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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 31st January, 2017

G.S.R. 78(E})—WHEREAS the draft of the Medical Devices Rules, 2016 wallished, as required under
sub-section (1) of Section 12 and Sub-section {Beation 33 of the Drugs and Cosmetics Act, 128 df 1940), in
the Gazette of India, Extraordinary, Part Il, sewtB, sub-section (iNide notification number G.S.R. 983(E), dated
the 17" October, 2016, by the Central Government, aftersatiation with the Drugs Technical Advisory Board,
inviting objections and suggestions from all pesstikely to be affected thereby, before the expmfya period of
thirty days from the date on which copies of thiel €dazette containing the said notification weredmavailable to
the public;

AND WHEREAS, copies of the Gazette containing the said natificy were made available to the public
on the 17th October, 2016;

AND WHEREAS, all objections and suggestions received in respdo the said draft notification have
been duly considered by the Central Government;

NOW, THEREFORE, in exercise of the powers conferred by sectiorad@ section 33 of the Drugs and
Cosmetics Act, 1940 (23 of 1940), the Central Gorent, after consultation with the Drugs Technigdvisory
Board, hereby makes the following rules, namely,-

CHAPTER |
PRELIMINARY

1. Short title and commencemen—(1) These rules may be called the Medical Devicglef 2017.
(2) These rules shall, unless specified otiserneome into force with effect froni' flay of January, 2018.

2. Application.— These rules shall be applicable in respe«

(i) substances used forvitro diagnosis and surgical dressings, surgical barsjagegical staples, surgical
sutures, ligatures, blood and blood component cibdle bag with or without anticoagulant covered emd
sub-clause (i);

(i) substances including mechanical contraceptivesd@ms, intrauterine devices, tubal rings), disirdats
and insecticides notified under sub-clause (iij] an

(iif) devices notified from time to time under sub-cla(isg

of clause (b) of section 3 of the Drugs and Cograeict, 1940 (23 of 1940);

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

(a) “academic clinical study” means a clinical studydocted for academic purpose on a medical devicéhio
approved or a new intended use, new material astcoction, new improved design or new population;

(b) “Act” means the Drugs and Cosmetics Act, 1940 (£1940)

(c) "active diagnostic medical device" means any aatieglical device used, whether alone or in comimnatiith
other medical devices, to supply information fotedéing, diagnosing or monitoring, or to providepart in
the treatment of, any physiological condition, estat health, illness or congenital deformity;

(d) *“active medical device” means a medical device dperation of which depends on a source of eledténergy
or any other source of energy other than the engeggrated by human or animal body or gravity;

(e) “active therapeutic medical device" means any acthedical device used, whether alone or in comioinat
with any other medical device, to support, modiplace or restore biological functions or struesirwith a
view to the treatment or alleviation of any illnesgury or handicap;

() “authorised agent” means a person including anmyg far organisation who has been appointed by anseasr
manufacturer through a power of attorney to unétertenport of medical device in India;

(g) “body orifice” means any natural opening in a hurbady including the external surface of any eyelmllany
permanent artificial opening, such as a stoma ongeent tracheotomy;

(h) “Central Licensing Authority” means thDrugs Controller General India appointed by the Centt
Government;

(i) “central medical devices testing laboratory” meamsedical devices laboratory established or detégnay the
Central Government under rule 19 and shall be ddetmébe a Central Drug Laboratory established fer t
purpose of section 6 of the Act;

() “change in the constitution of a licencee” in radatto,-
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() a firm means change from proprietorship to partmiprgicluding Limited Liability Partnership afice versa;

(i) a company means-
(A) its conversion from a private to a public compaor from a public to a private company; or
(B) any change in the ownership of shares of mbam fifty per cent. of the voting capital in thedyo
corporate or in case of a body corporate not hasirghare capital, any change in its membership; and
where the managing agent, being a body corporatesisbsidiary of another body corporate, includes a
change in the constitution of that other body cogpowithin the meaning of this clause;

(k) “clinical evidence” means, in relati to,-

() anin vitro diagnostic medical device, is all the informatiderived from specimen collected from
human that supports the scientific validity and@enance for its intended use;

(i) a medical device, the clinical data and the clinggluation report that supports the scientifiidrey
and performance for its intended use;

() “clinical investigation” means the systematic studfy an investigational medical device in or on hama
participants to assess its safety, performancéfecteeness;

(m) “clinical investigation plan” means a document which dostéhe information about the rationale, aims
objective, design and the proposed analysis, cdnduethodology including performance, management,
adverse event, withdrawal and statistical consti®rand record keeping pertaining to clinical istigation;

(n) “clinical performance evaluation” means the systeéengerformance study of a newvitro diagnostic medical
device on a specimen collected from human partitgt assess its performance;

(o) “clinical research organisation” means any entitwhmm a sponsor may transfer or delegate one or ofdte
functions and duties regarding conduct of cliniogkstigation or clinical performance evaluation;

(p) “conformity assessment” means the systematic exatioim of evidence generated and procedures unaertak
by the manufacturer to determine that a medicaicéeig safe and performs as intended by the matwracand
therefore conforms to the essential principlesabéty and performance for medical devices;

(q) “controlling officer” means the officer designatedder rule 10;

(n “custom made medical device” means a medical dewieagle specifically in accordance with a written
prescription of a registered medical practitiorsgrecialised in the relevant area, under his redpiditysfor the
sole use of a particular patient, but does nouihela mass production of such device;

(s) “Ethics Committee” means the committee referrehtale 50;

() “Form” means forms specified in Appendix to thegkes;

(u) “Good Clinical Practices Guidelines” means Goodnichl Practices Guidelines issued by Central Drugs
Standards Control Organisation, Directorate Geradrblealth Services, Ministry of Health and Familelfare,
Government of India;

(v) ‘“intended use” means the use for which the medieaice is intended according to the data suppliedhle
manufacturer on the labelling or in the documennhtaming instructions for use of such device or in
promotional material relating to such device, whishas per approval obtained from the Central Lsagg
Authority;

(w) “invasive device” means a device which, in wholepart, penetrates inside the body, either throudtody
orifice or through the surface of the body;

(x) “investigational medical device” in relation to adical device, other thain vitro diagnostic medical devic
means a medical device specified in clause (zb),-

(i) which does not have its predicate device as defimethuse (zm); or

(i) which is licenced under sub-rule (4) or sub-ruled®rule 20, sub-rule (1) of rule 25, or sub-r{lg of
rule 36 and claims for new intended use or new fadjmn or new material or major design change;
and is being assessed for safety or perfocmar effectiveness in a clinical investigation.

(y) “licence” means a licence granted by the Staterisoey Authority or the Central Licensing Authority Form
MD-5, Form MD-6, Form MD-9, Form MD-10, Form MD-150rm MD-17 or Form MD-19 as the case may
be;

(z) “loan licence” means a licence issued for manufitog a medical device by the State Licensing Atitl or
the Central Licensing Authority, as the case maytda person who intends to utilise the manufaetusite of
other licencee for manufacturing the same medieaicg as manufactured by the licencee at that site;

(za) “long term use” means intended continuousafigemedical device for more than thirty de

(zb) “medical device” means,-

(A) substances used for vitro diagnosis and surgical dressings, surgical bargjagegical staples, surgical
sutures, ligatures, blood and blood component cibdle bag with or without anticoagulant covered end
sub-clause (i),

(B) substances including mechanical contraceptivesd@us, intrauterine devices, tubal rings), disirdats
and insecticides notified in the Official Gazettedar sub-clause (ii),

(C) devices notified from time to time under sub-cla(igg

of clause (b) of section 3 of the Act;
Explanation: For the purpose of these rules, substances used fitro diagnosis shall be referred asvitro
diagnostic medical device.
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(zc) “medical device grouping” means a set of devibaving same or similar intended uses or comritgra
technology allowing them to be classified in a growt reflecting specific characteristics;

(zd) “Medical Device Officer” meal an officer appointed or designated by the CentravgBhment or the Sta
Government, as the case may be, under sub-rutef (R)e 18;

(ze) “medical devices testing laboratory” meang iastitute, organisation registered under sub-(8)eof rule 83 for
carrying out testing or evaluation of any medica¥ide on behalf of a licencee for manufacturestie;

(zf) “Medical Device Testing Officer” means an affr appointed or designated by the Central Govenhmeder
sub-rule (1) of rule 18;

(zg) "near-patient testing" means any investigatarried out in a clinical setting or at the patiemome for which
the result is available without reference to a tabwy and rapidly enough to affect immediate petie
management;

(zh) “newin vitro diagnostic medical device” means any medical devicefsred to in st-clause (A) of clause (zt
used forin vitro diagnosis that has not been approved for manufadtu sale or for import by the Central
Licensing Authority and is being tested to estdblis performance for relevant analyte or otherapsater
related thereto including details of technology anacedure required,;

(zi) “notified” means notified in the Official Gatte by the Central Governme

(zj) “Notified Body” means a body corporate or ethegal entity, registered under rule 13 as a bmmypetent to
carry out the audit of manufacturing site, assesspand verification of specified category of medidevices
for establishing conformity with standards;

(zk) “performance evaluation” in relation b vitro diagnostic medical device means any systematiestiyation by
which data is assessed and analysed to establigtrify performance of then vitro diagnostic medical device
for its intended use;

(zl) “Post Marketini Suiveillance” means systematic process to collectaralyse information gained from medi
device that have been placed in the market;

(zm) “predicate device” means a device, first tiamel first of its kind, approved for manufacture $ate or for import
by the Central Licensing Authority and has the Emintended use, material of construction, andigtes
characteristics as the device which is proposetidence in India;

(zn) “Quality Management System” means requiremémtsmanufacturing of medical devices as specifiedhe

Fifth Schedule;

(zo) “reagent” means a chemical, biological or inmolegical component, solution or preparation intshdby the
manufacturer to be usediasvitro diagnostic medical device;

(zp) “recall” means any action taken by its mantifeer or authorised agent or supplier to removentkeeical device
from the market or to retrieve the medical deviaf any person to whom it has been supplied, becthes
medical device—

(a) is hazardous to health; or
(b) fails to conform to any claim made by its mauiféirer relating to its quality, safety or efficacy
(c) does not meet the requirements of the Act badéd rules;
(zq) “serious adverse event” means an untowardcakdccurrence that leads—
() adeath; or
(i) a serious deterioration in the health of the suljet either-
(A) resulted in a life-threatening illness or injury; o
(B) resulted in a permanent impairment of a body stinecbr a body function; or
(C) required in-patient hospitalisation or prolongatafrexisting hospitalization; or
(D) resulted in medical or surgical intervention tovanet life threatening iliness or injury or permanen
impairment to a body structure or a body function;
(iii) foetal distress, foetal death or a congenital afmadity or birth defect;

(zr) “short term use” means intended continuousafise medical device for not less than sixty misubeit not more
than thirty days;

(zs) “specimen receptacle” means a device, whethewum type or not, specifically intended by itsnufacturer for
the primary containment of specimens derived framm&n or animal body;

(zt) “sponsor” includes a person, an investigatocompany or an institution or an organisation easgble for the
initiation and management of a clinical investigator clinical performance evaluation in India;

(zu) “State Licensing Authority” means the authpdesignated by the State Government under sub2yief rule 8;

(zv) “transient use” means a device intended fatiooous use for less than sixty minut

(zw) “transmissible agent”, for the purpose of classificatadrin vitro diagnostic medical device, means gerd
capable of being transmitted to a person, whiclsesagommunicable, infectious or contagious disease.

(zx) words and expressions used but not defingdéese rules, shall have the meanings respectigsiged to them
in the Act and the Drugs and Cosmetics Rules, 1945.
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CHAPTER Il
REGULATION OF MEDICAL DEVICE.
4. Classification of medical device— (1) Medical devices other thdn vitro diagnostic medical devices shall
classified on the basis of parameters specifidegirt | of the First Schedule, in the following das, namely:—

(i) lowrisk - Class A;

(ii) low moderate risk- Class B;

(iil) moderate high risk- Class C;

(iv) high risk- Class D.
(2) In vitro diagnostic medical devices shall be classifiedf@nHtasis of parameters specified in Part Il ofRhet
Schedulein the following classes, namehx

(i) low risk - Class A;

(i) low moderate risk- Class B;

(iif) moderate high risk- Class C;

(iv) high risk- Class D.
(3) The Central Licencing Authority shall, classifiedical devices referred to in rule 2, basedhenintended use of
the device and other parameters specified in tist Schedule.
(4) Based on the classification referred to in sulb-(3), class wise list of medical devices shallpublished on the
website of the Central Drugs Standard Control Oisgdion:

Provided that the Central Licenchugthority may, from time to time, make additionsdeletions in such

list of medical devices or modify the class of amgdical device.

5. Medical device grouping— Any person who intends to apply for grant of licene respect of medical devic
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 accordamitk the guidelines to be issued from time to tioyethe Ministry
of Health and Family Welfare in the Central Goveemt) by taking into consideration the technologidzénges or
development in the field of medical devices amditro diagnostic medical devices.

6. Essential principles for manufacturing medical devies—Medical device manufacturer shall follow the
essential principles of safety and performance eflical devices as may be specified in the guidelisgued by the
Ministry of Health and Family Welfare in the Cehtr@overnment, from time to time keeping in view the
contemporary scientific and technological knowledgd development:

Provided that the guidelines to be so digetshall be in conformity with the provisions thfe Act and these
rules.

7. Product standards for medical device— (1) The medical device shall conform to the stadsldaid down by thi
Bureau of Indian Standards established under se8tiof the Bureau of Indian Standards Act, 1985d63985) or
as may be notified by the Ministry of Health andriilg Welfare in the Central Government, from tinoetime.

(2) Where no relevant Standard of any medical devias been laid down under sub-rule (1), such desiall
conform to the standard laid down by the IntermaloOrganisation for Standardisation (ISO) or theednational
Electro Technical Commission (IEC), or by any othkearmacopoeial standards.

(3) In case of the standards which have not beewgifigd under sub-rule (1) and sub-rule (2), theiacke shall
conform to the validated manufacturer’s standards.

CHAPTER I

AUTHORITIES , OFFICERS AND BODIES.
8. Licensing Authorities.— (1) The Central Licensing Authity shall be the competent authority for enforcetr
of these rules in matters relating to,-
(i) import of all Classes of medical devices;
(i) manufacture of Class C and Class D medicalasy
(iii) clinical investigation and approval of invégational medical devices;
(iv) clinical performance evaluation and approviahewin vitro diagnostic medical devices and;
(v) co-ordination with the State Licensing Authiarit
(2) The State Drugs Controller, by whatever namliedashall be the State Licensing Authority andlsbe the
competent authority for enforcement of these riflesatters relating to,-
(i) manufacture for sale or distribution of Clas®AClass B medical devices;
(ii) sale, stock, exhibit or offer for sale or dibution of medical devices of all classes.
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9. Delegation of powers of Licensing Authorities.—(1) The Central Licensing Authority, may with tipgior

approval of the Central Government, by an ordewiiting, delegate all or any of its powers to arey officer of
the Central Drugs Standard Control Organisationbettw the rank of Assistant Drugs Controller.

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

(3) The State Licensing Authority, may, with thaéoprapproval of the State Government, by an ordewiiting,

delegate all or any of its powers to any officedemnits control.

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

10. Controlling officer.— Any officer not below the rank of Assistant Drugsriroller, by whatever name calle
shall be the controlling officer to supervise ativegnstructions to any officer subordinate to saohtrolling officer
to exercise powers and functions under these Hagesreas and purposes specified, by an orderhefOrugs
Controller General of India or the Drugs Contrglley whatever name called, of the State concerned.

11. National Accreditation Body— (1) The Central Government may, by notificatioasidnate such institute, firm
or a Government aided or Government organisatidnctwfulfills the criteria specified from time tante by the
Government, as the National Accreditation Body:

Provided that the National Accratiin Board for Certification Bodies under the QyaCouncil of India,
registered under the Societies Registration Add01@1 of 1860) set up by the Ministry of Commeaoel Industry in
the Government of India shall act as the Nationatraditation Body for the purposes of accreditirgified Bodies
referred to in rule 13, till such time any othedldor the purpose is notified, with immediate effe
(2) The National Accreditation Body shall have tequired number of competent persons for propeopaance of
its functions
(3)The designated National Accreditation Body nefdrto in sub-rule (1) shall be responsible foryiag out the
assessment of such entities who may apply for ditateon to become a Notified Body for the purpo¢hese rules.
(4) The National Accreditation Body referred tosub-rule (1), shall, after carrying out the assesgnof the entity
which applied for accreditation, issue a certiicéd such entity in respect of specified categooiestandards for
which such entity has been assessed and foundigdali

Provided that where the entity hasrbdound not possessing the requisite qualificatiord other
requirements, the National Accreditation Body, kiegect the application.
(5) The National Accreditation Body shall not astaaNotified Body.

12. Functions of National Accreditation Body— The National Accreditation Body shi-

(a) lay down the conformity assessment activities fareditation of Notified Bodies and lay down stamtsa
for such accreditation;

(b) prepare norms and procedures for accreditationotifisid Body;

(c) audit a Notified Body periodically for assessingifimmance with these rules and the norms laid down
it.

13. Notified body.— (1) Any institute, organisation or body corporataynseek accreditation, after notification
these rules, as a Notified Body by applying toNaional Accreditation Body referred to in rule iblsuch form and
manner as may be determined by the National Aciziéol Body from time to time.

(2) The Notified Body accredited under sub-rule ghall be competent to carry out audit of manufidetusites of
Class A and Class B medical devices to verify conBimce with the Quality Management System and other
applicable standards as specified under these inllespect of such medical devices as and wheadsized by the
State Licensing Authority.

(3) Any Notified Body accredited under sub-rule ¢hpll, if it intends to carry out audit of a maretfaing site of
Class A or Class B of medical devices in accordavite sub-rule (2), register with the Central Lisarg Authority.
(4) Any Notified Body under st-rule (3), with an eperience of at least two years, may apply to thet@e
Licensing Authority for registration as a Notifi@bdy for carrying out audit of Class C and Class&dical devices,
provided it has personnel with requisite qualificatand experience.

(5) With effect from the * day of the July, 2017, the Notified Body accreditediccordance with sirule (3) may
make an application to the Central Licensing Autlyofor registration in Form MD-1 through online pal
accompanied with a fee specified in the Second @dbealong with documents as specified in Part thef Third
Schedule.

(6) The Central Licensing Authority, on being siid, shall register the Notified Body and issueegistration
certificate in Form MD-2.

(7) The Registration Certificate shall remain valdperpetuity, unless, it is suspended or candelgovided the
registration certificate holder deposits a regtgiraretention fee as specified in the Second Sdleeelvery five years
from the date of its issue.
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(8) If the registration certificate holder fails pay the required registration certificate retemtiee on or before due
date as referred to in sub-rule (7), the regisiratiertificate holder shall, in addition to theergion fee, be liable to
pay a late fee calculated at the rate of two pat.a# the registration certificate retention fee €very month or part
thereof within ninety days, and in the event of qpatyment of such fee during that period, the regjisin certificate
shall be deemed to have been cancelled.

(9) The Notified Body shall perform the functiorsgpecified in Part Il of the ThifSichedule.

(10) The Central Licensing Authority, may, in cagdere the requirement specified for registratibNetified Body
have not been complied with, reject the applicadind shall inform the applicant of the reasonsstarh rejection.
(11) An applicant who is aggrieved by the decisibrthe Central Licensing Authority under sub-rul®), may file
an appeal within forty five days from the date @feipt of such rejection before the Central Govemmiywhich may
after such enquiry and after giving an opporturfybeing heard to the appellant, dispose of theeapbwithin a
period of sixty days.

14. Duties of Notified Body— A registered Notified Body, referred to in rule 1hall carry out its duties and
functions, in respect of Class A or Class B medigalices as specified in Part Il of the Third SeHed

15. Procedure to be adopted by Notified Bod— A registered Notified Body shall carry out its digtiand functions
either by itself or by any other qualified persamits behalf as per specified procedure as detaildeart 11 of the
Third Schedule.

16. Fees to be charged by Notified Bod— A registered Notified Body may charge fee from #pplicant for the
services rendered by it as may be determined bg€émral Government.

17. Suspension and cancellation of registration certifiate of Notified Body. — (1) The Central Licensin
Authority may, after giving an opportunity to sh@ause as to why such an order should not be pasgedy order
in writing stating the reasons therefor, cancelréigistration of a Notified Body or suspend it farch period as the
Central Licensing Authority thinks fit, if in itspinion, the Notified Body has failed to comply wiimy provision of
these rules.

(2) A registered Notified Body whose registraticamsibeen suspended or cancelled under sub-rule &) wwithin
thirty days of the receipt of a copy of the ordgrity prefer an appeal to the Central Government e Central
Government may, after giving the Notified Body apportunity of being heard, confirm, reverse or nfpdiuch
order.

(3) The registration of a Notified Body with the @l Licensing Authority shall be deemed to haeerbcancelled
with effect from the expiry of the date of the ditly of its accreditation by a National AccreditatiBody.

18. Medical Device Testing Officer and Medical Device @icer.— (1) The Central Government may designa
Government Analyst appointed under section 20 @fAbt as Medical Device Testing Officer.

(2) The Central Government or, as the case mayheeState Government, may designate an Inspecfwirstpd
under section 21 of the Act as Medical Device @ffic

(3) The Medical Device Testing Officer and Medicadire Officer designated under -rule (1) and su-rule (2)
respectively, while exercising powers and dutieslennthe Act and these rules, shall be deemed te heen
appointed as the Government Analyst and the Inspeetspectively.

19. Central medical device testing laboratory— (1) The Central Government mayby notification, establis
Central medical devices testing laboratory forghgpose 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 spedifiassigned to it.
(2) Without prejudice to sub-rule (1), the Cent@&vernment may also designate any laboratory hafacigty for
carrying out test and evaluation of medical deviasscentral medical devices testing laboratorytifier purposes
specified in sub-rule (1):

Provided that no medical devices testing laboratshgall be so designated unless it has been dohedited

by the National Accreditation Body for Testing ddlibration Laboratories.

CHAPTER IV
M ANUFACTURE OF MEDICAL DEVICES FOR SALE OR FOR DISTRIBUTION

20. Application for manufacture for sale or for distrib ution of Class A or Class B medical devic— (1) Any
person who intends to manufacture a Class A orstBasiedical device includinigy vitro diagnostic medical device
shall make an application for grant of licencdaan licence to manufacture for sale or for disttibn to the State
Licensing Authority.

