart showing the arrangements for key personnel;
(i) qualifications, experience and responsibilities of key personnel;
(ii1) outline of arrangements for basic and in-service training and how
records are maintained,

(iv) health requirements for personnel engaged in production;

(v) personnel hygiene requirements, including clothing.
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3. Premises and Facilities:

(i) layout of premises with indication of scale;

(i) nature of construction, finishes/ fixtures and fittings;

(iii)  brief description of ventilation systems. More details should be
given for critical areas with potential risks of airborne contamination
(including schematic drawings of the systems). Classification of the
rooms used for the manufacture of sterile products should be
mentioned;

(iv) special areas for the handling of highly toxic, hazardous and
sensitizing materials;

(v) Dbrief description of water systems (schematic drawings of the
systems are desirable) including sanitation;

(vi) maintenance (description of planned preventive maintenance
programmes for premises and recording system).

4. Equipment:

(i)  brief desgcription of ,major productlon and quality control
laboratories equipment (a list 'of‘the'eqmpment isrequired);

(i) maintenafice .(description | of pIanned préventive maintenance
programmes and recording System);

(iii) qualification and calibration; mcluding the recording system.
Arrangements for camputerized systems validation.

5. Sanitation:

Availability of written specifications and procedures for cleaning the
manufacturing areas and equipment.

6. Production:

(i)  brief description of production operations using, wherever
possible, flow sheets and charts specifying important parameters;

(i) arrangements for the handling of starting materials, packaging
materials, bulk and finished products, including sampling, quarantine,
release and storage;

(ii1) arrangements for reprocessing or rework;

(iv) arrangements for the handling of rejected materials and products;
(v) brief description of general policy for process validation;
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(vi) brief description of sterilisation facility.
7. Quality Assurance:

Description of the quality assurance system and of the activities of the quality
assurance department. Procedures for the release of finished products.

8. Storage:
Policy on the storage of medical device.
9. Documentation:

Arrangements for the preparation, revision and distribution of necessary
documentation, including storage of master documents.

10 Medical Device Complaints,and Fiefd>Safety Corrective Action:

| iﬂg:’tQ'ff‘compléinvts;
field saféty corrective action.

(i) arrangements,fdrA the Hari
(i) arrangements for the'd

11. Internal Audit:
Short description of the.internal Audit system
12. Contract Activitie‘éif‘?’;

Description of the way in which the cc‘)"'r'nblgigance of the contract acceptor is
assessed.

Appendix 11
DEVICE MASTER FILE FOR MEDICAL DEVICES OTHER THAN
IN VITRO DIAGNOSTIC MEDICAL DEVICES

1.0 Executive Summary:

An executive summary shall be provided by the manufacturer and shall
contain:

1.1 Introductory descriptive information on the medical device, the intended
use and indication for use, class of device, novel features of the device (if
any), shelf life of the device and a synopsis on the content of the dossier.
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1.2 Information regarding sterilization of the device (whether it is sterile or
non-sterile; if sterile, mode of sterilization).

1.3 Risk Management Plan, Risk Analysis, evaluation and control
documents.

1.4 Clinical Evidence and evaluation (if applicable).

1.5 Regulatory status of the similar device in India (approved or not
approved in India).

1.6 Design Examination Certificate, Declaration of Conformity, Mark of
Conformity Certificate, Design Certificate (if applicable). Copy of such
certificate(s) shall be enclosed.

1.7 Marketing history of the deV|ce from the date of introducing the device
in the market.

1.8 Domestic price of the deV|ce‘ lf ’the currency followed in the country of
origin. :

1.9 List of regulatory approvals or marketlng clearance obtained (submit
respective copies of approval Certlflcates) —

Approved Approved Shelf Class of Date of First

Country “hifey, ~oveR™ Device Approval

Indication
USA
Australia
Japan
Canada

European
Union

Others*

* Optional
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Status of market clearance pending, rejected or withdrawn

Regulatory Agency Indication  |Registration Reason for rejection/
of the country for use status and date  \withdrawal, if any

1.10 Safety and performance related information on the device:

(@) Summary of reportable event and field safety corrective action from the
date of introduction:—

For Serious Adverse Event:

SI. | Serious Adverse |Duration Number of the SAE| Total Lot/Batch
No. Event (SAE) From To reported Units sold No.

For Field Safety Corrective Actlon(FSCA)
Date of | Reason for COCountries wheretESCA Description of the
FSCA FSCA = Was congucted action taken

(b) If the device contains any of the followings, then descriptive information
on the following need to be provided:—

1. Animal or human cells tissues or derivatives thereof, rendered non-
viable (e.g. Porcine Heart Valves).

2. Cells, tissues or derivatives of microbial recombinant origin (e.g.
Dermal fillers based on Hyaluronic acid derived from bacterial
fermentation process).

3. lrradiating components, ionising or non-ionizing.

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Page 105 of 248



2.0 Device description and product specification, including variants and
accessories

2.1 The dossier should contain the following descriptive information for the
device:—

(@) A general description including its generic name, model name,
model No., materials of construction, intended use, indications,
YTinstructions for use or electronic instructions for use], contra-
indications, warnings, precautions and potential adverse effects;

(b) the intended patient population and medical condition to be
diagnosed or treated and other considerations such as patient selection
criteria;

(c) principle of operations@6 dnode of action, accompanies by
animation or videos (if.available);

(d) an explanation of arty novelfeatures

(e) a description of the accessofies, other medical device and other
product that are not medical devioe, which are intended to be used in

combination with it andfit should also be elarified whether these
accessories or device are stipplied:as:a system-0r separate components;

(f) a description or cemplete list ofithe various configurations or
variants of the device that will be'made available;

(g) a general description of the key functional elements, e.g. its parts
or components (including software if appropriate), its formulation, its
composition, its functionality and where appropriate, this will include:
labeled pictorial representations (e.g. diagrams, photographs, and
drawings), clearly indicating key parts or components, including
sufficient explanation to understand the drawings and diagrams;

(h) a description of the materials incorporated into key functional
elements and those making either direct contact with a human body or
indirect contact with the body, e.g., during extracorporeal circulation of
body fluids. Complete chemical, biological and physical
characterization of the material(s) of the medical device;
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(i) for medical devices intended to emit ionizing radiation, information on
radiation source (e.g. radioisotopes) and the material used for shielding of
unintended, stray or scattered radiation from patients, users and other persons
shall be provided.

2.2 Product Specification:

The dossier should contain a list of the features, dimensions and performance
attributes of the medical device, its variants and accessories, that would
typically appear in the product specification made available to the end user,
e.g. in brochures, catalogues etc.

2.3 Reference to predicate or previous generations of the device:

Where relevant to demonstrating conformity to the essential principles, and to
the provision of general background rnformatlon the dossier should contain
an overview of:

(@) the manufacturers prev1ous“generat|on of the device, if such exist;

(b) predlcate devrces avallabie on the local and international markets;
and ( ~ :

(c) comparative analysis: to prove substantlal equivalence to the
predicate device(s)as clarmed

3.0 Labelling:

The dossier should typically contain a complete set of labeling associated
with the device as per the requirements of Chapter VI of these rules.
Information on labelling should include the following:—

(a) Copy of original label of the device, including accessories if any,
and its packaging configuration;

%[(b) Instructions for use or electronic instructions for use (Prescriber's
manual);]

(c) Product brochure; and

(d) Promotional material.
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4.0 Design and manufacturing information:
4.1 Device Design:

The dossier should contain information to allow the reviewer to obtain a
general understanding of the design stages applied to the device. The
information may take in form of flow chart. Device design validation data
should be submitted.

4.2 Manufacturing Processes:

The dossier should contain information to allow the reviewer to obtain a
general understanding of the manufacturing processes. The information may
take the form of flow chart showing an overview of production,
manufacturing environment, facilities and controls used for manufacturing,
assembly, any final product testingatabelling and packaging and storage of
the finished medical devices H the manufactifing process is carried out at
multiple sites, the manufacturing -activities;at each site should be clearly
specified. : AT A ‘

5.0 Essential principIés checklist':f: { {

() The dossier.should co’n't'air-‘i'j the foillov\/ing:__
(@) the essential 'priknciples’;"' .

(b) whether each essential principleﬁépplies to the device and if not,
why not;

(c) the method used to demonstrate conformity with each essential
principle that applies;

(d) areference for the method employed (e.g., standard); and

(e) the precise identity of the controlled document that offers
evidence of conformity with each method used.

(i) Methods used to demonstrate conformity may include one or more of
the following:—

(@) conformity with standards as referred to in rule 7;
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(b) conformity with an in-house test method,;
(c) the evaluation of pre-clinical and clinical evidence;
(d) comparison to a similar device already available on the market.

(ili)  The essential principles checklist should incorporate a cross-reference
to the location of such evidence both within the full technical documentation
held by the manufacturer and within the dossier. A template for a checklist is
shown in as under.—

Document Reference
Justification and/or
comments

Essential Relevant | Specification!standard Sub- | Complies
Principle | Yes/No clauselreference Yes /No

6.0 Risk analysis and contrél’summary:

The dossier should contain a sum"rnaty“l’()fjthe risks ‘identified during the risk
analysis process and how these rls a\fiéf"been controlled to an acceptable
level. This risk analysis should bethased on prescribedstandards and be part
of the manufacturer's risk meanagementplan hased on complexity and risk
class of the device. The technique Used to"analyse thesrisk must be specified,
to ensure that it is appfopriate forethe-medical deviee and risk involved. The
risks and benefits associated with-thes use-of the“medical device should be
described. The risk analysis stbmitted shalt*have periodic updation of the
risks identified as per risk management plan.

7.0 Verification and validation of the medical device
7.1 General:

(A) The dossier should contain product verification and validation
documentation. The dossier should summarize the results of verification and
validation studies undertaken to demonstrate conformity of the device with
the essential principles that apply to it. Such information would typically
cover wherever applicable:

(@) engineering tests;

(b) laboratory tests;
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(c) simulated use testing;

(d) any animal tests for demonstrating feasibility or proof of concept
of the finished device;

(e) any published literature regarding the device or substantially
similar devices.

(B) Such summary information may include:

(i) declaration or certificate of conformity to a recognised standard and
summary of the data if no acceptance criteria are specified in the standard;

(if) declaration or certificate of conformity to a published standard that has
not been recognised, supported by a rationale for its use, and summary of the
data if no acceptance criteria is specified in the standard;

(iii)  declaration or certiffcate of conformity to.a professional guideline,
industry method, or in- -huse test method supported by a rationale for its use,
a description of the method used (& ‘mmary of thettlata in sufficient detail
to allow assessment of:: |ts adequacy :

(iv) a review of publlshed I|terature regardmg the_device or substantially
similar devices. SN

(C) In addition, where apphcable to the deviee, the dossier should contain
detailed information on: :

(@) bio-compatibility studies data as per prescribed standards;

(b) medicinal substances incorporated into the device, including
compatibility of the device with the medicinal substance;

(c) biological safety of devices incorporating animal or human cells, tissues
or their derivatives;

(d) sterilisation;

(e) software verification and validation;
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(F) animal studies that provide direct evidence of safety and performance of
the device, especially when no clinical investigation of the device was
conducted,

(g) clinical evidence.

(D) Detailed information will describe test design, complete test or study
protocols, methods of data analysis, in addition to data summaries and test
conclusions. Where no new testing has been undertaken, the dossier should
incorporate a rationale for that decision, e.g. bio-compatibility testing on the
identical materials was conducted when these were incorporated in a
previous, legally marketed version of the device. The rationale may be
incorporated into the Essential Principle checklist.

7.2 Bio-compatibility:

(i) The dossier should contam a Ilst of alPmaterials in direct or indirect
contact with the patlent or user S50}

(i) Where b|0‘-jcompat|b|l|_ testlng has been undertaken (as per
prescribed standards) to 'characterlze the © physical, chemical,
toxicological and" biologllcall responseCef a material, detailed
information shoald be ifickided jonthe tests conducted, standards
applied, test protocols the analys;s ‘of data and the summary of results.
At a minimum, tests shouldbe conducted oh samples from the finished,
sterilized (when supplied’sterile) device.

(ili)  Depending on nature and intended use of the investigational
medical device, device performance for its actions (including
mechanical, electrical, thermal, radiation and any other of this type)
and safety should be assessed in healthy or diseased animal model
(intended to be treated by such medical device), as appropriate,
demonstrating reaction to active and basic parts of the devices on
absolute tissue, local tissue as well as whole organ, clearly recording
local, general and systemic adverse reactions, risks or potential risks
and performance of device in line with intended use. Wherever
possible, histopathology, pathophysiology and path anatomy should be
carried out.
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(iv) 1SO-10993, Biological Evaluation of Medical Devices, should be
followed for conducting bio-compatibility study for invasive medical
devices should be carried out. A report of bio-compatibility study along
with rationale for selecting specific tests carried out should be prepared
including conclusion of the study.

7.3 Medicinal substances:

Where the medical device incorporates a medicinal substance, the dossier
should provide detailed information concerning that medicinal substance, its
identity and source, the intended reason for its presence, and its safety and
performance in the intended application.

7.4 Biological safety:

(i) The dossier should coptain @slist of all materials of animal or
human origin used_ 4 the device. 'Far these materials, detailed
information shouldbe prowded concerning the selection of sources or
donors; the harvesting, prog ‘Ssmg, preservation, testing and handling
of tissues, cells‘and substafges’ ff.,.fsuch origin should also be provided.
Process validation results should be mcluded to substantiate that
manufacturing procedures are’in! place to"minimize biological risks, in
particular, withZregard tO;V'fUSGS and othey transmissible agents.
Transmissible Spongiform E£ncephalopatiiies (TSE) or Bovine
Spongiform Encephalopathy (BSE) Eertificates should also be
submitted:

%[PROVIDED that the requirement of Transmissible Spongiform
Encephalopathies (TSEs) or Bovine Spongiform Encephalopathy
(BSE) Certificates is not necessary, if the source is from an animal
species from a country of origin recognised as having negligible
Bovine Spongiform Encephalopathy risk in accordance with the
recommendations of the World Organisation for Animal Health.]

(i) The system for record-keeping to allow traceability from sources
to the finished device should be fully described.

7.5 Sterilization:
(i) Where the device is supplied sterile, the dossier should contain the
detailed information of the initial sterilization validation including
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sterilizer qualification, bio-burden testing, pyrogen testing, testing for
sterilant residues (if applicable) and packaging validation as per
prescribed standards. Typically, the detailed validation information
should include the method used, sterility assurance level attained,
standards applied, the sterilization protocol developed in accordance
with prescribed standards, and a summary of results.

(if) Evidence of the ongoing revalidation of the process should also be
provided. Typically this would consist of arrangements for, or evidence
of, revalidation of the packaging and sterilization processes.

7.6 Software verification and validation:

The dossier should contain information on the software design and
development process and evidence of the validation of the software, as used
in the finished device. This information should typically include the summary
results of all verification, validatioh and tésting_performed both in-house and
in a simulated or actual user environment prior tocfinal release. It should also
address all of the different hardware conflguratlons and, where applicable,
operating systems |dent|f|ed in the._fl Y

7.7 Animal studies: ©

(i) Where studieszin an animal'um_ode‘l have beeh undertaken to provide
evidence of conformity With™the. Essential Principles related to
functional safety and performance detailed information should be
contained in the dossier. &

(i) The dossier should describe the study objectives, methodology,
results, analysis and conclusions and document conformity with Good
Laboratory Practices. The rationale (and limitations) of selecting the
particular animal model should be discussed.

7.8 Stability data:

If available, real-time aging data shall be submitted to support the claimed
shelf life. However, if real-time data is not available, accelerated stability data
shall be submitted to support the claimed shelf life. Such a provisional
claimed shelf life may be approved provided that the manufacturer
Immediately initiates real-time stability testing to validate the proposed shelf
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life. After completion of the real time stability analysis, real-time stability
data shall be submitted in support of the claimed shelf life.

7.9 Clinical evidence:

The dossier should contain the clinical evidence that demonstrates conformity
of the device with the Essential Principles that apply to it. It needs to address
the elements contained in the Clinical Investigation, as specified under the
Seventh Schedule. If a predicate device is available, the manufacturer needs
to submit the substantial equivalence evaluation along with relevant published
literature in accordance with these rules.

7.10 Post Marketing Surveillance data (Vigilance reporting):

The dossier should contain the Post Marketing Surveillance or Vigilance
Reporting procedures and data collected-py the manufacturer encompassing
the details of the complamts recelved and correctlve and preventive actions
taken for the same. ‘

Note:

1. All reports submltted s, a part of the: d035|er should be signed and
dated by the responS|bIe person

2. Batch Release Certlflcates and Certlflcate of Analysis of finished
product for minimum 3"eensecutive patefies should be submitted.

3. All certificates submitted must be within the validity period.

4. Any information which is not relevant for the subject device may
be stated as 'Not Applicable' in the relevant Sections/Columns of the
above format, and reasons for non-applicability should be provided.

Appendix 111
DEVICE MASTER FILE FOR IN VITRO DIAGNOSTIC MEDICAL
DEVICES
1.0 Executive Summary

An executive summary shall be provided by the manufacturer and shall
contain:
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1.1 Introductory descriptive information on the in vitro diagnostic medical
device, the intended use and risk class of in vitro diagnostic medical device,
novel features (if any), claimed shelf life and a synopsis on the content of the
dossier.

1.2 Regulatory status of the similar device in India (approved or new in
vitro diagnostic medical device).

1.3 Domestic price of the in vitro diagnostic medical device in the currency
followed in the country of origin.

1.4 Marketing history of the in vitro diagnostic medical device from the
date of introducing the in vitro diagnostic medical device in the market.

1.5 List of regulatory approvals or marketing clearance obtained in below
format (submit respective copy of.approvabgertificate).

SI. | Name of the |Approved?” Approyed O Risk | Date of first
K 4 s s v Compositian
No. country indication  shelfdifez; 7 ¢ | Class approval

1.6 Status of pending fequest for mafk‘é‘t‘{\cléarance

Regulator s AN Reason for
g y Intended | Indication! - Registration . . i
Agency of the N e A rejection/withdrawal, if
use “h for use“=+status and date
country ~ | any

1.7 Safety and performance related information on the in vitro diagnostic
medical device:

(@) Summary of reportable events and field safety corrective action from the
date of introduction

For adverse event (false diagnosis or any other hazard during its use)

Adverse event (false Frequency of occurrence during the period
diagnosis) (number of report/total units sold)
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For Field Safety Corrective Action (FSCA)

Date of Reason for | Countries where FSCA was Description of the
FSCA FSCA conducted action taken

(b) If the in vitro diagnostic medical device contains any of the following then
descriptive information on the following need to be provided:—

(1) Animal or human fluids or derivatives thereof, rendered non-viable.
(2) Cells, tissues and / or derivatives of microbial recombinant origin.

2.0 Description and specificatiom ARcluding variants and accessories of the
in vitro diagnostic medical gevice |

2.1 Description

The device master fijle should incldde i the following device descriptive
information:— CDSCO L il CDSC

(@ itmay include
(1) whatis detected:”

(2) its function (for example screening, monitoring, diagnostic or aid
to diagnosis, staging or aid to staging of disease);

(3) the specific disorder, condition or risk factor of interest that it is
intended to detect, define or differentiate;

(4) whether it is automated or not;
(5) whether it is qualitative or quantitative;

(6) the type of specimen required (e.g. serum, plasma, whole blood,
tissue biopsy, urine);

(7) testing population;
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(b) the intended user (lay person or professional);
(c) ageneral description of the principle of the assay method;
(d) the risk based class of the device;

(e) a description of the components (e.g. reagents, assay controls and
calibrators) and where appropriate, a description of the reactive ingredients of
relevant components (such as antibodies, antigens, nucleic acid primers)
where applicable;

(f) adescription of the specimen collection and transport materials provided
with the in vitro diagnostic medical device or descriptions of specifications
recommended for use;

(g) for instruments of automated assays; a description of the appropriate
assay characteristics or dedicatéd assays;

(h) for automated assays a descrylptlon of the approprlate instrumentation
characteristics or dedlcated mstrum

(i) a description of any software to be used with the in vitro diagnostic
medical device; LB

(j) a description or complgte list of thé'\vé’r"ious configurations/variants of the
in vitro diagnostic medical devjce that will be niade available;

(k) a description of the accessories, other in vitro diagnostic medical device
and other products that are not in vitro diagnostic medical device, which are
intended to be used in combination with the in vitro diagnostic medical
device. Reference to the manufacturer's previous device generation(s) or
similar devices or device history.

2.2 For anew in vitro diagnostic medical device:

Where relevant to demonstrating conformity to the essential principles, and to
provide general background information, the device master file may provide a
summary of Clinical Performance Evaluation reports.

2.3 For an in vitro diagnostic medical device already available on the
market in India:
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(i) This information may include a summary of the number of adverse event
reports rela ted to the safety and performance of this in vitro diagnostic
medical device in relation to the number of in vitro diagnostic medical
devices placed on the market.

(i)  External certificates and documents which give written evidence of
conformity with the essential principles may be annexed to the device master
file.

(ili) Comparative analysis to prove substantial equivalence to the predicate
device(s), if claimed in the application.

3.0 Essential principles checklist:

(i) The device master file should include an essential principles checklist
that identifies:

(@) the essential principles\ofsafety and pekformance;

(b) whether each essential i nmple applles to the in vitro diagnostic
medical device and if not, why Aot ;

(c) the method used to demonstrate conformlty with each essential
principle that applles and

(d) the reference tdthe actual technlcal documentation that offers
evidence of conformity with-each‘method used.

(i) The method used to demonstrate conformity may include one or more of
the following:—

(@) conformity with recognized or other standards;

(b) conformity with a commonly accepted industry test method
(reference method);

(c) conformity with appropriate in house test methods that have been
validated and verified;

(d) comparison to an in vitro diagnostic medical device already
available on the market.
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(ili)  The essential principles checklist should include a cross-reference to
the location of such evidence both within the full technical documentation
held by the manufacturer and within the Device master file (when such
documentation is specifically required for inclusion in the Summary
Technical Documentation as outlined in this guidance).

4.0 Risk analysis and control summary:

The device master file should contain a summary of the risks identified
during the risk analysis process and a description of how these risks have
been controlled to an acceptable level. Preferably, this risk analysis should be
based on recognised standards and be part of the manufacturer's risk
management plan.

The summary should address possible hazards for the in vitro
diagnostic medical device suchwasthe aisk from false positive or false
negative results, indirect risks whigh=may result from in vitro diagnostic
medical device associatedl hazards; ‘stich as mstablllty, which could lead to
erroneous results, or from user- related‘ hazards, suchcas reagents containing
infectious agents. The=results of the risk‘analysis should provide a conclusion
with evidence that rémajning. rlsks are acceptable when compared to the
benefits. D

5.0 Design and manufatturing information:
5.1 Device design:

The Device master file should contain information to allow a reviewer to
obtain a general understanding of the design applied to the in vitro diagnostic
medical device.

It should include a description of the critical ingredients of an assay
such as antibodies, antigens, enzymes and nucleic acid primers provided or
recommended for use with the in vitro diagnostic medical device. This
section is not intended to take the place of the more detailed information
required for a QMS audit or other conformity assessment activity. If design
takes place at multiple sites, a controlling site must be identified.

5.2 Manufacturing processes:
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The device master file should contain information to allow a reviewer to
obtain a general understanding of the manufacturing processes. It is not
intended to take the place of the more detailed information required for a
QMS audit or other conformity assessment activity. The information may
take the form of a process flow chart showing, for example, an overview of
production including the technologies used, assembly, any in-process and
final product testing, and packaging of the finished in vitro medical device.

5.3 Manufacturing sites:

The device master file should identify the sites where these activities are
performed (this does not include the sites of all suppliers of raw materials but
only the sites that are involved in critical manufacturing activities). If Quality
Management System certificates, or the equivalent, exist for these sites, they
may be annexed to the device master file.

6.0 Product validation and vefification:

The information prowded in the product valldatlon and verification section of
the device master fil&swill vary ‘¥ :.;,e Ievel of detailzas determined by the
class of the device. The device master, file should summarize the results of
validation and verificatioh studles undertaken to” demonstrate conformity of
the in vitro diagnostic medical devl,_ce wlth the essendial principles that apply
to it. Where appropriate, ‘stich infd’rmafion"might come from literature.

For the purpose of the ‘déviee master file document, summary and
detailed information are defined as follows:

(i) Summary information:

A summary should provide enough to assess the validity of that information
by the regulatory authorities. This summary should contain a brief description
of:

(@) the study protocol;
(b) the study results;
(c) the study conclusion.
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This summary may include:

(@) Where a recognized standard exists, a declaration/certificate of
conformity to a recognized standard can be provided with a summary
of the data if no acceptance criteria are specified in the standard,;

(b) In the absence of a recognized standard, a declaration/certificate
of conformity to a published standard that has not been recognized
might be provided if it is supported by a rationale for its use, and
summary of the data, and a conclusion, if no acceptance criteria are
specified in the standard;

(¢) In the absence of a recognized standard and non-recognized
published standards, a professional guideline, industry method, or in-
house standard may be referred to in the summarized information.
However, it should be supportedbyarationale for its use, a description
of the method used,@ summagy-Qf the data in sufficient detail and a
conclusion to aIIow assessment of |ts adequacy,

(d) A review’of relevant P _V.Ilshed literature® regardmg the device /
analyte (measurand) or substantlally S|m|Iar in vitro diagnostic medical
devices.