(2) The application under sub-rule (1) shall be endi@ough an identified online portal of the Minjsof Health and



[ 1l —=vg 3(i)] T 1 ST : STETYRI 149

Family Welfare in the Central Government in Form MDor licence or in Form MD-4 for loan licence aagpanied
with a fee, as specified in the Second Schedulegalath respective documents as specified in Rat the Fourth
Schedule.
(3) The application made under sub-rule (1), skaipngst others, be accompanied with an undertakitige effect
that the requirements of Quality Management Systerspecified in the Fifth Schedule have been cepliith.
(4) The State Licensing Authority shall, after gomy of documents and on being satisfied that #guirements of
these rules have been complied with, grant a liedaananufacture Class A medical devices in Form3@r loan
licence in Form MD-6, as the case may be, or if sadfsfied, reject the application for reasons g¢orécorded in
writing, within forty five days from the date, tla@plication is made under sub-rule (1).
Provided that—

(i) no audit of the manufacturing site $l necessary prior to grant of licence or loaerice to manufacture
for sale or for distribution of Class A medical dm; and

(i) the required audit of such manufaatgrisite by the registered Notified Body in the memas specified in
the Third Schedule shall be carried out within boedred and twenty days from the date on whichitesce was
granted by the State Licencing Authority.
(5) Manufacturing site of the applicant, in respettClass B device, shall conform to the requiretaeni Quality
Management System as specified under the Fifthdtdband applicable standards as specified undsettules and
such conformance shall be verified through an abgit Notified Body as referred under rule 13 befgrant of
licence.
(6) In case of application for grant of licencel@an licence to manufacture for sale or for disttibn of Class B
medical devices;-

(i) the audit of the manufacturing site shall beriea out within ninety days from the date of apgtion by the
registered Notified Body in the manner specifiethia Third Schedule;

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

(iii) the State Licensing Authority shall, afterstiny of documents, audit report as referred tolause (ii) and on
being satisfied that the requirements of thesesrhleve been complied with, grant a licence to naoiufe Class B
medical devices in Form MD-5 or loan licence in rRoMD-6, as the case may be, or if not satisfieggctethe
application for reasons to be recorded in writwghin a period of twenty days from the date ofeaigt of the report
of audit by the Notified Body.

(7) If the application for grant of licence or lohoence to manufacture for sale or for distribnotis rejected under
sub-rule (4) or sub-rule (6), the aggrieved persmy file an appeal before the State Governmentinvitbrty-five
days from the date of receipt of such rejectionictvimay, after such enquiry and after giving anafymity of being
heard to the appellant, be disposed of within #éodesf sixty days.

(8) Where the Central Licensing Authority or theatt Licensing Authority has reason to believe ondt been
alleged or suspected that the medical device doesanform to the standards of quality, or the Bions of the
Fifth Scheduleare not complied with, the State licensing Authgrit case of Class A or Class B medical device, or
the Central Licensing Authority, in case of any $laf medical device, may direct a team of offigeferred to in
rule 23 to cause inspection of licenced manufactusite.

21. Application for manufacturing Class C or Class D deices.—(1) An application shall be made to the Central
Licensing Authority through an identified onlinerfal of the Central Government for licence or Idaence to
manufacture for sale or for distribution, as theecanay be, of Class C or Class D medical devideoim MD-7 or
Form MD-8, respectively.
(2) The application in Form MD-7 or Form MD-8 rafed to in sub-rule (1) relating to Class C or ClBsmedical
device, as the case may be, shall be accompanigd avfee as specified in the Second Schedule aluitty
documents as specified in clause (ii) of Part ithef Fourth Schedule.
(3) The Central Licensing Authority may, wherevequired, in case of Class C or Class D medicalogsyiuse th
services of any expert in the relevant field fausioy of application and other technical documents
(4) The scrutiny referred to in sub-rule (3) shml completed by the Central Licensing Authorityhivita period of
forty five days from the date of online submissarapplication.
(5) In case, where the documents are found to beplsde and in order, the Central Licensing Authositall cause
an inspection of the manufacturing site carriedunder rule 23 by a team of officers accompaniedumnh experts,
as may be considered necessary.
(6) The Central Licensing Authority may, where riegd, avail the services of a Notified Body referte in sub-rule
(4) of rule 13 for inspecting the manufacturing 9if Class C and Class D medical devices.
(7) In case, where the documents furnished with application referred to in sub-rule (1) are nourfd to be
complete and in order, the Central Licensing Autlighall reject the application and inform the Bgmt of the
reasons for such rejection electronically:

Provided that where deficiencies tban be rectified, are pointed out by the Centraehsing Authority
within the stipulated period, the period referredrt sub-rule (4) shall reckon from the date thésficiencies have
been removed.



150 THE GAZETTE OF INDIA : EXTRAORDINARY [RRT II—SEC. 3(i)]

22. Requirements for grant of manufacturing licence orloan licence— While making application for grant of
licence or loan licence under rule 20 or rule Bg&, dpplicant shall meet the following requirementsnely:—

(i) the manufacturing site shall comply with thejugements of the Quality Management System asifsga:c
under the Fifth Schedule

(i) appoint competent technical staff under whakection and supervision the manufacturing actiaf a
medical device shall be undertaken and such stadll possess the following educational qualificatiand
experience,-

(a) degree in engineering in relevant branch or in plaay or in science in appropriate subject from a
recognised University and shall have experienceodfless than two years in manufacturing or testing
of medical devices; or

(b) diploma in engineering (in relevant branch) or lapmacy from a recognised institute and shall have
the experience of not less than four years in naoiufing or testing of medical devices;

(iii) appoint competent technical staff with deg@ediploma in engineering (in relevant branchjropharmacy
or in science in relevant subject and having expee of not less than two years in testing of madievices under
whose direction and supervision, the testing agtivi a medical device shall be undertaken.

23. Inspection for grant of licence or loan licence foiClass C or Class D medical device.-1) Before grant of
licence to manufacture for sale or for distributiarrespect of Class C or D medical device, the ufasturing site
shall be inspected within a period of sixty daysirthe date of application by a team comprisingless than two
Medical Device Officers which may include any officsenior to the Medical Device Officer with or ldut an
expert, or a Notified Body referred to in sub-r(4¢ of rule 13:

Provided that no inspection of a mallidevice manufacturing site for grant of loan tice to
manufacture such medical device shall be requivelet carried out if the manufacturing site is alyeficenced to
manufacture such medical device for sale or fariBigtion.

(2) The composition of the inspection team refem@ih sub-rule (1) shall be determined by the oalling officer
and no inspection shall be carried out withoutmpajpproval of the controlling officer.

24. Inspection report.— After completion of inspection as referred to iter@3, the inspection team shall forward
a descriptive report containing findings on eagbeas of inspection along with the recommendatianthe Central
Licensing Authority, through online portal of theiéstry of Health and Family Welfare in the Cent@&bvernment
and forward a copy of the same to the applicant.

25. Grant of licence or loan licence to manufacture forsale or for distribution.— (1) If the Central Licensing
Authority, after receipt of the report as refertedn rule 24, and such further enquiry, if any,nagy be considered
necessary, is satisfied that the requirementseasfethiules have been complied, that Authority gralht a licence in
Form MD-9, or loan licence in Form MD-10 or mayewjthe application for reasons to be recordedriting, within
a period of forty five days from the date the ingfmn report has been received.

(2) If the application for grant of licence or lohcence to manufacture forle or for distribution is rejected und
sub-rule (1), the aggrieved person may file an appefore the Central Government within forty fidays from the
date of receipt of such rejection, which may, astech enquiry and after giving an opportunity ofnigeheard to the
appellant, be disposed of within a period of so&ys.

(3) In case, a licencee or loan licencee intendsm@nufacture additional medical devices in the ngesl
manufacturing site, the manufacturer shall makegplication for grant of permission to manufactsuveh medical
devices to the Central Licensing Authority or Sthieensing Authority, as the case may be, alondlie fee as
specified in the Second Schedated the documents as referred to in rule 20 or2lijeas the case may be.

(4) In case of investigational medical device awme vitro diagnostic medical device, the applicant shalhwbprior
permission in Form MD-27 or Form MD-29 from the @ahLicensing Authority and no licence to manutaetany
class of such medical device shall be granted witkach permission.

26. Conditions for manufacturing licence or loan licene.— After grant of licence or loan licence in Form MD-5
Form MD-6, Form MD-9 or MD-10, as the case may theg licence holder shall comply with the following
conditions, namely:-

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

(ii) the licence holder shall inform the State Licenshughority or the Central Licensing Authority, detcase may
be, of the occurrence of any suspected unexpeetéalis adverse event and action taken thereondimgiany
recall within fifteen days of such event comingdtie notice of licence holder;

(i) the licence holder shall obtain prior approval frone Central Licensing Authority or the State Liskmw
Authority, as the case may be, before any majongdas specified in the Sixth Schedslearried out and the
Central Licensing Authority or the State Licensiwgthority, as the case may be, shall indicate pigraval or
rejection within forty five days and in case whagecommunication is received within the stipulatiede from
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such Authority, such change shall be deemed to haga approved;

(iv) the licence holder shall inform any minor changespscified in the Sixth Schedule to the State Lsoem
Authority or Central Licensing Authority, as theseamay be, within a period of thirty days afterhsmainor
change take place;

(v) the licence holder shall carry out test of eacletbatf product manufactured prior to its releasecfmmpliance
with specifications either in his own laboratoryiorany other laboratory registered under sub-(8)eof rule
83;

(vi) the licence holder shall, on being informed by @entral Licensing Authority or State Licensing Aoitity, as
the case may be, that any part of any lot of thelicaé¢ device has been found not conforming with the
provisions specified under the Act and these rdesl, on being directed so to do by such licensinpaity,
withdraw the remainder of that lot from sale andlfar as may, in the particular circumstances efdase, be
practicable, recall the issues already made franltt;

(vii) the licence holder shall maintain an audit or insipg book in Form MD-11 to enable the Notified Bodr
Medical Device Officer to record his observationsl @on-conformity, if any;

(viii) the licence holder shall maintain at least one ahgample from each batch of invasive medical ckeandin
vitro diagnostic medical device manufactured for refeggourpose for a period of one hundred and eigaysg d
after the date of expiry of such batch;

(ix) the licence holder shall maintain records of mactufidng and sales which shall be open to inspedbipra
Medical Device Officer;

(x) the medical device, when offered for sale, shalabeompanied by either its package insert or usatual,
wherever applicable;

(xi) the manufacturing or testing activity of medicalvide shall be undertaken only under the directiod a
supervision of the competent technical staff;

(xii) if the manufacturer has stopped manufacturingviagtor closed the manufacturing site for a perafcthirty
days or more, the same shall be intimated to ther@leLicensing Authority or the State Licensingthaority, as
the case may be.

27. Change in constitution.—In case of change in constitution of a licenceterajrant of licence under sub-rule (4)
of rule 20 or sub-rule (6) of rule 20 or sub-rulg 6f rule 25, as the case may be, the manufacinfiam the Central
Licensing Authority or the State Licensing Authgrias the case may be, within forty five days amallshall make
an application under sub-rule (1) of rule 20 or-suilke (1) of rule 21, as the case may be, for goditicence within a
period of one hundred eighty days from the dateuch change in constitution:

Provided that the existifgghce shall be deemed to be valid till such timm&esh licence is issued or
application is rejected by the State Licensing Awitly or the Central Licensing Authority, as theseanay be:

Provided further that if tlapplication is rejected, the manufacturer may appeathe Central
Government or the State Government, as the casédeayithin 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 Claaad\Class B medical devices under rule 20, causesarction of
the manufacturing site to be carried out by a Maldzevice Officer on a random basis and such ingpeshall not

be less than two per cent. of the total auditsiedrmout by Notified Bodies within that State foattclass of medical
device.

29. Validity of licence.— (1) A licence or loan licence issued in Form MDF&rm MD-6, Form MD-9 or Form MD-
10 shall remain valid in perpetuity, subject to mpayt of licence retention fee as specified in teed®d Schedule
before completion of the period of five years frtme date of its issue, unless, it is suspendediocadled by State
Licensing Authority or the Central Licensing Autltgr as the case may be.

(2) If the licence holder fails to pay the requite@dnce reention fee on or before due date as referred tufi-rule
(1), the licence holder shall, in addition to tieehce retention fee, be liable to pay a late fdeutated at the rate of
two per cent. of the licence retention fee for guaonth or part thereof within one hundred and siglays and in
the event of non-payment of such fee during thabgethe licence shall be deemed to have beeredadc

30. Suspension and cancellation of licence.42) Where the licencee contravenes any provisidheoAct and these
rules, the State Licensing Authority or the Centrensing Authority, as the case may be, shatkrafiving the
licencee an opportunity to show cause as to whip ancorder should not be passed, shall by an amtbfor reasons
to be recorded in writing, suspend it for such @etias it considers necessary either wholly or épeet of any of the
medical device or cancel the licence or loan lieenc

(2) A licencee whose licence or loan licence hanbsispended or cancelled by the State Licensitigofity or the
Central Licensing Authority, as the case may belearsub-rule (1), may within forty-five days of theceipt of a
copy of the order by such authority, prefer an appethe State Government or the Central Govertnnaathe case
may be, and the State Government or the Centraéf@owent, shall after giving the licencee an oppotyuof being
heard, confirm, reverse or modify such order.
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(3) The State Licensing Authority or the Centratdnsing Authority, as the case may be, may revokpension
order issued under sub-rule (2) for reasons teberded in writing.

(4) Orders of suspension issued or revoked; orektion of licence shall be duly published on d@ncernec
websites of the State Licensing Authority or thentta Licensing Authority, as the case may be.

31. Test licence to manufacture for test, evaluation,limical investigations, etc.,—1) Small quantity of Class A or
Class B or Class C or Class D of medical deviceg meamanufactured for the purpose of clinical inigegions, test,
evaluation, examination, demonstration or trainfagwhich an application shall be made in Form MDP+b the
Central Licensing Authority and shall be accompdnidéth a fee as specified in the Second Schedule.

(2) The application made under sub-rule (1) sHath &e accompanied with the following documentsnelg:—

(a) brief description of the medical device inchgliintended use, material of construction, desigd an
undertaking stating that the required facilitiesliing equipment, instruments, and personnel leesn provided to
manufacture such medical devices;

(b) list of equipment, instruments;

(c) list of qualified personnel,

(d) copy of manufacturing licence issued underetretes, if any;

(e) approval letter authorising to undertake regdeaand development activities issued by any Goverim
organisation, if any.

(3) The Central Licensing Authority, after enquiifyany, as may be considered necessary, on betigfisd that the

requirements of these rules have been complied| ghent a test licence in Form MD-13, or may réjélce

application for reasons to be recorded in writwghin a period of thirty days from the date thepligation is made
under sub-rule (1).

(4) The licencee shl maintain a record of the details of quantityleé product manufactured under test lice

(5) A licence granted under sub-rule (3) shall,egalcancelled earlier, remain in force for a pedbthree years
from the date of its issuance.

32. Conditions of test licence to manufacture for testevaluation, clinical investigations, etc.,—A licence in
Form MD-13 under rule 31 shall be subject to tHfaing conditions, namely-—

(a) the licencee shall use the medical device nzamtwfed under licence granted under sub-rule (3jule 31
exclusively for the purpose of clinical investigats, test, evaluation, examination, demonstratiotraining at the
place specified in the licence;

(b) the licencee shall allow any Medical Device i€Hf to enter, with or without notice, the premiselsere the
medical device are manufactured and to satisfy élintisat only clinical investigations, test, evaioa, examination,
demonstration or training is being conducted orhgigvice;

(c) the licencee shall maintain a record of thengjtya of medical device manufactured, tested amdkstd and its
disposition.

33. Cancellation of test licence to manufacture for &, evaluation, clinical investigations, etc.,—1) Where
any licencee under rule 31 contravenes any pravisfothese rules, the Central Licensing Authorgtiall, issue a
show cause notice to such licencee asking, as yoawtorder should not be made to cancel the licence

(2) The Central Licensing Authority shall, afterigig an opportunity to the licencee to explain irtiwg licencee’s
defence, pass an order for cancellation or otheraisl record the reasons therefor in the said order

(3) A licencee, whose licence has been cancelleg, appeal to the Central Government within fortsefdays from
the date of the order.

CHAPTER V
IMPORT OF MEDICAL DEVICES

34. Application for grant of import licence.— (1) An authorised agent having licence to manuf&cfor sale or
distribution or wholesale licence for sale or digition under these rules, shall make an applinatay grant of
import licence for medical device to the Centratdrising Authority through an identified online @orof the
Ministry of Health and Family Welfare in the Cemt@overnment in Form MD-14 for obtaining a licence.
(2) The application under sub-rule (1) shall beoagganied with the fee as specified in the Secorte@de along
with respective documents as specified in the Fo8chedule:

Provided that any change in tlewinents submitted at the time of application aridrpgo grant of
licence shall be informed, in writing, to the Ceatricensing Authority.
(3) Where the Central Licensing Authority, has mmado believe that the quality of the medical devis
compromised, and decides to subject it to evaloatest or examination, the authorised agent glaglla fee for such
evaluation, test or examination, to the testingtatory as specified by the Central Licensing Auitlyo
(4) Any subsequent application 1-

(i) grant of licence for additional manufacturirigegor the same medical device by the same awgbdragent
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shall be accompanied with a fee and documentsfaged in sub-rule (2);

(ii) licence for additional medical device manufaetd at the same manufacturing site shall be mgdbebsame
authorised agent accompanied with fee as spedifietthe Second Schedule and respective documents as
specified in the Fourth Schedule.

35. Inspection of overseas manufacturing sit— (1) On receipt of an application under sub-ruledfirule 34, the
Central Licensing Authority, may cause an inspecib the overseas manufacturing site either byfitseby any
other person or body to whom the power has beergdetdd for the purpose.

(2) The applicant shall be liable to pay a feepecHied under the Second Scheduleespect of expenditure required
in connection with the visit to the overseas maaiufiéng site under sub-rule (1).

36. Grant of import licence.— (1) After examination of documents furnished wtitle application under sub-rule
(1) of rule 34 and on the basis of the inspectigport, if inspection has been carried out, the @érticensing
Authority may, on being satisfied, grant licenceFHorm MD-15 or, may reject such application for efhireasons
shall be recorded in writing, within a period oh@imonths from the date of application.

(2) In the event of rejection, the applicant mapesd to the Central Government within a period atyf five days
and that Government, may, after such enquiry inéorhatter, as considered necessary, pass orderigiion thereto
within a period of ninety days from the date of eplp

(3) Where, a free sale certificate has already liemred in respect of any med device by the national regulatc
authority or other competent authority of any o ttountries namely, Australia, Canada, Japan, Earopnion
Countries, or the United States of America, a leeshall be granted under sub-rule (1) to the eppti without
carrying out clinical investigation.

(4) Where a medical device is imported from cowastidther than those referred to in-rule (3), the licence in ca
of Class C and Class D medical devices may be egaafter its safety and effectiveness has beeblestad through
clinical investigation in India as specified ungeovisions of Chapter VII of these rules.

(5) Where a medical device, is imported from caestother than those referred to in sub-rule (8,licence in case
of Class A or Class B medical devices may be gdhafter its safety and performance has been estealithrough
published safety and performance data or througtical investigation in the country of origin andfiee sale
certificate from the country of origin is furnished

(6) In case of investigational medical device awvne vitro diagnostic medical device, the applicant shalawbprior
permission in Form MD-27 or in Form MD-29 from tkeentral Licensing Authority and no licence to impany
class of such medical device shall be granted witkach permission.

37. Validity of licence.— A licence granted under sub-rule (1) of rule 36listeemain valid in perpetuity, unless, it
has been cancelled or surrendered, provided theidsted agent deposits the licence retention féb thie Central
Licensing Authority as specified in the Second $eftefor each overseas manufacturing site and for éeehced
medical device after completion of every five yefaosn the date of its issue:

Provided that the Central LideagsAuthority may permit to deposit the licenceergton fee after due
date but before expiry of ninety days with a lae €alculated at the rate of two per cent. per erans

Provided further that if theditee fails to deposit the licence retention fethiwithe above stipulated
period, the licence shall be deemed to have bemcetiad.

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

(i) licence shall be produced when requested byMeelical Device Officer or any other senior officender the
control of Central Licensing Authority or the Stafieensing Authority, as the case may be;

(ii) the licencee shall inform the licensing autbyforthwith and, in all circumstances, within arpd of fifteen days
of any administrative action taken on account of amlverse reaction, such as market withdrawal, latony
restrictions, cancellation of authorisation or deation of the medical device as not of standamislity by the
regulatory authority of the country of origin or byy regulatory authority of any other country, vehéhe medical
device is marketed, sold or distributed,;

(i) authorised agent in cases referred in claifeshall stop immediately the despatch and migmgeof the medical
device referred in that clause;

(iv) the Central Licensing Authority, after due stgteration of the information as referred in cla(ife may issue
directions to the licencee in respect of marketsaje or distribution of the medical device inchgliwithdrawal of
medical device from the Indian market within a pdras may be specified by the Central Licensinghéuity;

(v) the authorised agent shall obtain prior apprénan the Central Licensing Authority before angjor change, as
specified in the Sixth Schedules carried out and the Central Licensing Authostyall indicate its approval or
rejection within sixty days;

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

(vii) licencee shall inform, any minor change agdfied in the Sixth Schedule to the Central LigegsAuthority
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within a period of thirty days, after such minoraclge took place;
(viii) authorised agent shall inform the Centratémsing Authority in writing within a period of tty days in the
event of any change in the constitution of the sgas manufacturer or the authorised agent;
(ix) the consignment of medical device shall beoagganied by an invoice or statement showing theenamd
guantity of the medical device;
(x) the licencee shall supply the medical device dale or offer it for sale along with its packagsert or user
manual, wherever applicable.
(2) Where the Central Licensing Authority is saéidfthat any medical device is not in conformityhwihe provision:
of the Act and these rules, it may issue directitizd the entire batch of such medical device matybe sold or
offered for sale or may be recalled from the mankeluding hospitals, if any, where it has beerckaal:

Provided that where the Central hgiag Authority considers it necessary or expediemre than one
batch or all batches of such medical device magiiteeted to be recalled.

39. Fresh application in case of change in constitution— In case of change in constitution of a licencetgraf
grant of licence under sub-rule (1) of rule 36,a@plication shall be made under sub-rule (1) of 84 for grant of
licence within a period of one hundred and eigtgysdfrom the date of such change in constitution:

Provided that the existing licencellsha deemed to be valid till such time, the fréiglence is issued or
application is rejected by the Central Licensinghfuity.
Explanation.- For the purpose of this rule, the licencee shalluide overseas manufacturer who executed the power
of attorney in favour of authorised agent.

40. Test licence for import for test, evaluation, clin¢al investigations, etc.—(1) Notwithstanding anything
contained in these rules, any medical deviceeitro diagnostic medical device may be imported forghepose of
clinical investigations or test or evaluation ondmstration or training.

(2) The person who desires to import medical devieder sub-rule (1), shall apply for an import fice for test,
evaluation or demonstration or training to the @ariticensing Authority in Form MD-16, accompaniled such fee
as specified in the Second Schedule

(3) On receipt of the application under sub-rulg {Be Central Licensing Authority shall determitiee quantity of
the medical devices, after taking into account tleguirement for clinical investigation, approvednidal
investigation plan, and information and documentmstted by the applicant.

41. Grant of test licence for import for test, evaluaton, clinical investigations, etc.—1) If the Central Licensing
Authority, after such enquiry, if any, is satisfiftat the requirements of these rules have beerplamn the said
authority shall grant a test licence in Form MD-&7 may reject the application for reasons to lwemded in writing,

within a period of thirty days from the date thekgation under sub-rule (2) of rule 40.

(2) The medical device for which a test licence basn granted under <rule (1), shall be used exclusively 1

purposes of clinical investigation, test, evaluatidemonstration or training, as the case may he,sach clinical

investigations or test or evaluation or traininggalsbe conducted at a place specified in sucHitesice:

Provided tiatases where the medical device is required taken to any place other than
the ones mentioned in the test licence, the Cehitahsing Authority shall be informed in writingfore doing so.
(3) The holder of the test licence shall maintagtord of the activities undertaken including themeaof
manufacturer, quantity imported and date of import.

(4) The consignment of medical device shall be aggmied by an invoice or statement showing the nand
quantity of medical device.

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

(6) The medical devices includirin vitro diagnostic medical device referred to in -rule (2) that are not used, m
be permitted to be exported or destroyed undemattbn to the Central Licensing Authority.

(7) Where any licencee under sub-rule (1) contraseany provision of these rules, the Central Lizensuthority,
shall, issue a show cause notice to such licerslde@ as to why an order should not be made toelahe licence.
(8) The Central Licensing Authority shall after igig an opportunity to the licencee to explain, intiwg, licencee’s
defence, pass an order for cancellation or otheransl record the reasons therefor in the said order

(9) A licencee, whose licence has been cancelleigrusub-rule (8), may appeal to the Central Goventrwithin
forty five days from the date of such order.

42. Import of investigational medical device by Governnent hospital or statutory medical institution for
treatment of patient.— (1) Small quantity of investigational medical dsyjithe import of which is not allowed, but
approved in the country of origin, may be allowede imported by the Central Licensing Authority fieatment of
a patient suffering from a life threatening diseaseéisease causing serious permanent disabilitlisease requiring
therapy for unmet medical need, on an applicatiaderby a Medical Officer through the medical sugerident of a
Government hospital or a statutory medical ingbtuin Form MD-18 and such application shall beawpanied by
documents required and the fee as specified iSé&wend Schedule.
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(2) On receipt of an application under sub-rule (¢ Central Licensing Authority shall, on beiragisfied about the
information and the documents enclosed with thdiegon, grant import licence for treatment of ipat in Form
MD-19.

(3) The medical device for which the licence isngea under st-rule (2), shall, be ustexclusively for the purpos
of treatment of the patient referred to in sub-(dle

(4) The holder of licence shall maintain recordhe name of the manufacturer, quantity imported @set, date of
import, name and address of the patient and diagnos

(5) The holder of the licence shall allow the matlidevice officer authorised by the Central LicagsAuthority in
this behalf to enter, with or without prior notidbe premises where the medical devices are stoghddo inspect
the premises and relevant records and investipatenainner in which the medical device is being @setito take, if
required, samples thereof.

(6) The quantity considered necessary shall berm@ied by the Central Licensing Authority after itak into
account the recommendation of the hospital concefoe treatment of patient suffering from a liferéhtening
disease or disease causing serious permanentlifisabdisease requiring therapy for unmet meditadd.

(7) Where the Central Licensing Authority isisfied, it may, in exceptional and special circuamstes, allow impor
of larger quantity of medical devices for use by gatient.

(8) The consignment of medical device shall be aggamied by an invoice or a statement showing theenand
guantity of medical device.

43. Import of medical device for personal use.-1) Small quantity of medical device, the importwehich is
otherwise prohibited under section 10 of the Actynbe imported for personal use subject to theoatig
conditions, namely,-
(i) the medical device shall form part of a persobagjgage of a passenger and be intended for thestxeluse o
such passenger;
(ii) the medical device shall be declared as pexkbaggage of the passenger to the customs auglspiit they so
direct;
(iii) the quantity of any single medical device isgported shall not exceed the quantity specifiedh®y registered
medical practitioner;
(iv) the medical device has been prescribed bygmstered medical practitioner; and
(v) the medical device so imported shall be accarigghwith an invoice or a statement showing the enamd
quantity of medical device.
(2) Small quantity of medical device, the importvafich is otherwise prohibited under section 1Ghaf Act, anc
which is not forming a part of bona fide persorafifpage, may be imported for personal use, on aicafpn made
by the applicant in Form MD-20 and such applicagball be accompanied by documents confirmingtti&tdevice
is for bona fide personal use and a prescription to that effec bggistered medical practitioner.
(3) On receipt of an application under -rule (2), the Central Licensing Authority shall, being satisfied about tt
information and the documents enclosed with thdiegtpon, grant permission in Form MD-21 or mayedj the
application for reasons to be recorded in writirithim a period of seven days from the date of aapion under sub-
rule (2).
(4) Medical devices as referred to in -rule (2) shall be subject to the following conditsp namely-
(i) the medical device shall be declared to the Custaatisorities if they so direct;
(i) the consignment of the medical device so importeall be accompanied with an invoice or statement
showing the name and quantity of medical device.

CHAPTER VI
L ABELLING OF MEDICAL DEVICES

44, Labelling of medical devices—The following particulars shall be printed in inidd¢ ink on the label, on th
shelf pack of the medical device or on the outeec®f the medical device and on every outer coxgeim which the
medical device is packed, namely,-
(a) name of the medical device;
(b) the details necessary for the user to idemtiéydevice and its use;
(c) the name of manufacturer and address of manufag premises where the device has been manuéat;tu
(d) the correct statement about the net quantitgrims of weight, measure, volume, number of uagsthe case may
be, and the number of the devices contained ipalsgage expressed in metric system;
(e) the month and year of manufacture and expltgrzately the label shall bear the shelf life foé product):
Provided that in case of sterile devjdbe date of sterilization may be given as détmanufacture of the
device:
Provided further that where the devicenade up of stable materials such as stainteg$ ar titanium, and
supplied non-sterile or in case of medical equipm@ninstruments or apparatus, the date of expiay mot be
necessary.
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Explanation.- For the purposes of this clause, the date ofrgxgiall be in terms of the month and the year iand
shall mean that the medical device is recommenillethe last day of the month and the date of exmihall be
preceded by the words “Expiry date” or “Shelf Life”

(f) to provide, wherever required, an indicatioattthe device contains medicinal or biological sabse;

(9) to provide, a distinctive batch number or latmber preceded by the word “Lot No.” or “Lot” or &Bh No.” or
“B. No.”;

(h) to indicate, wherever required, any specialagie or handling conditions applicable to the deyvic

(i) to indicate, if the device is supplied as aieroduct, its sterile state and the sterilisatinethod;

(j) to give, if considered relevant, warnings oegautions to draw the attention of the user of cadievice;

(k) to label the device appropriately, if the devis intended for single use;

() to overprint on the label of the device, therd®“Physician’s Sample—Not to be sold”, if a medidevice is
intended for distribution to the medical professibas a free sample;

(m) to provide, except for imported devices, thenaofacturing licence number by preceding the words
“Manufacturing Licence Number” or “Mfg. Lic. No."rdM. L”;

(n) to provide on the label, in case of importedides, by way of stickering, where such details ok already
printed, the import licence number, name and addoéshe importer, address of the actual manufagypremises
and the date of manufacture:

Provided that the label may bear lsyis recognised by the Bureau of Indian Standardsiternational
Organisation for Standardisation (ISO) lieu of the text and the device safety is not comprethiby a lack of
understanding on the part of the user, in casendgening of the symbol is not obvious to the deuser;

(o) in case of small sized medical devices on twhitformation cannot be printed legibly, shall indé the
information necessary for product identificatiordesafety such amformation covered by clauses (a), (b), (c), (d),
(e), (9), (k), and (m) shall be included.

45. Exemption of labelling requirements for export ofmedical devices— The labels on packages or container
of devices for export shall be adopted to meestiezific requirements of law of the country to whtbe device is to
be exported, but the following particulars shalbear in a conspicuous manner on the label of therimost pack or
shelf pack of the medical device in which the dev& packed and every other outer covering in wttiehcontainer
is packed:-

(a) name of the device;

(b) the distinctive batch number or lot number eriegd number preceded by the word “Lot No.” or “Lor “Batch
No.” or “B. No.” or “Serial No.”™;

(c) date of expiry, if any;

(d) the name and address of manufacturer and addfestual premises where the device has beenfawnored,;

(e) licence number preceded by letters “Licencedd.ic. No.”;

(f) internationally recognised symbalslieu of text, wherever required:

Provided that where a device is regfliiby the consignee not to be labeled with the nanteaddress of
manufacturer, the label on the package or contaihall bear a code number as approved by the Ceridensing
Authority and the code number shall bear the nafrteeoState or Union territory, in abbreviation|léaved by the
word “Device” and “manufacturing licence number”:

Provided further that where a devieeequired by the consignee not to be labeled wWithcode number
also, the label on the packages or container &gt a special code number, as requested by ttegoee, and
approved by the Central Licensing Authority.

46. Unique device identification of the medical device— With effect from ' day of January, 2022, a medical
device, approved for manufacture for sale or distion or import, shall bear unique device idensfion which shall
contain device identifier and production identifier

Explanation.— For the purposes of this rule,-

(i) “device identifier” means a global trade itemnnber;.

(ii) “production identifier” means a serial numbdot or batch number, software as a medical devieesion,
manufacturing and or expiration date.

47. Shelf life of medical devices.—The shelf life of the medical devices, shall beed®ined keeping in view the
technical parameters and shall ordinarily not edcgigty months from the date of manufacture to dekoned from

month to month (i.e. January to January), excepases where satisfactory evidence is producetidynanufacturer
to justify a shelf life of more than sixty monthfseodevice to the satisfaction of the Central Liieg Authority:

Provided that any medical device, whtngal shelf life claim is less than ninety daysals not be allowed to
be imported by the licensing authority if it hasdehan forty per cent. residual shelf-life ondlage of import:

Provided further that any medical device, whosaltehelf life claim is between ninety days and gear,
shall not be allowed to be imported by the licegsanthority if it has less than fifty per cent.idesl shelf-life on the
date of import:
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Provided also that any medical devicbose total shelf life claim is more than one ysagll not be allowed
to be imported by the licensing authority if it Hass than sixty per cent. residual shié#-on the date of import.

48. Labelling medical device or a newin vitro diagnostic medical device for purpose of test, elmtion,
clinical investigations, etc.,—Any medical device or newn vitro diagnostic medical device imported or
manufactured, for the purpose of clinical invediga or clinical performance evaluation, test, ewion,
demonstration and training, shall be kept in comes bearing labels, indicating the name of thedyeb or code
number, batch or lot number, serial number wheremplicable, date of manufacture, use before dsttgage
conditions, name and address of the manufactundrttee purpose for which it has been wufacturec

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 clinicaéstigation in respect of
investigational medical device in human particigaexcept in accordance with these rules and inrdaoce with the
permission granted by the Central Licensing Auttyc

50. Application of rule 122DD of Drugs and Cosmetics Rlies, 1945 with regard to Ethics Committee.—
(1) The Ethics Committee constituted under ruledR2f the Drugs and Cosmetics Rules, 1945 shafoper the
functions and duties under these rules and shalebened to be constituted under these rules.

(2) The provisions of Ethics Committee providedrife 122DD of the Drugs and Cosmetics Rules, 19#il,s
except where specifically provided under thesesiube applicablenutatis mutandis, for the purpose of clinical
investigation and clinical performance evaluatioder tlis Chaptel

51. Application for grant of permission to conduct clinical investigation.—{1) An application for grant of
permission to conduct clinical investigation fovéstigational medical device shall be made to taet@l Licensing
Authority in Form ME-22 by a sponsor and shall be accompanied withnmdidon specified in the Seventh Schedu
(2) An application for grant of permission to contju
(a) a pilot clinical investigation on an investigaial medical device as referred to in sub-rule il be
accompanied with a fee as specified in the Secaetdile along with information as specified in the
Seventh Schedule.
Explanation.— For the purposes of these rules, the pilot clinivgestigation means clinical investigation
to be carried out for the first time in human pap@nts;
(b) a pivotal clinical investigation on an investipnal medical device shall be made on the bakidata
emerging from pilot clinical investigation, accomjd with a fee as specified in the ond Scheduls
Provided that no fee shall be payable by any intstjitorganisation, hospital run or funded by the
Central Government or the State Government, asabe may be, for conduct of clinical investigat
(3) No permission for conduct of academic clinistaidy on licenced medical device shall be requindtere,-
(@) the Ethics Committee approves such a study; and
(b) the data generated during the study shall mouged to furnish to the Central Licensing Authotib
manufacture or to impt for marketing any investigational medical deviicéhe country
(4) The Central Licensing Authority may, in pubiiterest, abbreviate, defer, or waive the requirgnoéanimal data
or clinical data for conducting clinical investigat for reasons to be recorded in writing beforanging permission
to conduct clinical investigatiol
(5) Medical devices requiring clinical investigatibut claiming substantial equivalence to a pradicavice shall not
be marketed unless the Central Licensing .ority has approved
Explanation 1.- For the purposes of this sub-rule, a devicelsbal deemed to be substantially equivalent in
comparison to a predicate device, if it has.
(i) the same intended use and technological charaatsyisr
(i) same intended use and different technological chaniatics, and demonstrate that the device isafesand
effective as the predicate device.
Explanation 2.- A claim of substantial equivalence does not mie the proposed medical device and predicate
device are identical. Substantial equivalence d@kstablished with respect to intended use, desitergy used or
delivered, materials, chemical composition, manufidicg process, performance, safety, effectivenéaseling,
biocompatibility, standards, and er characteristics, as applica

52. Permission to conduct clinical investigation.—Fhe Central Licensing Authority, after such furtlemquiry, if
any, as considered necessary, may,-
(i) if satisfied, that the requirements of theskesthave been complied with, grant permission tadoot clinical
investigation for an investigational medical devicé-orm MD-23;
(i) if not satisfied with the requirements as reéel to in sub-clause (i), reject the applicatiton, reasons to be
recorded in writing,
within a period of ninety days, from the date of laggtion made under s-rule (1) of rule 51
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53. Conditions for permission.—After grant of permission referred to in rule 52e following conditions shall be
complied with by the applicant, name—
(i) clinical investigation shall be initiated after appal of clinical investigation plan by the registd Ethics
Committee
(ii) clinical investigation shall be conducted in acemrce with the approved clinical investigation pl&wnod
Clinical Practices Guidelines issued by the Ceribralgs Standard Control Organisation and provisiohthe
Seventh Schedu
(iii) clinical investigation shall be registered withe tielinical Trial Registry of India before enrollinge first
participant for such clinical inwstigation
(iv) annual status report of each clinical investigatias to whether it is ongoing, completed or teatgd, shall be
submitted to the Central Licensing Authority by thponsor, and, in case of termination of any dihic
investigation, the detailed reasons for the samaél bb communicated to the Central Licensing Autigarithin
thirty days of such terminatic
(v) information about any report of suspected unexpecierious adverse event occurring during clinical
investigation on the subject shall, after due asialybe submitted by the sponsor to the Centraérisig
Authority within fourteen days of the knowledge itsf occurrence as specified in the Seventh Scheatudein
compliance with the procedure specified in thedes
(vi) in case of an injury or death during clinical intrgation of a subject of a clinical investigatidhge applicant
shall provide complete medical management or cosgtén in accordance with these ru
(vii) the premises of the sponsor including their emgdsy subsidiaries and branches, their agents,actorts and
sub-contractors and clinical investigation siteallsbe open for inspection by officers of the Cahtricensing
Authority who may be accompanied by officers of Sitate Licensing Authority or outside experts, oify
compliance of the requirements of these rules dadact of clinical investigatio
(viii)  the clinical investigation shall be initiated byrelfing first participant within a period of one aiefrom the date
of grant of permission, failing which prior permims from the Central Licensing Authority shall beguired to
initiate clinical investigatior
(ix) the Central Licensing Authority may impose or exempy condition while granting permission in redpet
specific clinical investigations, if considered assary, regarding the objective, design, subjegulation,
subject eligibility, assessment, conduct and treatrof clinical investigatiol

54. Suspension, cancellation, etc. of permission.) If any person to whom permission has been gchnohder
rule 52 fails to comply with any of the conditioopermission or any of the provisions of the Actleese rules, the
Central Licensing Authority mays

(a) issue warning letter giving details of deficienowhd; or

(b) debar the investigator or sponsor including theiplyees, subsidiaries and branches, their agents,

contractors and sub-contractors to conduct anycalitnvestigation for such period as it thinks &t

(c) suspend the permission for such period as it thiihks cancel ither wholly or partly the permissic
(2) Any person who is aggrieved by the order passetér sub-rule (1), may file an appeal withintthdays of the
receipt of such order before the Central Governmehich may, after such enquiry and after givingoguportunity
of being heard to the appellant, dispose of theabwithin a period of sixty day

55. Medical management and compensation related to clical investigation.—(1) Where any participant is
injured on account of participation in clinical gstigation, the sponsor permitted under rule 521 havide
medical management to that particip

(2) Where an injury is caused to the participan& idlinical investigation of any investigational dial device and

such injury is attributable to the use of invediiggal medical device, the sponsor permitted undés 52 shall

provide to that participant, medical management anch compensation in the manner as specified under

122DAB of theDrugs and Cosmetics Rules, 19

(3) Where death of a participant is related toictihinvestigation and is attributable to the u$@m investigational

medical device, the sponsor, permitted under rilesball provide to the legal heir of that participasuch

compensation, in such mannerspecifiedunder rule 122DAB of thDrugs and Cosmetics Rules, 1¢

56.Powers of search and seizure, etc.Fhe Medical Devices Officer may enter any premissated to clinical

investigation or clinical performance evaluationithwor without an expert, with prior approval ofetiCentral

Licensing Authority, with or without prior noticéo inspect the facilities, search and seize, recdath, documents,
books, and medical devices including investigationadical devices or nein vitro diagnosticmedical device

57.Maintenance of record.—Every person, sponsor, clinical research orgamisatany other organisation or
investigator conducting a clinical investigation s agent holding a permission under this Chagltatl maintain
such data, record, registers and other documentsgeriod of seven years after completion of snehstigation and
shall furnish such information as may be requirgdhe Central Licensing Authority or any other oéfi authorised
by it in this behalf under le 56
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58.Disclosure of name, address, etc., of persons invell in clinical investigation or clinical performance
evaluation.—Every person, sponsor, clinical research orgamisatiny other organisation or investigator conahggti
a clinical investigation or clinical performanceatyation or any agent authorised by any of thesithe case may be,
shall, if so required, disclose to the Medical evDfficer or any other officer authorised by then@al Licensing
Authority, the names, addresses and other partgofgpersons involved in clinical investigation.

59. Permission to conduct clinical performance evaluatin for new in vitro diagnostic medical device.—1) No
person or sponsor shall conduct any clinical penéorce evaluation in respect of a newitro diagnostic medical
device on any specimen, including blood or tisseved from human body except under, and in accaelavith,
the permission granted by the Central LicensinghAtity subject to such conditions and in such famd manner as
specified in these rules.

(2) An application for grant of permission to confuclinical performance evaluation of néw vitro diagnostic
medical device shall be made to the Central Licendhuthority in Form MD-24 by the sponsor and sHadl
accompanied with a fee as specified in the Secatgdile along with information specified in suber8) duly
signed by the sponsor in India:

Provided that no fee shall be required to be pgithk institutes, organisation, hospitals, run ey €Central
Government or the State Government, involved indceh of clinical performance evaluation of neéw vitro
diagnostic medical devices.

(3) The information required under sub-rule (2)lstantain the following, namely,-

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

(ii) source and quantity of samples which shalubed during evaluation;

(iii) device description including specification afaw material and finished product, data allowing
identification of the device in question, propogestruction for use, labels and regulatory statusther
countries, if any;

(iv) in house performance evaluation data usedtabdish stability, specificity, sensitivity, regahility and
reproducibility;
(v) clinical performance evaluation plan statingparticular the purpose, scientific, technical cedical

grounds and scope of evaluation;

(vi) Case Report Form as specified in Table 6 ef$Seventh Schedule;

(vii) undertaking by investigators as specified’able 9 of the Seventh Schedule;

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

(ix) the scheduled duration for evaluation and;ase of devices for self-testing, the locatiod anmber of
lay persons involved;

x) an undertaking that the device in question oonk to the requirements of these rules, apart from
aspects covered by evaluation and apart from tkpseifically itemised in the undertaking, and that
every precaution has been taken to protect thethaatl safety of the patient, user and other psrson

(xi) performance evaluation report from a laboratdesignated under sub-rule (1) of rule 19.

(4) The Central Licensing Authority may, in publicterest, abbreviate, defer, or waive the requiremeof
conducting clinical performance evaluation for mesto be recorded in writing for grant of permossto conduct
clinical performance evaluation.

(5) If the Central Licensing Authority, after suftirther enquiry, if any, as may be considered resgs is satisfied
that the requirements of these rules have been l@anpnay grant permission to conduct clinical pemfance
evaluation for a newin vitro diagnostic medical device in Form MD-25 or mayeaogjthe application, for reasons to
be recorded in writing, within a period of ninetsryd from the date of application.