(ii) Detailed information,,
Detailed information should ihclude:

(@) complete study protocol;
(b) method of data analysis;
(c) complete study report;
(d) study conclusion.

For detailed information, when a recognized standard exists that contains the
protocol and the method of data analysis, this information can be substituted
by a declaration or certificate of conformity to the recognized standard along
with a summary of the data and conclusions. Where appropriate, actual test
result summaries with their acceptance criteria should be provided and not
just pass/fail statements.
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7.0 Analytical Studies:

The statements and descriptions in the following sections refer to all in vitro
diagnostic medical devices. It must be noted however that there are
applicability differences between instrumentation and reagent-based assays,
and that the assays themselves may be quantitative, semi-quantitative or
qualitative in nature. There may be limited applicability of some of the
following sub-sections for qualitative or semi-quantitative assays. Where
possible, comments regarding instrumentation or qualitative assays appear in
the sub-sections.

8.0 Specimen type:

(@) This section should describe the different specimen types that can be
used. This should include their stability and storage conditions. Stability
includes storage and where applicabletransport conditions. Storage includes
elements such as duration temperature Iimits and freeze /thaw cycles.

(b) This section should mclude summary mformatton for each matrix and
anticoagulant when applicable, mcluding a descrlptron of the measurement
procedure for comparison or determlnatlon of measurement accuracy. This
includes information such™as” specimen. type tested, number of samples,
sample range (using spiked samples'kas_\ ap‘propriate) Or target concentrations
tested, calculations and statistical methods, results and conclusions.

9.0 Analytical performance CHaracteristics:
9.1 Accuracy of measurement:
This section should describe both trueness and precision studies.

Explanation : The general term measurement accuracy is currently used to
cover both trueness and precision, whereas this term was used in the past to
cover only the one component now named trueness. While measurement
trueness, affected by systematic error, is normally expressed in terms of bias,
measurement precision, affected by random error, is naturally expressed in
terms of standard deviation. Accuracy is affected by a combination of
systematic and random effects that contribute as individual components of the
total error of measurement.
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9.2 Reproducibility:

This section should include reproducibility estimates and information about
the studies used to estimate, as appropriate, variability between days, runs,
sites, lots, operators and instruments. Such variability is also known as
"Intermediate Precision"”. Reproducibility data is obtained for instrumentation
In conjunction with an appropriate assay.

Note 1: Such studies should include the use of samples that represent the full
range of expected analyte (measurand) that can be measured by the test as
claimed by the manufacturer.

Note 2: If a recognized standard is used, a declaration/ certificate of
conformity to the recognized standard along with a summary of the data and
conclusions.

10.0 Analytical sensitivity'

This section should mclude |nformat|on"*iabout the study design and results. It
should provide a desCription of; specnmen type andrpreparation including
matrix, analyte (meastrand) levels) and how levels Wvere established. The
number of replicates testéd’atCeach concentratlon Should also be provided as
well as a description of the calculatlon used to detefmine assay sensitivity.
For example: : =

(@ Number of standar’d deviationsabove the mean value of the
sample without analyte (measurand), commonly referred to as limit of
blank (LoB).

(b) Lowest concentration distinguishable from zero, based on
measurements of samples containing analyte (measurand), commonly
referred to as limit of detection (LoD).

(c) Lowest concentration at which precision and / or trueness are
within specified criteria, commonly referred to as limit of quantitation

(LoQ).

For Class C and D in vitro diagnostic medical devices, detailed
information would be provided.
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11.0 Analytical specificity:

(i) This section should describe interference and cross reactivity
studies to determine the analytical specificity, defined as the ability of a
measurement procedure to detect or measure only the analyte
(measurand) to be detected, in the presence of other substances/agents
in the sample.

(i) Provide information on the evaluation of potentially interfering
and cross reacting substances/agents on the assay. Information should
be provided on the substance/agent type and concentration tested,
sample type, analyte (measurand) test concentration, and results.

(ili)  Interferents and crasssreacting substances/agents, which vary
greatly depending opsthe assay. type and design, could derive from
exogenous or endogenous;sourcessuch, as:

@ subffances Uy 0'r§il--:p'?”‘/tient treatment (e.g. therapeutic
drugs, anticoagulants, etc)); ,,

(b) substances ingested by the patientc(e.g. over the counter
medicationsj,alcoholiwitamins; foods, etc.);

©) _substance wadded during” sample preparation (e.g.
preservatives, stabilizers);

(d) substances encountered in specific specimens types (e.g.
hemoglobin, lipids, bilirubin, proteins);

(e) analytes of similar structure (e.g. precursors, metabolites)
or medical conditions unrelated to the test condition including
specimens negative for the assay but positive for a condition that
may mimic the test condition (e.g. for a hepatitis A assay: test
specimens negative for hepatitis A virus, but positive for
hepatitis B virus).

Explanation : Interference studies involve adding the potential interferent to
the sample and determining any bias of the test parameter relative to the
control sample to which no interferent has been added.
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12.0 Metrological traceability of calibrator and control material values

Where applicable, summarize the information about metrological traceability
of values assigned to calibrators and trueness control materials. Include, for
example, methods and acceptance criteria for the metrological traceability to
reference materials and / or reference measurement procedures and a
description of value assignment and validation.

Precision control materials, used when establishing the reproducibility
of a measurement procedure do not require the assessment of metrological
traceability to a reference material or a reference method.

13.0 Measuring range of the assay:

This section should include a summary of studies which define the measuring
range (linear and non-linear measurning,systems) including the limit of
detection and describe information_on, how'dhese were established. This
summary should include @ description-of spemmen type, number of samples,
number of replicates,<and prepa“‘tlon including information on matrix,
analyte (measurand) levels and how, ,,,els were established. If applicable,
add a description ofchigh dose hook eﬁect and the data supporting the
mitigation (e.g. dilution) steps.”

14.0 Definition of Assay‘Cut-o‘ff::' S

This section should provide a sommaryof an’alytical data with a description
of the study design including methods for determining the assay cut-off,
including:

(@) the population(s) studied (demographics/selection/inclusion and
exclusion criteria / number of individuals included);

(b) method or mode of characterization of specimens; and

(c) statistical methods e.g. Receiver Operator Characteristic (ROC) to
generate results and if applicable, define gray-zone/equivocal zone.

15.0 Stability (excluding specimen stability):

This section should describe claimed shelf life, in use stability and shipping
studies.
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16.0 Claimed Shelf life:

This section should provide information on stability testing studies to support
the claimed shelf life. Testing should be performed on at least three different
lots manufactured under conditions that are essentially equivalent to routine
production conditions (these lots do not need to be consecutive lots).
Accelerated studies or extrapolated data from real time data are acceptable for
initial shelf life claim but need to be followed up with real time stability
studies. Such detailed information should describe:

(@) the study report (including the protocol, number of lots, acceptance
criteria and testing intervals);

(b) when accelerated studies have been performed in anticipation of the real
time studies, the method used for accelerated studies;

(c) conclusions and clalmed shelf Ilfe

Explanation: Shelf life_can be derlve' \from the lot With the longest real time
stability data as long as accelerated‘ 158 ___'rapolated data from all three lots are
comparable.

17.0 Inuse stability:

This section should provide information-eain use Stability studies for one lot
reflecting actual routine usé of,the devicex(feal or simulated). This may
include open vial stability and/or, for automated instruments, on board
stability. In the case of automated instrumentation if calibration stability is
claimed, supporting data should be included. Such detailed information
should describe:

(@) the study report (including the protocol, acceptance criteria and testing
intervals);

(b) conclusions and claimed in use stability.
18.0 Shipping stability:

This section should provide information on shipping stability studies for one
lot to evaluate the tolerance of products to the anticipated shipping
conditions. Shipping studies can be done under real and/ or simulated
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conditions and should include variable shipping conditions such as extreme
heat or cold. Such information should describe:

(@) the study report (including the protocol, acceptance criteria);
(b) method used for simulated conditions;

(c) conclusion and recommended shipping conditions.

19.0 Clinical Evidence:

The device master file should contain the Clinical Evidence, Evaluation
report that demonstrates conformity of the in vitro diagnostic medical device
to the Essential Principles that apply to it.

20.0 Labelling:

The device master file shaild typicatly contain a complete set of labeling
associated with the in vitro medlcal devnce as descrlbed in Chapter V1.

21.0 Post marketlng survelllance: { ,_,ata (VIgllance reportlng)

The dossier should contaln the post marketing “surveillance or vigilance
reporting procedures aad data collected by the mandéifacturer encompassing
the details of the complamts receied=and corrective and preventive actions
taken for the same. H |

22.0 Information required to be submitted for the in vitro diagnostic
medical device:

(1) The details of source antigen or antibody as the case may be and
characterization of the same. Process control of coating of antigen or antibody
on the base material like Nitrocellulose paper, strips or cards or ELISA wells
etc. Detailed composition of the in vitro diagnostic medical device and
manufacturing flow chart process of the in vitro diagnostic medical device
showing the specific flow diagram of individual components or source of the
individual components.

(2) Test protocol of the in vitro diagnostic medical device showing the
specifications and method of testing. In house evaluation report of sensitivity,
specificity and stability studies carried out by the manufacturer.
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(3) In case of imported diagnostic in vitro diagnostic medical devices, the
report of evaluation in details conducted by the National Control Authority of
country of origin.

(4) Specimen batch test report for at least consecutive 3 batches showing
specification of each testing parameter.

(5) The detailed test report of all the components used / packed in the
finished in vitro diagnostic medical device.

(6) Pack size and labeling.

(7) Product inserts.

(8) Specific evaluation report, if done by any laboratory in India, showing
the sensitivity and specificity of the in vitro diagnostic medical device.

(9) Specific processing like safe handling, material control, area control,
process control, and stability studies, storage at quarantine stage and finished
stage, packaging should be highlighted in the product dossier.

Note:

1. All the test reports sub rtted*s A part of the dossier should be
signed and dated by the respj ‘

2. Batch Release Certificates and Certlflcate of Analysis of finished
product for minimum 3 co,nseo,uttve batches shodld be submitted.

3. All certificateS’submitted must be withinsthe validity period.

4. Any information whithscnetTelevant for the subject in vitro
diagnostic medical device may be stated as 'Not Applicable' in the
relevant sections/ columns of the above format, and reasons for non-
applicability should be provided.

PART IV
INFORMATION REQUIRED TO BE SUBMITTED WITH THE
APPLICATION FORM FOR IMPORT OR MANUFACTURE OF
MEDICAL DEVICES WHICH DOES NOT HAVE PREDICATE
DEVICE

(a) Data to be submitted along with the application (for medical devices other
than new in vitro diagnostic).—

1. Design Analysis data including, (whichever applicable)—
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(@) design input and design output documents;

(b) mechanical and electrical tests;

(c) reliability tests;

(d) validation of software relating to the function of the device;
(e) any performance tests;

(f) invitro tests.

2. Bio-compatibility tests data, Report of bio-compatibility tests along with
rationale for selecting these tests. Summary report of the bio-compatibility
study including the conclusion of the study.

3. Risk Management data.
4. Animal Performance study data.

5. Pilot or Pivotal Clinical Investlgatlon data including that carried out in
other countries if any.

6. In case, if waiver from cllmcal' nvestlgatlon &.claimed in accordance
with the provisions of Medical? l_._"__f]_RuIes 20¥7, the information or
supporting data shall be submltted Y “

7. Regulatory status and restrlctlon on use in other eountries (if any) where
marketed or approved. (TN

4118. Proposed mstructlons for:use or electronlc instructions for use and
labels.]

(b) Data to be submitted along with the application (for new in vitro
diagnostic medical devices).—

1. Device data including, (whichever applicable)—
(i) design input, design output documents, stability data;

(i) device specification including specificity, sensitivity,
reproducibility and reputability;

(ili)  product validation and software validation relating to the
function of the device (if any);
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(iv) performance evaluation report from a laboratory designated
under sub-rule (1) of rule 19.

2. Risk Management data.

3. Clinical Performance Evaluation data carried out in India and in other
countries (if any).

4. Regulatory status and restriction on use in other countries (if any) where
marketed or approved.

48[5, Proposed instructions for use or electronic instructions for use and
labels.]

FIFTH SCHEDULE
[Refer rules 20(3) ,20(5), 20(8), 22(i)]
QUALITY MANAGEMENT SYSTEM FOR MEDICAL DEVICES
AND IN VITRE DIAGNO'ST’IC MEDICAL DEVICES

1. General Requwements

1.1 This Schedule specu‘les requwements for a quallty management system
that shall be used by the mandéfacturer: for the deSIgn and development,
manufacture, packaging, Iabellmg testlng, installation and servicing of
medical devices and in vitro dlagnostlc medlcal dewces If the manufacturer
does not carry out design “and, development® act|V|ty, the same shall be
recorded in the quality management system. The manufacturer shall maintain
conformity with this Schedule to reflect the exclusions.

1.2 If any requirement in paragraph 7 (product realisation) of this Schedule
Is not applicable due to the nature of the medical device and in vitro
diagnostic medical devices for which the quality management system is
applied, the manufacturer does not need to include such a requirement in its
quality management system.

1.3 The processes required by this Schedule, which are applicable to the
medical device and in-vitro diagnostic medical device, but which are not
performed by the manufacturer are the responsibility of the manufacturer and
are accounted for in the manufacturer's quality management system.
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1.4 If a manufacturer engages in only some operations subject to the
requirements of this Part, and not in others, that manufacturer need only to
comply with those requirements which are applicable to the operations in
which it is engaged.

1.5 It is emphasized that the quality management system requirements
specified in this Schedule are in addition to complementary to technical
requirements for products.

1.6 Manufacturers of components or parts of finished devices and in vitro
diagnostic medical devices are encouraged to use appropriate provisions of
this Schedule as guidance.

2. Applicability:

The provisions of this Scheduleshall e applicable to manufacturers of
finished devices, in vitro® diagnostic medical devices, mechanical
contraceptives (condoms,antrautering devices, tubalyings), surgical dressings,
surgical bandages, surgical staplersf“ urglcal sutures and ligatures, blood and
blood components collection bags:w :h}‘:or without antlcoagulants

3. Termsand definitions:

3.1 Active implantable medicakidevice="Active medical device which is
intended to be totally or partially<introduced, surgiCaIIy or medically, into the
human or animal body or by medigal interwéntion into a natural orifice and
which is intended to remain after the procedure.

3.2 Active medical device—Medical device relying for its functioning on a
source of electrical energy or any source of power other than that directly
generated by the human or animal body or gravity.

3.3 Advisory notice—Notice issued by the manufacturer, subsequent to
delivery of the medical device and in vitro diagnostic medical devices, to
provide supplementary information or to advise what action should be taken
in or both in—

(@) the use of a medical device and in vitro diagnostic medical
devices;
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(b) the modification of a medical device and in vitro diagnostic
medical devices;

(c) the return of the medical device and in vitro diagnostic medical
devices to the organization that supplied it; or

(d) the destruction of a medical device and in vitro diagnostic
medical devices.

3.4 Customer complaint—Written, electronic or oral communication that
alleges deficiencies related to the identity, quality, durability, reliability,
safety, effectiveness or performance of a medical device and in vitro
diagnostic medical devices that has been placed on the market.

3.5 Implantable medical device—Medical device intended:

(@) to be totally or partialiy introducétrinto the human or animal body
or a natural orifice;or , ’

(b) to replacexran epithel__ia surface or the surface of the eye, by
surgical intervgntion, and "Wwhich“is intended5to remain after the
procedure for at least thirty/days, ‘and-whiech can only be removed by
medical or surgical intervention. ", i

3.6 Component means any raw"'maferié'l’, substahce, piece, part, software,
firmware, labeling, or assembly-which is intefided to be included as part of
the finished, packaged, and labeled device.

3.7 Design input means the physical and performance requirements of a
device that are used as a basis for device design.

3.8 Design output means the results of a design effort at each design phase
and at the end of the total design effort. The finished design output is the
basis for the device master record. The total finished design output consists of
the device, its packaging and labeling, and the device master record.

3.9 Design review means a documented, comprehensive, systematic
examination of a design to evaluate the adequacy of the design requirements,
to evaluate the capability of the design to meet these requirements, and to
identify problems.
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3.10 Finished device means any device or accessory to any device that is
suitable for use or capable of functioning, whether or not it is packaged,
labeled or sterilized.

3.11 Management with executive responsibility means those senior
employees of a manufacturer who have the authority to establish or make
changes to the manufacturer's quality policy and quality system.

3.12 Medical device including substances used for in vitro diagnosis
referred to in rule 3 of these rules.

3.13 Quality audit means a systematic, independent examination of a
manufacturer's quality system that is performed at defined intervals and at
sufficient frequency to determine whether both quality system activities and
the results of such activities comply with quality system procedures, that
these procedures are implementedvefféctively, and that these procedures are
suitable to achieve quality system objectives. |

3.14  Quality policy<'means theverall intendof, and direction of an
organization with respect to quail-ityz, 3‘,-‘§s',,',i,\established"“by management with
executive responsibility. |

3.15 Quality systemzmeans the ,_ci“fg'aﬂ_hizational struicture, responsibilities,
procedures, processes, and: resourcesforimplementing quality management.

3.16 Rework means action taken ona«on-conforming product that will
fulfill the specified Device Master File requirements before it is released for
distribution.

3.17 Specification means any requirement with which a product, process,
service, or other activity must conform.

3.18 Validation means confirmation by examination and provision of
objective evidence that the particular requirement for a specific intended use
can be consistently fulfilled.

3.18.1 Process validation means establishing by objective evidence
that a process consistently produces a result or product meeting its
predetermined specifications.
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3.18.2 Design validation means establishing by objective evidence
that device specifications conform with user needs and intended use(s).

3.19 Verification means confirmation by examination and provision of
objective evidence that specified requirements have been fulfilled.

4. Quality management system
4.1 General

The manufacturer shall establish, document, implement and maintain a
quality management system and maintain its effectiveness in accordance with
the requirements of this Schedule.

The manufacturer shall—

(@) identify the processes Yeeded forrthe quality management system
and their applicatiopsthroughott the organisation;

(b) determine the sequenCé a;h.d;“iiﬁntjek'raction of’these processes;

(c) determineCriteria and:methods needed t ensure that both the
operation and cgntrol of these pracesses are effective;

(d) ensure thelavailabizlity,of resourees<and information necessary to
support the operation and ménitoringiof these processes;

(e) monitor, méasure and*analysé these processes; and

(f) implement actions meEEESSAFyI-to aetiieve planned results and
maintain the effectiveness-af these,processes.

These processes shall be managed by the manufacturer in accordance with the
requirements of this Schedule. Where a manufacturer chooses to outsource
any process that affects product conformity with requirements, the
manufacturer shall ensure control over such processes. Control of such
outsourced processes shall be identified within the quality management
system.

Note: Processes needed for the quality management system referred to above
shall include processes for management activities, provision of resources,
product realization and measurement.

4.2 Documentation requirements

4.2.1 General:
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The quality management system documentation shall include—

4.2.2

(@) documented statements of a quality policy and quality objectives;
(b) aquality manual;

(c) documented procedures required by this Schedule;

(d) documents needed by the manufacturer to ensure the effective
planning, operation and control of its processes;

(e) records required by this Schedule, and

where this Schedule specifies that a requirement, procedure, activity or
special arrangement be "documented", it shall, in addition, be
implemented and maintained.

For each type of medical device or in vitro diagnostic medical devices,
the manufacturer shall establish and maintain a file either containing or
identifying documents _defining praduct specifications and quality
management system requwements Thes& documents shall define the
complete manufacturmg process and |f appllcable installation.

The manufactute shall prepay\ei documentatlon for device or in vitro
diagnostic medical devices jin| alform of azDevice Master File
containing specmc rnformat.ron,,as.: referred t¢’in Fourth Schedule.

Data may be recorded by electromc data proeessing systems or other
reliable means, but documents and record relatmg to the system in use
shall also be available inarhardvedpy to facilitate checking of the
accuracy of the records. Wherever documentation is handled by
electronic data processing methods, authorized persons shall enter or
modify data in the computer. There shall be record of changes and
deletions. Access shall be restricted by 'passwords' or other means and
the result of entry of critical data shall be independently checked. Batch
records electronically stored shall be protected by a suitable back-up.
During the period of retention, all relevant data shall be readily
available.

Quality manual:

The manufacturer shall establish and maintain a quality manual that
includes—
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(@) the scope of the quality management system, including details of
and justification for any exclusion or non-application or both;

(b) the documented procedures established for the quality management
system, or reference to them; and

(c) adescription of the interaction between the processes of the quality
management system.

The quality manual shall outline the structure of the documentation
used in the quality management system.

The manufacturer shall prepare documentation in a form of a Plant
Master File containing specific information about the facilities,
personnel and other details as prescribed in Fourth.

4.2.3 Control of documents =™

Documents required by ‘the qualityf‘f;mar’jagment system shall be controlled.
Records are a special type of doéu t and shall be‘controlled according to
the requirements given in the “eontrol“of records.sDocuments shall be
approved, signed and dated by the appropriate and the authorised person. A
documented procedure_shall be established 1o define the controls needed—

(a) to review and approve-documents for adequacy prior to issue;

(b) to review and update-as necessary.did re-approve documents;

(c) to ensure that changes and the current revision status of
documents are identified;

(d) to ensure that relevant versions of applicable documents are
available at points of use;

(e) to ensure that documents remain legible and readily identifiable;
(f) to ensure that documents of external origin are identified and their
distribution controlled; and

(g) to prevent the unintended use of obsolete documents, and to apply
suitable identification to them if they are retained for any purpose.

Changes to document shall be reviewed and approved. Change records
shall be maintained which will include a description of the change,
identification of the affected documents, the signature of the approving
individual, the approval date, and when the change becomes effective.
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The manufacturer shall ensure that changes to documents are reviewed
and approved either by the original approving functionary or another
designated functionary which has access to pertinent background
information upon which to base its decisions.

The manufacturer shall define the period for which at least one copy of
obsolete controlled documents shall be retained. This period shall
ensure that documents to which medical devices or in vitro diagnostic
medical devices have been manufactured and tested are retained for at
least one year after the date of expiry of the medical device or in vitro
diagnostic medical devices as defined by the manufacturer.

4.2.4 Control of records:

Records shall be established and maintained to provide evidence of
conformity to the requirements amd*ofthe gffective operation of the quality
management system. Records shallremain legible, readily identifiable and
retrievable. A documented procedure shall, be established to define the
controls needed for theZidentificatiof storage protectlon retrieval, retention
time and disposition of records. R

The manufacturer shaII retain the‘rngjrds;forja period of time at least one year
after the date of expiryzof the medi(ial _\deVi,ce or in gitro diagnostic medical
devices as defined by the’manufacturer, but not less than two years from the
date of product release by theamanufacturer.

5.0 Management responsibility
5.1 Management commitment

Top management of the manufacturer shall provide evidence of its
commitment to the development and implementation of the quality
management system and maintaining its effectiveness by—

(@) communicating to the employees the importance of meeting customer as
well as statutory and regulatory requirements;

(b) establishing the quality policy;

(c) ensuring that quality objectives are established;

(d) conducting management reviews; and

(e) ensuring the availability of resources.
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5.2 Customer focus

Top management of the manufacturer shall ensure that customer requirements
are determined and are met.

5.3 Quality policy
Top management of the manufacturer shall ensure that the quality policy:—

(@) is appropriate to the purpose of the manufacturing facility;

(b) includes a commitment to comply with requirements and to
maintain the effectiveness of the quality management system;

(c) provides a framework for establishing and reviewing quality
objectives;

(d) is communicated and understood within the manufacturer's
organisation; and WDARD C¢

(e) is reviewed for centinuing.suitability;

5.4 Planning

5.4.1 Quality objectives:

Top management of the manUfaCturér*?shall ensure that quality objectives,
including those needed7o meet \rgquirements for product, are established at
relevant functions and levels within-the manufacturing organization. The
quality objectives shall be measurable and consfstent with the quality policy.

5.4.2 Quality management system planning:
Top management of the manufacturer shall ensure that—

(@) the planning of the quality management system is carried out in
order to meet the specified requirements, as well as the quality
objectives; and

(b) the integrity of the quality management system is maintained
when changes to the quality management system are planned and
implemented.

5.5 Responsibility, authority and communication

5.5.1 Responsibility and authority:
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Top management of the manufacturer shall ensure that responsibilities and
authorities are defined, documented and communicated within the
manufacturing organisation.

Top management of the manufacturer shall establish the inter-relation of all
personnel who manage, perform and verify work affecting quality, and shall
ensure the independence and authority necessary to perform these tasks.

5.5.2 Management representative:

Top management shall appoint a member of management who, irrespective of
other responsibilities, shall have responsibility and authority that includes—

(@) ensuring that processes needed for the quality management system are
established, implemented and maintained;

(b) reporting to top manager'nent' on thécperformance of the quality
management system and any need for improvement; and

(c) ensuring the promotion of areness of reg_ulatory and customer
requirements throughaut the manufactiiring organizatiop.

5.5.3 Internal communication: £

Top management shall ensure that:"’apbfobfriate communication processes are
established within the man@facturing organisation and that communication
takes place regarding the effectiveness ‘of the quality management system.