60. Conditions for permission to conduct of clinical peformance evaluation.— After grant of permission
referred to in sub-rule (5) of rule 59, the follaygiconditions shall be complied with by the apguic—

(i) clinical performance evaluation shall be conedcin accordance with the approved clinical penfance
evaluation plan and Good Clinical Practices Guidkdj

(ii) clinical performance evaluation shall be iaitd after approval of clinical investigation play the registered
Ethics Committee;
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(iii) clinical performance evaluation shall be retgred with the Clinical Trial Registry of Indiafbee enrolling the
first participant for such clinical performance kaion;

(iv) annual status report of each clinical perfoncgevaluation, as to whether it is ongoing, cotepl®r terminated,
shall be submitted to the Central Licensing Auttyoliy the sponsor, and in case of termination of elnical
performance evaluation, the detailed reasons fis#ime shall be communicated to the Central Lingn&uthority
within thirty days othe date of terminatio

(v) the laboratories or other institutions takirgrtpin the evaluation study or the sponsor inclgdimeir employees,
subsidiaries and branches, their agents, conteeatwl sub-contractors, and clinical investigatitessshall be open
for inspection by officers of the Central LicensiAgthority authorised in this behalf who may be @opanied by
officers of State Licensing Authority or outsidepexts under these rules to verify compliance ofrtétpiirements of
these rules for conduct of clinical performanceleathon;

(vi) the clinical performance evaluation shall bétiated within a period of one year from the dafegrant of
permission, failing which prior permission from tentral Licensing Authority shall be required titiate such
clinical performance evaluatic

(vii) the Central Licensing Authority may impose exempt any condition while granting permissiorréspect of
specific clinical performance evaluation, if coresield necessary, regarding the objective, desidijesupopulation,
subject eligibility, assessment, conduct and treatrof clinical performance evaluation.

61. Suspension or cancellation of permission.{%) If any person to whom permission has been grhohder sub-
rule (5) of rule 59 fails to comply with any of tle®nditions of permission, the Central Licensingtfauity may,
suspend the permission for such period as it thihks cancel either wholly or partl

(2) Any person who is aggrieved by the order passetér sub-rule (1), may file an appeal withintthilays before
the Central Government, which may, after such ayqand after giving an opportunity of being heacodthe
appellant, dispose of the appeal within a periosixtfy days.

62. Medical management.—Where any participant is injured on account of participation in the clinical
performance evaluation, the sponsor permitted usdlesrule (5) of rule 59 shall provide medical ngeraent to that
participant

CHAPTER VIII
IMPORT OR MANUFACTURE MEDICAL DEVICE WHICH DOES NOT  HAVE PREDICATE DEVICE

63. Permission to import or manufacture medical devicavhich does not have its predicate device.{}) Save as
otherwise provided in these rules, for import omofacture of medical device which does not haveipegde medical
device, an application for grant of permission $ach medical device after completion of its clihicevestigation
under Chapter VIl shall be made to the Central hédeg Authority in Form MD-26 either by an authedsagent in
case of import or a manufacturer, as the case mawlhich shall be accompanied with fee as specifigie Second
Schedule along with information specified in P&ftof the Fourth Schedul

Provided that the medical deviwhich does not have predicate medical devicecatdd in life
threatening, serious diseases or diseases of bpe@aance to the Indian health scenario, nati@rakrgencies,
extreme urgency, epidemic and medical devices @telit for conditions, diseases for which there ishevapy, the
animal data or clinical data requirements mayabbreviated, deferred or omitted, as deemed apptepby the
Central Licensing Authority:

Provided further that in respefinvestigational medical device of Class A, damaclinical investigation
may not be required, except in cases, where dapgrmeh the nature of the medical device, the CémhfiGensing
Authority, for reason to be recorded in writingneaers such data necessary:

Provided also that subjecbtizer provisions of these rules, in case of medieaice of which drugs are
also a part, the submission of requirements rejaiinanimal toxicology, reproduction studies, tegeic studies,
perinatal studies, mutagenicity and carcinogenicityy be relaxed in case of drugs already appromddraarketed in
India and supported by adequate published evidegarding safety of the drug.

Provided also that, the results of clinizalestigation may not be required to be submittéetre the
investigational medical device is approved by thgutatory authorities of either the United Kingdomthe United
States of America or Australia or Canada or Japahtlae said device has been marketed for at leasyears in that
country and the Central Licencing Authority is sBéid with the data of safety, performance and plaaovigilance
of the device, and,-

(a) there is no evidence or theoretical possyildn the basis of existing knowledge, of any défee in the
behavior and performance in Indian population;

(b) the applicant has given an undertaking in imgitto conduct post marketing clinical investigatiwith the
objective of safety and performance of such ingastbnal medical device as per protocol approvedhsy
Central Licensing Authorit'
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(2) The Central Licensing Authority, after beindisied with the information furnished along witp@ication under
sub-rule (1), may grant permission to import or ofanture medical device which does not have preéeliozedical
device in Form MD-27, or may reject the applicatfon reasons to be recorded in writing, within aipe of one
hundred and twenty days or such extended periodexceeding a further period of thirty days, frone tdate of
application:

Provided that the Central Licegshuthority shall, where the information is inadatgiwith regard to the
requirements as referred to in sub-rule (1), intérthe applicant in writing within the said periddr reasons to be
recorded in writing, the conditions which shalldaisfied before considering the permission:

Provided further that if the applitghas not furnished the required information saugj the Central

Licensing Authority within ninety days from the dabf intimation and the said Authority is satisfiguht the
information sought was possible to be furnishedinithe said period, it may reject the applicationreasons to be
recorded in writing.
(3) If the applicant does not receive permissioif tne application is rejected within the spedifiperiod as referred
to in sub-rule (2), the applicant may appeal toGeatral Government and that Government may, afteh enquiry,
as it considers necessary, pass such orders tiorethereto as it thinks fit within a period oksi days from the date
of appeal.

64. Permission to import or manufacture newin vitro diagnostic medical device—(1) An application for grant of
permission to import or manufacture a newitro diagnostic medical device may be made to the @khicensing
Authority in Form MD-28 either by an authorised agi case of import or a manufacturer himselffrescase may
be, and shall be accompanied with fee as spedifi¢de Second Schedule along with information dpetin Part
IV of the Fourth Schedule:

Provided that the nein vitro diagnostic medical device used for diagnosis & ttireatening, seriot
diseases or diseases of special relevance to tfianirhealth scenario, national emergencies, extrargency,
epidemic and diagnostic medical devices used fagrisis of conditions, diseases for which theneoigliagnostic
medical device available in the country, the clhidata requirements may be abbreviated, defemreanitted, as
deemed appropriate by the Central Licensing Autjrori

Provided further that for nénwitro diagnostic medical device classified under Classladta on clinical
performance evaluation may not be necessary, excatses, where the Central Licensing Authority,reasons to
be recorded in writing, considers it necessary ddjpg on the nature of the medical device.

(2) The Central Licensing Authority, may, afterfgisatisfied with the information furnished alonghnapplication
under sub-rule (1), grant permission to import @nerfacture nevin vitro diagnostic medical device in Form MD-29
or may reject the application, for reasons to lmomded in writing, within a period of ninety days such extended
period, not exceeding a further period of thirtyslarom the date of application:

Provided that the Central LicegsAuthority shall, where the information is inadatg with regard to the
requirements as referred to in sub-rule (1), intérthe applicant in writing within the said periddr reasons to be
recorded in writing, the conditions which shalldzisfied before considering permission:

Provided further that if the dppht has not furnished the required informationgét by the Central
Licensing Authority within ninety days from the dabf intimation and the said Authority is satisfiduht the
information sought was possible to be furnishedinithe said period, it may reject the applicationreasons to be
recorded in writing.

65. Condition of permission to import or manufacture melical device which does not have its predicate dexd
and newin vitro diagnostic medical device.-A Permission under rules 63 in Form MD-27 and rédein Form
MD-29 shall be subject to the following conditiomgmely:—

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

(b) the permission holder of Form N-27 shall submit the Periodic Safety Update Repmthée Central Licensin
Authority from the date of launch in the market @odh report shall be submitted every six monthdifst two years
followed by submission of the said report annudlythe two more successive years;

(c) the permission holder shall inform the date of Zuwnf medical device in the market to the Centrigkhsing
Authority;

(d) the permission holder of Form N-27 shall submit the suspected unexpected seriotesslevent within fiftee
days of the awareness of the event to the Cenitahking Authority.

CHAPTER IX
DUTIES OF MEDICAL DEVICE OFFICER, MEDICAL DEVICE TESTING OFFICER AND NOTIFIED BODY

66. Duties of Medical Device Testing Officer—fhe Medical Device Testing Officer shall cause #sample of
medical device or portion thereof tested or evaldeas may be sent in a sealed package by the Niddksdce
Officer or any other person under the provision<héapters IV, V, VII and XI of these rules, and Isffiarnish the
report of the result of the test or evaluationéon@dance with these rules.
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67. Test or evaluation of sample under sub-section (4)f section 25 of the Act.—1) The sample of medical
device for test or evaluation under sub-sectioro{dection 25 of the Act shall be sent by regesigoost in the outer
cover addressed to the Director of central mediealce testing laboratory in a sealed packet witlemorandum in
Form MD-30.

(2) The packet as well as the outer cover shathleked with a distinguishing numt
(3) A copy of the memorandum in Form MD-30 and acémen impression of the seal used to seal theepatiall
be separately sent by registered post to the Dir@ftcentral medical device testing laboratory.

(4) After test or evaluation, the result of thet msevaluation shall be sent forthwith to the sar in Form MLC-31.

68. Procedure to be adopted by medical device testindficer on receipt of sample.—1) On receipt of the sealed
package of medical device or portion thereof, franMedical Device Officer or any other person fostter
evaluation, the Medical Device Testing Officer sltaimpare the seals on the packet or on portioredfewvith the
specimen impression received separately and sb@lthe condition of the seals on the packet goartion thereof.
(2) After completion of test or evaluation, the Nted Device Testing Officer shall forthwith furnighreport to the
Medical Device Officer in triplicate in Form MD-3% the result of the test or evaluation along wiith protocols of
the test or evaluation applied.

69. Application for test or evaluation of medical devie.—For the purpose of these rules, an application feom
purchaser for test or evaluation of a medical dewicportion of medical device under section 2@hef Act shall be
made in Form MD-33 and the report of such testwaation of the medical device which is preparedsach
application shall be supplied to the applicant anrir MD-32.

70. Duties of Medical Device Officer.—Subject to the instructions of the Central Licegsiwthority or State

Licensing Authority, as the case may be, it shaltle duty of Medical Device Officer te,

(i) Inspect, not less than once in a year, all manufexg sites licenced by the Central Licensing Auitlyoor State
Licensing Authority, as the case may be, withindhea assigned to him;

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

(iii) take samples of medical device manufactured or itaddor sale, or stocked or exhibited for salegspect of
which the Medical Device Officer has reason to sasgontravention of the provisions of the Act leege rules
and send them for test or evaluation:

Provided that in case of largeed medical device, wherein the opinion of the MabDevice Officer
drawing samples of such a device may not be phijsipaactical, such large sized medical device Isbal
inspected at the place where these are kept biduical Device Officer with or without expert andaguated
or tested by the Medical Device Testing Officen, &my suspect contravention, after approval of Geatral
Licensing Authority or the State Licensing Authgrias the case may |

(iv) maintain a record of all inspections undertakemwiing of samples, seizure of stocks and actionntake
Medical Device Officer in exercise and performap€euties and to furnish copies of such recorchoCentral
Licensing Authority or the State Licensing Authgrias the case may k

(v) make such enquiries and inspections as may be saga® detect the manufacture or sale of mediegicd in
contravention of any provision of the Act and thades;

(vi) investigate any complaint made in writing relattognedical device to the Medical Device Officeramy other
senior officer in accordance with the directiortted controlling officer;

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

(viii) review technical dossier of medical device fureidhvith the application under these rules or amgrotuties
assigned by the Central Licensing Authority or &taicensing Authority, as the case may be, relatethese
rules.

71. Prohibition of disclosure of information.—Except for the purpose of official business or wineguired by a
Court, a Medical Device Officer or Medical Devicesling Officer shall not, without the previous st in
writing, of his official superior, disclose to apgrson any information acquired while exercisingrsafficial duties.

72. Form of order not to dispose of stock.-An order in writing by a Medical Device Officer umdclause (c) of
sub-section (1) of section 22 of the Act requirmg@erson not to dispose of any stock in his posseshall be in
Form MD-34.

73. Prohibition of sale.—No person in possession of a medical device inesgf which a Medical Device Officer
has made an order under clause (c) of sub-sedjaof Section 22 of the Act shall, in contraventwfrthat order, sell
or otherwise dispose of any stock of such mediesicz

74. Form of receipt for seized medical devices, recordegister, documents or any other material objects—A
receipt by a Medical Device Officer for the stodkamy medical device or for any record, regist&cument or any
other material object seized under clause (c)aws# (cc) of sub-section (1) of section 22 of tiee ghall be in Form
MD-35.
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75. Manner of certifying copies of seized documents.Fhe Medical Device Officer shall return the documen
seized under section 22 of the Act, within a perbdwenty days from the date of such seizurehtoperson from
whom they were recovered or produced, after capieeof or extracts therefrom have been signedhéygoncerned
Medical Device Officer and the person from whomytheere recovered or produced.

76. Purpose for which samples have been takenWhen a Medical Device Officer takes a sample ofedical
device other than medical device specified in oD clause (iii) of rule 70 for the purpose daftter evaluation, the
Medical Device Officer shall inform such purposewriting in Form MD-36 to the person from whom thample
has been taken and shall tender the fair pricetfiemder a written acknowledgement.

77. Form of receipt for samples of medical devices whe fair price tendered is refused.—Where the fair price
tendered under sub-section (1) of section 23 ofAittefor sample of medical device or portion thdreken for the
purposes of test or evaluation has been refusatiébperson from whom such sample has been takeriiduical
Device Officer shall tender a receipt thereof torsperson in Form MD-37.

78. Procedure for dispatch of sample to medical deviceesting officer.—(1) The sample of medical device or
portion thereof sent by the Medical Device Offitethe Medical Device Testing Officer for test eakiation under
sub-section (4) of section 23 of the Act shall batsby registered post or by courier or by hand sealed packet,
enclosed with a memorandum in Form MD-38, in areonabver addressed to the Medical Device Testirfip€df

(2) A copy of the memorandum and a specimen imwessf the seal used to seal the packet shall betsethe
Medical Device Testing Officer separately by regietl post or handed over by hand and a copy ah#raorandum
shall be endorsed to the manufacturer.

79. Confiscation of medical devices, implements, machény, etc.—1) Where any person has been convicted for
contravening any provisions of the Act or any theskes, the stock of medical device in respect dicw the
contravention has been made, shall be liable t&smation.

(2) Where any person has been convicted for mahufag any medical device which is misbranded, tetated ol
spurious for sale, stocking or exhibiting for safedistribution without a valid licence, any implenis or machinery
used in such manufacture, sale or distribution amgdreceptable, package or covering in which suebical device

is contained and the animals, vehicles, vesselstt@r conveyances used in carrying such medicatceeshall be
liable to confiscation.

80. Procedure for disposal of confiscated medical devéc—(1) The Court may refer the confiscated medicaiatev
to the Medical Device Officer concerned for repast to whether they are of standard quality or ewetne the
provisions of the Act or the rules in any respect.
(2) If the Medical Device Officer, on the basis Medical Device Testing Officer’'s report, finds tkenfiscated
medical device to be not of standard quality orctmtravene any of the provisions of the Act or suteade
thereunder, the Medical Device Officer shall, witle approval of the Central Licensing AuthoritySiate Licensing
Authority, as the case may be, report to the Cacecbrdingly and the Court shall thereupon ordetrdeson of such
medical devices, which shall take place under thpervision of the Medical Device Officer in the peace of such
authority, if any, as may be directed by the Court:

Provided that the convicted pershall be liable to bear the cost of destructibseized articles.
(3) If the Medical Device Officer finds that the rdscated medical devices are of standard quality do noi
contravene the provisions of the Act or the ruleslenthereunder, the Medical Device Officer shélkrekeeping the
Central Licensing Authority or the State LicensiAgthority, as the case may be, informed, reporthi® Court
accordingly.
(4) The Court may return the confiscated devicethéorightful owner, and in case, the ownershipas established,
the same may be given to a hospital or a dispensaigtained or supported by the Government or ¢haxitable
institution.

CHAPTER X
REGISTRATION OF LABORATORY FOR CARRYING OUT TEST OR EVALUATION

81. Application for registration of medical device tesing laboratory.—(1) An application for grant of registration
of a medical device testing laboratory to carry testing or evaluation of a medical device on belodla
manufacturer shall be made to the Central Licenginthority through online portal of the Central Gomment in
Form MD-39 accompanied with a fee as specifiechis $econd Schedule along with the information $igecin
sub-rule (2).
(2) The application made under sub-rule (1) shalhbcompanied with the following information, naynel

(i) constitution of the medical device testing laborgt

(i) premises showing location and area of the diffesentions;
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(iii) qualification, experience of technical staff enyad for testing and the person in-charge of testing

(iv) list of equipment; and

(v) valid accreditation certificate issued by the Na#il Accreditation Body for Testing and Calibration
Laboratories or any other similar body as may hkiad by the Central Government.

82. Conditions for registration of medical device testig laboratory.—The following conditions shall be complied
with by the applicant before grant of registratinamely,-
(i) the premises where the test or evaluation shallcarried out shall be well lighted and propentilated excef
where the nature of tests of any medical deviceamds otherwise, and wherever necessary, the peemafwll be air
conditioned so as to maintain the accuracy andtiiomiag of laboratory instruments or to enable pieeformance of
special tests such as sterility tests, microbia@algiests, etc;
(i) the applicant shall provide adequate spacengasegard to the nature and number of sampleseafical device:
proposed to be tested and evaluated:

Provided that the approving autiyoshall determine from time to time whether thgase provided
continues to be adequate;
(iii) if it is intended to carry out tests requigrihe use of animals, the applicant shall provieah animal house at
comply with the following requirements:-

(a) the animal house shall be adequate in aredliglgied and properly ventilated and the animaidergoing tests
shall be kept in air conditioned area;

(b) the animals shall be suitably housed in hygienirroundings and necessary provisions made fooval of
excreta and foul smell;

(c) the applicant shall provide for suitable arramgnts for preparation of animal feed,;

(d) the applicant shall provide for suitable arramgnts for quarantining of all animals immediatatytheir arrival
in the institution;

(e) the animals shall be periodically examinedtifi@ir physical fithess;

(f) the applicant shall provide for isolation oflsianimals as well as animals under test;

(g) the applicant shall ensure compliance withréguirements of the Prevention of Cruelty to AnisAtt, 190
(59 of 1960);

(h) the applicant shall make proper arrangememtdifposal of the carcasses of animals in a maaseot to cause
hazard to public health.

83. Registration of medical device testing laboratory.-1) Before grant of registration to any medical idev
testing laboratory by the Central Licensing Authgrthe premises shall be inspected by the Medbealice Officer
appointed by the Central Government with or withaaiexpert in the concerned field for adequacysvitgbility.

(2) The Medical Device Officer, after completion of timspection, shall forward a detailed descriptigpart giving
findings on each aspect of inspection along witonemendations to the Central Licensing Authoritytva copy to
the applicant.

(3) If on receipt of the application and the repterred to in sub-rule (2), the Central Licensiagthority, is
satisfied that the applicant is in a position tdilfuthe requirements laid down in these ruless @Bentral Licencing
Authority may grant registration in Form MD-40 drriot satisfied, may, reject the application, feasons to be
recorded in writing, within a period of forty fivdays from the date of application.

(4) The applicant shall provide and maintain sué@aguipment having regard to the nature and numbsamples of
medical devices intended to be tested which sleadidequate in the opinion of the Central Licenginthority.

(5) The testing and evaluation of medical devideslde under active direction of a person whosaification and
experience is considered adequate and who shhildeesponsible for reports of test or evaluatisoed.

(6) The applicant shall provide standards recoghisader the provisions of the Act and these ruled such
standards of reference as may be required in ctioneeith the testing or evaluation of the deviéessthe testing of
which approval has been applied for.

84. Validity of registration.— A registration granted under sub-rule (3) of ruBi® Form MD-40, shall remain valid
in perpetuity, unless, it is suspended or cancepeavided the registration holder deposits a tegfion retention fee
to the Central Licensing Authority as specifiedtie Second Schedusdter completion of every five years from the
date of its issue:

Provided, that the Central nseg Authority may permit to deposit the registmatretention fee after
due date but before the expiry of six months withte fee at the rate of two per cent. per mensepax thereof:

Provided further that, if thegistration holder fails to deposit the registnatietention fee within the
above stipulated period, the registration shaliéemed to have been cancelled for all purposes.

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

(i) the registration certificate shall be kept dre tapproved premises and shall be produced atetipgest of the
medical device officer;
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(i) the person holding registration certificatealprovide and maintain necessary qualified stafiequate premises
and equipment;

(i) the person holding registration certificateai provide proper facilities for storage so apleserve the properti
of samples picked up for testing;

(iv) the person holding registration certificateabhmaintain records of tests for evaluation andgenance carried
out on all samples of medical devices and the tesiéreof together with protocols of tests andréports showing
readings and calculations and such records shatetzned, in case of substances for which an exgéate is
assigned, for a period of two years beyond thergxgite, and in the case of other substances, fmriad of six
years;

(v) the person holding registration certificate Ishiow the medical device officer appointed undlgis Act to enter,
with or without prior notice, the premises where ttesting is carried out and to inspect the presneed the
equipment used for test and the testing procedurggoyed.

(vi) The person holding registration certificatéalh allow the medical device officer to inspectoeds maintained
and shall make available such information as maseheired for ascertaining whether the provisiohthe Act and
these rules have been complied with;

(vii) the registration holder shall inform forthwuit any change of existing expert staff or pe-in-charge of the
testing or evaluation to the Central Licensing Awity for its approval;

(viii) in case, any sample of a medical deviceosrfd on test, to be not of standard quality, theqein-charge of the
registered medical device testing laboratory dloatlish a copy of the test or evaluation reporttea sample with the
protocols of tests applied to the Central Licenghughority;

(ix) the person holding registration certificateakhtmaintain an inspection book to enable the Maldizevice Officer
to record non-compliance with the provisions of i@ and these rules;

(x) the registered medical device testing labosastrall inform to the Central Licensing Authority writing in the
event of any change in its constitution and wherghschange in the constitution takes place, theeatiregistration
shall be deemed to be valid for a maximum periodhiokty days from the date on which the change fgake
unless, in the meantime, a fresh approval has ksa@n from the Central Licensing Authority with tbhanged
constitution;

86. Suspension and cancellation of registration.42) Where any registered medical device testingriztory fails
to comply with any of the conditions of approval,amy provisions of the Act and these rules, that@é Licensing
Authority, may issue a show cause notice for susipanor cancellation of the registration of thedsaiedical device
testing laboratory.

(2) On receipt of the show cause notice under siéh1), the registered medical device testing fatowy shall,
furnish its reply in writing, within fifteen dayd the receipt of such show cause notice.

(3) After considering the reply of the registereddical device testing laboratory furnished undds-sie (2), the
Central Licensing Authority may pass an order iiiting for suspension or cancellation of the regittm of the said
medical device testing laboratory registered usdérrule (3) of rule 83.

(4) While passing orders under sub-rule (3), thet Licensing Authority may suspend or cancel ribgistration
wholly or partly in respect of medical device atsl variant for testing for such period as may bec#jgd in the
order.

(5) An applicant, who is aggrieved by an order upension or cancellation of registration undersuié (3), may
file an appeal within thirty days from the datere€eipt of such order before the Central Governmehich may,
after such enquiry and after giving an opportuoitpeing heard, dispose of the appeal within agoeof sixty days.

CHAPTER Xl
SALE OF MEDICAL DEVICES

87. Provisions for sale of medical deves—(1) Subject to the provisions of these rules, Farelating to “Sale of
Drugs Other than Homeopathic Medicines” of the Bragnd Cosmetics Rules, 1945, shall be applicabigtis
mutandis in respect of sale of medical devices.

(2) The licence granted or renewed under Part VI of the Drugk@osmetics Rules, 1945 for sale of drugs, poc
commencement of these rules, shall be deemed tmuoerio be valid for the purpose of sale of meldilesvices.

88. Supply of medical device to hospita against delivery challan—(1) Notwithstanding anything contained in
the Drugs and Cosmetics Rules, 1945, any persomdyavvalid licence to sell, stock, exhibit or offlor sale or
distribute by retail or wholesale, may, supply isive medical devices to be implanted through satditervention
to a hospital for its patient against a deliverglEmn:

Provided that in respect of sigspimade against delivery challan of such medieaicés, the licencee
shall ensure that specified storage conditionsraae
(2) A cash or credit memo shall be generated fahsmedical devices supplied under -rule (1), used in th
surgical intervention and record of the same dt®linaintained by the licencee as per conditioicefhte.
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89. Recall of medical device—(1) If a manufacturer or authorised agent, as #ee mmay be, considers or has
reasons to believe that a medical device, whichbleas imported, manufactured, sold or distribuigdlkely to pose
risk to the health of a user or patient duringuse and therefore may be unsafe, such manufaaurauathorised
agent shall immediately initiate procedures to digtw the medical device in question from the maeket patients,
indicating reasons for its withdrawal and inforre tompetent authority the details thereof.

(2) A manufacturer or authorised agent, as the oasebe, shall immediately inform the competenhatity and co-
operate with them, if there are reasons to belibaea medical device which has been placed imthaeket, may be
unsafe for the patients.

(3) The manufacturer or importer or authorised aggsithe case may be, shall inform the competathbaty of the
action taken to prevent risk to the patient andlshat prevent or discourage any person from coaipey, in
accordance with the provisions of the Act and theses, with the competent authorities, where thiasy prevent,
reduce or eliminate a risk arising due to use ohsuedical device.

CHAPTER XII
MISCELLANEOUS

90. Exemption from provisions related to medical device—(1) The medical devices specified in the Eighth
Schedule shall be exempt from the provisions of¢heiles to the extent and subject to the conditgpecified in
that Schedule.

(2) The Central Governme may, by natification, from time to time, amend oodify the entries in the Eight
Schedule.

91. Export of medical devices—Where a person intends to export any medical dewanufactured in India, ar
for that purpose, requests a certificate in theineabf free sale certificate or a certificate abquality, safety and
performance in relation to that medical deviceeapiired by the authority concerned of the importogntry, such
person, may apply to the Central Licensing Autlyof@r the purpose along with a fee as specifiedhsn Second
Schedule and the said authority shall, if the nements are fulfilled, issue a certificate to thelecant.

92. Rejection of application—If any document submitted by an applicant for graftlicence for import or
manufacture or test licence or permit for persarsal or permission to import or manufacture invesitigal medical
device or newin vitro diagnostic medical device or permission to condofctlinical investigation or clinical
performance evaluation is found to be misleadimgake, or fabricated, the application, after gg/ian opportunity
to the applicant of being heard, shall be summagjgcted.

93. Debarment of applicant—(1) Whoever himself or, any other person on hisalfetor applicant is found to be
guilty of submitting misleading, or fake, or fatated documents, may, after giving him an opporyulsitshow cause
as to why such an order should not be made, inngritstating the reasons thereof, be debarred eyCintral
Licensing Authority or the State Licensing Authgrias the case may be, for such period as it mesng@oper.

(2) Where an applicant is aggrieved by an orderemayl the Central Licensing Authority or the Staieelnsing
Authority, as the case may be, under sub-rulegigh applicant may, within thirty days of the reteaif the order,
make an appeal to the Central Government or thie &avernment, as the case may be, and that Goeetrmmay,
after such enquiry as it considers necessary, #adaffording an opportunity of being heard, makeh order as it
may deem proper.

94. Mode of payment of fee—(1) The fees prescribed under these rules, in chapplication made to the Cent
Licensing Authority, shall be paid through challemby electronic mode, in the Bank of Baroda, Kesa Gandhi
Marg, New Delhi-110001 or any other branch of BafiBaroda, or any other bank, notified by the Mirjisof
Health and Family Welfare in the Central Governménbe credited under the Head of Account “021@dMal and
Public Health, 04-Public Health, 104-Fees and Fines

(2) Where the fee specified is payable to the Statensing Authority, the same shall be paid thitoagchallan or b
electronic mode as may be specified by the State@ment concerned.

95. Digitalisation of form.—The Forms prescribed under these rules may bebuitaodified for conversion into
digital forms by the Central Drugs Standard Cont@hanization and such modification shall not reguany
amendment in these rules.

96. Overriding effect.—The provisions of these rules shall have effectwiibstanding anything inconsistent
therewith contained in the Drugs and Cosmetics Rul845.
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97. Savings.—Notwithstanding the non-applicability of the Drugisd Cosmetics Rules 1945, for the substances and

devices referred to in rule 2,-

(i) the licence or registration certificate, isduander the provisions of the Act and the Drugs @odmetics Rules,
1945, prior to commencement of these rules, sleatldemed to be valid till its expiry or for a pefiof eighteen
months from the date these rules are notified, inhier is later, under the corresponding provisiohthese
rules;

(i) new drug approval, or things done or any actttaken or purported to have been done or takefyding any
rule, notification, inspection, order or notice readr issued or any appointment or declaration n@mdany
operation undertaken or any direction given or proceedings taken or any penalty, punishment, itarke or
fine imposed under the Drugs and Cosmetics Rul@45 shall, be deemed to have been done or takesr timel
corresponding provisions of these rules and shaliys remain valid for all purposes.

First Schedule
[See rule 4]

Parameters for classification of medical devices ahin vitro diagnostic medical devices

Part |
Parameters for classification of medical devices ber than in vitro diagnostic medical deviceBasic Principles for
classification.

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

(i) If the device is intended to be used in combinatioth another device, the classification rules Elagiply
separately to each of the devices. Accessorieslassified in their own right separately from thevide with
which they are used.

(iif) Software, which drives a device or influences the of a device, falls automatically in the samsstla

(iv) If the device is not intended to be used solelprancipally in a specific part of the body, it mus considered
and classified on the basis of the most criticec#fed use.

(v) If several rules apply to the same device, basath@performance specified for the device by thaufecturer,
the strictest rules resulting in the higher clasatfon shall apply.

1. Parameters for classification of medical devices.
(i) Non-invasive medical devices which come into contiawith injured skin.

(&) A non-invasive medical device which comes into achtwith injured skin shall be assigned to Class A,
if it is intended to be used as a mechanical barfide compression or for absorption of exudately,dior
wounds which have not breached the dermis and ealnbly primary intention;

(b) Subject to clause (c), a non-invasive medical dewbich comes into contact with injured skin sl
assigned to Class B, if it is intended to be ug@ttjpally with wounds which have breached the derm
or is principally intended for the management &f thicroenvironment of a wound;

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

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

(a) Subject to clauses (b) and (c), a non-invasive ca¢dievice shall be assigned to Class A, if intemded
for channeling or storing body liquids or tissuediguids or gases for the purpose of eventualdidi,
administration or introduction into a human body;

(b) A non-invasive medical device referred to in cla(eseshall be assigned to Class B, if it is intehtiebe
connected to an active medical device which isles€B, C or D or for channeling blood or storing o
channeling other body liquids or storing organsigaf organs or body tissues:

Provided, that the circumstaned®n a non-invasive medical device is connectedrno
active medical device include circumstances whhee safety and performance of the active medical
device is influenced by the non-invasive medicalicks, or vice versa; or

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



168

THE GAZETTE OF INDIA : EXTRAORDINARY [RRT II—SEC. 3(i)]

(iii) Non-invasive medical devices for modifying composians of substances.

(a) Subject to clause (b), a non-invasive medical dewgiall be assigned to Class C, if it is intend&d f
modifying the biological or the chemical compositiof blood or other body liquids or other liquids
intended for infusion into the body.

(b) A non-invasive medical device as referred to iruséa(a) shall be assigned to Class B, if the irgdnd
modification is carried out by filtration, centrding or any exchange of gas or of heat.

(iv) Other non-invasive medical devices.
A non-invasive medical device to which sub-paragsafi), (ii) and (iii) do not apply shall be assighto
Class A, if it does not come into contact with aspa or comes into contact with intact skin only.

(v) Invasive (body orifice) medical devices for transiet use.

(a) Subject to clause (b), an invasive (body orific&dmal device shall be assigned to Class A, if,-
(1) itis intended for transient use; and
(2) itis not intended to be connected to an activeica¢device; or
(3) itis intended to be connected to a Class A mediesice only.

(b) Aninvasive (body orifice) medical device refertedn clause (a) shall be assigned to Class B, if,-
(1) itis intended for use on the external surfacenoégeball; or
(2) itis liable to be absorbed by the mucous membrane.

(vi)  Invasive (body orifice) medical devices for shortdrm use.

(a) Subject to clause (b), an invasive (body orific&ddinal device shall be assigned to Class B, if,-
(1) itis intended for short term use; and
(2) itis notintended to be connected to an activeica¢device; or
(3) itis intended to be connected to a Class A mediesice only.

(b) Aninvasive (body orifice) medical device refertedn clause (a) shall be assigned to Class A, if,-

(1) itis intended for use in an oral cavity as fattss pharynx or in an ear canal up to the ear drum o
in a nasal cavity; and
(2) itis not liable to be absorbed by the mucous mamdbr
(vii) Invasive (body orifice) medical devices for long ten use.

(a) Subject to clause (b), an invasive (body orificegdical device shall be assigned to Class C, i§it i
intended for long term use and, not intended tadmnected to an active medical device or it iseo b
connected to a Class A medical device only.

(b) Aninvasive (body orifice) medical device refertedn clause (a) shall be assigned to Class B, if,-

(1) itis intended for use in an oral cavity as fattss pharynx or in an ear canal up to the ear drum o
in a nasal cavity; and
(2) itis not liable to be absorbed by the mucous memdor
(viii) Invasive (body orifice) medical devices for conneitin to active medical devices.
An invasive (body orifice) medical device shall d&ssigned to Class B, regardless of the duratidts of
use, if it is intended to be connected to an aatieglical device which is in Class B, C or D.
(ix)  Surgically invasive medical devices for transient se.

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

(b) Subject to clauses (c) to (g), a transient useicallg invasive medical device shall be assigne€lass
A, if it is a reusable surgical instrument.

(c) A transient use surgically invasive medical devatell be assigned to the same class as the active
medical device to which it is intended to be conedc

(d) A transient use surgically invasive medical dewsball be assigned to Class C, if it is intendedtifier
supply of energy in the form of ionising radiation.

(e) A transient use surgically invasive medical degball be assigned to Class C, if it is intendebawee a
biological effect or to be wholly or mainly absodbley the human body.

(f) A transient use surgically invasive medical dewsball be assigned to Class C, if it is intendedtifier
administration of any medicinal product by means afelivery system and such administration is done
in a manner that is potentially hazardous.

(g) A transient use surgically invasive medical dehall be assigned to Class D, if it is intendeteaised
specifically in direct contact with the central wens system or for the diagnosis, monitoring or
correction of a defect of the heart or of the cantirculatory system through direct contact wilege
parts of the body.
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(x) Surgically invasive medical devices for short ternuse.

(a) Subject to clause (b), (d) and (e), a surgicalisagive medical device intended for short term Uisdl He

assigned to Class B.

(b) Subject to clause (c), a short term use surgidaitgsive medical device shall be assigned to Qladé
it is intended to undergo a chemical change irbthey.
(c) A short term use surgically invasive medical devieferred to in clause (b) shall be assigned te<B,

if it is intended to be placed into any tooth.

(d) A short term use surgically invasive medical dewsball be assigned to Class C, if it is intendetdtlie
administration of any medicinal product or the dypyf energy in the form of ionising radiation.
(e) A short term use surgically invasive medical dewball be assigned to Class D, if it is intendetidoe

a biological effect or to be wholly or mainly abled by the human body or to be used specifically in

direct contact with the central nervous systenmpottlie diagnosis, monitoring or correction of aetefof

the heart or of the central circulatory systemtigiodirect contact with these parts of the body.

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

(a) Subject to clauses (b), (c) and (d), an implaetabédical device or a surgically invasive mediaalide
intended for long term use shall be assigned te0t&
(b) A long term use medical device shall be assignedlass B, if it is intended to be placed into éogth.
(c) Along term use medical device shall be assignddlass D, if it is intended,-
(1) to be used in direct contact with the heart, taetral circulatory system or the central nervous
system;
(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 produat; o
(6) to be a breast implant.
(d) Subject to clause (b), a long term use medicalcdeshall be assigned to Class D, if it is intentied
undergo chemical change in the body.
(xii) Active therapeutic medical devices for administerig or exchanging energy.

(a) Subject to clause (b), an active therapeutic médiegice shall be assigned to Class B, if it igimtted for
the administration or exchange of energy to or witiuman body.

(b) An active therapeutic medical device referred t@anshall be assigned to Class C, if the admatisin or
exchange of energy may be done in a potentiallpfttms way (such as through the emission of iogisin
radiation), taking into account the nature, densityl site of application of the energy and the tgpe
technology involved.

(c) An active therapeutic medical device shall be amsigto Class C, if it is intended for the control o
monitoring, or to be used to directly influence freformance, of a Class C active therapeutic @evic

(xiii)  Active diagnostic medical devices.

(a) Subject to clauses (b) and (c), an active diagoostdical device shall be assigned to Class B, i i
intended,-

(1) to be used to supply energy which will be absoftyethe human body;

(2) to be used to capture any image ofitiheivo distribution of radiopharmaceuticals; or

(3) for the direct diagnosis or monitoring of vital @hglogical processes.

(b) An active diagnostic medical device referred tauh-clause (1) of clause (a) shall be assignedass®\,
if it is intended to be used solely to illuminatgatient's body with light in the visible or neafrared
spectrum.

(c) An active diagnostic medical device referred talause (a) shall be assigned to Class C, ifiittended
specifically for,-

(1) the monitoring of vital physiological parameterdyere the nature of any variation is such that it
could result in immediate danger to the patientlisas any variation in cardiac performance,
respiration or activity of the central nervous sys}; or

(2) diagnosing in a clinical situation where the patisrin immediate danger.

(d) An active diagnostic medical device shall be assigto Class C, if it is intended for the emissidn o
ionising radiation and to be used in diagnostimterventional radiology.
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(e) An active diagnostic medical device shall be assigio Class C, if it is intended for the control or
monitoring, or to be used to directly influence terformance, of any active diagnostic medical cievi
referred to in clause (d).

(f) Subject to clause (g), an active medical devicdl $f&a assigned to Class B, if it is intended foe th
administration, or removal of, any medicinal progdmdy liquid or other substance to or from a homa
body.

(g) An active medical device referred to in clausesfipll be assigned to Class C, if the administration
removal of the medicinal product, body liquid ohet substance is done in a manner that is potgntial
hazardous, taking into account,

(1) the nature of the medicinal product, body liquidsobstance;
(2) the part of the body concerned; and
(3) the mode and route of the administration or removal

(xiv) Other active medical devices.

An active medical device to which provisions of qdrvagraphs (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 Isggaed to Class D, if it incorporates as an intepaat a
substance which,-

(1) if used separately, may be considered to be a mnatljoroduct; and
(2) is liable to act on a human body with an actioniliary to that of the medical device.

(b) A medical device referred to in clause (a) shalbbsigned to Class B, if the incorporated substénee
medicinal product exempted from the licensing regpaents of the Drugs and Cosmetics Act, 1940 (23 of
1940) and the rules made thereunder.

(xvi) Medical devices incorporating animal or human cellstissues or derivatives.

(a) Subject to clause (b), a medical device shall sigaed to Class D, if it is manufactured from or
incorporates,-

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

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

(b) A medical device referred to in clause (a) shallassigned to Class A, if it is manufactured from or
incorporates non-viable animal tissues, or theiivdéves, that come in contact with intact skinyon

(xvii)  Medical devices for sterilization or disinfection.

(a) Subject to clause (b), a medical device shalldsigaed to Class C, if it is intended to be usextigigally
for,-

(1) the sterilization of any other medical device;
(2) the end-point disinfection of any other medicalideyor
(3) the disinfection, cleaning, rinsing or hydrationcoitact lenses.

(b) A medical device shall be assigned to Class B ig intended for the disinfection of any other rcad
device before the latter is sterilized or underger@d-point disinfection:

Provided, that “end-point disinfection” meathe disinfection of a medical device immediately
before its use by or on a patient.
(xviii)  Medical devices for contraceptive use.

(a) Subject to clause (b), a medical device intendeteaised for contraception or the prevention of the
transmission of any sexually transmitted diseasdl bk assigned to Class C.

(b) A medical device referred to in clause (a) shallalssigned to Class D, if it is an implantable maldic
device or an invasive medical device intendeddaglterm use.

Part Il
Parameters for classification forin vitro diagnostic medical devices
1. Basic principles for classification afi vitro diagnostic medical devices:
(a) Application of the classification provisions shiall governed by the intended purpose of the devices.
(b) If the device is intended to be used in combinatidth another device, the classification rules shably
separately to each of the devices. Accessorieslassified in their own right separately from thevide with
which they are used.
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(c) Software, which drives a device or influencesubke of a device, falls automatically in the sanss<l
(d) Standalone software, which are not incorporated theé medical device itself and provide an analgsised
on the results from the analyser, shall be clastifn to the same category that of thevitro diagnostic
medical device where it controls or influences ititended output of a separdtevitro diagnostic medical
device.
(e) Subject to the clause (c) and (d), software thatoisincorporated in am vitro diagnostic medical device,
shall be classified using the classification primris as specified in paragraph 2.
(f) Calibrators intended to be used with a reagentldho® treated in the same class asithetro diagnostic
medical device reagent.
(9) If several rules apply to the same device, basedhenperformance specified for the device by the
manufacturer, the stringent rules resulting intilgher classification shall apply.
2. The parameters for classificationiafvitro diagnostic medical devices as follows:-
(i) Invitro diagnostic medical devices for detecting transmigse agents, etc.:
(&) Aninvitro diagnostic medical device shall be assigned te<Iy if it is intended to be used for detecting
the presence of, or exposure to, a transmissitdatabat,-

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

(2) causes a life-threatening disease with a highaigitopagation.

(b) Aninvitro diagnostic medical device shall be assigned te<0f3 if it is intended for use in,-

(1) detecting the presence of, or exposure to, a Sexuahsmitted agent;

(2) detecting the presence in cerebrospinal fluid oodlof an infectious agent with a risk of limited
propagationfpr example, Cryptococcus neoformans or Neisseria meningitidis);

(3) detecting the presence of an infectious agent, evtiegre is a significant risk that an erroneous
result will cause death or severe disability to itthdividual or foetus being testetb( example, a
diagnostic assay forChlamydia pneumoniae, Cytomegalovirus or Methicillin-resistant
Staphylococcus aureus);

(4) pre-natal screening of women in order to deterntiver immune status towards transmissible
agents such as immune status testfétella or Toxoplasmosis;

(5) determining infective disease status or immuneustathere there is a risk that an erroneous result
will lead to a patient management decision resgliman imminent life-threatening situation for
the patient being testedof example, Cytomegalovirus, Enterovirus or Herpes simplex virus in
transplant patients);

(6) screening for disease stages, for the selectigaiiénts for selective therapy and management, or
in the diagnosis of cancer;

(7) human genetic testing, such as the testing foiaccfibtosis or Huntington's disease;

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

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

(10) screening for congenital disorders in the foetighsas Down’s syndrome or spina bifida.

(i) Invitro diagnostic medical devices for blood grouping or $isue typing:

(a) Subject to clause (b), anvitro diagnostic medical device shall be assigned tosQ@a4f it is intended to
be used for blood grouping or tissue typing to emshe immunological compatibility of any blood,
blood component, blood derivative, cell, tissu@an that is intended for transfusion or trandaiton,
as the case may be.

(b) An in vitro diagnostic medical device referred to in claus®) ghall be assigned to Class D, if it is
intended to be used for blood grouping or tissygnty according to the ABO system, the, the Duffy
system, the Kell system, the Kidd system, the rfisgatemfor example, HLA, Anti-Duffy, Anti-Kidd).
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(iii) Invitro diagnostic medical devices for self-testing:
(2) Subject to clause (b), anvitro diagnostic medical device shall be assigned ts<Of; if it is intended to
be used for self-testing.
(b) An in vitro diagnostic medical device referred to in claus® shall be assigned to Class B, if it is
intended to be used to obtain,-
(1) test results that are not for the determinatioa ofedically-critical status; or
(2) preliminary test results which require confirmatlmnappropriate laboratory tests.
(iv) Invitro diagnostic medical devices for near-patient testing
An invitro diagnostic medical device shall be assigned ta<0t if it is to be used for near-patient
testing in a blood gas analysis or a blood gludtermination.
Ilustration: Anticoagulant monitoring, diabetes management,tasting for C-reactive protein and
Helicobacter pylori.
(v) Invitrodiagnostic medical devices used im vitro diagnostic procedures:
An invitro diagnostic medical device shall be assigned tos#as
(1) if it is a reagent or an article which possessgs specific characteristic that is intended by its
product owner to make it suitable for @m vitro diagnostic procedure related to a specific
examination;
(2) an instrument intended specifically to be usedafain vitro diagnostic procedure; or
(3) a specimen receptacle.
(vi) Other in vitro diagnostic medical devices
(@) An in vitro diagnostic medical device shall be assigned to <CBsif sub-paragraphs (i) to (v) of
paragraph 2 do not apply to it; or
(b) Itis a substance or device used for the assessvhém performance of an analytical procedure paid
thereof, without a quantitative or qualitative gssid value.