5.6 Management review
5.6.1 General:

Top management shall review the organization's quality management system,
at planned intervals, to ensure its continuing suitability, adequacy and
effectiveness. This review shall include assessing opportunities for
improvement and the need for changes to the quality management system,
including the quality policy and quality objectives. Records from
management reviews shall be maintained.

5.6.2 Review input:

The input to management review shall include information on—
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(@) results of audits,

(b) customer feedback,

(c) process performance and product conformity,

(d) status of preventive and corrective actions,

(e) follow-up actions from previous management reviews,

() changes that could affect the quality management system,
(g) recommendations for improvement, and

(h) new or revised regulatory requirements as and when issued.

5.6.3 Review output:

The output from the management review shall include any decisions and
actions related to—

(a) improvements needed to maintain the effectiveness of the quality
management system and/tSpraoesses,

(b) improvement ot product related to Clistomer requirements, and

(c) resource needs : '

6.0 Resource management

6.1 Provision of resourées

The manufacturing organlzatlon shau determlne and provide the resources
needed— ‘

(a) to implement the quélity management system and to maintain its
effectiveness, and
(b) to meet regulatory and customer requirements.

6.2 Human resources
6.2.1 General:

Personnel performing work affecting product quality shall be competent on
the basis of appropriate education, training, skills and experience. Number of
personnel employed shall be adequate and in direct proportion to the:
workload. Prior to employment, all personnel, shall undergo medica'i
examination including eye examination, and shall, be free from
communicable or contagious diseases. Thereafter, they should be medically
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examined periodically, at least once a year. Records shall be maintained
thereof.

6.2.2 Competence, awareness and training:
The manufacturer shall—

(a) determine the necessary competence for personnel performing
work affecting product quality,

(b) provide training or take other actions to satisfy these needs,

(c) evaluate the effectiveness of the actions taken,

(d) ensure that its personnel are aware of the relevance and
importance of their activities and how they contribute to the
achievement of the quality objectives,

(e) maintain appropriate records of education, training, skills and
experience, and '

() establish documented procedures for, identifying training needs
and ensure that all personnel are tralned to adequately perform
their assigngd responsrbllrtres

6.3 Infrastructure :

The organisation shalk determin‘e, provrde and majftain the infrastructure
needed to achieve c0nf_ormity**t0”»pro»duct requirements. Infrastructure
includes, as applicable:— - H

(@) buildings, workspace and aéseeiated utilities,
(b) process equipment (both hardware and software), and
(c) supporting services (such as transport or communication).

The manufacturer shall establish documented requirements for maintenance
activities, including their frequency, when such activities or lack thereof can
affect product quality. Records of such maintenance shall be maintained.

6.4 Work environment:

The organisation shall determine and manage the work environment needed
to achieve conformity to product requirements. Following requirements shall
apply, namely:—
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(@) the manufacturer shall establish documented requirements for health,
cleanliness and clothing of personnel if contact between such personnel and
the product or work environment could adversely affect the quality of the
product;

(b) if work environment conditions can have an adverse effect on product
quality, the manufacturer shall establish documented requirements as per
Annexure-'A" of this Schedule for the work environment conditions and
documented procedures or work instructions to monitor and control these
w'ork environment condition;

(c) the manufacturer shall ensure that all personnel who are required to
work temporarily under special environmental conditions within the work
environment are appropriately trained and supervised by a trained person;

(d) if appropriate, special .arrangements shall be established and
documented for the controP of coptaminated™os potentially contaminated
product in order to prevent contammation of other product, the work
environment or personel;

(e) all personnel shaII bear clean‘body coverlng approprlate to their duties.
Smoking, eating, drinking,-chewing or. keeplng food and drink shall not be
permitted in productiorzlaboratory and storage areas,

7.0 Product realisation
7.1 Planning of product realization

The manufacturer shall plan and develop the processes needed for product
realization. Planning of product realization shall be consistent with the
requirements of the other processes of the quality management system.

In planning product realisation, the manufacturer shall determine the
following, as appropriate:—

(a) quality objectives and requirements for the product;

(b) the need to establish processes, documents, and provide resources
specific to the product;

(c) required verification, validation, monitoring, inspection and test
activities specific to the product and the criteria for product
acceptance;
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(d) records needed to provide evidence that the realisation processes and
resulting product meet requirements.

The output of this planning shall be in a form suitable for the manufacturer's
method of operations.

The manufacturer organisation shall establish documented requirements for
risk management (as per the IS or ISO 14971) throughout product realisation.
Records arising from risk management shall be maintained.

7.2 Customer-related processes
7.2.1 Determination of requirements related to the product:

The manufacturer shall determine-

(a) requirements specified'by the c(stomer, including the requirements
for delivery and’post- delrvery activities;

(b) requirements_hot stated: by--the customer but necessary for specified
or intended:use, whergk ¥ j :

(c) statutory reqwrements related to the product and

(d) any additional reqmrements determlned by the manufacturer.

7.2.2 Review of reqmrements related 10 the product

The manufacturer shall' revrew the requrrements related to the product.
This review shall be conducted-priorto the manufacturer's commitment
to supply a product to the customer and shall ensure that—

(a) product requirements are defined and documented,;

(b) contract or order requirements differing from those previously
expressed are resolved; and

(c) the manufacturer has the ability to meet the defined requirements.
Records of the results of the review and actions arising from the
review shall be maintained.

Where the customer provides no documented statement of requirement,
the customer requirements shall be confirmed by the manufacturer
before acceptance.
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Where product requirements are changed, the manufacturer shall
ensure that relevant documents are amended and that relevant
personnel are made aware of the changed requirements.

7.2.3 Customer communication:

The manufacturer shall determine and implement effective arrangements for
communicating with customers in relation to—

(a) product information;

(b) enquiries, contracts or order handling, including amendments;
(c) customer feedback, including customer complaints; and

(d) advisory notices.

7.3 Design and development
7.3.1 Design and development p)lanh'ing{

The manufacturer’shall establfi.s‘fhﬁ_do'cumentedz procedures for design
and development. The mahu}t rérf”shall plansand control the design
and development of prodict“Diiting the design and development
planning, the manufacturer shall déterminecc

(a) the design and development’stages,

(b) the review, verification;:validation and design transfer activities
that are appropriatesat,each design and development stage; and

(c) the responsibilities and authorities for design and development.

The manufacturer shall manage the interfaces between different groups
involved in design and development to ensure effective communication
and clear assignment of responsibility.

Planning output shall be documented, and updated as appropriate, as
the design and development progresses.

Note: Design transfer activities during the design and development process
ensure that design and development outputs are verified as suitable for
manufacturing before becoming final production specifications.
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7.3.2 Design and development inputs:

Inputs relating to product requirements shall be determined and records
maintained. The design requirements relating to a device are appropriate and
address the intended use of the device, including the needs of the user and
patients.

These inputs shall include—

(a) functional, performance and safety requirements, according to
the intended use;

(b) applicable statutory and regulatory requirements;

(c) where applicable, information derived from previous similar
designs;

(d) other requirements essential for design and development; and

(e) output(s) of risk management:

These inputs shall be reviewed: for.adgqu_acy an»d approved by designated
individual. : LB /

Requirements shall bé,: complete, una Bigﬁous and nat in conflict with each
other. ( 0 L CDSC

7.3.3 Design and devefapment outpuitss: i7"

The outputs of design and development shall be provided in a form that
enables verification against the design and development input and shall be
documented, reviewed, and approved prior to release.

Design and development outputs shall—

(a) meet the input requirements for design and development;

(b) provide appropriate information for purchasing, production and
for service provision;

(c) contain or reference product acceptance criteria; and

(d) specify the characteristics of the product that are essential for its
safe and proper use.

Records of the design and development outputs shall be maintained. Records
of design and development outputs can include specifications, manufacturing
procedures, engineering drawings, and engineering or research logbooks.
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7.3.4 Design and development review:

At suitable stages, systematic reviews of design and development shall be
performed in accordance with planned arrangements—

(@) to evaluate the ability of the results of design and development to
meet requirements; and
(b) to identify any problems and propose necessary actions.

Participants in such reviews shall include representatives of functions
concerned with the design and development stage being reviewed, as well as
other specialist personnel. Records of the results of the reviews and any
necessary actions shall be maintained.

7.3.5 Design and development verification:

Verification shall be performed in accordanceayith planned arrangements to
ensure that the design apd development outputSshave met the design and
development input requirements: Records of the results of the verification and
any necessary actions shaII be mamtalned

7.3.6 Design and development valldatlon

Design and development valldatlon shall be perforMed in accordance with
planned arrangements to4ensurethat the resultiig product is capable of
meeting the requirements for the-specified application or intended use. Design
validation shall be performed under defined operating conditions on initial
production units, lots, or batches or their equivalence. Design validation shall
include software validation and risk analysis, where appropriate validation
shall be completed prior to the delivery or implementation of the product.

Records of the results of validation and any necessary actions shall be
maintained.

As part of design and development validation, the manufacturer shall perform
clinical evaluations and/or evaluation of performance of the medical device or
in vitro diagnostic medical devices.

Note 1 : If a medical device or in vitro diagnostic medical devices can only be
validated following assembly and installation at point of use, delivery is not
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considered to be complete until the product has been formally transferred to
the customer.

Note 2 : Provision of the medical device for purposes of clinical evaluations
and/or evaluation of performance is not considered to be delivery.

7.3.7 Control of design and development changes:

Design and development changes shall be identified and records, maintained.
The changes shall be reviewed, verified and validated, as; appropriate, and
approved before implementation. The review of design and development
changes shall include evaluation of the effect of the changes on constituent
parts and product already delivered. Records of the results of the review of
changes and any necessary actions shall be; maintained.

Note: Each manufacturer shall establishand _maintain a Design History File
for each type of device. The Besign History Filéshall contain or reference the
records necessary to demenstratethat the design was developed in accordance
with the approved design pla.nf“‘w’h‘d;_f;ythe' requiréments of design and
development. &

7.4 Purchasing
7.4.1 Purchasing process:

The manufacturer organisation: shall establish” documented procedures to
ensure that purchased product conforms to specified purchase requirements.
The type and extent of control applied to the supplier and the purchased
product shall be dependent upon the effect of the purchased product on
subsequent product realisation or the final product.

The manufacturer shall evaluate and select suppliers based on their ability to
supply product in accordance with the manufacturer's requirements. Criteria
for selection, evaluation and re-evaluation shall be established. Records of the
results of evaluations and any necessary actions arising from the evaluation
shall be maintained.

7.4.2 Purchasing information:

Purchasing information shall describe the product to be purchased, including
where appropriate—
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(@) requirements for approval of product, procedures, processes and
equipment;

(b) requirements for qualification of personnel; and

(c) quality management system requirements.

The manufacturer shall ensure the adequacy of specified purchase
requirements prior to their communication to the supplier.

To the extent required for traceability, the manufacturer shall maintain
documents and records of relevant purchasing information.

7.4.3 Verification of purchased product:

The manufacturer shall establish and implement the inspection or other
activities necessary for ensuring that purchased product meets specified
purchase requirements. Where thep manufacturer intends to perform
verification at the suppliees® premises, the ®anufacturer shall state the
intended verification arrangemefts; and method ‘of product release in the
purchasing informationsRecords-of th”"' efification shall be maintained.

7.5  Production and’service prowslon
7.5.1 Control of produgtion and S‘e'rViée’p‘rOVision:
7.5.1.1 General requirements

The manufacturer shall plan and carry*'eut production and service provision
under controlled conditions. Controlled conditions shall include, as
applicable:—

(@) the availability of information that describes the characteristics of
the product;

(b) the availability of documented procedures, documented
requirements, work instructions; and reference materials and
reference measurement procedures as necessary;

(c) the use of suitable equipment;

(d) the availability and use of monitoring and measuring devices;

(e) the implementation of monitoring and measurement;

(f) the implementation of release, delivery and post-delivery
activities; and
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(g) the implementation of defined operations for labeling and
packaging.

The manufacturer shall establish and maintain a record for each batch of
medical device or in vitro diagnostic medical devices that provides
traceability and identifies the amount manufactured and amount approved for
distribution. The batch record shall be verified and approved.

7.5.1.2 Control of production and service provision—Specific requirements
7.5.1.2.1 Cleanliness of product and contamination control

The manufacturer shall establish documented requirements for cleanliness of
product if—

(@) product is cleaned by the manufacturer prior to sterilisation or its
use; or \
(b) product is stppliedsnon:sterile to be_subjected to a cleaning
process prioeto sterrllsatron or rts use; or 7
(c) product issupplied to{b‘_ jused non sterile and its cleanliness is of
significanee in use; or | | %1
(d)  process agemscC are to be removed from product during
manufacture. :
If the product is cleanedin accordahce wrth clause (@) or clause (b) above, the
requirements content in clauses (a) and (b) of SUb- paragraph 6.4 do not apply
prior to the cleaning process.

7.5.1.2.2 Installation activities

If appropriate, the manufacturer shall establish documented requirements
which contain acceptance criteria for installing and verifying the installation
of the medical device or in vitro diagnostic medical devices.

If the agreed customer requirements allow installation to be performed other
than by manufacturer or its authorised agent, the manufacturer shall provide
documented requirements for installation and verification. Records of
installation an verification performed by the manufacturer or its authorized
agent shall be maintained.

7.5.1.3 Particular requirements for sterile medical devices
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The manufacturer shall maintain records of the process parameters for the
sterilization process which was used for each sterilization batch. Sterilization
records shall be traceable to each production batch of medical device.

Validation of processes for production and service provision:
7.5.2.1 General

7.5.2 The manufacturer shall validate any processes for production and
service provision where the resulting output cannot be verified by subsequent
monitoring or measurement. This includes any processes where deficiencies
become apparent only after the product is in use. Validation shall demonstrate
the ability of these processes to achieve planned results.

The manufacturer shall establish arrangements for these processes including,
as applicable:—

(a) defined criteria for review.and approval of the processes;
(b) approval of eqmpment,and quallflcatlon of personnel;
(c) use of specific methods and procedures :

(d) requirements for records and

(e) revalidation. ¢ ‘

The manufacturer shall éstablish documented procegiires for the validation of
the application of computeér software (andits changes to such software or its
application) for production and’service.ptewision that affect the ability of the
product conform to specified requirements. Such software applications shall
be validated prior to initial use.

Records of validation shall be maintained.
7.5.2.2 Particular requirements for sterile medical devices

The manufacturer shall establish documented procedures for the validation of
sterilization processes. Sterilization processes shall be validated prior to
initial use. The records of validation of each sterilization process shall be
maintained.

7.5.3 Identification and traceability:

7.5.3.1 Identification

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Page 150 of 248



The manufacturer shall identify the product by suitable means
throughout product realization, and shall establish documented
procedures for such product identification. The manufacturer shall
establish documented procedures to ensure that medical devices and in
vitro diagnostic medical devices returned to the manufacturer are
identified and distinguished from conforming product.

7.5.3.2 Traceability
7.5.3.2.1 General

The manufacturer shall establish documented procedures for
traceability. Such procedures shall define the extent of
product traceability and the records required.

Where traceabilityisra requirement, the manufacturer shall
control and record the unique identification of the product.

Note: C»onfigur'ati,(')ﬁ":*:ﬁﬁqﬁggement' is a means by which
identification anditfageability can be maintained.

7.5.3.2.2 Particular requirements, | forpsactive  implantable medical
devices and implantable medical deviges

In defining the-records: required for traceability, the
manufacturer”shall includewfecords of all components,
materials and work énvironment conditions, if these could
cause the medical device not to satisfy its specified
requirements.

The manufacturer shall require that its agents or distributors
maintain records of the distribution of active implantable
medical devices and implantable medical devices to allow
traceability and that such records are available for inspection.

Records of the name and address of the shipping package
consignee shall be maintained.

7.53.3 Status identification
The manufacturer shall identify the product status with respect to
monitoring and measurement requirements. The identification of
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7.5.5

product status shall be maintained throughout production, storage,
implant, usage and installation of the product to ensure that only
product that has passed the required inspections and tests (or released
under an authorized concession) is despatched, used or installed.

Customer property:

The manufacturer shall exercise care with customer property while it is
under the manufacturer's control or being used by the manufacturer.
The manufacturer shall identify, verify, protect and safeguard customer
property provided for use or incorporation into the product. If any
customer property is lost, damaged or otherwise found to be unsuitable
for use, this shall be reported to the customer and records maintained.

Note: Customer property can include intellectual property or
confidential health information?

Preservation of product

The manufactrer shaII‘f;. estabhsh documented procedures or
documented wark mstructlons for preserving theSconformity of product
during internal processing,. and dellvery toOthe intended destination.
This preservation shall mclude identification handling, packaging,
storage and protection. Presérvation’ shall also apply to the constituent
parts of a product. H |

The manufacturer shall establish documented procedures or
documented work instructions for the control of product with a limited
shelf-life or requiring special storage conditions. Such special storage
conditions shall be controlled and recorded.

7.6 Control of monitoring and measuring devices

The manufacturer shall determine the monitoring and measurement to be
undertaken and the monitoring and measuring devices needed to provide
evidence of conformity of product to determined requirements.

The manufacturer shall establish documented procedures to ensure that
monitoring and measurement can be carried out and are carried out in a
manner that is consistent with the monitoring and measurement requirements.
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Where necessary to ensure valid results, measuring equipment shall be:—

(@) calibrated or verified at specified intervals, or prior to use,
against measurement standards traceable to Bureau of Indian
Standards wherever available; where no such standards exist, the
basis used for calibration or verification shall be recorded;

(b) adjusted or re-adjusted as necessary;

(c) identified to enable the calibration status to be determined;

(d) safeguarded from adjustments that would invalidate the
measurement result;

(e) protected from damage and deterioration during handling,
maintenance and storage.

In addition, the manufacturer shall assess and record the validity of the
previous measuring results when the equipment is found not to conform to
requirements. The manufacturer”'shall”%ake  appropriate action on the
equipment and any product-affected fR€eords of the results of calibration and
verification shall be malntamed When used p the monitoring and
measurement of specified requwem 1S, 'fthe ability of computer software to
satisfy the intended application shalf‘Be confirmed. This shall be undertaken
prior to initial use and reconfiymed,as necessanys c

8. Measurement, analysis and imjprovenient
8.1 General

The manufacturer shall plan and implement the monitoring,
measurement, analysis and improvement processes needed—

(@) todemonstrate conformity of the product;
(b) to ensure conformity of the quality management system; and
(c) to maintain the effectiveness of the quality management system.

This shall include determination of applicable methods, including
statistical techniques, and the extent of their use.

Note : If relevant Indian standards are not available, International
standards are applicable. In case no Indian or International standards
are available, validated testing process of the manufacturer is
applicable.
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8.2 Monitoring and measurement

8.2.1

Feedback:

As one of the measurements of the performance of the quality management
system, the manufacturer shall monitor information relating to whether the
manufacturer has met customer or regulatory requirements. The methods for
obtaining and using this information shall be determined.

The manufacturer shall establish a documented procedure for a feedback
system to provide early warning of quality problems and for input into the
corrective and preventive action processes.

8.2.2

8.2.3

Internal audit

The manufacturer shall condyct internal audits at planned intervals to
determine whether the_qtiality managerment system—

(a) conforms to_the pladned arrangements, to the requirements of this
Schedule and 4o the qual gmé;nagement ~system requirements
established by the manufactirerand

(b) is effectively impleménted-and m'ainitain'ed.

An audit programe shall be pfanned, taking into consideration the
status and importance“of, the processes ant areas to be audited, as well
as the results of previous audits“The audit criteria, scope, frequency
and methods shall be defined. Selection of auditors and conduct of
audits shall ensure objectivity and impartiality of the audit process.
Auditors shall not audit their own work.

The responsibilities and requirements for planning and conducting
audits, and for reporting results and maintaining records shall be
defined in a documented procedure. The management responsible for
the area being audited shall ensure that actions are taken without undue
delay to eliminate detected non-conformities and their causes. Follow-
up activities shall include the verification of the actions taken and the
reporting of verification results.

Monitoring and measurement of processes:
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The manufacturer shall apply suitable methods for monitoring and, where
applicable, measurement of the quality management system processes. These
methods shall demonstrate the ability of the processes to achieve planned
results. When planned results are not achieved, correction and corrective
action shall be taken, as appropriate, to ensure conformity of the product.

8.2.4 Monitoring and measurement of product:
8.2.4.1 General requirements

The manufacturer shall monitor and measure the
characteristics of the product to verify that product
requirements have been met. This shall be carried out at
appropriate stages of the product realization process in
accordance with the planned arrangements and documented
procedures. ,

Evidencesof conformity with, the acceptance criteria shall be
maintaifed. Records: shallZindicate the person(s) authorizing
releasé-of product VP _;odUCt felease shal not proceed until the
planned arrangements have been satlsfactorlly completed.

8.2.4.2 Particutar requlrement fo_r actlve impJantable medical devices
and implantable medicalidévices wherever applicable

The manufactur’er shall, record the identity of personnel
performing any inspection or testing.

8.3 Control of nonconfomting product

The manufacturer shall ensure that product which does not conform to
product requirements is identified and controlled to prevent its unintended use
or delivery. The controls and related responsibilities and authorities for
dealing with non-conforming product shall be defined in a documented
procedure.

The manufacturer shall deal with non-conforming product by one or more of
the following ways.—

(a) by taking action to eliminate the detected non-conformity;
(b) by authorizing its use, release or acceptance under concession;

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Page 155 of 248



(c) by taking action to preclude its original intended use or
application.

The manufacturer shall ensure that non-conforming product is accepted by
concession only if regulatory requirements are met. Records of the identity of
the person authorising the concession shall be maintained.

Records of the nature of non-conformities and any subsequent actions taken,
including concessions obtained, shall be maintained.

When nonconforming product is corrected it shall be subject to re-verification
to demonstrate conformity to the requirements. When non-conforming
product is detected after delivery or use has started, the manufacturer shall
take action appropriate to the effects, or potential effects, of the non-
conformity.

If product needs to be reworked (one.or more ¢imes), the manufacturer shall
document the rework prgcess insa work-igstruction that has undergone the
same authorisation and approval procedure as the original work instruction.
Prior to authorisation and approval of the Work instruction, a determination of
any adverse effect of the rework upon product shaII be made and documented.

8.4 Analysis of data 2

The manufacturer shall establish documented procedures to determine, collect
and analyze appropriate data tocdemonstraterthe suitability and effectiveness
of the quality management system and to evaluate whether improvement of
the effectiveness of the quality management system can be made.

This shall include data generated as a result of monitoring and measurement
and from other relevant sources.

The analysis of data shall provide information relating to—

(@) feedback;

(b) conformity to product requirements;

(c) characteristics and trends of processes and products including
opportunities for preventive action; and

(d) suppliers.

Records of the results of the analysis of data shall be maintained.
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8.5

Improvement

8.5.1 General:

The manufacturer shall identify and implement any changes necessary
to ensure and maintain the continued suitability and effectiveness of the
quality management system through the use of the quality policy,
quality objectives, audit results, analysis of data, corrective and
preventive actions and management review.

The manufacturer shall establish documented procedures for the issue
and implementation of advisory notices. These procedures shall be
capable of being implemented at any time. Records of all customer
complaint investigations shall be maintained. If investigation
determines that the activities outside the manufacturer's organisation
contributed to the customereomplaint, relevant information shall be
exchanged between the organisations invofved.

If any complaintsis not iny\/‘estiéat'é_d,xju'stification shall be documented.
Any correction: or correctiy ctlon resulting: from the compliant
handling process shall be dogumented. Manufagturer shall notify the
adverse event to the réguIatqyrky,.;authori’ty'and establish documented
procedures for the same. %\t

8.5.2 Corrective action:

The manufacturer shall take action to elyikrhinate the cause of non-conformities

in order to prevent recurrence. Corrective actions shall be appropriate to the
effects of the non-conformities encountered. A documented procedure shall
be established to define requirements for—

(@) reviewing non-conformities (including customer complaints);

(b) determining the causes of non-conformities;

(c) evaluating the need for action to ensure that non-conformities do
not recur;

(d) determining and implementing action needed, including, if
appropriate, updating documentation;

(e) recording of the results of any investigation and of action taken;
and

(F) reviewing the corrective action taken and its effectiveness.
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8.5.3 Preventive action:

The manufacturer shall determine action to eliminate the causes of potential
non-conformities in order to prevent their occurrence. Preventive actions shall
be appropriate to the effects of the potential problems. A documented
procedure shall be established to define requirements for-—

(@) determining potential non-conformities and their causes,

(b) evaluating the need for action to prevent occurrence of non-
conformities,

(c) determining and implementing action needed,

(d) recording of the results of any investigations and of action taken,

and

(e) reviewing preventive action taken and its effectiveness.

ANIERURRY Ay
[Refer sups paragraph 6. 4(b)]

ENVIRONMENTAL REQUIRE JENTFOR MEDICAL DEVICES

AND IN VITRO DIAG

Name of Device

Cardiac Stent /
Drug Eluting Stent

Heart VValves

Intra Ocular Lenses

Bone Cements

) Fype of Operatlon )SCO
Prlmary Packlng and Crlmplng

Washmg Ultrasonlc cleanlng & Drug
coating

Assembly, Wrapplng and Packaglng

Laser cutting, Descaling, Annealing
and Electro polishing

Valve Packing

Ultrasonic Cleaning and Visual
Inspection

Frame and Disc Assembly

Primary Packing and Sealing
Final Inspection

Power Checking and Final Cleaning
Tumble Polishing and Lathe Cutting
Final Product Filling
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Sieving and Calcinations 7
Powder Preparation, Granulation and

Drying 8
Primary Packing 5
Internal Prosthetic .
Product Preparation 7
Replacement
Component Preparation 8
Cleaning and packaging 5
(to be sterilized in factory premises)
Orthopaedic Cleaning and packaging
Implants (Non Sterile to be sterilized in 8
Hospital)
Cutting, Lathing, and Polishing 9
Catheters / Assembly, Coating, Wrapping and 7
Ablation Device / Packing N
IV Cannulae/Scalp |compgnent Prepafation,and Cledning 8
Vein Set/ A RSERT :
Hypodermic
Syringes / z PADREY -
Hypodermic Meulding 1Y o 9
Needles / Perfusion MBS T
Sets
Well ventilated area with
. neat and clean
Compounding e environment, free from
dust and other particulate
matter
40 Well ventilated area with
*{Condoms neat and clean
Moulding environment, free from
dust and other particulate
matter
Vulcanising Normal Air
Primary Packing Air Conditioned]
Intra Uterine . Well ventilated Area with
) Moulding . . .
Devices minimum 5 micron filter

Assembling 7
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Primary Packaging 7
Extrusion 7
Tubal ring Cutting and Assembly 7
Primary Packaging 7
Moulding / Extrusion of components 8
Blood bags Assembly 7
Filing 5
Extrusion 9
Suture Assembly 8
Primary Packing 8
Staple formation 9
Staplers Staple assembly 8
Staple Primary pack’ 8
Extrusign g i< 9
Ligatures Cutting and assembly FaS 8
Final Primary Pa mg 8
Z_Orgst?r:gse surgical Final Primary’Pz‘ircking:\ \ cpscc 9]
In vitro diagnostic ‘ Al Well Lighted and

medical devices ' & Ventilated controlled
(Kit/Reagents) Dry, Liquid Reageht Preparation temperature & humidity
WERS as per process or product
requirement

Coating of sheets etc.
Assembly and primary packing

Well Lighted and
Ventilated controlled
temperature and humidity
as per process or product
Filling requirement. Provision of
Laminar hood if required,
Clean Room class 8 or
class 9 as per product/
process requirement

Well lighted and

Secondary Packin .
y g ventilated controlled
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In,—

o 0k w

7.
8.

temperature if required.

As per recommended
Storage storage condition of the
product.

SIXTH SCHEDULE
[Refer rules 26(iii), 26(iv), 38(v) and 38(vii)]
POST APPROVAL CHANGE

Changes in respect of following shall be considered as major change

material of construction;

design which shall affect quality in respect of its specifications,
indication for use; performance and stability of the medical device;

the intended use or indigatioh fordse;,,

the method of ste{ri,liiation_;u

the approved Shelf life;

the name or address of, :
(i) the domestic manufacturerfor its manufacturlng site;

(i) overseas manufacturer orrltss-manufacturlng site (for import
only);

(iii) authorised: agent (for |mportonly) J

label excluding change indfentsize;-font type color, label design;
manufacturing process;, eqmpment Of testing which shall affect

quality of the device;

9.

primary packaging material.

(B) Changes in respect of following shall be considered as minor change

in—

1.

design which shall not affect quality in respect of its specifications,

indication for use, performance and stability of the medical device;

2.

in the manufacturing process, equipment, or testing which shall not

affect quality of the device;

3.

packaging specifications excluding primary packaging material.
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SEVENTH SCHEDULE
[Refer rules 51(1), 51(2), 53(H), 53(v), 59(3)]
REQUIREMENTS FOR PERMISSION TO IMPORT OR
MANUFACTURE INVESTIGATIONAL MEDICAL DEVICE FOR
CONDUCTING CLINICAL INVESTIGATION

1. APPLICATION FOR PERMISSION

(1) An application in Form MD-22 shall be made to the Central Licensing
Authority along with following data in accordance with tables, namely:—

(i) Design analysis data as per Table 1.
(i) Bio-compatibility and Animal Performance Study as per Table 2.

(iii)  Information specifieddnrFablg 3 shall be submitted along with
Investigator's  Brochure “as prescribéd in Table 4, Clinical
Investigational Plai” as préseribed-in- Tablé’5, Case Report Form as
prescribed in Table 6, Ser dverse evedt reported, if any, as
prescribed in Table 7, Infory ent Form aS:prescribed in Table 8,
investigator's undertaking as prescrlbed in Table 9, of this Schedule
and Ethics Committee approval if avallable as prescribed in Appendix
VII1 of Schedule Y of the Drugs and Cosmetlcs Rules, 1945.

(iv) Regulatory status in “other countrles mcludmg information in
respect of restrictions imposedoif™any, on use of investigational
medical device in other countries, prescription based device, exclusion
of certain age groups, warning about adverse device effect. Likewise, if
the investigational medical device has been withdrawn in any country
by the manufacturer or by regulatory authority, such information shall
also be furnished along with reasons and its relevance, if any. This
information must continue to be submitted by the sponsor to the
Central Licensing Authority during the entire duration of marketing of
the said medical device in the country;

(v) Proposed 2L[instructions for use or electronic instructions for use]
or direction for use and labels shall be submitted as part of the
application. The drafts of label shall comply with provisions of labeling
rules specified in Medical Devices Rules, 2017:
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PROVIDED that after submission and approval by the Central
Licensing Authority, no change in the 3f[instructions for use or
electronic instructions for use] shall be effected without such changes
having been approved by the Central Licensing Authority;

(vi) Report of clinical investigation should be in consonance with the
format as prescribed in Table 10, such reports shall be certified by
Principal Investigator.

(2) For investigational medical device developed in India, clinical
investigation is required to be carried out in India right from Pilot clinical
investigation or first in human study and data generated should be submitted.

(3) For investigational medical devices developed and studied in country
other than India, Pilot Clinical Investigation or relevant clinical study data
should be submitted along with thecdpplication, After submission of such data
generated outside India to.the Central-kicensing-Authority, permission may
be granted to repeat pilet study of to conduct Pivotal Clinical Investigation.
Pivotal Clinical Investigation is requlred to be conducted in India before
permission to market: the medicaldevice in IndiaZexcept investigational
medical device classified.under class VA, in. exceptional cases, the Central
Licensing Authority, may, for reasons-te beirecorded in writing, if consider it
necessary, mandate corrduct of clinical mvestlgatlon depending on the nature
of the medical device. ~ ‘

(4) The number of study subjéCts Ah@Sites to be involved in the conduct of
clinical investigation shall depend on the nature and objective of the clinical
investigation.

2. CLINICAL INVESTIGATION
(1) Approval for clinical investigation:

(i) Clinical investigation on an investigational medical device shall be
initiated only after approval has been obtained from the Ethics
Committee(s), registered under rule 122DD of Drugs and Cosmetics
Rules, 1945, and permission granted by Central Licensing Authority.
The investigation shall be initiated at the respective sites only after
obtaining such approval from the Ethics Committee for that site.
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(i)  All investigators should possess appropriate qualification,
training and experience and should have access to such investigational
and treatment facilities as are relevant to the proposed clinical
investigation. A qualified physician (or dentist, when appropriate), who
IS an investigator or a sub-investigator for the investigation, shall be
responsible for all investigation related decisions concerning medical
or dental issues. Laboratories used for generating data for clinical
investigation should be compliant with Good Laboratory Practices or
should have accreditation certificate issued by National Accreditation
Board for Testing and Calibration Laboratories. In all cases,
information about laboratory or facility to be used for the investigation,
If other than those at the investigation site, should be furnished to the
Central Licensing Authority prior to initiation of investigation at such
site.

(iii)  Clinical investigationalr plan’~amendments, if it becomes
necessary, to so amend itcbefore initiationsor during the course of a
clinical investigation, shall }be/ajotified to%the Central Licensing
Authority in wrifing alonganith-approval of the, Ethics Committee, if
available, which has granted the approval for the study. No deviations
from or changes tocClinical linvestigational-plan shall be implemented
without prior written approval of t_he Ethics Committee and the Central
Licensing Authorrty. except when it is necessary to eliminate immediate
hazards to the study’subje€t-dr Whéh' chariges involve only logistic or
administrative aspects of-investigatiéh. All such exceptions shall be
immediately notified to the Ethics Committee as well as to the Central
Licensing Authority within 30 days.

(2) Responsibilities of Sponsor:

(i) The sponsor is responsible for implementing and maintaining
quality assurance system to ensure that the clinical investigation is
designed, conducted, monitored, and that data is generated,
documented, recorded and reported in compliance with clinical
investigational plan and Good Clinical Practices (GCP) Guidelines
issued by the Central Drugs Standards Control Organization,
Directorate General of Health Services, Government of India and
applicable rules.
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(i)  The sponsor is required to submit a status report on Clinical
Investigation to the Central Licensing Authority, at the prescribed
periodicity including safety summary and deviations.

(ili)  Report of any serious adverse event occurring during clinical
investigation, after due analysis, shall be forwarded by the sponsor to
the Chairman of the Ethics Committee, Central Licensing Authority,
and the Head of institution where the clinical investigation has been
conducted within 14 calendar days from knowledge of occurrence of
the serious adverse event as prescribed in Table 7 of this Schedule.

(iv) In case of injury or death occurring to the clinical investigation
subject, the sponsor or his representative whosoever, had obtained
permission from the Central Licensing Authority for conduct of clinical
investigation, shall make payment for medical management of the
subject and also provitle” finanéial, . compensation for clinical
investigation relatedsinjury.or7death-in theamanner as specified in the
Drugs and Cosmetics Rulés: 1945 £2

(v) The sponsor or his%representative, whasoever, had obtained
permission fror the Central lLicensing Authority-for conduct of clinical
investigation shall submit/details 'of, compensation paid for clinical
investigation related injury:or deathto the Ceugtral Licensing Authority
within thirty days @f the receipt of the order from Central Licensing
Authority. Sk ‘

(vi) The sponsor shall ensure that the clinical investigation report,
whether for a completed or prematurely terminated clinical
investigation, is provided to the Ethics Committee, participating
investigators and to the Central Licensing Authority.

(vii) In case, an investigation need to be discontinued prematurely for
any reason including lack of commercial interest, the sponsor shall
need to inform to the Central Licensing Authority and also submit
summary report within a period of ninety days having a description of
the investigation, the number of patients exposed to the investigational
medical device, details of adverse device affect or serious adverse
event, compensation paid, if any, and the reason for discontinuation of
the investigation or non-pursuit of the investigational medical device
application.
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(3) Responsibilities of the Investigator:

(i) The investigator shall be responsible for the conduct of the investigation
according to clinical investigation plan, GCP guidelines and also for
compliance as per the undertaking by the investigator as given in Table 9 of
this Schedule. Standard operating procedures are required to be documented
by the investigators for the tasks performed by them. During and following a
subject's participation in an investigation, the investigator should ensure that
adequate medical care is provided to the participant for any adverse events.
Investigator shall report all serious adverse events to the Central Licensing
Authority, sponsor or his representative, whosoever had obtained permission
from the Central Licensing Authority for conduct of the clinical investigation,
and the Ethics Committee that accorded approval to the clinical Investigation
plan, within forty-eight hours of their occurrence. In case the Investigator
fails to report any serious adverse event within the stipulated period, he shall
have to furnish the reason for'the delay to the Central Licensing Authority
along with the report of the serioussadyerse event+The detailed report of the
serious adverse event,. after “dueanalysis, shall’zbe forwarded by the
investigator to Chaiffnan of the/Ethics’ Committee, Central Licensing
Authority and the head of the (nstitution where ifvestigation has been
conducted within fourteen-Celendar/days of scetifrence of the serious adverse
event. £ 2

(i) The investigator shall providerinformation«o the clinical investigation
subject through informed conseént; process-as provided in Table 8 about the
essential elements of the clinical investigation and the subject's right to claim
compensation in case of investigation related injury or death. He shall also
inform the subject or his/her nominee(s) of their rights to contact the sponsor
or his representative whosoever had obtained permission from the Central
Licensing Authority for conduct of the clinical investigation for making
claims in case of investigation related injury or death.

(4) Responsibilities of the Ethics Committee:

(i) It is the responsibility of the Ethics Committee that reviews and
accords its approval to a Clinical Investigation Plan to safeguard the
rights, safety and well-being of all study subjects. The Ethics
Committee should exercise particular care to protect the rights, safety
and well-being of all vulnerable subjects participating in the study.
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Explanation : The vulnerable subject means the members of a group
with hierarchical structure (e.g. prisoners, armed forces personnel, staff
and students of medical, nursing and pharmacy institutions), patients
with incurable diseases, unemployed or impoverished persons, patients
In emergency situation, ethnic minority groups, homeless persons,
nomads, refugees, minors or others incapable of personally giving
consent. Ethics Committee(s) get documented 'standard operating
procedures' and should maintain a record of its proceedings.

(i) Ethics Committee(s) shall, at appropriate intervals, undertake an
ongoing review of the investigation of the Clinical Investigation Plan.
Such review may be based on periodic study progress reports furnished
by investigators or monitoring and internal audit reports furnished by
the sponsor.

(i) In case, an Ethics-Céfimitteeevokes sites approval accorded to
a Clinical Investigation Plan,fit’Shall record, the reasons for doing so
and at once, communicate such a dems;on to the investigator as well as
to the Central Llcensmg Aut Iy :

(iv) Any report of serious jadverse event occurring during clinical
investigation, after due anafysis:-shallipe forwarded by the Chairman of
Ethics Committeg.to the Central Licensing Asthority and to the Head
of Institution where. the glinical investigation has been conducted
within 14 calendar days-ef,the knowledge 'of occurrence of the serious
adverse event.

(5) Informed consent:

(i) In all investigations, a freely given, informed, written consent is
required to be obtained from each study subject. The investigator shall
provide information about the study verbally and through the patient
information sheet, in a language that is non-technical and is
understandable by the study subject. The subject's consent must be
obtained in writing using an 'Informed Consent Form'. The patient
information sheet as well as the Informed Consent Form shall be
approved by the Ethics Committee and furnished to the Central
Licensing Authority. Any change in the informed consent documents
should be approved by the Ethics Committee and submitted to the
Central Licensing Authority before such changes are implemented.
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(i)  Where a subject is not able to give informed consent (e.g. an
unconscious person or a minor or those suffering from severe mental
illness or disability), the same may be obtained from a legally
acceptable representative. If the subject or his legally acceptable
representative is unable to read or write, an impartial witness should be
present during the entire informed consent process who must append
his signatures to the consent form.

Explanation : A legally acceptable representative means a person who
Is able to give consent or authorise an intervention in the patient as
provided by the law in India.

(ili) A checklist of essential elements to be included in the study
subject's informed consent document as well as a format for the
Informed Consent Form for study Subjects Is given in Table 8 of this
Schedule.

(iv) The informed consent process in casecof vulnerable subjects in
clinical mvestlgatlons of an,g;_' novatlve medlcal device which is not
approved anywhere in the world;shall be audio-Video recorded.

(6) Pilot Clinical Investigatibn:r

(i)  Pilot cllnlcal invéStigati'on' is defined as those clinical
investigations which’are us&d'to acquire speC|f|c essential information
about a device before begifiningcthe®ivotal clinical investigation. Pilot
clinical investigation is exploratory study which may be conducted in a
few numbers of patients with the disease or condition being studied
before moving to large population and scope that give insight into the
performance and safety of a device but cannot provide definitive
support for specific mechanistic or therapeutic claims.

(i) The objectives of a pilot clinical investigation typically include
assessing feasibility (e.g. preliminary device performance), exploring
eligibility criteria and their practical application for pivotal controlled
investigation, ascertaining potential harm (preliminary safety
evaluations), studying device mechanism, validating a method for
determining an outcome measure, using a defined device mechanism to
validate a surrogate outcome measure, and evaluating the logistics of
pivotal investigation for performance.
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(iii)  If the application is for conduct of clinical investigation as a part
of multi-national clinical development of medical device, the number
of sites and the patients as well as justification to conduct such clinical
investigation in India shall be provided to the Central Licensing
Authority.

(7) Pivotal Clinical Investigation:

(i) The pivotal clinical investigation is a definitive study in which
evidence is gathered to support the safety and effectiveness evaluation
of the medical device for its intended use. Pivotal clinical investigation
Is confirmatory study that may be conducted in large number of
patients with disease or condition being studied and scope to provide
the effectiveness and adverse effects.

(i)  For investigational.wmedi¢alogdeyice which does not have a
predicate medical dewvice but hasheen appreved for sale or distribution
in any country other than 7Indﬁi‘a',~gpivotal studies need to be carried out
primarily to geferate evideh{:éff’ofisafety and effectiveness of the
medical device=in Indian p‘at"i'éhit's-When used as recommended in the
prescribing infermation. except Vin| cases .of investigational medical
device classified under glass A wihich shall be governed as per
permission of para 6 abowe. Prior/to conduct of pivotal clinical
investigation in Indian subjests,; the-Centrab‘Licensing Authority may
require making the pilotstudy data available to assess whether the pilot
data is in conformity to the data already generated outside the country.

(iii) If the application is for conduct of clinical investigation as part of a
Global Clinical Investigation of medical device, the number of sites
and patients as well as justification for undertaking such clinical
investigation in India shall be provided to the Central Licensing
Authority.

(8) Post Marketing Clinical Investigation:

Post marketing clinical investigation is the study other than surveillance
performed after marketing approval has been given to the medical device in
relation to the approved indication. This investigation may not be considered
necessary at the time of medical device approval but may be required by the
Central Licensing Authority for optimizing the intended use of the medical
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device. Post Marketing Clinical investigation includes additional drug device
interaction, safety studies, investigation designed to support use under the
approved indication e.g. mortality or morbidity studies, etc.

(9) Studies in special populations:

The clinical investigation data of the medical device is required to be
submitted to support the claim sought to be made for use of medical device in
children, pregnant women, nursing women, elderly patients with renal or
other organ system failure as given below:—

(i) Geriatrics:

Geriatrics patients can be included in pivotal study (and in pilot study at the
sponsor's option) in meaningful numbers, if—

(@) the disease intended to be treated’is characteristically a disease of
aging; or e < :

(b) the population to be treated IS known to be included in substantial
numbers of geriatric patlents ; N v
(c) there is specific reason tQ expect that conglitions common in the
elderly are likely to‘he encountered \QICDSC

(d) the mvestrgatronal medlcal deV|ce is likgly to alter the geriatric
patient's responsein regard ‘to=safety or performance compared with
that of non-geriatric patient ™~ |

(i) Paediatrics:

(@) The timing of pediatric studies in the medical device development
program shall depend on the device, the type of disease being treated,
safety consideration, and the safety and effectiveness of available
treatment.

(b) The medical device expected to be used in children; the
performance and safety shall be made in the appropriate age group.
When clinical investigation is required to be conducted in children, it is
usually appropriate to begin with older children before extending the
investigation to younger children and then infants.

(c) If the medical device is predominantly or exclusively used in
paediatric patients, clinical investigation data should be generated in
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paediatric population except for initial safety and performance data,
which will usually be obtained in adults unless such initial safety
studies in adults would yield little useful information or expose them to
inappropriate risk.

(d) If the medical device is intended to treat serious or life-
threatening diseases, occurring in both adults and paediatric patients,
for which there are currently no or limited therapeutic options,
paediatric population may be included in the clinical investigation
early, following assessment of initial safety data and reasonable
evidence of potential benefit. In circumstances where this is not
possible, lack of data has to be justified.

(e) If the medical device has a potential for use in paediatric patient,
paediatric studies may be conducted. These studies may be initiated at
various stages of clinieal devefdpment or after post-marketing
surveillance in adults?if a safety/€gncern exists. In cases where there is
limited paediatric‘data at thef;t-yimie Qf submission of application, more
data in paediatfic patiefts%Would be expected after marketing
authorization fof use in childreffis granted.

(f) Paediatric subjects arédegafly unable to provide written informed
consent, and are dependent:on their:parents orJdegal guardian to assume
responsibility for their pasticipation=in climical investigation. Written
informed consent shalf"be obtained from¥the parent or legal guardian.
However, all paediatric participants shall be informed to the fullest
extent possible about the study in a language and in terms that they are
able to understand. Where appropriate, paediatric participants should
additionally assent to enroll in the study. Mature minors and
adolescents should personally sign and date a separately designed
written consent form. Although a participant's wish to withdraw from a
study shall be respected, there may be circumstances in therapeutic
studies for serious or life-threatening diseases in which, in the opinion
of the investigator and parent or legal guardian, the welfare of a
pediatric patient would be jeopardized by his or her failing to
participate in the study. In this situation, continued parental or legal
guardian consent will be sufficient to allow participation in the study.

(g) For clinical investigations conducted in paediatric population, the
reviewing Ethics Committee shall include members who are
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knowledgeable about pediatric, ethical, clinical and psychosocial
Issues.

(iif) Pregnant or nursing women:

(@ Pregnant or nursing women shall be included in clinical
investigation only when the medical device is intended for use by
pregnant or nursing women or fetuses or nursing infants and where the
data generated from women who are not pregnant or nursing, would
not be suitable.

(b) For medical device intended for use during pregnancy, follow-up
data pertaining to a period appropriate for that medical device on the
pregnancy, foetus and child will be required.

3. Post Marketing Surveillance:,,

(i) Subsequent to approvab of an;lnvgrsf(igational medical device, it shall be
closely monitored for -their clihicalsafety’once they are marketed. The
applicants shall furnigh Periodic_;r{lsja_«;’__:_',Update Reperts (PSURS) in order

to,—

(a) report all the relevantiiéw/ information from appropriate sources;
(b) relate these data to patient exposure; ‘

(c) summarise thé’market-authorisation status in different countries
and any significant variations related-to*Safety; and

(d) indicate whether changes will be made to product information in
order to optimize the use of the product.

(i)  One medical device should be covered in one PSUR. Within the single
PSUR separate presentation of data for different indications or separate
population need to be given.

(iii)  All relevant clinical and non-clinical safety data will cover only the
period of the report (interval data). The PSURSs shall be submitted every six
months for the first two years after marketing approval of the medical device.
For subsequent two years, the PSURs need to be submitted annually. The
Central Licensing Authority may extend the total duration for submission of
PSURs if it is considered necessary in the interest of public health. PSURS
due for a period must be submitted within thirty calendar days of the last day

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Page 172 of 248



of the reporting period. However, all cases involving suspected unexpected
serious adverse event shall be reported to the licensing authority within
fifteen days of initial receipt of information by the applicant. If marketing of
the medical device is delayed by the applicant after obtaining approval to
market, such data will have to be provided on the deferred basis beginning
from the time the medical device is marketed.

(iv) New studies specifically planned or conducted to examine a safety issue
should be described in the PSURSs.

(v) A PSUR should be structured as follows:—
(a) Title Page:

The title page of PSUR shall capture the name of the Medical device;
reporting interval; approved,dndieation of Medical devices; date of
approval of the medical deV|ce date of marketmg of medical device;
licence name and address D&

(b) Introduction:

This section of PSUR shall/\capturecthe geporting interval; medical
device's intended, use, made 'df"éction or prineiple of operation, risk
class and a brief descriptionefthe:approved indication and population.

(c) Current worldwidesmarketing authbrization status:

This section of PSUR shall capture the brief narrative overview
including details of countries where the device is currently approved
along with date of first approval, date of marketing and if the product
was withdrawn in any of the countries with reasons thereof.

(d) Actions taken in reporting interval for safety reasons:

This section of PSUR shall include a description of significant actions
related to safety that have been taken during the reporting interval,
related to either investigational uses or marketing experience by the
licence holder, sponsor of a clinical investigation, regulatory
authorities, data monitoring committee, or Ethics Committee.

(c) Changes to reference safety information:
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This section of PSUR shall capture any significant changes to the
reference safety information within the reporting interval. Such
changes

will include information relating to contraindications, warnings,
precautions, adverse events, and important findings from ongoing and
completed clinical investigations and significant non-clinical findings.

(f) Estimated patient exposure:

This section of PSUR shall provide the estimates of the size and nature
of the population exposed to the medical device. Brief descriptions of
the method used to estimate the subject exposure shall be provided in
terms of, —

(i) Cumulative and rterval subject exposure in Clinical
investigation;

(i) Cumulative and. mterval patrent exposure from Marketing
Experience:in Indiass 2 :
(iii) Cumulative and; ,‘ ;terval patient exposure from Marketing
Experience from the rest of the World

(g) Presentation of mdrvrdual case hlstorles

This section of PSUR shall mclude the mdrwdual Case information available
to a licence holder and provide Brief case parrative, medical history indication
treated with suspect medical device, causality assessment and provide
following information:—

(i) Reference prescribing information

(it) Individual cases received from India

(ii1)  Individual cases received from rest of the world

(iv) Cumulative and interval summary tabulations of serious
adverse events from clinical investigations

(v) Cumulative and interval summary tabulations from post-
marketing data sources

(h) Studies:

This section of PSUR shall capture the brief summary of clinically important
emerging efficacy or effectiveness and safety findings obtained from the
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licence holder sponsored clinical investigation and published safety studies
that became available during the reporting interval which has the potential
impact the product safety information.