Second Schedule

[See rules 13(5), 13(7), 20(2), 21(2), 25(3), 2981Y1), 34(2), 34(4), 35(2), 37, 40(2), 42(1), H169(2),
63(1), 64(1), 81(1), 84, 91]

Fee payable for licence, permission and registration certificate

In rupees (INR
NS(;.. Rule Subject spgt):(i(f:ii%t i\;lvr:j%rlllears
$)

) &) 3 4
1. 13(5) Registration of Notified Body. 25000
2. 13(7) Registration retention fee of Notified Body. 25000
3 20 Manufacturing licence or loan licence to manufaetQtass A or

. 2) . :

Class B medical device for,-

4. (a) one site; and 5000
5. (b) each distinct medical device. 500
6 21 Manufacturing licence or loan licence to manufaet@tass C o

' @ Class D medical device for,-
7. (a) one site; and 50000
8. (b) each distinct medical device. 1000
9. 29(1) Manufacturing licence or loan licence retemtiee for,- --1-
10. (a) one site manufacturing Class A or Class B nadlevice; or 500(¢
11. gk;) one site of manufacturing Class C or Class Mioa device; 50000
12. (c) each distinct medical device of Class A orsSIB; or 500
13. (d) each distinct medical device of Class C os€lB. 1000
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Test licence to manufacture for clinical investigas, test,
14, 31(1) evaluation, examination, demonstration or trairforgeach 500
distinct medical device.
15 34(2) Import licence for Class A medical device othemthavitro
) diagnostic medical device for,-
16. (a) one site; and $1000
17. (b) each distinct medical device. $50
Import licence for Class B medical device othentiravitro
18. 34(2) : ; . ; i
diagnostic medical device for,
19. (a) one site; and $2000
20. (b) each distinct medical device. $1000
Import licence for Class A or ClassiBvitro diagnostic medica
2L 34(2) device for,-
22. (a) one site; and $1000
23. (b) each distincin vitro diagnostic medical device. $10
Import licence for Class C or Class D medical devither than
24, 34(2) B ; : ; .
in vitro diagnostic medical device for,-
25. (a) one site; and $3000
26. (b) each distinct medical device. $1500
27 34(2) Imp_ort licence for Class C or Classivitro diagnostic medica
device for,-
28. (a) one site; and $3000
29. (b) each distindmn vitro diagnostic medical device. $500
30. 35(2) Inspection of the overseas manufacturirgy sit $6000
31. 37 Import licence retention fee for,-
(a) one overseas site manufacturing Class A medaate
32. L . . 2 L $1000
other tharin vitro diagnostic medical device; or
(b) one overseas site manufacturing Class B medaate
33. L . . 2 o $2000
other tharin vitro diagnostic medical device; or
(c) one overseas site manufacturing Class C os@amedical
34. : o ; - i e $3000
device other thaim vitro diagnostic medical device; or
35 (d) each distinct medical device of Class A otlhamnin vitro $50
) diagnostic medical device; or
36 (e) each distinct medical device of Class B othantn vitro $1000
) diagnostic medical device; or
(f) each distinct medical device of Class C or €lasother than
37. N : . . - $1500
invitro diagnostic medical device.
(g) one overseas site manufacturing Class A ors(Ban vitro
38. 7 . . o $1000
diagnostic medical device;
39 (h) one overseas site manufacturing Class C os@awnedical $3000
) device other tham vitro diagnostic medical device;
40 (i) each distinctn vitro diagnostic medical device of Class A g $10
) Class Binvitro diagnostic medical device;
a1 (j) each distinctn vitro diagnostic medical device of Class C @ $500
) Class Din vitro diagnostic medical device;
Fee for Import licence for test, evaluation or destmtion or
42. 40(2) training for each distinct medical device. $100
Fee for Import of investigational medical device®gvernment
43. 42(1) hospital or statutory medical institution for tneent of patient 500
of each distinct medical device.
44, 51(2)(a) | Permission to conduct pilot clinical istigation. 10000d
45, 51(2)(b) | Permission to conduct pivotal clinicaléstigation. 10000(
46. 59(2) Permission to conduct clinical performanealeation. 25000
Permission to import or manufacture a medical dewbich
ar. 63(1) does not have its predicate device. 50000
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48 64(1) Permlssmn to import or manufacture nin vitro diagnostic 25000
medical device.
Registration of medical device testing laboratargarry out

49. 81(1) testing or evaluation of a medical device on bebflf 20000
manufacturer.

50. 84 Registration retention fee for medical devicgitg laboratory 20000

51. 91 Certificate to export of each distinct medicavide. 1000

Third Schedule
[See rules 13(5), 13(9), 14, 15, 20(4), 20(6)]
Documents required for registration of Notified Body, its duties and functions.
Part |

Documents to be furnished along with application irForm MD-1 for grant of certificate of registration

1. A Notified Body shall furnish duly signed copy tiet following documents to the Central LicensingHarity.

(i) Constitution details of the Notified Body;

(i) Brief profile of the organization and business feofelated to audit of medical device manufactgrin
sites;

(iii) Accreditation Certificate issued by the Nationaktfeditation Body referred to in the rule 11.

(iv) Quality manual of the organization;

(v) List of all Standard Operating Procedures;

(vi) List of all technical personnel including any odtsiexperts along with their qualification, expeden
and responsibilities.

2. Undertaking to be submitted stating that the,-

1. Duties:

(i) Notified body including its directors, executivesdapersonnel responsible for carrying out evaluatio
and verification activities shall not be the desigmqmanufacturer, supplier or installer of deviegthin
the product category for which the body has beesigdated, nor the authorised representative of any
of those parties.

(i) Directors, executives and personnel responsibledorying out evaluation and verification activitie
shall be independent of both the manufacturersviosm the notified body conducts assessments and
the commercial competitors of those manufactudusing their employment by the notified body for
the product range it is notified for.

(i) Notified body personnel shall not be involved imsoltancy activities relating to devices in quastio
their manufacturing control or test proceduregheir manufacturer.

Part Il
Duties and functions of Notified Body

1. Notified body shall perform the audit of manufaetuwho applied under sub-rule (1) of rule 13. Thecsfic
application shall be allotted to the notified bobly the State Licensing Authority through the powélthe
Central Government. The audit shall relevant to estim manufacturing site of Class A or Class B m&di
devices.

2. The notified body shall have standard operatinggdare for identification, review and resolutionadif cases
where conflict of interest is suspected or proRecord of such review and decision shall be maietii

2. Functions:

0]

(i)
(iii)
(iv)
v)

A notified body shall,-
impart training to its staff covering all the evalion and verification operations for which the ified

body has been designated;

ensure that staff has adequate knowledge and exyerpf the requirement of the control;

carry out the evaluation and verification operagiomith the highest degree of professional integrity
independently with technical competence;

ensure that manufacturing site and products comviilyprescribed standards referred in rule 7;

not provide training or consultancy to the manufests whose site is being audited;
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(vi)  ensure that their auditors possess required qeetiiin and expertise in the relevant field for geug out
assessments of manufacturing site and medical elévat they are undertaking;

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

3. Procedure for audit:

The notified body shall carry out the audit in fobBowing manner,-

(i)  technical review of respective documents as priesdrin the Fourth Schedule;

(i)  on-site audit of the manufacturer’s quality managensystem to establish conformity by examinatibn o
objective evidence, and that of sub-contractor ewer applicable, the requirements of the Fifth
Schedule;

(iii)  establish conformity by examination and provisidrobjective evidences to the essential principéed |
down by the Central Government from time to time. ;

(iv) establish design conformity by review of the desiigmmuments 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 stsda per provisions of these rules;

(vii) inform the manufacturer about the observed nonciamgés during audit, if any, and provide a copy of
the audit report to the manufacturer;

(viii) when any major non-compliance is observed durirditday the notified body which may affect quality
of the device, it may provide reasonable time tctife the non-compliance followed by compliance
verification of the manufacturing site;

(ixX) The Notified Body, after assessment and verificat&hall submit detailed report giving its findings
each aspect of audit along with its recommendatafter completion of audit to the State Licensing
Authority and a copy of the same to the manufacture

Fourth Schedule
[See rule 20(2), 21(2), 34(2), 34(4), 63(1) andlgy(
Documents required for grant of licence to manufaaire for sale or for distribution or import

Part |
Power of Attorney

(To be authenticated in India either by a MagistddtEirst Class or by Indian Embassy in the counfrgrigin or by an

equivalent authority through apost)lle

Power of Attorney to accompany an application for$suance of import licence

.................. working as ........................... authorised togsi this Power of Attorney, on behalf of M/s

(full  address/ telephone no., e-mailhaving manufacturing site at

....................... (full  address, telephone no., e-mailhereby delegate Power of Attorney to
.............................. , (full address, as per wholesakehce or manufacturing licence, with telephone,zad e-

mail addresk hereinafter to be known as authorised agent, dstéa apply for import licence under the provisiafs
these rules, to import into India for the followingedical devices manufactured at below manufaajisite.

Sr.

No.

Name & address of foreign manufactureName & address of manufacturing site (full addreihk telephone,
(full address with telephone, fax and e fax and e-mail address of the manufacturing site)
mail address)

Following are the details of medical devicegosed to be imported (A separate list may be x@uheif required in
below given format).
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S. Generic Brand Model Dimension | Intended | Shelf Sterile or Class of medical
No. name Name No. use life Non sterile | device
(if any) (if any)

(2) Our Authorised agent shall,-

(a) act as the official representative for obtaininganrt licence in India.
(b) submit all necessary documents, as defined in thetfr Schedulgfor the import licence of medical device.

3) | shall comply with all the conditions impason the import licence and with provisions of hedical Devices
Rules, 2017.
4) | declare that M/s ............ is carrying on ttmanufacture of the listed medical device at theufecturing site

specified above.

(5) | shall allow the Central Licensing Authgribr any person authorized by it in that behaléiter and inspect or
audit the manufacturing premise and to examine pgfecess, procedure and documents in respect of any
manufacturing site or to take sample of listed ro&ldilevice for which the application for importditce has been
made.

(6) In case of any violation of Drugs and CososeAct, 1940 (23 of 1940) and the Medical Devi€ades, 2017, the
authorised agent shall continue to be responsida @fter withdraw of this Power of Attorney foretllevices
imported in India.

(7) | do hereby state and declare that all thetgcopies or scanned copies in the applicatiortraee copies of the
original documents.

(8) Ido hereby state and declare that all heuchents submitted by the undersigned are trueamdct.

Place:
Date: Signature oféhmanufacturer
(Name and $ignation)
Seal/Stamp
Undertaking from the authorised agent
I, , ag€.....ovn. , working as .......coeeiiiiiiiiinnnn, at B/ (Full address/

telephone no., e-mail) agrees to act upon the PosieAttorney as the authorized agent on behalf ofs M
certiiiieeiiieeiiieee e (FUll address/  telephone  no., e-mailhaving manufacturing site  at
............................. (Full address, telephone no., e-mail).

Place:
Date: Signature dfe authorised agent
Ngme and Designation)
Seal/Stamp

Part Il

(i) Documents to be submitted with the application fogrant of Import Licence or licence to manufacture or
sale or for distribution of a Class A medical deie,-

(&) The applicant shall submit documents as specifige Table below.-

S.N. For medical devices other tharin vitro For in vitro diagnostic medical device
diagnostic medical device

1. device description, intended use of the de\| device description, intended use of the de\
specification including variants arjdspecification including variants and
accessories; accessories;

2. material of constructio a summary of analytical technology, relev

analytes and test procedure;

3. working principle and use of a noveworking principle and use of a novgel

technology (if any); technology (if any);




[ 1| —wvg 3(7) ]

AR <pT TSTAA ¢ SHTERIT

177

4.

labels, package inserts (IFU, etc.,), L

manual, wherever applicable,

labels and package inserts (IFU, etc.,), |
manual, wherever applicable;

5.

summary of any reported Serious Adve
Event in India or in any of the countries whe
device is marketed and action taken by
manufacturer and National Regulatg
Authority concerned,;

rsgnalytical
reensitivity and specificity;
the

r

performance summary includin

y

site or plant master file aspecified in
Appendix | of this Schedule;

site or plant master file as specified
Appendix | of this Schedule;

constitution details of the firm (of domest
manufacturer or authorised agent);

icconstitution details of the firm (of domest

manufacturer or authorised agent);

essential principles checklist for demonstrar

and performance of the medical device;

conformity to the essential principles of saf¢tgonformity to the essential principles of safé

essential principles checklist for demonstrar

and performance of theén vitro medical

g

ic

—

y

device;

ing
ce

inmdertaking signed by the manufacturer sta
cthat the manufacturing site is in complian

undertaking signed by the manufacturer sta
that the manufacturing site is in complian

with the provisions of the Fifth Schedule with the provisions of the Fifth Schedule

(b)

In case of application for import licence, the auwibed agent shall submit
A. notarized copy of overseas manufacturing site mbéishment or plant registration, by whatever name
called, in the country of origin issued by the cetemt authority and Free Sale Certificate issuethby
National Regulatory Authority or equivalent competauthority of the country concerned as referred
under rule 36.
notarised copy of Quality Management System ceadtif or Full Quality Assurance certificate or
Production Quality Assurance certificate issued thg competent authority, in respect of the
manufacturing site.
. self-attested copy of valid whole sale licence annfacturing licence issued under these rules.
. copy of latest inspection or audit report carried loy Notified bodies or National Regulatory Auttpr

or Competent Authority within last 3 years, if any.

(ii) Documents to be submitted with the application fogrant of licence to manufacture or import Class B,
Class C or Class D medical device,-

The

domestic manufacturer or authorised agent shalhit the duly signed following information periag to

Manufacturing site.

@)
(b)
(©
(d)
(e)
)

(@)
(h)

Constitution details of domestic manufacturer dhatised agent;

Site or plant master file as specified in Apperidik this Schedule;

Device master file as specified in Appendix Il foedical devices other than vitro diagnostic medical
devices, or Appendix Il fom vitro diagnostic medical devices of this Schedule;

Essential Principles checklist for demonstratirapformity to the Essential Principles of Safety and
Performance of the Medical Device includimgitro diagnostic medical device;

Test licence obtained for testing and generatioquaflity control data (for domestic manufacturentyp

if any;

Undertaking signed stating that the manufacturiitg is in compliance with the provisions of thetkif
Schedule

Documents as specified in the clause (b) of papg(i of this part.

In case ofin vitro diagnostic medical devices, a copy of performa@ealuation report issued by the
central medical device testing laboratory or mddieice testing laboratory registered under sub-(8)
of rule 83.
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Part Il
Appendix |
Contents of a site or plant master file

The manufacturer shall prepare a succinct docuinethie form of site master file containing specififormation about
the production and/or control of device manufactgricarried out at the premises. It shall contaie tbllowing
information,-

1. General Information:
(i) brief information on the site (including name amidligess), relation to other sites;
(i) manufacturing activities;
(iii) any other operations carried out on the site
(iv) name and exact address of the site, including heleg, fax numbers, web site URL and e-mail address;

(v) type of medical devices handled on the site anofin&tion about specifically toxic or hazardous sahses
handled, mentioning the way they are handled aadgutions taken;

(vi) short description of the site (size, location amdhiediate environment and other activities on the;si
(vii) number of employees engaged in production, queadititrol, warehousing, and distribution;
(viii)  use of outside scientific, analytical or other t@ichl assistance in relation to the design, manufaand
testing;
(ix) short description of the quality management sysiéthe company;
(x) devices details registered with foreign countries;
(xi) brief description of testing facility;
2. Personnel:
(i) organisation chart showing the arrangements forpeggonnel
(i) qualifications, experience and responsibilitie&ey personnel;
(iii) outline of arrangements for basic and in-serviaaing and how records are maintained;
(iv) health requirements for personnel engaged in ptamuc
(v) personnel hygiene requirements, including clothing.
3. Premises and Facilities:
(i) layout of premises with indication of scale;
(i) nature of construction, finishes/fixtures and figfs;

(iii) brief description of ventilation systems. More dstahould be given for critical areas with potahtisks of
airborne contamination (including schematic drawing the systems). Classification of the rooms used
the manufacture of sterile products should be reeti;

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

(v) brief description of water systems (schematic dngwiof the systems are desirable) including saoitat

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

4. Equipment:

(i) Brief description of major production and qualityndrol laboratories equipment (a list of the equimmis
required);

(i) maintenance (description of planned preventive teaance programmes and recording system);

(iii) qualification and calibration, including the recorgl system. Arrangements for computerized systems
validation.

5. Sanitation :
Availability of written specifications and procee@wsrfor cleaning the manufacturing areas and equipme
6. Production:

(i) Brief description of production operations usingherever possible, flow sheets and charts specifying
important parameters ;

(i) arrangements for the handling of starting materiplckaging materials, bulk and finished products,
including sampling, quarantine, release and stgrage

(iii) arrangements for reprocessing or rework;
(iv) arrangements for the handling of rejected mateaatsproducts;
(v) brief description of general policy for processidation.
(vi) Brief description of sterilisation facility;
7. Quality Assurance:

Description of the quality assurance system antiefictivities of the quality assurance departmérdcedures
for the release of finished products.
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8. Storage:
Policy on the storage of medical device.
9. Documentation :
Arrangements for the preparation, revision andritiistion of necessary documentation, including ager of
master documents.
10. Medical Device Complaints and Field Safety Correctie Action:
(i) Arrangements for the handling of complaints ;
(i) Arrangements for the handling of field safety cotinge action.
11. Internal Audit:
Short Description of the internal audit system.
12. Contract Activities:
Description of the way in which thengpliance of the contract acceptor is assessed.

Appendix Il
DEVICE MASTER FILE FOR MEDICAL DEVICES OTHER THAN IN VITRO DIAGNOSTIC MEDICAL
DEVICES
EXECUTIVE SUMMARY:
1. An executive summary shall be provided by the mactufer and shall contain:
1.1 Introductory descriptive information on the medicivice, the intended use and indication for usasscof

device, novel features of the device (if any), Eliie of the device and a synopsis on the contérnibe dossier.

1.2 Information regarding sterilization of the devicerhgther it is sterile or non-sterile; if sterile,ode of
sterilization).

1.3  Risk Management Plan, Risk Analysis, evaluation @trol documents.

1.4  Clinical Evidence and evaluation (if applicable).

15 Regulatory status of the similar device in Indippf@ved or not approved in India).

1.6 Design Examination Certificate, Declaration of Gamnfity, Mark of Conformity Certificate, Design Ciidate
(if applicable). Copy of such certificate(s) sHadl enclosed.

1.7  Marketing history of the device from the date dfaducing the device in the market.

1.8 Domestic price of the device in the currency fokan the country of origin.

1.9 List of regulatory approvals or marketing clearaob&ined (submit respective copies of approvatifiztes):

Country Approved | Approved Class of Date of First
Indication Shelf life Device Approval

USA

Australie

Japan

Canada
European Union
Others*
*Optional

Status of market clearance pending, rejected drdnaivn

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

1.10 Safety and performance related information on #haaz:
(a) Summary of reportable event and field sadetyective action from the date of introduction:-
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For Serious Adverse Event:

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

LO A TN

For Field Safety Corrective Action (FSCA):

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

(b) If the device contains any of thddalings, then descriptive information on the foliog need to be provided.
1. Animal or human cells tissues or derivatives¢lof, rendered non-viable (e.g. Porcine Heart &glv
2. Cells, tissues or derivatives of microbialambinant origin (e.g. Dermal fillers based on Hyahic acid
derived from bacterial fermentation process).
3. Irradiating components, ionising or non-iongi

2. Device description and product specificationnicluding variants and accessories

2.1 The dossier should contain the following desptive information for the device:-

(@) A general description including its generianigg model name, model no., materials of conswogtintended
use, indications, instructions for use, contraiatians, warnings, precautions and potential advefiects;

(b) the intended patient population and medicaldition to be diagnosed or treated and other cenatibns such as
patient selection criteria;

(c) principle of operation or mode of action, atganies by animation or videos (if available);

(d) an explanation of any novel features;

(e) a description of the accessories, other medeace and other product that are not medicalaggvwhich are
intended to be used in combination with it anchibidd also be clarified whether these accessorieevce are
supplied as a system or separate components;

(f) a description or complete list of the vari@msnfigurations or variants of the device that Wl made available;

(g) a general description of the key functionaneénts, e.g. its parts or components (includingftware if
appropriate), its formulation, its compositioits functionality and where appropriate, thidl include:
labeled pictorial representations (e.g. diagranh®tqgraphs, and drawings), clearly indicating karts or
components, including sufficient explanation to ersand the drawings and diagrams;

(h) a description of the materials immated into key functional elements and thosding either direct
contact with a human body or indirect contact vtttk body, e.g., during extracorporeal circulatidnbody
fluids. Complete chemical, biological and physichaaracterization of the material (s) of the meldissvice;

(iy for medical devices intended to emit ioniziregliation, information on radiation source (e.gliogsotopes) and
the material used for shielding of unimtted, stray or scattered radiation from pasiemsers and other
persons shall be provided.

2.2 Product Specification:

The dossier should contain a list of the featuwlésensions and performance attributes of the na¢dievice, its
variants and accessories, that would typically appethe product specification made availablehts ¢nd user,
e.g. in brochures, catalogues etc.

2.3 Reference to predicate or previous generatiors$ the device:

Where relevant to demonstrating conformity to theseatial principles, and to the provision of gehera
background information, the dossier should corgaioverview of:

(a) the manufacturer’s previous generation ofdce, if such exist;

(b) predicate devices available on the localiatetnational markets; and

(c) comparative analysis to prove substantial\ejence to the predicate device(s) as claimed.