(i) Summaries of Significant Safety Findings from Clinical
investigation during the reporting period

(i)  Findings from Non-interventional Studies

(iii)  Findings from Non-Clinical Studies

(iv) Findings from Literature

(i) Other information:

This section of PSUR shall include details about signals and Risk
Management Plan, if any, put in place by the licence holder.

(@) Signal and risk evaluation:ola this section the licence holder shall
provide details of signaPand risk identified during the reporting period
and evaluation of s~ignals identi_ﬁed'during the;same period.

(b) Risk Man&agement PIa‘ﬁ ’4‘~thlS section the licence holder shall
provide brief details of safety concerns and necessary action taken by
him to mitigate such safety concerns CDS

(j) Overall Safety Evaluatl_on:

This section of PSUR shall Capture the overall safety evaluation of medical
device based on its risk benefit evaluation for approved indication.

(i) Summary of Safety Concerns
(i) Benefit Evaluation
(iii) Benefit Risk Analysis Evaluation (k) Conclusion:

This section of PSUR shall provide details on the safety profile of medical
device and necessary action taken by the licence holder in this regard.

(I) Appendix:

The appendix includes the copy of marketing authorization in India, copy of
prescribing information, line listings with narrative of Individual Case Safety
Reports (ICSR).

Note : Table means "Table" given below this Schedule.
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TABLE 1
DESIGN ANALYSIS DATA

Design Analysis Data for a medical device shall include the following:—
(i) Physical and Metrological Standardisation.

(i)  Design control documents and a predefined procedure of the
medical device at the time of manufacturing.

The Design Analysis should be carried out in accordance with the
Standards as detailed in the Medical Devices Rules, 2017.

A comprehensive report of design analysis including the basic design
features of the device, drawings, and tests adapted for design analysis (with
specifications) and rationale for Selecting those tests and design control
procedures shall be prepared

BIO-COMPATIBILITY ANDANIMAL PERFORMANCE STUDY
FOR INVESTIGATIONAL MEBICAL DEVICE

1. Recent version of ISQ 10993t Blologlcal Evaluation of Medical Devices
shall be followed for conductlng bio*- compatlblllty study for invasive medical
devices. A report of hio-compatibility, study along with rationale for selecting
specific tests carried out should be prepared including conclusion of the
studly.

2. Depending on the nature and intended use of investigational medical
device, device performance for its actions (including mechanical, electrical,
thermal, radiation and any other of this type) and safety shall be assessed in
healthy or diseased animal model (intended to be treated by such medical
device), as appropriate, demonstrating reaction to active and basic parts of the
devices on absolute tissue, local tissue as well as whole organ, clearly
recording local, general and systemic adverse reactions, risks or potential
risks and performance of device in line with intended use. Wherever possible,
histopathology, pathophysiology and path anatomy shall be carried out.
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3. If the active component of device is a drug, data for its animal studies as
per Schedule Y of the Drugs and Cosmetics Rules, 1945 should be submitted.

TABLE 3

INFORMATION TO BE SUBMITTED ALONG WITH THE
APPLICATION

1. Design Analysis data including, (whichever applicable),—
(@) design input and design output documents;
(b) mechanical and electrical tests;
(c) reliability tests;
(d) validation of software relating to the function of the device;
(e) any performance tests;
(f) exvivo tests.

2. The agreement between the Sponsor and Prrncrpal and coordinating
investigator(s). ' 3 Z

3. Appropriate insurance certific
4. Forms for reporting ahy ad"\'/erse‘eve‘nt and sefidus adverse event

5. Report of bio- compatlbrllty tasts along with rationale for selecting these
tests including a summary report and conclusmn of the study.

6. Results of the risk analysis.
7. Animal Performance study data

8. Clinical Investigational Plan, Investigator's Brochure as per Table 4, Case
Report Form as per Table 6, Informed Consent Form as per Table 8,
investigator undertaking and Ethics Committee clearance.

9. Pilot and Pivotal Clinical Investigation data including that, if any, carried
out in other countries.

10. Regulatory status and Restriction on use in other countries, if any,
where marketed or approved.
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3[11. Proposed instructions for use or electronic instructions for use and

label.]
TABLE 4
INVESTIGATOR'S BROCHURE (IB)
1. General
1.1 Introduction

1.2

Information Brochure shall contain, as a minimum, information on all
topics listed in this Table.

Identification of the IB

(@) Name of the investigational medical device.

(b) Document referenee humber, if anyo

(c) Version or date’of thedBi 25y ’,

(d) Confidentiality staterhent, ifappropriate.

(e) Summary~of the re\( fslitory in case of amendments, if
appropriate. THAT
() A version or’iissue"nu‘rﬁb‘e[‘;\andf'refe'rence number, if any, with
page number and:the total numberof pages on gach page of the IB.

1.3 Sponsor or manufacti}re‘(r :

2.

Name and address of the sponsorbf manufacturer of the investigational
medical device.

Investigational medical device information

(@) Summary of literature and evaluation supporting the rationale for
the design and intended use of investigational medical device.

(b) Statement concerning regulatory classification of investigational
medical device, if relevant.

(c) General description of the investigational medical device and its
components including materials used.

(d Summary of relevant manufacturing processes and related
validation processes.

(e) Description of the mechanism of action of investigational medical
device, along with supporting scientific literature.
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(P Manufacturer's instructions for installation and use of
investigational medical device, including any necessary storage and
handling requirements, preparation for use and any intended re-use
(e.g. sterilization), any pre-use safety or performance checks and any
precautions to be taken after use (e.g. disposal), if relevant.

(g) Description of the intended clinical performance.

3. Preclinical testing

Summary of preclinical testing that has been performed on the
investigational medical device, together with an evaluation of results of
such testing justifying its use in human subjects.

The summary shall include or, where applicable, refer to the results of:

(a) design input and deS|gn output, documents
(b) invitro tests,

(c) mechanical and electrlcal tests 2
(d) reliability tests, & 7
(e) validation of software: rel :.tmg to the functlon of the device,
(f) any performance tests,

(g) ex vivo tests, and” " g4 ¢

(h) biological safety evaluatlon

4. Existing clinical data‘

(@) Summary of relevant previous clinical experience with the
investigational medical device and with medical devices that have
similar characteristics, including such characteristics that relate to other
indications for use of the investigational medical device.

(b) Analysis of adverse device effects and any history of modification
or recall.

5. Risk management

(@) Summary of the risk analysis, including identification of residual
risks.

(b) Result of the risk assessment.

(c) Anticipated risks, contra-indications, warnings, etc. for the
Investigational medical device.
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6. Regulatory and other references

(@) List of International Standards, if any, complied with in full or in
part.

(b) Statement of conformity with national regulations, where
appropriate.

(c) Listof references, if relevant.

TABLE 5
CLINICAL INVESTIGATION PLAN

1.1 General
1.1.1 Introduction

This document specifies the content of a glinical investigation plan
(hereinafter to be referred as CIR) A the requued information is written in
other documentation, ;for examplé ,he:'I'B such documentation shall be
referenced in the CIP=The content’of:a} ;P‘ and any subsequent amendments
shall include all the topics listed.in/ thls document together with a justification
for each topic if this is not self- explanatory

1.1.2 Identification of the cllnlcal |nvest|gat|on plan

(@) Title of the cllnlcal investigation™

(b) Reference number identifying the specific clinical investigation, if
any.

(c) Version or date of the CIP.

(d) Summary of the revision history in the case of amendments.

(e) Version or issue number and reference number, if any, with the
page number and the total number of pages on each page of the CIP.

1.1.3 Sponsor

Name, address and contact details (e-mail id, phone number, etc.) of
the sponsor of the clinical investigation.

1.1.4 Principal investigator, coordinating investigator and investigation
site
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(@)
(i)
(if)
(b)

Name, address, and professional position of—

Principal Investigator,

Coordinating investigator, if appointed.

Name and address of the investigation site in which the clinical

investigation will be conducted.

(©)

Name and address of other institutions involved in the clinical

investigation.

The sponsor shall maintain an updated list of principal investigators,
Investigation sites, and institutions.

1.1.5 Overall synopsis of the clinical investigation

A summary or overview of the clinical investigation shall include all
the relevant information regarding clinical investigation design such as
inclusion or exclusion criteria; Mumber.of subjects, duration of clinical
investigation, follow:tip, objective,and e\ndpoint.

1.2 Identification and d'escriptio;hf6f?tﬁ-eterestigational medical device

(@)
(b)
(©)
(d)

(€)
(f)
(@)

(h)

Summary descrlptlon of the mvestlgatlonal medical device and its
intended purpadse. , CDSCQ

Details concernmg the manufacturer of theSinvestigational medical
device. it :

Name or number of the modelor type, mcludrng software version
and accessories, if any!to-permitfull, identification.

Description as to how traceability shall be achieved during and
after clinical investigation, for example by assignment of lot
numbers, batch numbers or serial numbers.

Intended purpose of the investigational medical device in the
proposed clinical investigation.

The populations and indications for which the investigational
medical device is intended.

Description of investigational medical device including any
materials that will be in contact with tissues or body fluids. (This
shall include details of any medicinal products, human or animal
tissues or their derivatives, or other biologically active
substances.)

Summary of the necessary training and experience needed to use
the investigational medical device.
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(i) Description of the specific medical or surgical procedures involved
in the use of investigational medical device.

1.3 Justification for the design of the clinical investigation

Justification for the design of clinical investigation, which shall be based on
conclusions of the evaluation, and shall comprise a section on justification for
the design of the clinical investigation and include—

(@) an evaluation of the results of the relevant pre-clinical testing or
assessment carried out to justify the use of investigational medical
device in human subjects; and

(b) an evaluation of clinical data that are relevant to the proposed
clinical investigation.

1.4 Risks and benefits of the mvestlgatlonal medical device and clinical
investigation

(a) Anticipated Slinical benefltsf’i”_'f 4>

(b) Anticipated adverse devace effects

(c) Residual risks assomated with' mvestlgatlonal medical device, as
identified in thevisk analy5|s [epOFE)S

(d) Risks associated with part:c;patlon in the glinical investigation.

(e) Possible interactions with-éoncomitant niedical treatments.

(f) Steps that will betakeR 10 control o mltlgate the risks.

(g) Risk-to-benefit rationale:

1.5 Objectives and hypotheses of the clinical investigation

(@) Objectives, primary and secondary.

(b) Hypotheses, primary and secondary, to be accepted or rejected by
statistical data from the clinical investigation.

(c) Claims and intended performance of investigational medical device
that are to be verified.

(d) Risks and anticipated adverse device effects that are to be assessed.
1.6 Design of the clinical investigation

1.6.1 General
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(@) Description of the type of clinical investigation to be performed
(e.g. comparative double-blind, parallel design, with or without a
comparator group) with rationale for the choice.

(b) Description of the measures to be taken to minimize or avoid bias,
including randomization and blinding or masking.

(c) Primary and secondary endpoints, with rationale for their selection
and measurement.

(d) Methods and timing for assessing, recording, and analyzing
variables.

(e) Equipment to be used for assessing the clinical investigation
variables and arrangements for monitoring maintenance and
calibration.

() Any procedures for replacement of subjects.

1.6.2 Investigational medical device and comparator

(@) Description of. the exposure to, the mvestlgatlonal medical device
or comparator; if usee: sz :

(b) Justification of the ChO’I f: comparator :

(c) List of any other medical‘deVice or medication to be used during
clinical investigations |/ 3 C

(d) Number of mvestlgatlonal medlcal deV|ces to be used, together
with a justlflcatlon : :

1.6.3 Subjects

(@) Inclusion criteria for subject selection.

(b) Exclusion criteria for subject selection.

(c) Criteria and procedures for subject withdrawal or discontinuation.

(d) Point of enrolment.

(e) Total expected duration of the clinical investigation.

(f) Expected duration of each subject's participation.

(90 Number of subjects required to be included in clinical

investigation.

(h) Estimated time needed to select this number (i.e. enrolment

period).

1.6.4 Procedures
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(@) Description of all the clinical investigation related procedures that
subjects undergo during clinical investigation.

(b) Description of those activities performed by sponsor
representatives (excluding monitoring).

(c) Any known or foreseeable factors that may compromise the
outcome of clinical investigation or interpretation of results. The
follow-up period during clinical investigation shall permit
demonstration of performance over a period of time sufficient to
represent a realistic test of the performance of the investigational
medical device and allow any risks associated with adverse device
effects over that period to be identified and assessed.

The clinical investigation plan shall specifically address what medical care, if
any, will be provided to the subjects after the clinical investigation has been
completed.

1.6.5 Monitoring plan

General outline of the; monitoring;_ﬁié{rjffto}«bé followed, including access to
source data and the extent of sourcg’dataverification planned.

1.7 Statistical considerations’s47 L L
With reference to 1.5 and 1.6, the“déSCribt’ion of and justification for:—

(a) statistical design, method-and analytical procedures;

(b) sample size;

(c) the level of significance and the power of the clinical investigation;

(d) expected drop-out rates;

(e) pass or fail criteria to be applied to the results of the clinical
investigation;

(f) the provision for an interim analysis, where applicable;

(g) criteria for the termination of the clinical investigation on
statistical grounds;

(h) procedures for reporting any deviation from the original statistical
plan;

(i) the specification of subgroups for analysis;

(j) procedures that take into account all the data;

(k) the treatment of missing, unused or spurious data, including drop-
outs and withdrawals;
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(1) the exclusion of particular information from the testing of the
hypothesis, if relevant; and

(m) in multicenter clinical investigations, the minimum and maximum
number of subjects to be included for each center.

Special reasoning and sample size(s) may apply for the early clinical
investigation(s), e.g. feasibility clinical investigation(s).

1.8 Data management

(@) Procedures used for data review, database cleaning, and issuing
and resolving data queries.

(b) Procedures for verification, validation and securing of electronic
clinical data systems, if applicable.

(c) Procedures for data retention.

(d) Specified retention period? \

(e) Other aspects of£linical guality assurance, as appropriate.

1.9 Amendments to tHe cIiniCa]; inves g
Description of the proﬁedures to afﬁend the Clinical investigation plan.
1.10  Deviations from clinical jrivestigation plan

(a) Statement specifying thatthe-investigator is not allowed to deviate
from the clinical”investigation plaft, except without appropriate
notifications or approvals from Ethics Committee and Central
Licensing Authority, as the case may be.

(b) Procedures for recording, reporting and analyzing clinical
investigation plan deviations.

(c) Notification requirements and time frames.

(d) Corrective and preventive actions and principal investigator
disqualification criteria.

1.11 Device accountability

Description of the procedures for the accountability of investigational
medical devices should be maintained.

1.12 Statements of compliance
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(a) Statement specifying that the clinical investigation shall be
conducted in accordance with the ethical principles as prescribed
in Good Clinical Practices.

(b) Statement specifying that the clinical investigation shall not begin
until the required approval from the Ethics Committee.

(c) Statement specifying that any additional requirements imposed by
the Ethics Committee or Central Licensing Authority shall be
followed, if appropriate.

(d) Statement specifying the type of insurance that shall be provided
for subjects, if appropriate.

1.13 Informed consent process

(@) Description of the general process for obtaining informed
consent, including the process for providing subjects with new
information, as needed """ “¢

(b) Description of“the inforimied consent.process in circumstances
where the subject isf‘u;ha-ble“fftojgive it; i, the case of emergency
treatment, process shoufl(:gt eif_c!:eéirly specified.

1.14 Adverse events, adverse deviceeffects and device deficiencies

(a) Definitionsf adverse events/and adverseslevice effects.

(b) Definition of device deficiencies.

(c) Definitions of sérigus adverse everts and serious adverse device
effects and, where appropriate, unanticipated serious adverse
device effects.

(d) Time period in which the principal investigator shall report all
adverse events and device deficiencies to the sponsor and, where
appropriate, to Ethics Committee and the regulatory authority.

(e) Details of the process for reporting adverse events (date of the
adverse event, treatment, resolution, assessment of both the
seriousness and the relationship’ to the investigational medical
device).

(f) Details of the process for reporting device deficiencies.

(g) List of foreseeable adverse events and anticipated adverse device
effects, together with their likely incidence, mitigation or
treatment.

(h) Emergency contact details for reporting serious adverse events
and serious adverse device effects.
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1.15 Vulnerable population

(@) Description of the vulnerable population.

(b) Description of the specific informed consent process.

(c) Description of the Ethics Committee specific responsibility.

(d) Description of what medical care, if any, will be provided for
subjects after the clinical investigation has been completed.

1.16 Suspension or premature termination of the clinical investigation

(a) Criteria and arrangements for suspension or premature termination
of the whole clinical investigation or of the clinical investigation
In one or more investigation sites.

(b) Criteria for access to and breaking the blinding or masking code
in case of suspension or premature termination of the clinical
investigation, if the. clinical investigation involves a blinding or
masking technique.

(c) Requirementsfor subject Lle;,,loW-up.

1.17 Publication poli¢y

(a)  Statement indicating/: Whether" theO results of the clinical
investigatios.will be $ubmitted fok publicagion.

(b) Statement indicating the‘conditions under which the results of the
clirical investigation wilThe offered for publication.

TABLE 6
CASE REPORT FORM (CRF)
1. General

(i) Case Report Forms are established to implement the clinical
investigation plan, to facilitate subject observation and to record
subject and investigational medical device data during the clinical
investigation according to the clinical investigation plan. They can
exist as printed, optical, or electronic documents and can be
organized into a separate section for each subject.

(i) The Case Report Forms should reflect the clinical investigation
plan and take account of the nature of the investigational medical
device.

2. Content and format
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2.1 Overall considerations

(i) The Case Report Forms can be organized such that they reflect all
the data from a single procedure or a single visit or other grouping
that makes clinical or chronological sense.

(i) The format of Case Report Forms shall be such as to minimize
errors that can be made by those who enter data and those who
transcribe the data into other systems.

(ili)  The data categories and format listed in this Table can be
considered when designing a Case Report Form.

2.2 Cover page or login screen

(1) Name of sponsor or sponsor logo.

(2) Clinical investigation plan version and date (if required).

(3) Version number of Case/Report/orms.

(4) Name of clinicabinvestigation or reference number (if applicable).

2.3 Header or footersor Case ReortForm identifier

(@) Name of the clinical investigation or referefice number.

(b) Version numbepP6f ‘-CasefR‘ep\ort FormsC

(c) Investigation site / pr'i‘nciﬁ)“'a’l' i\nve'stigator identification number.

(d) Subject identif‘icatioh»‘numbe’r"and additional identification such
as date of birth Sujnitials. if alloved by‘ national regulations.

(e) Case Report Form nufiiber opdaté of visit or visit number.

() Page / screen number of CRF and total number of pages / screens
(e.g. "page x of xx").

2.4 Types of Case Report Forms

The following is a suggested list of CRFs that may be developed to support a
clinical investigation. This is not an exhaustive list and is intended to be used
as a guideline.

(@) Screening.
(b) Documentation of subject's informed consent.
(c) Inclusion/exclusion.
(d) Baseline visit:
(1) demographics;
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(2) medical diagnosis;
(3) relevant previous medications or procedures;
(4) date of enrolment;
(5) other characteristics.
(e) Intervention(s) or treatment(s).
(F) Follow-up visit(s).
(g) Clinical investigation procedure(s).
(h) Adverse event(s).
(i) Device deficiencies.
(j)) Concomitant illness(es) / medication(s).
(k) Unscheduled visit(s).
(1) Subject diary.
(m) Subject withdrawal or lost to follow-up.
(n) Form signifying the end of the clinical investigation, signed by the
principal investigator or hls/her authorlsed deS|gnee
(o) CIP deviation(s).

3. Procedural issues

A system shall be establlshed to enable cross- referencmg of CRFs and CIP
versions. Supplemental CREs may!/ be developed; for collecting additional data
at individual mvestlgatlon sites in muttlcenter investigations.

TABLE 7

DATA ELEMENTS FOR REPVORTING'(SKERIOUS ADVERSE EVENTS
OCCURRING IN A CLINICAL INVESTIGATION

1. Patient details:
(@ Initials and other relevant identifier (hospital/Out Patient
Department's record number etc.);
(b) Gender;
(c) Age and date of birth;
(d) Weight;
(e) Fleight.

2. Suspected device(s):

(@) Name of the Device;
(b) Indication(s) for which suspect device was prescribed;
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(c) Device details including model number / size / lot number, if
applicable;

(d) Starting date and time of day;

(e) Stopping date and time, or duration of treatment;

3. Other treatment(s):
Provide the same information for concomitant treatment.
4. Details of suspected adverse device reaction(s):

(@) Full description of reaction(s) including body site and severity, as
well as the criterion (or criteria) for regarding the report as
serious. In addition to a description of the reported signs and
symptoms, whenever possible, describe a specific diagnosis for
the reaction. \DARD C(

(b) Start date (and time) of onset of reaétion.

(c) Stop date (and-time) 0y duration.of reaction.

(d) Setting (e.gs’hospital oL -patlent clinic, heme, nursing home).

5. Outcome:

(a) Information on recoyefy/and any sequel; <esults of specific tests
and/or treatment that may:have'been copducted.

(b) For a fatal outCeme, causeof-death and’a comment on its possible
relationship to the Stispected-reaction; any post-mortem findings.

(c) Other information: Anything relevant to facilitate assessment of
the case, such as medical history including allergy, drug or
alcohol abuse; family history; findings from special
investigations etc.

6. Details about the Investigator:

(@ Name;

(b) Address;

(c) Telephone number;

(d) Profession (specialty);

(e) Date of reporting the event to Central Licensing Authority;

(f) Date of reporting the event to Ethics Committee overseeing the
site;
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(9) Signature of the Investigator.

TABLE 8
INFORMED CONSENT FORM

1. Checklist for clinical investigation Subject's informed consent
documents

1.1 Essential elements:

1.

o

Statement that the study involves research and explanation of the
purpose of the research
Expected duration of the Subject's participation
Description of the procedures to be followed, including all invasive
procedures
Description of any reasonably foreseeable risks or discomforts to
the Subject
Description of any benpefits 1o, the Subject or others reasonably
expected from’ research If no beneflt IS expected Subject should be
made aware®f this. 0
. Disclosure ofispecific approprlate'salternatlve procedures or therapies
available to the, Subjeet. | CDS
Statement describing the extent to WhICh cenfidentiality of records
identifying the Subjectnit be mamtamed and who will have
access to Subjects medicalrecards
Clinical investigationctreatment schedule(s) and the probability for
random assignment to each treatment (for randomised clinical
investigation)
Statement describing the financial compensation and medical
management as under.—

(@) In case of an injury occurring to the subject during the
clinical investigation, free medical management shall be given
as long as required or till such time it is established that the
injury is not related to the clinical investigation, whichever is
earlier.

(b) In the event of an investigation related injury or death, the
Sponsor or his representative, whoever has obtained permission
from the Central Licensing Authority for conduct of the clinical
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investigation, shall provide financial compensation for the
injury or death.

10. An explanation about whom to contact for clinical investigation
related queries, rights of Subjects and in the event of any injury.
11.The anticipated prorated payment, if any, to the Subject for

participating in the clinical investigation.

12. Subject's responsibilities on participation in the clinical
investigation.

13. Statement that participation is voluntary, that the Subject can
withdraw from the clinical investigation at any time and that refusal
to participate will not involve any penalty or loss of benefits to
which the Subject is otherwise entitled.

14. Statement that there is a possibility of failure of investigational
medical device to provide intended therapeutic effect.

15. Any other pertinent irfformation.

1.2 Additional element§ whicKirhay:be régired 'v

(a) Statement of foreseeablg’circumstances under which the Subject's
participatiofY may, e termmated by the Investigator without the
Subject's consent.

(b) Additional casts to the. Subject that may result from participation in
the clinical mvestlgatlon Y |

(c) The consequences of a Subject's.deCision to withdraw from the
investigation and procedures for orderly termination of
participation by Subject.

(d) Statement that the Subject or Subject's representative will be
notified in a timely manner if significant new findings are
developed during the course of the investigation which may affect
the Subject's willingness to continue participation will be provided.

(e) A statement that the particular treatment or procedure may involve
risks to the Subject (or to the embryo or fetus, if the Subject is or
may become pregnant), which are currently unforeseeable.

(f) Approximate number of Subjects enrolled in the clinical
investigation.

2. Format of informed consent form for Subjects participating in a
clinical investigation
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Informed Consent form to participate in a clinical investigation
Clinical investigation Title:
Clinical investigation Number:

Subject's Initials:..........cccccceviiieiiieennnnnn Subject's Name:........ccceevveeveenne.
Date of Birth/ Age:......ccceeevvvveiiennnnne Gender:. ..o
Address of the Subject:.......c...cceevenee.

Qualification:.........ccccccevevvveeiieeenn.

Occupation: Student/Self-employed/Service/Housewife/Others (Please tick as
appropriate)

Annual income of the Subject:.........cccccoeviveiieinennn,

Name and address of the nominee(s) and his relation to the
Subject......cccoveviieiirenn, (for the purpose of compensation in case of clinical
investigation related death).

“Place initial box (Subject)

@ | conflrm that 1k ;,,read and uAderstood the [ ]
information sheet datedﬁ....' .................... for the above
clinical mvestlgatlon and have had the opportunity to
ask questions. _ ‘

(i) | understangd that my part|C|pat|on in the clinical [ ]
investigation §:,voluntary andthat | am free to
withdraw at any timé,SWithout giving any reason,
without my medical care or legal rights being affected.