3.0 LABELLING:

The dossier should typically contain a completeo$édabeling associated with the device as perdggirements
of Chapter VI of these rules. Information on lalmglshould include the following:-
(a) Copy of original label of the device, including assories if any, and its packaging configuration;
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(b) Instructions for use (Prescriber's manual);
(c) Product brochure; and
(d) Promotional material.
4. DESIGN AND MANUFACTURING INFORMATION:

4.1 Device Design:
The dossier should contain information to allow tegiewer to obtain a general understanding ofdésign

stages applied to the device. The information nake tin form of flow chart. Device design validatidata
should be submitted.
4.2 Manufacturing Processes:
The dossier should contain information to allow tteviewer to obtain a general understanding of the
manufacturing processes. The information may thkefdrm of flow chart showing an overview of poation,
manufacturing environment, facilities and contre¢ed for manufacturing, assembly, any final prodesting,
labelling and packaging and storage of the finistmedlical device. If the manufacturing process isied out at
multiple sites, the manufacturing activities atreaite should be clearly specified.
5. ESSENTIAL PRINCIPLES CHECKLIST:
(i) The dossier should contain the following:-
(@) the essential principles;
(b) whether each essential principle applieh¢éodevice and if not, why not;
(c) the method used to demonstrate conformiith each essential principle that applies;
(d) areference for the method employed (e.gndsrd); and
(e) the precise identity of the controlled docuinghat offers evidence of conformity with eachthos
used.
(i) Methods used to demonstrate conformity may incluske or more of the following:
(@) conformity with standards as referred taule7;
(b) conformity with an in-house test method,;
(c) the evaluation of pre-clinical and clinicaidence;
(d) comparison to a similar device already avédaim the market.
(iif) The essential principles checklist should incorpora cross-reference to the location of such edieldroth
within the full technical documentationelth by the manufacturer and within the doséetemplate for

a checklist is shown in as under:

Essential Relevant Specifi cation/stardarc Complies | Document Referenc
Principle Yes/No Sub-clause/reference Yes/No | Justification and/or comments

6. Risk analysis and control summary:
The dossier should contain a summary of the rid&stified during the risk analysis process and ttoage risks

have been controlled to an acceptable level. Tfikksanalysis should be based on prescribed stdadard be

part of the manufacturer’s risk management plardasn complexity and risk class of the device. Huhnique

used to analyse the risk must be specified, torenthat it is appropriate for the medical devicel aisk
involved. The risks and benefits associated with tlse of the medical device should be described. rigk
analysis submitted shall have periodic updatiothefrisks identified as per risk management plan.

7. Verification and validation of the medical devie

7.1 General:

(A) The dossier should contain product verification galidation documentation. The dossier should suriraa
the results of verification and validation studigglertaken to demonstrate conformity of the dewiitk the
essential principles that apply to it. Such infation would typically cover wherever applicable:

(&) engineering tests;

(b) laboratory tests;

(c) simulated use testing;

(d) anyanimal tests for demonstrating fedisjbior proof of concept of the finished device
(e) any published literature regarding the dewicesubstantially similar devices.

(B) Such summary information may include:

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

(i) declaration or certificate of conformity to a pwbléd standard that has not been recognised,
supported by a rationale for its use, anmdmary of the data if no acceptance criteria is Sigec
in the standard;
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(i) declaration or certificate of conformity to @ofessional guideline, industry method, orhouse
test method, supported by a rationale fou#s, a description of the method used, and sumofary

the data in sufficient detail to allow assessméiitsaadequacy;
(iv) a review of published literature regarding the dewr substantially similar devices.
(C) In addition, where applicable to the devitiee dossier should contain detailed informatian

(a) biocompatibility studies data as per presatibtandards;

(b) medicinal substances incorporated into thécde including compatibility of the device withe
medicinal substance;

(c) Dbiological safety of devices incorporatiagimal or human cells, tissues or their deives

(d) sterilisation;

(e) software verification and validation;

(f) animal studies that provide direct evide of safety and performance of the dewdspgcially
when no clinical investigation of the device wasducted,;

(g) clinical evidence.

(D) Detailed information will describe test design, qdete test or study protocols, methods of datayaiglin

addition to data summaries and test conclusionser@/no new testing has been undertaken, the dossier

should incorporate a rationale for that decisiog, biocompatibility testing on the identical néés was
conducted when these were incorporated imediqus, legally marketed version of the deviThe
rationale may be incorporated into the Essentigidiyle checklist.
7.2 Biocompatibility:
(i) The dossier should contain a list of all materialdirect or indirect contact with the patient ceu
(i) Where biocompatibility testing has been undertakas per prescribed standards) to  characterizke
physical, chemical, toxicological and biolodiceesponse of a material, detailed infornmatshould be
included on the tests conducted, standards appist,protocols, the analysis of data and the sumrog
results. At a minimum, tests should be conductedsamples from the finished, sterilized (when siggbl
sterile) device.
(iii) Depending on nature and intended use of the imgag&tnal medical device, device performance foadgons
(including mechanical, electrical, thermal, radiatand any other of this type) and safety shoulddsmssed in

healthy or diseased animal model (intended to feated by such medical device), as appropriate,

demonstrating reaction to active and basic parth@®fdevices on absolute tissue, local tissue dsawavhole
organ, clearly recording local, general and systeswiverse reactions, risks or potential risks arflopnance
of device in line with intended use. Wherever fuaes histopathology, pathophysiology and path emst
should be carried out.

(iv) 1SO-10993, Biological Evaluation of Medical Devigcehould be followed for conducting bio-compatityili
study for invasive medical devices should be cdroet. A report of biocompatibility study along witationale
for selecting specific tests carried out shoulgtepared including conclusion of the study.

7.3 Medicinal substances:

Where the medical device incorporates a medicinbb&nce, the dossier should provide detailed rimédion
concerning that medicinal substance, its identity aource, the intended reason for its presenckjtarsafety
and performance in the intended application.

7.4 Biological safety:

(i) The dossier should contain a list of all materisfisanimal or human origin used in the device. H@se
materials, detailed information should be providmzhcerning the selection of  sources or donors; th
harvesting, processing, preservation, testing drahdling of tissues, cells and substaméesuch origin
should also be provided. Process validation ressiisuld be included to substantiate that manufaxgur
procedures are in place to minimize biological sjsk particular, with regard to viruses and ottnansmissible
agents. Transmissible Spongiform Encephalopathi€2E)] or Bovine Spongiform Encephalopathy (BSE)
Certificates should also be submitted.

(i) The system for record-keeping to allow traceabifitym sources to the finished device should beyfull
described.

7.5 Sterilization:

(i) Where the device is supplied sterile, the dossieulsl contain the detailed information of the litterilization
validation including sterilizer qualification, biakden testing, pyrogen testing, testing for statilesidues (if
applicable) and packaging validation as per prbsdristandards. Typically, the detailed validatioforimation
should include the method used, sterility assurdecel attained, standards applied, the steriliaprotocol
developed in accordance with prescribed standarisa summary of results.
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(i) Evidence of the ongoing revalidation of tipeocess should also be provided. Typicallg thould
consist of arrangements for, or evidence of, reailbn of the packaging and sterilization processes

7.6 Software verification and validation:
The dossier should contain information on the safewdesign and development process and evidente of
validation of the software, as used in the finisHedice. This information should typically incluttee summary
results of all verification, validation and testipgrformed both in-house and in a simulated or actiser
environment prior to final release. It should aslwiress all of the different hardware configuratiand, where
applicable, operating systems identified in theslting.

7.7 Animal studies:

(i) Where studies in an animal model have been undarttk provide evidence of conformity with the Edidn

Principles related to functional safety and perfance, detailed information should be containedhéndossier.

(i) The dossier should describe the study objectiveshodology, results, analysis and conclusions adimhent

7.8

7.9

conformity with Good Laboratory Practices. The gatile (and limitations) of selecting the particudenrimal
model should be discussed.
Stability data:
If available, real-time aging data shall be subexitto support the claimed shelf life. However gidlrtime data is
not available, accelerated stability data shalsbemitted to support the claimed shelf life. Sucpravisional
claimed shelf life may be approved provided that thanufacturer immediately initiates real-time Biigb
testing to validate the proposed shelf life. Aftempletion of the real time stability analysis, l#éae stability
data shall be submitted in support of the clainfefdife.
Clinical evidence:
The dossier should contain the clinical evidencd ttemonstrates conformity of the device with tlesdhtial
Principles that apply to it. It needs to addregs élements contained in the Clinical Investigatias,specified
under the Seventh Schedule. If a predicate dasiavailable, the manufacturer needs to submistibstantial
equivalence evaluation along with relevant publislierature in accordance with these rules.

7.10 Post Marketing Surveillance data (Vigilanceeporting):

The dossier should contain the Post Marketing Sllewee or Vigilance Reporting procedures and datéected
by the manufacturer encompassing the details ottimeplaints received and corrective and Preverdot®ns
taken for the same.

NOTE:
1. Allreports submitted as a part of the dossier &hbe signed and dated by the responsible person.

2. Batch Release Certificates and Certificate of Asialyf finished product for minimum 3 consecutiadhes
should be submitted.

3. All certificates submitted must be within the vitljdoeriod.

4. Any information which is not relevant for the sutfjelevice may be stated as ‘Not Applicable’ in tbkevant
Sections/Columns of the above format, and reasamsdn-applicability should be provided.

Appendix Il
DEVICE MASTER FILE FOR IN VITRO DIAGNOSTIC MEDICAL DEVICES

1. EXECUTIVE SUMMARY:

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

1.1 Introductory descriptive information on thevitro diagnostic medical device, the intended use astdClass of
in vitro diagnostic medical device, novel features (if acigimed shelf life and a synopsis on the conténhe
dossier.

1.2 Regulatory status of the similar device in Indipdieoved or new in vitro diagnostic medical device).

1.3 Domestic price of the in vitro diagnostic medicalite in the currency followed in the country oigam.

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

1.5 List of regulatory approvals or marketing clearamatgained in below format (submit respective cogy o
approval certificate).

SN Name of the Approved Approved shelf Gompasition Risk Class Date of first

country indication life approval
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1.6 Status of pending request for market clearance

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

1.7 Safety and performance related information onithétro diagnostic medical device:
(&) Summary of reportable events and field safety ctitre action from the date of introduction
For adverse event (false diagnosis or any otheardaduring its use)
Adverse event (false Frequency of occurrence during the period (humbeemort/total units
diagnosis) sold)

For Field Safety Corrective Action (FSCA)

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

(b) If theinvitro diagnostic medical device contains any of theofeihg then descriptive information on the
following need to be provided.
(1) Animal or human fluids or derivatives thereof, reretl non-viable.
(2) Cells, tissues and/or derivatives of microbial rebmant origin.
2. Description and specification, including variaatsl accessories of the in vitro diagnostic medieaice
2.1 Description
The device master file should include the followidweyice descriptive information:
(a) it may include:-
(1) what is detected;
(2) its function (for example screening, monitoringagtiostic or aid to diagnosis, staging or aid tetaging
of disease);
(3) the specific disorder, condition or risk factor mfterest 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 (eg. serum, plasrhaleablood, tissue biopsy, urine);
(7) testing population;

(b) the intended user (lay person or professional);

(c) a general description of the principle of the assayhod;

(d) the risk based Class of the device;

(e) a description of the components (e.g. reagentsayasontrols and calibrators) and where appropriate
description of the reactive ingredients of relevantmponents (such as antibodies, antigens, nueleid
primers) where applicable;

(f) a description of the specimen collection and trartsmaterials provided with thie vitro diagnostic medical
device or descriptions of specifications recommerfde use;

(g) for instruments of automated assays; a descripfithe appropriate assay characteristics or desticassays;

(h) for automated assays; a description of the apppriinstrumentation characteristics or dedicated
instrumentation;
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(0
()

(k)

a description of any software to be used withithétro diagnostic medical device;

a description or complete list of the various cgufations/variants of thie vitro diagnostic medical device that
will be made available;

a description of the accessories, otimevitro diagnostic medical device and other products dhatnotin vitro
diagnostic medical device, which are intended taibed in combination with thie vitro diagnostic medical
device.

Reference to the manufacturer’s previous devicegaion(s) or similar devices or device history.
2.2 For a newin vitro diagnostic medical device:

2.3
@

(ii)

(i)
3.
(i)

(ii)

(i)

5.2

Where relevant to demonstrating conformity to tlsseatial principles, and to provide general baadkgdo
information, the device master file may provideumgnary of Clinical Performance Evaluation reports.
For an in vitro diagnostic medical device alrady available on the market in India:
This information may include a summary of the numbg adverse event reports related to the safety an
performance of thign vitro diagnostic medical device in relation to the numiiein vitro diagnostic medical
devices placed on the market.
External certificates and documents which givetemitevidence of conformity with the essential piptes may
be annexed to the device master file.
comparative analysis to prove substantial equiaea the predicate device(s), if claimed in thpliaption.
Essential principles checklist:
The device master file should include an esseptiatiples checklist that identifies:

(a) the essential principles of safety and performance;

(b) whether each essential principle applies tahétro diagnostic medical device and if not, why not;

(c) the method used to demonstrate conformity with esslential principle that applies; and

(d) the reference to the actual technical documentahtianoffers evidence of conformity with each metho

used.

The method used to demonstrate conformity may delne or more of the following:-

(a) conformity with recognized or other standards;

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

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

(d) comparison to am vitro diagnostic medical device already available omtlagket.
The essential principles checklist should includg@ss-reference to the location of such evideruth tvithin
the full technical documentation held by the mantfeer and within the Device master file (when such
documentation is specifically required for inclusim the Summary Technical Documentation as oudliime
this guidance).
Risk analysis and control summary:
The device master file should contain a summarthefrisks identified during the risk analysis preeand a
description of how these risks have been contrdleain acceptable level. Preferably, this riskiysis should
be based on recognised standards and be part ofahefacturer’s risk management plan.
The summary should address possible hazards fanthiero diagnostic medical device such as the risk from
false positive or false negative results, indinggits which may result frorm vitro diagnostic medical device-
associated hazards, such as instability, whichdclmald to erroneous results, or from user-relateghids, such
as reagents containing infectious agents. Theltsesil the risk analysis should provide a concloswith
evidence that remaining risks are acceptable wberpared to the benefits.
Design and manufacturing information:
Device design:
The Device master file should contain informatioraliow a reviewer to obtain a general understandirthe
design applied to thie vitro diagnostic medical device.
It should include a description of the critical iadients of an assay such as antibodies, antigamgmes and
nucleic acid primers provided or recommended ferwih thein vitro diagnostic medical device,
This section is not intended to take the placédefrhore detailed information required for a QMSiaadother
conformity assessment activity. If design takeelat multiple sites, a controlling site mustdentified.
Manufacturing processes:
The device master file should contain informatioraiow a reviewer to obtain a general understamainthe
manufacturing processes. It is not intended te tidde place of the more detailed information respiifor a
QMS audit or other conformity assessment activitye information may take the form of a process/fthart
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showing, for example, an overview of productionuiiing the technologies used, assembly, any ings®and
final product testing, and packaging of the finshevitro medical device.

5.3 Manufacturing sites:
The device master file should identify the siteserehthese activities are performed (this does maude the
sites of all suppliers of raw materials but onlg 8ites that are involved in critical manufacturawivities). If
Quality Management System certificates, or the \eant, exist for these sites, they may be annégeithe
device master file.

6. Product validation and verification:
The information provided in the product validatiend verification section of the device master \ii# vary in
the level of detail as determined by the clashefdevice. The device master file should summaheeesults
of validation and verification studies undertakendemonstrate conformity of tha vitro diagnostic medical
device with the essential principles that applyitto Where appropriate, such information might cofram
literature.
For the purpose of the device master file documensummary and detailed information are defined as
follows:

(i) Summary information:
A summary should provide enough to assess theityatifithat information by the regulatory authcaei This

summary should contain a brief description of:
(a) the study protocol;
(b) the study results;
(c) the study conclusion.

This summary may include:

(a) Where a recognized standard exists, a declaragéidiffcate of conformity to a recognized standaat be
provided with a summary of the data if no acceptasriteria are specified in the standard;

(b) In the absence of a recognized standard, a deolaiertificate of conformity to a published stardishat
has not been recognized might be provided if #ugported by a rationale for its use, and summétleo
data, and a conclusion, if no acceptance critedaspecified in the standard,;

(c) In the absence of a recognized standard and nagneed published standards, a professional guieleli
industry method, or in-house standard may be redeto in the summarized information. However, it
should be supported by a rationale for its usegstription of the method used, a summary of the ghat
sufficient detail and a conclusion to allow assessnof its adequacy;

(d) A review of relevant published literature regardthg device/analyte (measurand) or substantiafhyai
in vitro diagnostic medical devices.

(ii) Detailed information:

Detailed information should include:

(a) complete study protocol;

(b) method of data analysis;

(c) complete study report;

(d) study conclusion.
For detailed information, when a recognized stathaadgists that contains the protocol and the metfodiata
analysis, this information can be substituted bglealaration or certificate of conformity to the ogoized
standard along with a summary of the data and asiarls. where appropriate, actual test result sumemaith
their acceptance criteria should be provided andusb pass/fail statements.

7. Analytical Studies:

The statements and descriptions in the followirgises refer to alin vitro diagnostic medical devices. It must
be noted however that there are applicability diffees between instrumentation and reagent-basagsasand
that the assays themselves may be quantitative;qeamtitative or qualitative in nature. There nimgylimited
applicability of some of the following subsectiofts qualitative or semi-quantitative assays. Whgossible,
comments regarding instrumentation or qualitats®ags appear in the subsections.

8. Specimen type:

(a) This section should describe the different specitypes that can be used. This should include thteiility
and storage conditions. Stability includes storagd where applicable transport conditions. Swiagludes
elements such as duration, temperature limits seez€/thaw cycles.

(b) This section should include summary informationdach matrix and anticoagulant when applicabldudiog
a description of the measurement procedure for eoisyn or determination of measurement accuracis Th
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includes information such as specimen type testethber of samples, sample range (using spiked ssngsl
appropriate) or target concentrations tested, &tions and statistical methods, results and canofis.

9. Analytical performance characteristics.

9.1 Accuracy of measurement:
This section should describe both trueness andspacstudies.
Explanation.- The general term measurement accuracy is currestyg to cover both trueness and precision,
whereas this term was used in the past to covgrtbalone component now named trueness.
While measurement trueness, affected by systeraatic, is normally expressed in terms of bias, meament
precision, affected by random error, is naturallgressed in terms of standard deviation,
Accuracy is affected by a combination of systematitd random effects that contribute as individual
components of the total error of measurement.

9.2 Reproducibility:
This section should include reproducibility estisiand information about the studies used to etjnzs
appropriate, variability between days, runs, siias, operators and instruments. Such variakigitgiso known
as “Intermediate Precision”. Reproducibility dat obtained for instrumentation in conjunction wiim
appropriate assay.
Note 1.- Such studies should include the use of samplesrédmesent the full range of expected analyte
(measurand) that can be measured by the testiagedl®y the manufacturer.
Note 2.- If a recognized standard is used, a declaratidificate of conformity to the recognized standatdng
with a summary of the data and conclusions.

10. Analytical sensitivity:
This section should include information about thedg design and results. It should provide a dpsion of
specimen type and preparation including matrixyaegmeasurand) levels, and how levels were estsdd.
The number of replicates tested at each concemtratiould also be provided as well as a descrigifotihe
calculation used to determine assay sensitivityr example:
(@ Number of standard deviations above the mean vafu¢he sample without analyte (measurand),
commonly referred to as limit of blank (LoB).
(b) Lowest concentration distinguishable from zero,eldasn measurements of samples containing analyte
(measurand), commonly referred to as limit of diébec(LoD).
(c) Lowest concentration at which precision and/orrirss are within specified criteria, commonly reddrto
as limit of quantitation (LoQ).
For Class C and In vitro diagnostic medical devices, detailed informatiorulddoe provided.

11. Analytical specificity:

(i) This section should describe interference and creastivity studies to determine the analytical cHjisty,

defined as the ability of a measurement procedordetect or measure only the analyte (measuranieto
detected, in the presence of other substancestigethie sample.

(i) Provide information on the evaluation of potenyialhterfering and cross reacting substances/agemtthe

(i

12.

assay. Information should be provided on the sutn&/agent type and concentration tested, sampke ty
analyte (measurand) test concentration, and results

) Interferents and cross reacting substances/agehish vary greatly depending on the assay type dexign,

could derive from exogenous or endogenous SOULEHESES:

(@) substances used for patient treatment (e.g. thetiaplrugs, anticoagulants, etc.);

(b) substances ingested by the patient (e.g. overaineter medications, alcohol, vitamins, foods, etc.)

(c) substances added during sample preparation (esempatives, stabilizers);

(d) substances encountered in specific specimens (gpgshemoglobin, lipids, bilirubin, proteins);

(e) analytes of similar structure (e.g. precursors, aelites) or medical conditions unrelated to thst te
condition including specimens negative for the pdsat positive for a condition that may mimic thestt
condition (e.g. for a hepatitis A assay: test gpecis negative for hepatitis A virus, but positige liepatitis
B virus).

Explanation,- Interference studies involve adding the poteritisdrferent to the sample and determining any
bias of the test parameter relative to the cors@mohple to which no interferent has been added.

Metrological traceability of calibrator and control material values:

Where applicable, summarize the information aboetrafogical traceability of values assigned to lwaitors
and trueness control materials. Include, for eXxamnmethods and acceptance criteria for the megicéd
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traceability to reference materials and/or refeeemoeasurement procedures and a description of value
assignment and validation.
Precision control materials, used when establistig reproducibility of a measurement procedurendb
require the assessment of metrological tracealtdity reference material or a reference method.

13. Measuring range of the assay:

This section should include a summary of studieschwidefine the measuring range (linear and noraline
measuring systems) including the limit of detectaomd describe information on how these were estaddi.
This summary should include a description of specirtype, number of samples, number of replicated, a
preparation including information on matrix, analyimeasurand) levels and how levels were establislfie
applicable, add a description of high dose hoo&atfénd the data supporting the mitigation (e lgtidn) steps.

14. Definition of Assay Cut-off:

This section should provide a summary of analytdala with a description of the study design iniigd
methods for determining the assay cut-off, inclgdin

(a) the population(s) studied (demographics / seledtioclusion and exclusion criteria / number ofiuduals
included);

(b) method or mode of characterization of specimend; an

(c) Statistical methods e.g. Receiver Operator Chaniatite(ROC) to generate results and if applicabliefine
gray-zone/equivocal zone.

15. Stability (excluding specimen stability):
This section should describe claimed shelf lifeyse stability and shipping studies.
16. Claimed Shelf life:

This section should provide information on stapiliésting studies to support the claimed shelf lifeesting
should be performed on at least three differerst fohnufactured under conditions that are essgnégliivalent
to routine production conditions (these lots do need to be consecutive lots). Accelerated studres
extrapolated data from real time data are acceptablinitial shelf life claim but need to be folled up with
real time stability studies. Such detailed inforimatshould describe:

(a) the study report (including the protocol, numbetot$, acceptance criteria and testing intervals);

(b)  when accelerated studies have been performeditigation of the real time studies, the method used
accelerated studies;

(c) conclusions and claimed shelf life.