(ifi) | understand that the Sponsor of the clinical [ ]
investigation, others working on the Sponsor's behalf,
the Ethics Committee and the regulatory authorities
will not need my permission to look at my health
records both in respect of the current clinical
investigation and any further research that may be
conducted in relation to it, even if | withdraw from the
clinical investigation. | agree to this access.

However, | understand that my identity will not be
revealed in any information released to third parties or
published.

(iv) I agree not to restrict the use of any data or results that [ ]
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arise from this clinical investigation provided such a
use is only for scientific purpose(s).
(v) I agree to take part in the above clinical investigation.

(vi) I understand that in case of an injury occurring during
the clinical investigation

(vii) lunderstand that in the event of an investigation related [ ]
injury or death

[ ]
[ ]

Signature (or Thumb impression) of the Subject/Legally Acceptable

Signature of the Investigator:...,. . wRARL G0Ny s

Contact Details (Telephone 'Numberlmg_b"ite_)\on Wh‘i;ch Subject may contact:

Clinical investigation 'Ihvestiga‘_tor's Name: _CDSCC

Signature of the Witness;............ ; ,

Copy of the Patient Information Sheet and duly filled Informed Consent Form
shall be handed over to the Subject or his/her attendant).

TABLE9
UNDERTAKING BY THE INVESTIGATOR

1. Full name, address and title of the Principal Investigator (or Investigator(s)
when there is no Principal Investigator).

2. Name and address of the medical college, hospital or other facility where
the Clinical Investigation will be conducted: Education, training
& experience that qualify the Investigator for the clinical investigation
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(Attach details including medical council registration number, or any other
statement(s) of qualification(s)).

3. Name and address of all clinical facilities to be used in the clinical
investigation.

4. Name and address of the Ethics Committee that is responsible for approval
and continuing review of the clinical investigation.

5. Names of the other members of the research team (Co-Investigators or
sub-investigators) who will be assisting the Investigator in the conduct of
the investigation(s).

6. Clinical Investigation Plan, Title and Clinical investigation number (if
any) of the clinical investigation to be conducted by the Investigator.

7.  Commitments:

(i) I have reviewed the clinical investigation plan and agree that it
contains all the necessary information to conduct the investigation. |
will not begin the clisical in'vestigati\on until all necessary Ethics
Committee and regufatory appravalshave been obtained.

(ii) 1 agree to gonduct the'i ) st_igafion in accd_rdance with the current
Clinical investigation plan. FWifi'nat implementany deviation from or
changes of the Clinical~_inv,eStigation;-pIan, without agreement by the
Sponsor and prior review afid/documented appeoval/favorable opinion
from the Ethics Committeeﬁoff the"amendmen‘t, except where necessary
to eliminate an irhmediate ‘hazard(s) to.the clinical investigation
participant or when the&ghange(s)rifivolved are only logistical or
administrative in nature.

(ili) I agree to personally conduct and/or supervise the clinical
investigation at my site.

(iv) 1 agree to inform all Subjects that the medical devices are being
used for investigational purposes and | will ensure that the
requirements relating to obtaining informed consent and Ethics
Committee review and approval specified in this Schedule are met.

(v) | agree to report to the Sponsor all adverse experiences that occur
in the course of the investigation(s) in accordance with the regulatory
and Good Clinical practice guidelines.
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(vi) | have read and understood the information in the Investigator's
brochure, including the potential risks and side effects of the medical
device.

(vii) | agree to ensure that all associates, colleagues and employees
assisting in the conduct of the clinical investigation are suitably
qualified and experienced and they have been informed about their
obligations in meeting their commitments in the clinical investigation.

(viii) | agree to maintain adequate and accurate records and to make
those records available for audit/inspection by the Sponsor, Ethics
Committee, Licensing Authority or their authorized representatives, in
accordance with regulatory and provisions of these rules. 1 will fully
cooperate with any clinical investigation related audit conducted by
regulatory officials or authorized representatives of the Sponsor.

(ix) I agree to promptly feport to-the Etflics Committee all changes in
the CIP activitiescand alf unantlmpated problems involving risks to
human Subjects or others. %

(x) | agree {0 inform aII serlous adverse events to the Sponsor,
Central Licensing Authorlty as welt: as the~Ethics Committee within
forty-eight hourszof their igectirrencel/In case of failure, | will submit
the justification to'the satisfaction of the Central Licensing Authority. |
also agree to report théserious adverse gwents, after due analysis, to the
Central Licensing Authority, "Chairman of the Ethics Committee and
head of the institution where the investigation has been conducted
within fourteen days of the occurrence of serious adverse events.

(xi) I will maintain confidentiality of the identification of all
participating clinical investigation patients and assure security and
confidentiality of clinical investigation data.

(xii) | agree to comply with all other requirements, guidelines and
statutory obligations as applicable to clinical Investigators participating
in clinical Investigations.

Date: Signature of Investigator

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Page 196 of 248



TABLE 10
CLINICAL INVESTIGATION REPORT

1. General

This table specifies the contents of the clinical investigation report that
describes the design, execution, statistical analysis and results of a clinical
investigation.

2. Cover page

The page shall contain the following information:—

(a)
(b)

(©)

(d)

(€)

(f)

(9)

(h)

title of the clinical investigation;

identification of the investigational medical devices, including
names, models, etc. as relevant for complete identification;

if not clear frkom'the titl7-a single sentence describing the design,
comparison -period;Usage.n ethod, and subject population;

name and eontact detatls'@f Sponsor or sporsor's representative;

CIP identificatiGiprotocol code; “~ >

name and départmeht‘**df:bdor‘dihating‘ investigator and names of
other relevant parrties,ie'.g.'eXpe,rts,' biostatistician, laboratory
personnel; OVER

statement indicating whether the clinical investigation was
performed in accordance with declaration of Helsinki, Good
Clinical Practice guidelines and applicable regulations;

Brief description of investigation design;

(i) Start and end date of patient accrual and names of the sponsor and

the participating institutes;

(j) author(s) of report.

3. Table of contents

The table of contents may include the following information:—
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(@) the page number or locating information of each section, including
summary tables, figures, and graphs;

(b) alist of appendices and their location.
4, Summary
The summary may contain the following items:—

(@) the title of the clinical investigation;

(b) an introduction;

(c) the purpose of the clinical investigation;

(d) description of the clinical investigation population;

(e) the clinical investigation method used;

(F) the results of the clinical investigation;

(g) the conclusion; 3

(h) the date of the clinieal mvestlgatlon iMtiation;

() the completiondate ofthe:clinical, investigation or, if the clinical
investigation is dlscontlnued the“' ’ ate of premature termination.

5. Introduction

The introduction may contain’ ‘& briefiistatement: placing the clinical
investigation in the context of theﬁdevelopment of the investigational medical
device and relating the Critical “features=of the Clinical investigation (e.g.
objectives and hypotheses, tédrget, population, treatment and follow-up
duration) to that development.

6. Investigational medical device and methods
6.1 Investigational medical device description

The description of the investigational medical device should contain the
following points:—

(@) adescription of the investigational medical device;

(b) the intended use of the investigational medical device(s);

(c) previous intended uses or indications for use, if relevant;

(d) any changes to the investigational medical device during the clinical
Investigation or any changes from the 1B, including,—
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(i) raw materials;

(i) |software;

(iif) .components;

(iv) shelf-life;

(v) storage conditions;

(vi) linstructions for use; and
(vii) other changes.

6.2 Clinical investigation plan (CIP)

A summary of the CIP, including any subsequent amendment(s) with a
rational for each amendment, should be provided. The summary will include
a brief description of the following points:—

(a) the clinical investigation-ebjectives;

(b) the clinical investigation design mcludmg,

(1) the type of clinical lnvestlgatlon‘

(it)  the clinical mvestlgatlon endpomts-:—-

(iif) the ethical constderations;

(iv) the data quality assurance; ‘

(v) the subject populatien for the cllmcal mvestlgatlon with the,—

(A) inclusion or exclusmn criteria; and

(B) sample size; a clear accounting of all participant who entered the
clinical investigation shall be mentioned. Mention should also be made
of all cases that were dropouts or protocol deviations. Enumerate the
patients screened, randomized, and prematurely discontinued. State
reasons for premature discontinuation of therapy in each applicable
case.

(vi) the treatment and treatment allocation schedule;
(vii) any concomitant medications / treatments;
(viii) the duration of follow-up;

(ix) the statistical analysis including—

(A) the clinical investigation hypothesis or pass or fail criteria;

(B) asample size calculation; and
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(C) statistical analysis methods.
6.3 Ethics Committee

This section shall document that the clinical investigation was conducted in
accordance with the ethical principles of Declaration of Helsinki. A detailed
description of the Ethics Committee constitution and date(s) of approvals of
investigation documents for each of the participating sites should be provided.
A declaration shall state that EC notifications as per Good Clinical Practice
Guidelines issued by Central Drugs Standard Control Organization and
Ethical Guidelines for Biomedical Research on Human Subjects, issued by
Indian Council of Medical Research have been followed. The ethics report
shall include the following points:—

(@) a confirmation that the CIP and any amendments to it were reviewed by
the EC; sNDARD C(
(b) alist of all ECs consulted.

6.4 Clinical investigation tea'm;';

Briefly describe the f'administrati:‘\)é: ‘ffu&ure of theSclinical investigation
(Investigators, site staff, Sponsor/designates, Central laboratory etc.).

7. Results
The results should include thé fellowing pointst=-

(@) the clinical investigation initiation date;

(b) the clinical investigation completion/ suspension date;

(c) the disposal of subjects and investigational medical devices;
(d) the subject demographics;

(e) clinical investigation plan compliance;

(f) an analysis, which includes,—

(i) a performance analysis as provided in the clinical investigation plan;

(i) a summary of all adverse events and adverse device effects,
including a discussion of the severity, treatment needed, resolution and
relevant principal investigator's judgment concerning the causal
relationship with the investigational medical devices or procedure;
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(ili) a table compiling all observed device deficiencies that could have
led to a serious adverse effect, and any corrective actions taken during the
clinical investigation, if any;

(iv) any needed subgroup analysis for special populations (i.e. gender,
racial /cultural /ethnic subgroups), as appropriate;

(v) an accountability of all subjects with a description of how missing
data or deviation(s) were dealt within the analysis, including subjects:—

(A) not passing screening tests;
(B) lost to follow-up;

(C) withdrawn or discontinued from the clinical investigation
and the reason.

8. Discussion and overall concl.us_ions ,

The conclusions may include the followmg pomts —%

(@) the safety and performance results and any other endpoints;

(b) an assessment of Tisks and beneflts

(c) adiscussion ofthe clinical relevance and |mportance of the results in
the light of othel“existing data &

(d) any specific benefits,or special precatitions required for individual
subjects or groups considered t’be at risk;

(e) any implications for the conduct of future clinical investigations;

(f) any limitations of the clinical investigation.

9. Abbreviated terms and definitions

A list of abbreviated terms and definitions of specialized or unusual terms
should be provided.

10. List of appendices to the clinical investigation report

(@) Protocols and amendments;
(b) Specimen of Case Record Form;
(c) Investigators' name(s) with contact addresses, phone, e-mail etc.;
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(d) Patient data listings (e) List of participants treated with investigational
product;

(e) Discontinued participants;

(f) Protocol deviations;

(g) CRFs of cases involving death and life threatening adverse event
cases;

(h) Publications from the investigation;

(i) Important publications referenced in the clinical investigation;

(j) Audit certificate, if available;

(k)List of other parties involved (e.g. core labs, contract research
organizations (CROs), experts, etc.);

(1) List of monitors involved;

(m) Investigator's certificate that he or she has read the report and that the
report accurately describes the conduct and the results of the clinical
investigation.

EIGHTH SCHEDULE

SI. Class of medical

i Extent and;conditions of exemption
No. devices

lAII prOV|5|ons of Chagpter IV and Chapter V of
these“rufes, subject.to the condition that the
. device! “isT beidg™ specifically made in
‘cagcordancerwith a duly qualified medical
practitioner's written prescription under his
responsibility, in accordance with specific
design, characteristics and the same is intended
for the sole use of a particular patient and the
label contains the words 'custom made device'.
Explanation : Mass produced devices, which
only need adoption to meet the specific
requirement of a medical practitioner or any
other professional user, shall not be considered
as custom made device.

1. Custom made device

The provisions of Chapter XI of these rules
Medicated  dressings | which require them to be covered by a sale
2. and bandages for first | licence, subject to condition that such products

aid. have been manufactured by licensed
manufacturers.

3 Medical devices All provisions of Chapter XI of these rules

' supplied by a which require them to be covered by a sale
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Sl
No.

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

Class of medical
devices

registered medical
practitioner to his own
patient or any medical
device supplied by a
registered medical
practitioner at the
request of another such
practitioner if it is
specially prepared with
reference to the
condition and for the
use of an individual
patient provided the
registered medical
practitioner is not (a)
keeping an open shop
or (b) selling across the
counter, for
distribution or sale’of
medical devices;in
India to a degree which
render him liable to the
provisions of Chapter
IV of the Act and the
rules made theretnder.

Medical devices

supplied by a hospital '

or dispensary
maintained or
supported by
Government or local
body.

Extent and conditions of exemption

licence subject to the following conditions:—
(@ The medical devices shall be purchased
only from a licensed manufacturer or licensed
whole seller or retailer under these rules and
records of such purchases showing the name
and quantities of such medical devices,
together with their batch numbers and names
and addresses of the manufacturers shall be
maintained. Such records shall be open to
inspection by medical device officer appointed
under this Act, who may, if necessary make
enquiries about purchase of medical device
and may also take samples for test.
(b) Medical device shall be stored under
proper storage conditions as specified in the
labelr
" (c) __No medical device shall be sold or
supphed), or_ dispensed after the date of
_eXpirationfecorded on its label or in violation
of ;any Statement or direction recorded on such
[abelki e ’

Alprovisions of‘Chapter XI of these rules
=which requires‘them to be covered by a sale
licence’subject to the following conditions:—

(@) The dispensing and supply of medical
devices shall be carried out by or under the
supervision of qualified person;

(b) The premises where medical devices are
supplied or stocked shall be open to inspection
by a medical device officer appointed under this
Act who can, if necessary, take samples for test.

(¢) The medical devices shall be stored under
proper storage conditions.

(d) The medical devices shall be purchased
from a manufacturer or a whole seller or retailer
licensed under these rules or received as
transferred stocks from hospital stores for
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54[7.

59[g.

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

Mechanical
contraceptives

Import of small
quantity of medical
devices donated to a
charitable  hospital
for  treatment <of
patients free of-cost
by that hospital 2

All medical deyices
except those
specified in  the
Annexure of Eighth
Schedule.

Manufacturing of
Class A non-sterile
and  non-measuring
medical devices

Import of Class A
non-sterile and non-
measuring  medical
devices

distribution. Records of such purchases or
receipts shall be maintained.

(¢) No medical device shall be sold or supplied
or dispensed after the date of expiration recorded
on its label or in violation of any statement or
direction recorded on such label.

The provisions of Chapter XI of these rules
which require them to be covered by a sale
licence subject to the condition that the
provisions of condition that no medical device
shall be sold or supplied or dispensed after the
date of expiration recorded on its label or in
violation of any statement or direction recorded
on such label.

The provisions of Chapter V of these rules which
require™themnto, be covered by a licence for
import..provided-<that the Central Licensing
Adthority shiall, issue’a No Objection Certificate
for suck furpose to the appllcant

All fhe"pf'o\'/lsions of these rules subject to the

condition fthat~such ~medical devices shall be

regiistered: under CHAPTER IlIA of these rules:
PROVIDED that suchsexemption shall cease
aftér‘aperiod of thicty months for low risk -

 Class'Ad andlow gnoderate risk - Class B and

after.a period-of forty-two mon ths for moderate
high risk - Class C and high risk - Class D
devices, respectively from the date of this
notification.

All provisions of Chapter IV, VII, VIII and XI of
these rules, subject to the condition that the
manufacturer shall make registration of such
devices, under the provisions of Chapter I11B of
these rules.

All provisions of Chapter V, VII, VIII and XI of
these rules, subject to the condition that the
importer shall make registration of such devices,
under the provisions of Chapter IlIB of these
rules.]

ANNEXURE
(See rule 19A)
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v

Name of the device

No.

1. |Disposable Hypodermic Syringes

2. Disposable Hypodermic Needles

3. |Disposable Perfusion Sets

4. Substances used for in vitro diagnosis including Blood Grouping Sera
5. |Cardiac Stents

6. |Drug Eluting Stents

7. |Catheters

8. |Intra Ocular Lenses

9. |L.V. Cannulae

10. Bone Cements

11. Heart Valves

12. Scalp Vein Set |

13. Orthopedic Implants S

14. |Internal Prosthetir(:f Replacemex,rj]t:

15. |Ablation Devices> 2

16. |Ligatures, Sutures and Staplefs# -«

17. |Intra Uterine Devicés (Cu-T)u 2

18. |Condoms K

19. [Tubal Rings

20. Surgical Dressings

21. Umbilical tapes

22. Blood/Blood Component Bags

23. |Organ Preservative Solution*

24. |Nebulizer (effective from 1 Jan. 2021)

25. Blood Pressure Monitoring Device (effective from 1 Jan. 2021)
26. |Glucometer (effective from 1 Jan. 2021)

27. |Digital Thermometer (effective from 1 Jan. 2021)
28. |All implantable medical devices Equipment (effective from 1, April, 2021)
29. |CT Scan Equipment (effective from 1, April, 2021)
30. [MRI Equipment (effective from 1, April, 2021)
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31. |Defibrillators (effective from 1, April, 2021)

32. |PET Equipment (effective from 1, April, 2021)

33. | X-Ray Machine (effective from 1, April, 2021)

34. |Dialysis Machine (effective from 1, April, 2021)

35. |Bone marrow cell separator (effective from 1, April, 2021)

36. |Disinfectants and insecticide specified in Medical Devices Rules, 2017
37. |Ultrasound equipment (effective from 1, November, 2020)]

APPENDIX
FORM MD-1
[Refer sub-rule (5) of rule 13]
APPLICATION FOR GRANT OF CERTIFICATE OF
REGISTRATION OF A NOTIFIED BODY

1. Name of applicant: 3

2. Nature and constitttion of Bo

(i.e. proprietorship, partnershlp mc\udmg Limited : Llablllty Partnership,
private or public company, souety, trust other t5'be specmed)

3. Corporate / reglstered office address mcludlng telephone number, mobile
number, fax number and e- mall |d ' ~

4. Details of accreditation (self-attested oopy of certificate to be attached):

5. Standards (BIS/ISO/Others) for which notified body has been accredited
under rule 13:

6. Feepaidon................ RS, receipt/challan/transaction id...............

7. Documents enclosed, as specified in the Part | of the Third Schedule of
the Medical Devices Rules, 2017, duly signed by me.

8. | undertake to comply with the provisions of the Drugs and Cosmetics
Act, 1940 (23 of 1940) and the Medical Devices Rules, 2017 and other terms
and conditions for working as a Notified Body as may be specified from time
to time.
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Date:....ccccovevveiieerenn, Signature of designated person in India
(Name and designation)
[To be signed digitally]

FORM MD-2
[Refer sub-rule (6) of rule 13]
CERTIFICATE OF REGISTRATION FOR A NOTIFIED BODY
UNDER THE MEDICAL DEVICES RULES, 2017
Registration NO..........ccooevveennene,

1. MIS.ceieie e (Name of the firm) situated
Al (full address AWith - telephone and e-mail) has been
registered as a Notified Body of followmg Class A X[ (other than non-sterile

Date:...eeiiee e [To be signed digitally]

FORM MD-3
[Refer sub-rule (2) of rule 20]

APPLICATION FOR GRANT OF LICENCE TO MANUFACTURE
FOR SALE AND DISTRIBUTION OF CLASS A 2[(OTHER THAN
NON-STERILE AND NON-MEASURING)] OR CLASS B MEDICAL
DEVICE

1. Name of applicant:
2. Nature and constitution of manufacturer:
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(i.e. proprietorship, partnership including Limited Liability Partnership,
private or public company, society, trust, other to be specified)

3. (i) Corporate /registered office address including telephone number, mobile
number, fax number and e-mail id:

(i) Manufacturing site address including telephone number, mobile number,
fax number and e-mail id:

(ili) Address for correspondence: [corporate/registered office/manufacturing
site]

4. Details of medical device(s) to be manufactured [Annexed]:

5. Whether substantial equivalence to a predicate device is claimed:
(Yes/No)

6. Fee paid on................ Rs.........,.3..receipt/chalIan/transaction o [T

7. 1 have enclosed the documents as specmed in the Fourth Schedule of
Medical Devices Rules 2017. Ry

8. | hereby state and undertake'th'at:,: LN

(i) the manufacturing Slte IS ready for “audit orcshall be ready for audit
(o] ¢ in accordance with™the reqmrements of Medical Devices
Rules, 2017. :

(if) I shall comply with all the provisions of the Drugs and Cosmetics Act,
1940 (23 of 1940) and the Medical Devices Rules, 2017.

Place: ..o Signature
Date:...cccoiieiee e (Name and designation)

[To be signed digitally]

ANNEXURE
SI. |Generic Model Intended Clasc o Material of Dimension |Shelf Sterile Brand.
medical . . . or Name (if
No. name | No. use . construction | (ifany) | life .
device Non- | registered
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sterile | under the
Trade

Marks Act,
1999)

FORM MD-4
[Refer sub-rule (2) of rule 20]

APPLICATION FOR GRANT OF LOAN LICENCE TO
MANUFACTURE FOR SALE OR FOR DISTRIBUTION OF CLASS A
B[(OTHER THAN NON-STERILE AND NON-MEASURING)] OR
CLASS B MEDICAL DEVICE

1. Name of applicant:

2. Nature and constltutlon ef manufacturer

}'f‘l»lelted Liability Partnership,
er to be sp;ecified)

(i.e. proprietorship, partnershr":"’
private or public company, society

3. (i) Corporate / reglstered Office/ address, rncludmg telephone number,
mobile number, fax number and e-m i
(i)  Name and address ef manu_,‘ _g‘";3|te mcludlng telephone number,
mobile number, fax number and, e- mallqld

(ili)  Address for correspondence: [corporate/registered office/manufacturing
site]

4. Details of medical device(s) to be manufactured [Annexed]:
5. Whether substantial equivalence to a predicate device is claimed: (Yes/No)
6. Fee paid on.............. RS, receipt/ challan/ transaction id.....................

7. 1 have enclosed the documents as specified in the Fourth Schedule of
Medical Devices Rules, 2017.

8. I hereby state and undertake that:
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(i) I shall comply with all the provisions of the Drugs and Cosmetics Act,
1940 (23 of 1940) and the Medical Devices Rules, 2017.

Place: ... Signature
Date: ..o (Name and designation)

[To be signed digitally]

ANNEXURE
Brand
Class of Sterile rzlair;ilr(;z
Sl. |Generic Model |Intended i Material of |Dimension Shelf| or g
medlcal under the
No.| name | No. use Heofstrlction 1, (|f any) | life | Non-
dgylce sterile Trade
N ° Marks Act.
1999)

‘ FORM_,MD» 3
[Refer sub- rule (4) of ruler20 angsub- rule (6) of rule 20]
LICENCE TO MANUFACTURE FOR SALE OR FOR
DISTRIBUTION OF CLASS A 59[(OTHER THAN NON-STERILE
AND NON-MEASURING)] OR CLASS B MEDICAL DEVICE

Licence Number:......cocoeeveeeeenn.

1. MIS.ciiiecece e (Name and full address of
manufacturer with telephone, fax and e-mail) has been licensed to
manufacture for sale or for distribution the Dbelow listed medical
device(s) at the premises situated at...........cccccevverenieiieenenieseene (address of
manufacturing facility where the manufacturing will be carried out).

2. Details of medical device(s) [Annexed],

3. This licence is subject to the provisions of the Medical Devices Rules,
2017 and conditions prescribed therein.
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Place:. ... State Licensing Authority

Date: .o [To be signed digitally]
ANNEXURE
Brand
Class of Sterile rzlaiZZr(;]:j
SI. |Generic Model |Intended Material of |Dimension Shelf| or g
medical ] ) . under the
No.| name | No. use . construction | (ifany) | life | Non-
device sterile Trade
Marks Act,
1999)
FORM MD 6

[Refer sub-rule (4), of rule 20 and ity rule (6) of rule 20]
LOAN LICENCE TD MAIN AL URE FOR SALE OR FOR
DISTRIBUTION QF CLASS HER THAN NON-STERILE
AND NON- MEASURING): SSB MEDICAL DEVICE

Loan Licence Numbef’i...._........

1. M/s e, T U XU ......... S (Name and full
address of manufacturer Wlth telephone,;fax and e-mall) has been licensed to
manufacture for sale or for dlstrlbutlon the below listed medical device(s) at
the premises Situated At ......cccc. coovceiiiiiee e
(address of manufacturing facility where the manufacturing will be carried
out along with the licence number) C/O.......cccccvviiiiieviiiiice e (name
of manufacturing site licence holder).

2. Details of medical device(s) [Annexed].

3. This licence is subject to the provisions of the Medical Devices Rules,
2017 and conditions prescribed therein.

Place: ... State Licensing Authority

Date: ..o [To be signed digitally]
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ANNEXURE

Brand
Class of Sterile rzlaiZZr(;]:j
SI. |Generic Model |Intended ) Material of |Dimension Shelf| or g
medical . . . under the
No. name | No. use . construction | (ifany) | life | Non-
device sterile Trade
Marks Act,
1999)
FORM MD-7

[Refer sub-rule (1) of rule 21 and sub-rule (2) of rule 21]
APPLICATION FOR GRANT OF LICENCE TO MANUFACTURE
FOR SALE OR FOR DISTRIBLLEION OF CLASS C OR CLASS D

1. Name of applicant:

2. Nature and constitut?ibn of marf*

(i.e. proprietorship, partnershlp mcludjng lelted L|ab|I|ty Partnership,
private or public company, somety L <;‘other to be specmed)

f [

(1) Corporate/reglstered offlce ad Ire

S ln,(}!udlng;_ .;Ielephone number, mobile
number, fax number and e-nféil |d R

(i) Manufacturing site address including telephone number, mobile number,
fax number and e-mail id:

(ili)  Address for correspondence: [corporate/registered office/manufacturing
site]

4. Details of medical device(s) to be manufactured [Annexed]:

5. Whether substantial equivalence to a predicate device is claimed: (Yes/
No)

6. Fee paid on.......... RS, receipt / challan / transaction
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7. 1 have enclosed the documents as specified in the Fourth Schedule of
Medical Devices Rules, 2017.

8. | hereby state and undertake that:

(i) the manufacturing site is ready for audit or shall be ready for audit
(o] o in accordance with the requirements of Medical Devices
Rules, 2017.

(it) I shall comply with all the provisions of the Drugs and Cosmetics Act,
1940 (23 of 1940) and the Medical Devices Rules, 2017.

Place:. ... Signature
Date:...cecieeieceece e (Name and designation)
[To be signed digitally]

Brand

‘ = . Name (if
GDSCO Sterile (

, D|men5|on Shelf registered
under the

ifany | life | N

’ anY) " stecl)rrille Trade

O Marks Act,
1999)

Sl. |Generic Model |Intended Cl“as_s-‘of_gﬂ
= |medical i+

7. device

No.| name No. '

FORM MD-8
[Refer sub-rule (1) of rule 21 and sub-rule (2) of rule 21]
APPLICATION FOR GRANT OF LOAN LICENCE TO
MANUFACTURE FOR SALE OR FOR DISTRIBUTION OF CLASS C
OR CLASSD

1. Name of applicant:

2. Nature and constitution of manufacturer:
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(i.e. proprietorship, partnership including Limited Liability Partnership,
private or public company, society, trust, other to be specified)

3. (i) Corporate/ registered office address including telephone number,
mobile number, fax number and e-mail id:

(i)  Manufacturing site address including telephone number, mobile
number, fax number and e-mail id:

(ili)  Address for correspondence:
[Corporate office/manufacturing site]
4. Details of medical device(s) to be manufactured [Annexed]:

5. Whether substantial equivalence to a predicate device is claimed:
(Yes/No) NDARE

6. Feepaidon...........: _».‘..'..Rs...,.;'.f‘-

-»~rfeCeipt/chal"lan/transaction id....oooo.

7. 1 have enclosed the documén-t{w ‘,f}is-'pecified in t'h“e Fourth Schedule of

Medical Devices Rules, 2017.
8. I hereby state and andertakelthat! - ) !

(i) the manufacturing site is readyafor7audit ‘o‘r‘ishall be ready for audit
(o]0 IO in accordan€e, with-.thevrequirements of the Medical
Devices Rules, 2017.

(i) 1 shall comply with all the provisions of the Drugs and Cosmetics Act,
1940 (23 of 1940) and the Medical Devices Rules, 2017.

Place: ..o, Signature
Date: ..o (Name and designation)
[To be signed digitally]

ANNEXURE

SI. |Generic IModel |Intended |Class of | Material of |Dimension [Shelf Sterile| Brand
No. name | No. use | medical construction | (ifany) | life = or Name (if
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device Non- | registered
sterile | under the

Trade
Marks Act,
1999)
FORM MD-9
[Refer sub-rule (1) of rule 25]
LICENCE TO MANUFACTURE FOR SALE OR FOR
DISTRIBUTION OF CLASS C OR CLASS D
Licence NUmMber:.........cccoevervennnen,
Lo MIS e (Name and full

address of manufacturer with telephone fax ang, e-mail) has been licensed to
manufacture for sale or fgr dlstrlbu ic the below Histed medical device(s) at
the premises situated’ at « A Do, (address of
manufacturing facilityvhere the \ Fing will be carned out).

2. Details of medical devige(s) rt[An‘nexed]. CDSCC

3. The names, quallflcatlons and eXpenence of the competent technical staff
responsible for the manufacture and testlng of the ‘above mentioned medical
device(s). \3

4. This licence is subject to the provisions of the Medical Devices Rules,
2017 and conditions prescribed therein.

Place:. ..., Central Licensing Authority
Date:. i [To be signed digitally]
ANNEXURE
Sterile

Brand Name
S|, Generic |Model |Intended Claes of Material of Dimension Shelf " (if registered
No medical construction (if any) life under  the
"lname  No. |use device y Non- Trade Marks

Act, 1999)
sterile
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FORM MD-10
[Refer sub-rule (1) of rule 25]
LOAN LICENCE TO MANUFACTURE FOR SALE OR FOR
DISTRIBUTION OF CLASS C OR CLASS D MEDICAL DEVICE

L M/ (Name and full
address of manufacturer with telephone, fax and e-mail) has been licensed to
manufacture for sale or for distribution the below listed medical device(s) at

the premises Situated al.........ccocvvieiiiiiie e (address of
manufacturing facility where the manufacturing will be carried out along with
the licence number) C/O.oiiiiiiiiici e, (name  of

manufacturing site licence holder).
2. Details of medical device(s),pAnrexed}s ;-

”“é[iénce cif'“i‘igompetent technical staff
of the allgve mentioned medical

3. The names, qualifications &R e
responsible for the marufacture*
device.

4. This licence is s(jbjeét?to lth‘e).fv,p’”‘ ons oF@e Medical Devices Rules,

2017 and conditions prescribed ther
T ,_ State Licensing Authority

B [To be signed digitally]

ANNEXURE
Brand
Class of Sterile ?(Iaarins(:ered(If
Sl. Generic |Model |Intended ) Material of Dimension |Shelf |or g
medical . ] . under the
No. name |No. |use . construction ((if any) life |Non-
device sterile Trade
Marks Act,
1999)
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FORM MD-11
[Refer clause (vii) of rule 26]
FORM IN WHICH THE AUDIT OR INSPECTION BOOK SHALL BE
MAINTAINED
(A) The cover of the audit or inspection book shall contain the following
particulars, namely:—

1. The name and address of the liCENSEe........coveveeeeeeeeeeeeeeeeen
2. Licence NUMDEr......cccooveeiieee

(B) (i) The pages of the audit or inspection book shall be serially numbered
and duly stamped by the Central Licensing Authority* / State Licensing
Authority*. The pages, other than the first and the last pages, shall have the
following particulars:—

Name and designation of the audltor ar medlcal deV|ce officer who audited or
inspected the premlses )

Date of audit or |nspect|on

Observations of the audltor of medlcal deV|ce offlcer...;‘.’“. ..................

Signature of the audltor or medlcal;dewce offlcer

(if) The first and last pages of the audlt or mspectlon book shall be endorsed
by the Central Licensing AuthorityStite Licensing Authority* with the
following words, namely:—

Audit or inspection book maintained by M/S .......cccccceviviiieiin i situated at
IN FOrM..cooooiiiei, for licence number under the Medical Devices
Rules, 2017.

*"'Central Licensing Authority/
*State Licensing Authority
[To be signed digitally]

*Delete whichever is not applicable.

Notes:
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(i) Printed copy of the Inspection Book may be obtained by the
licensee from the Licensing Authority on payment of fee as may be
specified by the concerned Licensing Authority from time to time.

(i) The audit or inspection book shall be maintained at the premises
of the licensee.

(iii) The original copy of observations made by the auditor or medical
device officer shall be maintained in the premises of the licensee and
duplicate copy shall be sent to the Central Licensing Authority/State
Licensing Authority. The triplicate copy shall be taken as record by the
auditor or medical device officer.

FORM MD-12
[Refer sub-rule (1) of rule 31]
APPLICATION FOR LICENCEFTOMANUFACTURE MEDICAL
DEVICE FOR PURPOSE*OF CLINICAL INVESTIGATIONS TEST,
EVALUATION, EXAMI"NA "@N DEMONSTRATION OR

1. Name of applicant:

2. Nature and constitation of manufacturer (i.e. proprletorshlp partnership
including Limited Llablhty Partnershlp prlvate or«public company, society,
trust, other to be specified) >

3. (i) Corporate/registered office address including telephone number,
mobile number, fax number and e-mail id:

(i) Testing or evaluation site address including telephone number, mobile
number, fax number and e-mail id:

(iii)  Address for correspondence: [corporate office / testing site]
4. Details of medical device(s) to be manufactured [Annexed]:
5. Feepaidon.................. RS receipt/challan/transaction id.

6. | hereby state and undertake that, | shall comply with all applicable
provisions of the Drugs and Cosmetics Act, 1940 (23 of 1940) and the
Medical Devices Rules, 2017.
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Signature
Place:

Date:
(Name and designation)
[To be signed digitally]

ANNEXURE

SI. No. |Generic name | Class of medical device | Quantity proposed to be manufactured

FORM MD-13
[Refer sub-rule (3) of rule 31]
LICENCE TO MANUFAC‘FUR% I\/IEE%CAL DEVICES FOR THE
PURPOSES OF CLJNICAL ﬁSTIGATIONS OR TEST OR

EVALUATIONOR DEN ATlON‘ @R TRAINING

7\
s‘”

to

...................... ' licensed

2. This licence is subject to the provisions of the Medical Devices Rules,
2017 and conditions prescribed therein.

3. This licence shall be in force for a period of three years from the date
specified below.

Place: ..., Central Licensing Authority

Date: ..o [To be signed digitally]
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FORM MD-14
[Refer sub-rule (1) of rule 34]
APPLICATION FOR ISSUE OF IMPORT LICENCE TO IMPORT
MEDICAL DEVICE
1. Name of authorised agent:

2. Nature and constitution of authorised agent: (i.e. proprietorship,
partnership including Limited Liability Partnership, private or public
company, society, trust, other to be specified)

3. (i) Corporate/registered office address including telephone number,
mobile number, fax number and e-mail id:

(i) Authorised Agent address including telephone number, mobile number,
fax number and e-mail id as per Wholesale licence or manufacturing licence
1 or registration certlflcate] |

(ili)  Address for correspondence" \[cerporate / reglstered office / authorised
agent] : f ~ z

4. Particulars of oversgas manufacturer,kmanufacturinngite(s):

Name and address of manufacturerName and address of manufacturing site
(full address with telephone, fax:and:e= {fifll addressswith telephone, fax and e-
mail address of the m&tﬁ;ufacturer) e simail adq{e's”s of the manufacturing site)

Sr.

5. Details of medical device(s) to be imported [Annexed]:

6. Whether substantial equivalence to a predicate device is claimed:
(Yes/No)

7. Fee paid ON...cccovvvvveieeiecie e, RS receipt / challan/
transaction id............ccccceenen.

8. | have enclosed the documents as specified in the Fourth Schedule for
grant of licence to import medical device(s).

9. | hereby state and undertake that:
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(i) 1 shall comply with applicable provisions of the Drugs
and Cosmetics Act, 1940 (23 of 1940) and the Medical Devices Rules,
2017.

Place: ... Signature
Date: ..o (Name and designation)

[To be signed digitally]

ANNEXURE
Brand
Class of Sterile Name  (if
SI. \Generic Model Intended . Material of Dimension |Shelf jor registered
medica . . .
No. name No. |use . construction |(if any) life |Non- |underTrade
device | _apn . .
<pNDARD CO, sterile Marks Act,
1999)
FORMIMID- 15
~ [Reflersybinile (1) ofre:36] =
LICENCE TO IMPORTMEDICAL DEVICE
Licence NO.......coeevneenn %0 )
1. M/Seveoeeeecoooeoreeeeeeseeee LTH, GOVERame, full address, as per

wholesale licence/ manufacturing licence ©[or registration certificate],
of authorised agent with telephone and e-mail address) is hereby
licensed to import the medical device(s) manufactured by overseas
manufacturer having manufacturing site as specified below.

2. Details of overseas manufacturer and manufacturing site under this
licence.

Name & address of overseas Name & address of overseas
Sr. 'manufacturer  (full address  with manufacturing site (full address with
No. [telephone and e-mail address of the telephone and e-mail address of the
manufacturer) manufacturing site)
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3. Details of medical device(s) [Annexed],

4.  The authorised agent M/S.......cocooiiiiiiiiiiiieiieie e will  be
responsible for the business activities of the overseas manufacturer, in India
in all respects.

5. This licence is subject to the provisions of the Medical Devices Rules,
2017 and conditions prescribed therein.

Place: ... Central Licensing Authority
Date: .o Seal or Stamp
ANNEXURE
Brand
SI.  |Generic Intende d Material of Ilmensmn Shelf or g
No. name el use ed| } an (if am ) life  |Non- under
' No. devic Y, sterile Trade
- Marks
Act, 1999)

FORMMD-16 &
[Refer sub rule 2) of rute 40]
APPLICATION FOR LICENCE TOVMPORT MEDICAL DEVICES
FOR THE PURPOSES OF CLINICAL INVESTIGATIONS OR TEST
OR EVALUATION OR DEMONSTRATION OR TRAINING

1. Name of applicant

2. Address of applicant including telephone number, mobile number, fax
number and e-mail id

3. Name and Address of device manufacturer

4. Name and Address of site(s) where test or evaluation is proposed to be
conducted

5. Details of medical device(s) to be imported [Annexed]
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6. Brief description of the medical device

~

Purpose of import
8. Justification for quantity to be imported

9. An undertaking stating that required facilities including equipment,
instrument and personnel have been provided to test or evaluate medical
device

10. An undertaking stating that the medical device proposed to be imported
to be used exclusively for purpose specified at serial number 7 and shall not
be used for commercial purpose

11. Feepaidon .....cccoeveenne. RS receipt/challan/transaction

Signature
~o (Name and designation)
{To be signed digitally]

ANNEXURE

Name of
medical GOVE™ Sterile i
Sl. |device Model |Intended Class Of Materlal of |IDimension (Shelf |or Quantity
] medical to be
No. (Generic No.  |Use . construction (if any) life Non- .
device ., |imported
and sferile
brand)
FORM MD-17

[Refer sub-rule (1) of rule 41]
LICENCE TO IMPORT MEDICAL DEVICES FOR THE PURPOSES
OF CLINICAL INVESTIGATIONS OR TEST OR EVALUATION OR
DEMONSTRATION OR TRAINING
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Lo M/Seeiiiii e Is hereby licensed to import the medical
device specified below from M/S ...,
(Name and full address of overseas manufacturer) for the purposes of clinical
Investigations or test or evaluation or demonstration or training
Al —————— (Name and address, where
clinical investigations or test or evaluation or is to be carried out).

SI. Generic Class of medical Quantity permitted to be
No. name device imported

2. This licence is subject to conditions prescribed under the Medical
Devices Rules, 2017.

3. This licence shall, unless previously suspended or revoked, be in force
for a period of three years from thie date speCIfled below:—

Central Licensing Authority

[To be S|gned digitally]

2 FORMMID'18
[Refer subsrule {2yof rule 42]
APPLICATION FOR LICENCE TO IMPORT INVESTIGATIONAL
MEDICAL DEVICES FORPHE;RURPOSES BY A GOVERNMENT
HOSPITAL OR STATUTORY MEDICAL INSTITUTION FOR THE
TREATMENT OF PATIENTS

Lol (Name and designation).........ccccceeeeenieennninennnn,
Of e, (Name of the Government Hospital or Statutory
Medical Institution) hereby apply for a licence to import small quantities of
investigational medical device specified below manufactured by

M/S.ciiiiiiii e (Name and full address of overseas manufacturer) for
the purpose of treatment of patients for the
AISBASE. ..ot (Name of the disease).........cccccovevvrrvrnnnn
Al (name and address of the hospital)

2. Details of medical device to be imported:
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Name of the investigational Name and address of the Quantities which may be
Medical device manufacturer imported

3. | shall comply with the provisions of the Drugs and Cosmetics Act, 1940
(23 of 1940) and the Medical Devices Rules, 2017.

4, Afeeof RS....ccooovviiiinnnn. has been credited to the Government under the
Head through Challan/receipt NO........cccccovvnrnnne. dated......cccovvvvennnnns (copy
attached).

medicalidevice spe(;ified above for import

Certified that the invéétigational ‘
treatment o of  patients  suffering

are urgently requ;i'?ed;; nforo fh
from....ccooieece ]

...and tkhati th

R porn o Slgnature ..........................

Date:....ccccvvvenee Medical Superintendent of the Government Hospital
Head of Statutory Medical Institution

Seal or Stamp

FORM MD-19
[Refer sub-rule (2) of rule 42]
LICENCE TO IMPORT INVESTIGATIONAL MEDICAL DEVICE BY
A GOVERNMENT HOSPITAL OR STATUTORY MEDICAL
INSTITUTION FOR THE TREATMENT OF PATIENTS

Licence NO....ooovvveeeeviinnn.
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fromM/s ...cocooveieenn, (Name and full address of manufacturer) the medical
devices specified below for the purpose of treatment of patients for the
disease.......cccovervenne. (name of the disease) at..........cccceceevveeriveriennnn, (name and

address of the hospital).

2. Details of medical device to be imported:

Name of medical device Quantities which may be imported

3. This licence shall, unless previously suspended or revoked, be in force for
a period of one year from the date of issue specified above.

Place , | Céntr_al Licensing Authority

Date:....oveeereerrereen, ......... § (5> "S'Qal or Stamp

[Refer sub rule (2) of-rude; 43]
APPLICATION FOR PERMISSIQN TO IMPORT SMALL
QUANTITY OF MEDICAL DEVtCES FOR PERSONAL USE

The Central Licensing Authority,&

Sir/Madam,

1. 1. resident of......... by occupation........... hereby apply for a
permission to import the medical device specified below for personal
use manufactured by................... (Name and full address of
manufacturer) for the treatment of.............. (name of the disease)

Name of medical device Quantity ivhich may be imported

2. The prescription from a registered medical practitioner prescribing the
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need for the said medical device is attached.

3. The particular of the patients is specified below:—

Name Age |Gender |Complete Address

Date: ..o Signature of applicant

FORM MD-21
[Refer sub Tulen(3)- Qf rule 43]
PERMISSION TO IMPORT OF SMALL QUANTITY OF MEDICAL

Z

DEVICES OF ’PE‘RS@NAL USE

|
=

Name of the medical device =%

2. This licence is subject to conditions prescribed in the Medical Devices
Rules, 2017.

3. This licence shall, unless previously suspended or revoked, be in force
for a period of one hundred and eighty days from the date of issue specified
above.

Central Licensing Authority
Seal or Stamp

FORM MD-22
[Refer sub-rule (1) of rule 51]
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APPLICATION FOR GRANT OF PERMISSION TO CONDUCT
CLINICAL INVESTIGATION OF AN INVESTIGATIONAL
MEDICAL DEVICE
1. Name of applicant:

2. Nature and constitution of applicant:

(i.e. proprietorship, partnership including Limited Liability Partnership,
private or public company, society, trust, other to be specified)

3. (i) Sponsor address including telephone number, mobile number, fax
number and e-mail id:

(i) Clinical investigation site address including telephone number, mobile
number, fax number and e-mail id:

(i) Address for correspondefice: o

4. Details of investigatibhal med’-‘ : 'i;cfef(s) and ¢linical investigation site

[Annexed],

5. Clinical investigation plan num'bErgwi‘th‘ date .

6. Fee paid on

7. | have enclosed the documents as specmed in the Seventh Schedule of
Medical Devices Rules, 2017. * ~

8. I hereby state and undertake that:

(i) I shall comply with all the provisions of the Drugs and Cosmetics Act,
1940 and the Medical Devices Rules, 2017.

Place: ..o, Signature
Date: ..o, (Name and designation)
[To be signed digitally]

ANNEXURE
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SI. No. |Generic name Intended use Class of medical device

SI. No. Name ar?d address Ethics Commlttee Name of Principal Investigator
ofsite(s) details

FORM MD-23
[Refer clause (i) of rule 52]
PERMISSION TO CONDUCT CLINICAL INVESTIGATION

Permission NO.......ccoevevevveeunnnn,

L M/ et D ARG Qpg e (Name and full address)
Is hereby granted permlssmn to conduct cllnlcal mvestlgatlon for following
investigational ~ medicgl ds.s clinical  investigation
' fhe below mentioned clinical

'O

Investigation sites.

2. Details of mvestlgatlonal medica dey

igé(S)"and clinical investigation site
[Annexed]. |

3. This permission |s$ubject tb‘OVCOI']d}Iv';;OHS as pwr’escrlbed under Medical

Devices Rules, 2017. e

Place:. ..o Central Licensing Authority

Date:...ceciieceee e [To be signed digitally]
ANNEXURE

Details of investigational medical device(s):

SI. No. |Generic name |Intended use |Class of medical device
Details of Clinical investigation site:

Sl Name and address [Ethics Committee Name of Principal
No. |ofsite(s) details Investigator
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FORM MD-24
[Refer sub-rule (2) of rule 59]
APPLICATION FOR GRANT OF PERMISSION TO CONDUCT
CLINICAL PERFORMANCE EVALUATION OF NEW IN VITRO
DIAGNOSTIC MEDICAL DEVICE
1. Name of applicant:

2. Nature and constitution of applrcant

(i.e. proprietorship, par_tgn'ershlpf;‘,_;,'
private or public compa‘n’y, societ

g lelted Liability Partnership,
r to be spemfred)

3. (i) Sponsor address |nclud|ng tefephone number mobile number, fax
number and e-mail id: CDSC(

(i) Laboratory(res) or msﬂtutron(s) address mcludrng telephone number,
mobile number, fax numbék and esmaibidi ‘

(ili)  Address for correspondence:

4. Details of new in vitro diagnostic medical device and laboratory(ies) or
institution(s) [Annexed].

5. Clinical performance evaluation plan number with date:
6. Fee paid on..........ccoeeeee. RS, receipt/challan/transaction id................

7. | have enclosed the documents as specified in sub-rule (3) of rule 59 of
Medical Devices Rules, 2017.

8. I hereby state and undertake that:

(i) I shall comply with all the provisions of the Drugs and Cosmetics Act,
1940 and the Medical Devices Rules, 2017.
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Place:. ... Signature
Date: ..o (Name and designation)

[To be signed digitally]

ANNEXURE

Details of new in vitro diagnostic medical device

SI. No. | Generic name | Intended use Class of medical device

Details of laboratory(ies)/ mstltutlon(s) mvolved

SI. Name and address of Iaboratory (|es) Ethlcs Commlttee Name of Principal
No. |Hnstitution(s) : ‘-a-'detall“s‘ ‘ Investigator

 FORM MD-25
[Refer sub—mle (@)t rile 59]
PERMISSION T CONDUCT OLINICAL BERFORMANCE
EVALUATION OF NEW |N \ ITRO DlAGNOSTlC MEDICAL
DEVICE

Lo M/Si e (Name and full address of
manufacturer with telephone and e-mail) is hereby granted permission to
conduct clinical performance evaluation of following new in vitro diagnostic
device as per clinical performance evaluation
Plan.....cccoviiiee e dated........cccovviennn. on the below mentioned
laboratory(ies) or institution(s) involved.

2. Details of new in vitro diagnostic medical device and laboratory (ies) or
institution(s) [Annexed].

3. This permission is subject to conditions as prescribed under Medical
Devices Rules, 2017.
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Place:.....cccooeviiiiieee Central Licensing Authority

Date: ..o, [To be signed digitally]

ANNEXURE

Details of new in vitro diagnostic medical device

SI. No. |Generic name |Intended use |Class of medical device

Details of laboratory(ies)/ institution(s) involved

SI.  |Name and address of Iaboratory Ethics"Commlttee Name of Principal
No. |(ies)/institution™) (,,;:;:f“" . pidetails 0, |Investigator

APPLICATION EOR GRAN‘ OF PERMISSION TO IMPORT

IMANUFACTURE,FOR SALE-GR FOR DJSTRIBUTION OF

MEDICAL DEVICEAWHIGHDOESINQT HAVE PREDICATE
MEDIGALDEVICE

1. Name of applicant:
2. Nature and constitution of applicant:

(i.e. proprietorship, partnership including Limited Liability Partnership,
private or public company, society, trust, other to be specified)

3. (i) Corporate / registered office address including telephone number,
mobile number, fax number and e-mail id:

(i)  Manufacturing site / Authorised Agent address including telephone
number, mobile number, fax number and e-mail id as per wholesale licence or
manufacturing licence ®3[or registration certificate]:

(ili)  Address for correspondence:
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[Corporate/registered office/manufacturing site/ authorised agent]

4. Particulars of Manufacturer, Manufacturing site(s):

Name and address of manufacturer (full Name and address of manufacturing site
o address with telephone, fax and e-mail (full address with telephone, fax and e-
" laddress of the manufacturer) mail address of the manufacturing site)

5. Details of medical device(s) to be imported or manufactured [Annexed],

6. Fee paid oOn............. RS, receipt/challan/transaction

7. 1 have enclosed the documents as specified in the Part IV of the Fourth
Schedule to the Medical Devices Rules, 2017.

PIACE: ... .ervrrerireeirieeene. b R ; , Signature

Date:....c.ccoevveeiieiien, ....... < 4' (Name and designation)

SI. (Generic Model Intended | ~ O I Material ofS | Dimension | Shelf Sterile or
medical RN\ . . Non
No.| name | No. use ~ALTH eonstraction (if any) life i
device : sterile
FORM MD-27

[Refer sub-rule (2) of rule 63]

PERMISSION TO IMPORT OR MANUFACTURE FOR SALE OR
FOR DISTRIBUTION OF MEDICAL DEVICE WHICH DOES NOT
HAVE PREDICATE MEDICAL DEVICE

Lo M/Se (Name and full address of
manufacturer with telephone, and e-mail) having manufacturing
]| (SRR (address of manufacturing site), is hereby
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permitted to import/ manufacture for sale or for distribution of following
medical devices.

2. Details of medical device(s) to be imported or manufactured [Annexed].

3. This permission is subject to conditions as specified in the Drugs and
Cosmetics Act (23 of 1940) and the Medical Devices Rules, 2017.

Place:. ... Central Licensing Authority
Date:. oo, [To be signed digitally]
ANNEXURE
Sterile/
SI. |Generic Brand Model Intended
Dimensign ! Shelf life Non-  Class of medical device

No. Name |name No. Us :
) Stenle

~FORM MD-28.
[Refer sub- mIe (1) of ruIe 64]
APPLICATION FOR GRANT OF PERMISSION TO IMPORT OR
MANUFACTURE FOR SALE OR FOR DISTRIBUTION OF NEW IN
VITRO DIAGNOSTIC MEDICAL DEVICE

1. Name of applicant:
2. Nature and constitution of applicant:

(i.e. proprietorship, partnership including Limited Liability Partnership,
private/public company, society, trust, other to be specified)

3. (i) Corporate/ registered office address including telephone number,
mobile number, fax number and e-mail id:

(i)  Manufacturing site / authorised agent address including telephone
number, mobile number, fax number and e-mail id as per wholesale licence or
manufacturing licence ®[or registration certificate]:

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Page 234 of 248



(ili)  Address for correspondence:
[Corporate / registered office / manufacturing site/ authorised agent]

4. Particulars of Manufacturer, Manufacturing site(s):

Name and address of manufacturer (full Name and address of manufacturing site
address with telephone, fax and e-mail |(full address with telephone, fax and e-mail
address of the manufacturer) address of the manufacturing site)

Sr.
No.

5. Details of new in vitro diagnostic medical device to be imported or
manufactured [Annexed].

6. Fee paid on......... RS, receipt/challan/ transaction

Slg nature

ne ,—;",(Name and designation)
[To be signed digitally]

ANNEXURE
Sl. |Generic |Model |Intended Clas_s of Material of Dimension  Shelf Sterile or
medical construction (if any) life o
No. | name |No. |use device y sterile
FORM MD-29

[Refer sub-rule (2) of rule 64]
PERMISSION TO IMPORT OR MANUFACTURE NEW IN VITRO
DIAGNOSTIC MEDICAL DEVICE
Permission NO...........cccccue.ee.

1. The new in vitro diagnostic medical device(s) specified below
manufactured by M/s........cccoviiiiiniii (Name and full address of
manufacturer with telephone, and e-mail) having manufacturing site
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....................... (address of manufacturing site), is hereby permitted to import
or manufacture.

2. Details of new in vitro diagnostic medical device to be imported or
manufactured [Annexed].

3. This permission is subject to conditions as specified in the Drugs and
Cosmetics Act, 1940 (23 of 1940) and the Medical Devices Rules, 2017.

Place:. ..., Central Licensing Authority
Date:. .o [To be signed digitally]
ANNEXURE
: Sterile/
SI. |Generic Brand Model Dimensian' olamEd: Shélflife Noti- |Class of medical device
No. Name name No. s~ |Use
) Sterile
_ FORM MD-30
[Refer Sub~ ruI (L) of Fulée 67]

MEMORANDUM T@ THE CENTRAL MEDICAE DEVICE TESTING
@, LABORATORY

Serial NUMDET....voveveeeeeeever,
The Director,

Central Medical Device Testing Laboratory,

1. | send herewith, under the provisions of sub-section (4) of section 25 of
the Drugs and Cosmetics Act, 1940 (23 of 1940), sample(s) of a medical
device purporting to be........ccccoovviiiiiiiennn for test or evaluation and request
that a report of the result of the test or evaluation may be supplied to this
Court.

2. The distinguishing number on the packet iS.........ccccoevvvieiiniienenn,
3. Particulars of offence alleged..........c.cooveviiiiiiniinicne e,
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4. Matter on which opinion is required...........ccccvvvvvveniieennieennn

5. Afeeof Rs.....cccevvrnnnns has been deposited in Court.

Magistrate
FORM MD-31
[Refer sub-rule (4) of rule 67]
CERTIFICATE OF TEST OR EVALUATION BY THE CENTRAL
MEDICAL DEVICE TESTING LABORATORY

1.Certified that the samples, bearing number..........c...ccceovernnnenn, purporting
to be a sample of....ccooeiiiinennnn, received ON......cccoevevveevieinnennn, with
memorandum NO..........c.c....e. dated .....cccoevieennnn from ..o, has

been tested / evaluated and that the result of such test/evaluation is as stated
below. pND

2. The condition of the 4_Seal’

the paé‘ket on receipt was as
follow......ccovviiiiin,

*3. In the opinion of the underS|gned the ample is of standard quality / not of
standard quality as defined in the D gs ’ind COSmetlcs Act, 1940 (23 of
1940) and Medical Dev;ces Rules ' fo he reasons given below.

Date.....cooeovvveceeceecie e, o Dlrector of’ Central Medlcal Device Testing
Laboratory/other Authorised Officer

Details of results of testing or evaluation with protocols of test or evaluation

applied

Date.....cooeciieciee e, Director of Central Medical Device Testing
Laboratory / other Authorised Officer

* If opinion is required on any other matter, the paragraph should be suitably
amended.

FORM MD-32
[Refer sub-rule (2) of rule 68]
REPORT OF TEST OR EVALUATION OF MEDICAL DEVICES BY
MEDICAL DEVICE TESTING OFFICER
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1. It is certified that the samples having serial number of memorandum or
receipt number ............ dated: .......c........ purporting to be sample of
............ received on................. from.....................has been tested or evaluated
and the results of tests or evaluation is as stated below.

2. The conditions of seals on the packet or on portion of sample or container
were as follows................

3. Based upon the test or evaluation and in the opinion of undersigned the
sample is of standard quality/not of standard quality/adulterated/misbranded/
spurious, as defined in the Drugs and Cosmetics Act, 1940 (23 of 1940) for
the reasons given below:—

Date......coooovvveieeie e Medical Device Testing Officer

Seal or Stamp
FORM MD 33°
, 9] ‘,
APPLICATIQN FROM FIASER FOR TEST OR
EVALUATION OF-A MEDI ) ;V,I'CE UNDER SECTION 26 OF
THE DRUGS"AND, COSI\/IET (93 AGT. 1946 (23 OF 1940)

To:

The Central Licensing AuthOrlty
Sir / Madam,

1. Full name and address of the applicant
p @ Lot o1 o L1 o] OSSR
3. Name of medical device purporting to be contained in the

4. Name and full address of the pharmacy or concern where the medical
device was purchased.

5. Date on which purchased...........ccocevieiiiiniiiiicee e, (invoice
attached)

6. Reasons why the medical device is being submitted for test or
evaluation............
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7. ATee OF FTUPEES......ooiie i, as charged by medical
device  testing laboratory has been  paid under  receipt

| hereby declare that the medical device being submitted for test or
evaluation was purchased by or for me. | further declare that the sample of the
medical device being sent for test or evaluation is exactly as it was purchased
and has not been tampered with in any way to reduce its potency.

Date:. ..o Signature
Seal or Stamp

FORM MD-34

[Refer rule 72]

ORDER UNDER CLAUSE (c) OF SUB-SECTION (1) OF SECTION OF
THE DRUGS AND COSMETICS ACT, 1940 (23 OF 1940),
REQUIRING A PERSONx NOTTO DISPOSE OF STOCK IN HIS

7 POSS SSION 0

Whereas, | have reason to bﬂr /e %the stocks of medical devices in
your possession, detaifed below ctj avery s the provlslons of Section 18 of
the Drugs and Cosmetics Agt; 1940 3(23 0f 1940):c0

der clause (c) of sub-section (1) of
spose of the said stock for a period

Now, therefore, | hereby reqf i
Section 22 of the said Act not ‘toif

DAl e Medical Device Officer
Seal or Stamp
Details of stock of medical devices

Date: e Medical Device Officer
Seal or Stamp

FORM MD-35
[Refer rule 74]

RECEIPT FOR STOCK OF MEDICAL DEVICES FOR RECORD,
REGISTER, DOCUMENT OR MATERIAL OBJECT SEIZED UNDER
CLAUSE (c) OR CLAUSE (cc) OF SUB-SECTION (1) OF SECTION 22

OF THE DRUGS AND COSMETICS ACT (23 OF 1940)
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The stock of medical devices or records, registers, documents or material
objects, detailed below has/have this day been seized by me under the
provisions of clause (c) or clause (cc) of sub-section (1) of section 22 of the
Drugs and Cosmetics Act, 1940 (23 of 1940), from the premises

Date: .. e Medical Device Officer
Seal or Stamp

Details of stock of medical devices or records, registers, documents or
material objects seized

Date: . Medical Device Officer
Seal or Stamp

% [Refer.rule 76];

INTIMATION OF PERSONEROMWHOMSAMPLE IS TAKEN

SMedical Device Officer
Seal or Stamp

Details of samp‘lé Bﬂnedical devices
Date:.....ccoveiieieee e Medical Device Officer
Seal or Stamp

FORM MD-37
[Refer rule 77]

RECEIPT FOR SAMPLE OF MEDICAL DEVICE(S) TAKEN WHERE
FAIR PRICE TENDERED THEREOF UNDER SUB-SECTION (1) OF
SECTION 23 OF THE DRUGS AND COSMETICS ACT, 1940 IS
REFUSED

To:

Whereas |, this................. day of............. , have taken from the premises
situated at.......samples of medical devices as specified below:
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Details of samples:

And whereas | had offered to you rupees.............. as the fair price of the
samples of aforesaid medical devices taken;

And whereas, you have refused to accept the fair price tendered thereof;

Now, therefore, | give you this receipt as the fair price tendered for the
samples of the medical devices taken by me.

Date:....cccoeeeee e Medical Device Officer
Seal or Stamp
FORM MD-38
[Refer sub-rule (1) of rule 78]
MEMORANDUM TO MEDICAL DEVICE TESTING OFFICER

Serial No. of Memorandumg}...\.y
From:

To:

The Medical DeV|ce Testlng' Off

The sample of medlcaj deVIce,f scrl‘bed below is enclosed for test or
evaluation under the provisiohs; of clause (l) of sub-section (4) of section 23
of the Drugs and Cosmetics Act, 1940 (23 of 1940).

The sample of medical device has been marked by me with following mark.

Details of sample of medical device with name of medical device which is

purports to contain—

Date:. i Medical Device Officer
Seal or Stamp

FORM MD-39
[Refer sub-rule (1) of rule 81]

APPLICATION FOR GRANT OF REGISTRATION TO MEDICAL
DEVICE TESTING LABORATORY FOR CARRY OUT TEST OR
EVALUATION OF A MEDICAL DEVICE ON BEHALF OF
MANUFACTURER
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1. Name of applicant:
2. Nature and constitution of applicant:

(i.e. proprietorship, partnership including Limited Liability Partnership,
private or public company, society, trust, other to be specified)

3. (i) Corporate/registered office address including telephone number,
mobile number, fax number and e-mail id:

(i) Testing laboratory address including telephone number, mobile number,
fax number and e-mail id:

(ili)  Address for correspondence:
[Corporate office / testing laboratory] 1e

4. Details of medical d~¢\/ice(s), t6he teéiéd‘or evaltiated [Annexed].

receipt/challan/transaction

6. | have enclosed the documents as specmed in the sub-rule (2) of rule 82
of Medical Devices Rules 2017 '

7. | hereby state and undertak’e’ that:

(i) the testing laboratory is ready for inspection or shall be ready for
INSPECLION ON......cceevvveviecine, in accordance with the requirements of Medical
Devices Rules, 2017.

(i) 1 shall comply with the applicable provisions of the Drugs and
Cosmetics Act, 1940 (23 of 1940), and the Medical Devices Rules, 2017.

Place:......ccovveiie e Signature
Date: ... (Name and designation)
[To be signed digitally]

ANNEXURE
SI.No. |Generic name |Class of medical devices
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FORM MD-40
[Refer sub-rule (3) of rule 83]
CERTIFICATE OF REGISTRATION TO MEDICAL DEVICE
TESTING LABORATORY FOR CARRY OUT TEST OR
EVALUATION OF A MEDICAL DEVICE ON BEHALF OF

MANUFACTURER
Registration NO............c........
1. /S (Name of the firm) situated
| O (full address with telephone and e-mail) has been

registered as a Medical Device Testing Laboratory for carry out Test or
Evaluation of a medical deV|ce ggcbekualﬁﬁ,{,;nanufacturer under the Medical

Devices Rules, 2017. 2> %
{C\S& 5 j}m’g :,'“.{ 2\ GJ?Q
2. Details of medical dewce(s)f» § , tested’or evallj%ed [Annexed]

v\ "y
i’ conditions as gpecmed in the Drugs

/ ;"V

and Cosmetics Act, 1940 ( ‘u a l‘IheMemcal Devices Rules, 2017.

Place;%% ....... ‘Q _//@entral Lt&nsmg Authority
g T {‘Tu be signed digitall
Date:......ccoocieeee e b 0 be signed digita
“Earry, goved™ gned digitally]

ANNEXURE

SI.No. |Generic name |Class of medical devices

%[Form MD-41
[See sub-rule (2) of rule 87A]
APPLICATION FOR GRANT OF REGISTRATION CERTIFICATE
TO SELL, STOCK, EXHIBIT OR OFFER FOR SALE OR

Central Drugs Standard Control Organization, Ministry of Health and Family Welfare, Govt. of India Page 243 of 248



DISTRIBUTE A MEDICAL DEVICE INCLUDING IN VITRO
DIAGNOSTIC MEDICAL DEVICE

1. Name of applicant:
2. Address of the premises to be registered:

3. Contact details of applicant including telephone number, mobile number,
fax number and email id:

4. Nature and constitution of applicant: (i.e. proprietorship, partnership
including Limited Liability Partnership, private or public company, society,
trust, other to be specified)

5. Name, qualification and experience of competent person appointed:

6. Fee paid on %, RS
receipt/chal Ian/transactiog,;l-d‘"

7. 1 have enclosed the documen

| d in the Sub-rule (3) of rule 87A
of the Medical Devices Rules, 2

Place:

Date:

THE4L, y Name designation & signature of
| Director/Proprietor/Partner
Form MD-42
[See sub-rule(4) of rule 87A and sub-rule (1) of rule 87C]
REGISTRATION CERTIFICATE TO SELL, STOCK, EXHIBIT OR
FFER FOR SALE OR DISTRIBUTE A MEDICAL DEVICE
INCLUDING IN VITRO DIAGNOSTIC MEDICAL DEVICE

Registration No.: ...................
L (Name of the firm)
situated @t ..o e (full address with

telephone and e-mail) has been registered to sell, stock, exhibit or offer for
sale or distribute a medical device including in vitro diagnostic medical
device under the Medical Devices Rules, 2017.
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2. Name and qualification of competent person:

3. This registration is subject to the conditions as specified in the Drugs and
Cosmetics Act, 1940 (23 of 1940) and the Medical Devices Rules, 2017.

Place:

Date:

State Licensing Authority

Form MD-43
[See sub-rule (8) of rule 87B]
Form in which the Inspection Book shall be maintained

(A) The cover of the mspectlon hOOK' shall contaln the following particulars,
namely:— oy
1. The name and address of the: ( _gl

"{at_lok’n certlflcate holder

2. Registration certlflcate number

(B) (i) The pages of the mspectlon book shail be serlally numbered and duly
stamped by the State Li€ensing Authorlty* MThe pages other than the first and
the last pages, shall have thg followmg partlculars -

Name and designation of the Medlcal“Dewce Officer who inspected the
premises:
Date of inspection

Observations of the Medical Device Officer

Signature of the Medical Device Officer

(if) The first and last pages of the inspection book shall be endorsed by the
State Licensing Authority with the following words, namely:—

Inspection book maintained by M/s situated at
for Registration number in
Form MD-43 under the Medical Devices Rules, 2017.
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State Licensing Authority

Notes:
(i) Printed copy of the inspection book may be obtained by the licencee from

the Licensing Authority on payment of fee as may be specified by the
concerned Licensing Authority from time-to-time.

(if) The inspection book shall be maintained at the premises of the licencee.

(iii) The original copy of observations made by the Medical Device Officer
shall be maintained in the premises of the licencee and duplicate copy shall be
sent to the State Licensing Authority. The triplicate copy shall be taken as
record by the Medical Device Officer.]

Y, EgHd §Ed ?}g\o
A/&!LTH, GO\JE@‘N\
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REFERENCES

Inserted vide GSR 30(E) dt. 15-1-2019, w.e.f. 15-1-2019

Inserted vide GSR 777(E) dt. 14-10-2022(w.e.f. 14-10-2022).
Inserted vide GSR 777(E) dt. 14-10-2022(w.e.f. 14-10-2022).
Inserted vide GSR 777(E) dt. 14-10-2022(w.e.f. 14-10-2022).

Inserted vide GSR 787(E), dt. 16-10-2019, w.e.f. 16-10-2019.

Inserted vide GSR 102(E) dt. 11-2-2020, w.e.f. 1-4-2020.
Inserted vide GSR 19(E) dt. 18-1-2022, w.e.f. 18-1-2022

Substituted for "shall mention the registration number”, vide GSR 19(E) dt. 18-1-2022, w.e.f.18-1-

2022.

Inserted, ibid.

Substituted for "shall mention the registration number", ibid.
Inserted vide GSR 777(E) dt. 14-10-2022(w.e.f. 14-10-2022).
Inserted vide GSR 777(E) dt. 14-10-2022(w.e.f. 14-10-2022).

Inserted vide GSR 777(E) dt. 14- K%353\32(?2.@&“13 -2 22).

Inserted vide GSR 777(E) dt. %@1

2022(w.e.f. 14-105 gz).

Inserted vide GSR 777(%&’14 10-2022(v LER 510-20 @"}5
Inserted vide GSR 777(E) dt. 14-10:2022(Wis £/14:10,2022). €,
Inserted vide GSR 77%E) dt. 14-10-20220Wie A 14:10-2022). %
Inserted vide GSR 75@‘(E) dt. 30-9-2 2022). %

Substituted for “or thE United States OFAMGHCACVide GSR 174(E)lt. 4-3-2022, w..f.4-3-2022.
Inserted V|de GSR 777 (E) dt. 14-10-20 J(w.e fl 14-10-2022). Z

as under: ""46. Unlqueﬂ;wce |den”.'

With effect fro‘r&;g,st day of anua ,a medlgl device, approved for manufacture
for sale or dlstrlbé'@jg or{iﬁﬁ@smear J@que device identification which shall
contain device |dent|f|e|/m§q ?oductloyugigmﬁer

Explanation : For the purposes (ﬁ tﬁs rule,—

(i) "device identifier" means a global trade item number;

(if)  "production identifier" means a serial number, lot or batch number, software as a
medical device version, manufacturing and / or expiration date."

Inserted vide GSR 30(E), dt. 15-1-2019, w.e.f. 15-1-20109.
Inserted vide GSR 754(E) dt. 30-9-2022 (w.e.f 30-9-2022).
Inserted vide GSR 754(E) dt. 30-9-2022 (w.e.f 30-9-2022).
Inserted vide GSR 754(E) dt. 30-9-2022 (w.e.f 30-9-2022).
Inserted vide GSR 754(E) dt. 30-9-2022 (w.e.f 30-9-2022).
Substituted vide GSR 777(E) dt. 14-10-2022(w.e.f. 14-10-2022).
Substituted vide GSR 777(E) dt. 14-10-2022(w.e.f. 14-10-2022).
Substituted vide GSR 777(E) dt. 14-10-2022(w.e.f. 14-10-2022).
Substituted vide GSR 777(E) dt. 14-10-2022(w.e.f. 14-10-2022).
Substituted vide GSR 777(E) dt. 14-10-2022(w.e.f. 14-10-2022).
Substituted vide GSR 777(E) dt. 14-10-2022(w.e.f. 14-10-2022).
Substituted vide GSR 777(E) dt. 14-10-2022(w.e.f. 14-10-2022).
Substituted vide GSR 777(E) dt. 14-10-2022(w.e.f. 14-10-2022).
Substituted vide GSR 777(E) dt. 14-10-2022(w.e.f. 14-10-2022).
Inserted vide GSR 754(E) dt. 30-9-2022 (w.e.f 30-9-2022).
Inserted vide GSR 777(E) dt. 14-10-2022(w.e.f. 14-10-2022).
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Inserted vide GSR 754(E) dt. 30-9-2022 (w.e.f 30-9-2022).
Inserted vide GSR 777(E) dt. 14-10-2022(w.e.f. 14-10-2022).
Substituted for “IFU” vide GSR 30(E) dt. 15-1-2019, w.e.f.15-1-20109.
Substituted for “IFU” vide GSR 30(E) dt. 15-1-2019, w.e.f.15-1-20109.
Substituted vide GSR 729(E) dt. 1-8-2018, w.e.f. 1-8-2018. Prior to substitution, clause (h) read as
under: “(h) In case of in vitro diagnostic medical devices, a copy of performance evaluation report
issued by the central medical device testing laboratory or medical device testing laboratory
registered under sub-rule(3) of rule 83.”
Substituted for “instructions for use” vide GSR 30(E) dt. 15-1-2019, w.e.f. 15-1-2019.
Substituted vide GSR 30(E), dt. 15-1-2019, w.e.f. 15-1-2019. Prior to substitution, clause (b) read
as under-. "(b) Instructions for use (Prescriber's manual);"
Inserted vide GSR 450(E) dt. 15-6-2022, w.e.f. 15-6-2022.
Substituted vide GSR 30(E), dt. 15-1-2019, w.e.f. 15-1-2019. Prior to substitution, serial number 8
and entries relating thereto read as under:
"(8) Proposed Instruction for use and labels."
Substituted, ibid. Prior to substitution, serial number 5 and entries relating thereto read as under:
"5. Proposed Instruction for use and labels."
Substituted vide GSR 224(E), dt. 18-3-2019, w.e.f. 19-3-2019. Prior to substitution, the entries
relating to Condom read as under:

"Condom Compounding Well ventilated Area with minimum 5
micron tp&l%g{; &Mhutdm% > Well ventilated Area with
mlglfme 5 micron filter "?”}é
\}‘ulcanlsmg , A\ A Norm"a?i@ir
Prlmary " A conditioned"

Substituted vide GSRc32’24(E) dt. % ) 19 3- 2019?;Pr|or to substitution, the entries
relating to Surglcal dfgssmgs read asui % 7;*
nd Gauzing E
\pdeking C O 9"

(F) d. 15-1-2019, w.e.f. 15-1-2019.
(B) dt. 15- 12@?9 w.e.f. 15-1-2019.

. 15-1- 201,& Prior to substitution serial No. 11
I¢ A

Substituted for “Instrucf}on for use™ V”'tte‘
Substituted vide GSR 30(F), dt. 15- F‘E”m
and entries relating thereto e @g,,as under: d

"11. Proposed Instructloﬁmzuse and @{Jgﬁﬂ&
Inserted vide GSR 102(E) dt. 11-2- 202(5 w. %’f 1-4-2020.
Inserted vide GSR 777(E) dt. 14-10-2022(w.e.f. 14-10-2022).
Inserted vide GSR 777(E) dt. 14-10-2022(w.e.f. 14-10-2022).
Inserted vide GSR 777(E) dt. 14-10-2022(w.e.f. 14-10-2022).
Inserted vide GSR 777(E) dt. 14-10-2022(w.e.f. 14-10-2022).
Inserted vide GSR 777(E) dt. 14-10-2022(w.e.f. 14-10-2022).
Inserted vide GSR 777(E) dt. 14-10-2022(w.e.f. 14-10-2022).

1 3 "r
||

Inserted vide GSR 754(E) dt.
Inserted vide GSR 754(E) dt.
Inserted vide GSR 754(E) dt.
Inserted vide GSR 754(E) dt.
Inserted vide GSR 754(E) dt.

30-9-2022 (w.e.f 30-9-2022).
30-9-2022 (w.e.f 30-9-2022).
30-9-2022 (w.e.f 30-9-2022).
30-9-2022 (w.e.f 30-9-2022).
30-9-2022 (w.e.f 30-9-2022).
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