Explanation,- Shelf life can be derived from the lot with thendst real time stability data as long as
accelerated or extrapolated data from all threedoe comparable.

17. In use stability:

This section should provide information on in utsb8ity studies for one lot reflecting actual rimg use of the
device (real or simulated). This may include opéi stability and/or, for automated instruments, flward
stability. In the case of automated instrumentatfaralibration stability is claimed, supportingtdesshould be
included. Such detailed information should describe

(a) the study report (including the protocol, acceptatiiteria and testing intervals);
(b) conclusions and claimed in use stability.
18. Shipping stability:
This section should provide information on shippstgbility studies for one lot to evaluate the tatee of
products to the anticipated shipping conditionsipflihg studies can be done under real and/or siealla

conditions and should include variable shipping diftons such as extreme heat or cold. Such infaomat
should describe:

(a) the study report (including the protocol, acceptaaiteria);
(b) method used for simulated conditions;
(c) conclusion and recommended shipping conditions.

19. Clinical Evidence:

The device master file should contain the Clinieaidence, Evaluation report that demonstrates carnifg of
thein vitro diagnostic medical device to the Essential Primciphat apply to it.

20. Labelling:

The device master file should typically containcanplete set of labeling associated with thevitro medical
device as described in Chapter VI.
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21.

Post marketing surveillance data (vigilance reportig):

The dossier should contain the post margesnorveillance or vigilance reporting procestur and data
collected by the manufacturer encompassheg details of the complaints received aadrective and
Preventive actions taken for the same.

22. Information required to be submitted for the invitro diagnostic medical device:

@)

@)
®)
(4)
®)
(6)
@)
®)

)

The details of source antigen or antibody tlas case may be and characterization ofdheesProcess
control of coating of antigen or antibody on thedanaterial like Nitrocellulose paper, strips ardseor ELISA
wells etc. Detailed composition of thevitro diagnostic medical device and manufacturing fldwart process
of thein vitro diagnostic medical device showing the specifiowf diagram of individual components or
source of the individual components.

Test protocol of thén vitro diagnostic medical device showing the specificatiand method of testing. In
house evaluation report of sensitivity, specifictyd stability studies carried out by the manufisstu

In case of imported diagnostiievitro diagnostic medical devices, the report of evatuain details conducted
by the National Control Authority of country of gim.

Specimen batch test report for at least emnsve 3 batches showing specification of éasting
parameter.

The detailed test report of all the components fpsadked in the finisheih vitro diagnostic medical device.
Pack size and labeling.

Product inserts.

Specific evaluation report, if done by any laborgto India, showing the sensitivity and specifyoitf thein
vitro diagnostic medical device.

Specific processing like safe handling, materiahtoa, area control, process control, and stabiitydies,
storage at quarantine stage and finished stagkageng should be highlighted in the product dossier

NOTE:

1.
2.

All the test reports submitted as a part of thesgwsshould be signed and dated by the responséston.

Batch Release Certificates and Certificate of Asialypf finished product for minimum 3 consecutivadhes
should be submitted.

All certificates submitted must be within the vétjdperiod.

Any information which is not relevant for the sutfjéen vitro diagnostic medical device may be stated as ‘Not
Applicable’ in the relevant sections/columns of #iwve format, and reasons for non-applicabilityuith 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 (fo medical devices other than newin vitro

diagnostic):-

1. Design Analysis data including, (whichever applikgb

(&) design input and design output documents;
(b) mechanical and electrical tests;
(c) reliability tests;
(d) validation of software relating to the functiontb& device;
(e) any performance tests;
(f) invitrotests.

2. Bio-compatibility tests data, Report of bio-compdiiy tests along with rationale for selecting $eetests.

Summary report of the biocompatibility study indlugl the conclusion of the study.

3.
4.
5.
6.

Risk Management data;

Animal Performance study data;

Pilot or Pivotal Clinical Investigation data, inding that carried out in other countries if any;

In case, if waiver from clinical investigation iitmed in accordance with the provisions of MedBaVice

Rules, 2017, the information or supporting datdl sfleasubmitted.

7.
8.

Regulatory status and Restriction on use in otbantries (if any) where marketed or approved;
Proposed Instruction for use and labels.
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(b) Data to be submitted along with the application (fo new in vitro diagnostic medical devices):-

arwbd

Device data including, (whichever applicable)-

(i) design input, design output documents, stabilitada

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

(iii) product validation and software validation relgtio the function of the device (if any);

(iv) performance evaluation report from a laboratorygieged under sub-rule (1) of rule 19.
Risk Management data.
Clinical Performance Evaluation data carried ouniia and in other countries (if any).
Regulatory status and Restriction on use in otbantries (if any) where marketed or approved.
Proposed Instruction for use and labels.

Fifth Schedule
[See rule 20(3), 20(5), 20(8), 22(i)]
Quality Management System for medical devices aniah vitro diagnostic medical devices

1. General Requirements:

1.1. This schedule specifies requirements foraligjumanagement system that shall be used by #reufacturer for
the design and development, manufacture, packatabglling, testing, installation and servicing rokdical
devices andn vitro diagnostic medical devices. If the manufacturersdogt carry out design and development
activity, the same shall be recorded in the quatitgnagement system. The manufacturer shall maintain
conformity with this Schedule to reflect the exotus.

1.2. If any requirement in paragraph 7 (produclisation) of this Schedule is not applicable du¢hi® nature of the
medical device anith vitro diagnostic medical devices for which the qualitynagement system is applied, the
manufacturer does not need to include such a remeint in its quality management system.

1.3. The processes required by this Schedule,hwaie applicable to the medical device and in-vitragnostic
medical device, but which are not performed byrttanufacturer are the responsibility of the manuifsstand
are accounted for in the manufacturer’s quality agament system.

1.4. If a manufacturer engages in only some ojperasubject to the requirements of this part, moidn others, that
manufacturer need only to comply with those reqo@ets which are applicable to the operations irctviii is
engaged.

1.5. Itis emphasized that the quality managemgsitem requirements specified in this Scheduldraesldition to
complementary to technical requirements for prosluct

1.6. Manufacturers of components or parts of fieés devices andn vitro diagnostic medical devices are
encouraged to use appropriate provisions of thiedale as guidance.

2. Applicability:
The provisions of this Schedule shall be applicablenanufacturers of finished devicés,vitro diagnostic medical
devices, mechanical contraceptives (condoms, itgree devices, tubal rings), surgical dressingsgisal bandages,
surgical staplers, surgical sutures and ligatul#spd and blood components collection bags withwathout
anticoagulants.

3. Terms and definitions:

3.1

3.2

3.3

34

35

Active implantable medical device.Active medical device which is intended to be tigtar partially introduced,
surgically or medically, into the human or animadly or by medical intervention into a natural adfiand which is
intended to remain after the procedure.
Active medical device.Medical device relying for its functioning on a so& of electrical energy or any source of
power other than that directly generated by thedmor animal body or gravity.
Advisory notice- Notice issued by the manufacturer, subsequent ligedg of the medical device and vitro
diagnostic medical devices, to provide supplemenitsfiormation or to advise what action should bketain or
both in:-
(a) the use of a medical device anditro diagnostic medical devices;
(b) the modification of a medical device andsitro diagnostic medical devices;
(c) the return of the medical device anditro diagnostic medical devices to the organization sigiplied it; or
(d) the destruction of a medical device amditro diagnostic medical devices.
Customer complaint.Written, electronic or oral communication that g#s deficiencies related to the identity,
quality, durability, reliability, safety, effectimess or performance of a medical device anditro diagnostic
medical devices that has been placed on the market.
Implantable medical device. Medical device intended:-

(a) to be totally or partially introduced into theman or animal body or a natural orifice; or

(b) to replace an epithelial surface or the surfzfdbe eye;
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3.6

3.7

3.8

3.9

3.10

3.11

3.12
3.13

3.14

3.15

3.16

3.17
3.18

3.19

by surgical intervention, and which is intendeddmain after the procedure for at least thirty daysl which can

only be removed by medical or surgical intervention

Component means any raw material, substance, ppecg, software, firmware, labeling, or assemblyiclhis

intended to be included as part of the finishedkpged, and labeled device.

Design input means the physical and performanceir@gents of a device that are used as a basidefvice

design.

Design output means the results of a design edftoeaich design phase and at the end of the tatggrdeffort. The

finished design output is the basis for the deviwsster record. The total finished design outputsisis of the

device, its packaging and labeling, and the dewiaster record.

Design review means a documented, comprehensigsgmgtic examination of a design to evaluate trezjaakcy

of the design requirements, to evaluate the capalif the design to meet these requirements, aniientify

problems.

Finished device means any device or accessory {odawice that is suitable for use or capable ofcfiaming,

whether or not it is packaged, labeled or stedize

Management with executive responsibility meansersenior employees of a manufacturer who haveutiesty

to establish or make changes to the manufactuyeakty policy and quality system.

Medical device including substances usedfiaitro diagnosis referred to in rule 3 of these rules.

Quality audit means a systematic, independent enxation of a manufacturer's quality system thatefggmed at

defined intervals and at sufficient frequency téedmine whether both quality system activities #mel results of

such activities comply with quality system procesiyrthat these procedures are implemented effégtaed that

these procedures are suitable to achieve quaktgsyobjectives.

Quality policy means the overall intention and diien of an organization with respect to quality,established by

management with executive responsibility.

Quality system means the organizational structuesponsibilities, procedures, processes, and messufor

implementing quality management.

Rework means action taken on a nonconforming priodioet will fulfill the specified Device Master €l

requirements before it is released for distribution

Specification means any requirement with whicl@pct, process, service, or other activity musifaom.

Validation means confirmation by examination amdvjsion of objective evidence that the particulaguirement

for a specific intended use can be consistentlliad.

3.18.1 Process validation means establishing fgctibe evidence that a process consistently preslacresult
or product meeting its predetermined specifications

3.18.2 Design validation means establishing byaje evidence that device specifications confarith user
needs and intended use(s).

Verification means confirmation by examination gurdvision of objective evidence that specified riegments

have been fulfilled.

4 Quality management system.-

4.1 General:

The manufacturer shall establish, document, impignaed maintain a quality management system andhteini its
effectiveness in accordance with the requiremehtisi® schedule.

The manufacturer shall;-

@

(b)
(©

(d)

(e)
(f)

identify the processes needed for the qualignagement system and their application throughbet t
organisation;

determine the sequence and interaction oktpescesses;

determine criteria and methods needed to enthat both the operation and control of these gsses are
effective;

ensure the availability of resources and imfation necessary to support the operation and wramit of these
processes;

monitor, measure and analyse these processgs;

implement actions necessary to achieve plamasdlts and maintain the effectiveness of thesegsses.

These processes shall be managed by the manufactuaecordance with the requirements of this SaledWVhere a
manufacturer chooses to outsource any procesaffieats product conformity with requirements, thanmafacturer shall
ensure control over such processes. Control of sudlsourced processes shall be identified withia tuality
management system.

NOTE: Processes needed for the quality management systemed to above shall include processes for mamagt
activities, provision of resources, product redi@aand measurement.

4.2 Documentation requirements.-

4.2.1 General

The quality management system documentation shclide;-

(a)
(b)
(©

documented statements of a quality policy qumlity objectives;
a quality manual;
documented procedures required by this schedule
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(d) documents needed by the manufacturer to etisereffective planning, operation and controltsfgrocesses;
(e) records required by this Schedule, and
where this Schedule specifies that a requiremeategglure, activity or special arrangement be “daeoted”, it shall, in
addition, be implemented and maintained.
For each type of medical device iarvitro diagnostic medical devices, the manufacturer sfstblish and maintain a
file either containing or identifying documents idéig product specifications and quality managemswystem
requirements. These documents shall define the ledenmanufacturing process and, if applicable ailtesion.
The manufacture shall prepare documentation foiceear in vitro diagnostic medical devices in a form of a Device
Master File containing specific information as reéel to in Fourth Schedule.
Data may be recorded by electronic data processistgms or other reliable means, but documentgetatd relating
to the system in use shall also be available iard hopy to facilitate checking of the accuracyhaf records. Wherever
documentation is handled by electronic data praegssmethods, authorized persons shall enter or ipaliita in the
computer. There shall be record of changes andialede Access shall be restricted by ‘passwordsitber means and
the result of entry of critical data shall be indegently checked. Batch records electronicallyest@hall be protected
by a suitable back-up. During the period of retamtill relevant data shall be readily available.
4.2.2 Quality manual.-
The manufacturer shall establish and maintain ditguaanual that includes:-
(@) the scope of the quality management systeahidimg details of and justification for any exdlws or non-
application or both;
(b) the documented procedures established fayuhBty management system, or reference to thedh; an
(c) adescription of the interaction between thecpsses of the quality management system.
The quality manual shall outline the structurehaf locumentation used in the quality managemetgrsys
The manufacturer shall prepare documentation wrm f a Plant Master File containing specific imfiation about the
facilities, personnel and other details as prescrib Fourth.
4.2.3 Control of documents.-
Documents required by the quality management systeati be controlled. Records are a special typgostiment and
shall be controlled according to the requiremenmigrgin the control of records. Documents shallapproved, signed
and dated by the appropriate and the authorisesbper
A documented procedure shall be established taeléfie controls needed.-
(a) toreview and approve documents for adequdoy o issue;
(b) to review and update as necessary and re-apglmsuments;
(c) toensure that changes and the current revigatus of documents are identified,;
(d) to ensure that relevant versions of applicaloleuments are available at points of use;
(e) to ensure that documents remain legible aadilseidentifiable;
(f) to ensure that documents of external origmidentified and their distribution controlled; and
(g) to prevent the unintended use of obsolete whecits, and to apply suitable identification to thiérthey are
retained for any purpose.
Changes to document shall be reviewed and appro®gednge records shall be maintained which will udel a
description of the change, identification of thdeafed documents, the signature of the approvirdividual, the
approval date, and when the change becomes effectiv
The manufacturer shall ensure that changes to dectsnare reviewed and approved either by the @aiigipproving
functionary or another designated functionary whiels access to pertinent background informatiom wpltich to base
its decisions.
The manufacturer shall define the period for whatheast one copy of obsolete controlled documsinddl be retained.
This period shall ensure that documents to whicldica¢ devices oiin vitro diagnostic medical devices have been
manufactured and tested are retained for at lemestyear after the date of expiry of the medicalice\or in vitro
diagnostic medical devices as defined by the matwfer.
4.2.4 Control of records.-
Records shall be established and maintained toiggavidence of conformity to the requirements ahthe effective
operation of the quality management system. Recetddl remain legible, readily identifiable andrietable. A
documented procedure shall be established to defieecontrols needed for the identification, steraprotection,
retrieval, retention time and disposition of record
The manufacturer shall retain the records for aopeof time at least one year after the date ofirgxpf the medical
device orin vitro diagnostic medical devices as defined by the mauwfer, but not less than two years from the date o
product release by the manufacturer.
5 Management responsibility.-
5.1 Management commitment:
Top management of the manufacturer shall providéegxe of its commitment to the development andémgntation
of the quality management system and maintainggffiectiveness by:-
(a) communicating to the employees the importaoceneeting customer as well as statutory and regula
requirements;
(b) establishing the quality policy;
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(c) ensuring that quality objectives are establish
(d) conducting management reviews; and
(e) ensuring the availability of resources.
5.2 Customer focus:
Top management of the manufacturer shall ensutetistomer requirements are determined and are met.
5.3 Quality policy:
Top management of the manufacturer shall ensuteéht@ayuality policy:-
(a) is appropriate to the purpose of the manufagacility;
(b) includes a commitment to comply with requirentse and to maintain the effectiveness of the qualit
management system;
(c) provides a framework for establishing and rewg quality objectives;
(d) is communicated and understood within the rfesturer’s organisation; and
(e) is reviewed for continuing suitability.
5.4 Planning.-
5.4.1 Quality objectives:
Top management of the manufacturer shall ensuteqgtielity objectives, including those needed to mrequirements
for product, are established at relevant functemd levels within the manufacturing organizatiohe Tjuality objectives
shall be measurable and consistent with the quaditizy.
5.4.2 Quality management system planning:
Top management of the manufacturer shall ensute tha
(@) the planning of the quality management systenairied out in order to meet the specified regqoénts, as well
as the quality objectives; and
(b) the integrity of the quality management sysiemmaintained when changes to the quality managesystem
are planned and implemented.
5.5 Responsibility, authority and communication.-
5.5.1 Responsibility and authority:
Top management of the manufacturer shall ensurerésponsibilities and authorities are defined, whoented and
communicated within the manufacturing organisation.
Top management of the manufacturer shall estabitistinterrelation of all personnel who manage, grenfand verify
work affecting quality, and shall ensure the indef@nce and authority necessary to perform thege.tas
5.5.2 Management representative:
Top management shall appoint a member of managembof irrespective of other responsibilities, shadve
responsibility and authority that includes:-
(@) ensuring that processes needed for the qualigjyagement system are established, implemented and
maintained;
(b) reporting to top management on the performaotehe quality management system and any need for
improvement; and
(c) ensuring the promotion of awareness of regwyat@nd customer requirements throughout the
manufacturing organization.
5.5.3 Internal communication:
Top management shall ensure that appropriate cofcation processes are established within the Manturfimg
organisation and that communication takes placarddgg the effectiveness of the quality manageragsiem.
5.6 Management review.-
5.6.1 General:
Top management shall review the organization’s iguahanagement system, at planned intervals, tarengs
continuing suitability, adequacy and effectiveneBsis review shall include assessing opportunif@simprovement
and the need for changes to the quality managesysteém, including the quality policy and qualityjestiives. Records
from management reviews shall be maintained.
5.6.2 Review input:
The input to management review shall include infation on:-
(@) 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 managementeesd,
(f) changes that could affect the quality manageragstem,
(g) recommendations for improvement, and
(h) new or revised regulatory requirements asvelmeh issued.
5.6.3 Review output:
The output from the management review shall inclale decisions and actions related to:-
(@) improvements needed to maintain the effectigerof the quality management system and its pgeses
(b) improvement of product related to customeunegnents, and
(c) resource needs.
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6 Resource management.-
6.1 Provision of resources:
The manufacturing organization shall determine prodide the resources needed

(a) to implement the quality management systemtamdaintain its effectiveness, and

(b) to meet regulatory and customer requirements.
6.2 Human resources.-
6.2.1 General:
Personnel performing work affecting product quatihall be competent on the basis of appropriateatthn, training,
skills and experience. Number of personnel emplsjed be adequate and in direct proportion tovthekload. Prior to
employment, all personnel, shall undergo medican@ration including eye examination, and shall bee ffrom
communicable or contagious diseases. Thereaftey,dhould be medically examined periodically, afsteonce a year.
Records shall be maintained thereof.
6.2.2 Competence, awareness and training:
The manufacturer shall:-

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

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

(c) evaluate the effectiveness of the actionsrtake

(d) ensure that its personnel are aware of tlevaelce and importance of their activities and hosy tcontribute to
the achievement of the quality objectives,

(e) maintain appropriate records of educationnimng, skills and experience, and

(f) establish documented procedures for identgytraining needs and ensure that all personneltraieed to
adequately perform their assigned responsibilities.

6.3 Infrastructure:
The organisation shall determine, provide and raainthe infrastructure needed to achieve conforrutyproduct
requirements. Infrastructure includes, as applezabl

(@) buildings, workspace and associated utilities,

(b) process equipment (both hardware and software),

(c) supporting services (such as transport or comcation).

The manufacturer shall establish documented rempeinés for maintenance activities, including theaquency, when
such activities or lack thereof can affect prodyality. Records of such maintenance shall be ragiad.

6.4 Work environment:

The organisation shall determine and manage thek vemvironment needed to achieve conformity to pobdu
requirements. Following requirements shall appamaly:-

(@) the manufacturer shall establish documentedimements for health, cleanliness and clothing efspnnel if
contact between such personnel and the producodk @nvironment could adversely affect the quaditythe
product;

(b) if work environment conditions can have anexde effect on product quality, the manufactureil srstablish
documented requirements as per Annexure- ‘A’ o$ tBchedule for the work environment conditions and
documented procedures or work instructions to noorind control these work environment condition;

(c) the manufacturer shall ensure that all persbnmho are required to work temporarily under sakci
environmental conditions within the work environmeame appropriately trained and supervised by mech
person;

(d) if appropriate, special arrangements shalebeblished and documented for the control of coimated or
potentially contaminated product in order to prévemntamination of other product, the work envir@mnor
personnel;

(e) all personnel shall bear clean body coveringregriate to their duties. Smoking, eating, drikichewing or
keeping food and drink shall not be permitted iodurction, laboratory and storage areas.

7 Product realisation,-
7.1 Planning of product realization:
The manufacturer shall plan and develop the presesseded for product realization. Planning of pecodealization
shall be consistent with the requirements of theioprocesses of the quality management system.
In planning product realisation, the manufactutexlsdetermine the following, as appropriate:-

(a) quality objectives and requirements for thedpict;

(b) the need to establish processes, documerttqranide resources specific to the product;

(c) required verification, validation, monitoringspection and test activities specific to thedquat and the criteria
for product acceptance;

(d) records needed to provide evidence that thksegion processes and resulting product meeinegeants.

The output of this planning shall be in a form ahié for the manufacturer’'s method of operations.
The manufacturer organisation shall establish desued requirements for risk management (as pedSher ISO
14971) throughout product realisation. Recordsragifom risk management shall be maintained.
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7.2 Customer-related processes.-
7.2.1 Determination of requirements related to theroduct:
The manufacturer shall determine:-
(@) requirements specified by the customer, iriolythe requirements for delivery and post-delivactivities;
(b) requirements not stated by the customer begssary for specified or intended use, where known;
(c) statutory requirements related to the prodared,
(d) any additional requirements determined byntfaaufacturer.

7.2.2 Review of requirements related to the product
The manufacturer shall review the requirementstedldo the product. This review shall be condugteidr to the
manufacturer's commitment to supply a product éodisstomer and shall ensure that:-

(a) product requirements are defined and docurdente

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

(c) the manufacturer has the ability to meet tHendd requirements.
Records of the results of the review and actioissrey from the review shall be maintained.
Where the customer provides no documented stateoheatiuirement, the customer requirements shatidsdirmed by
the manufacturer before acceptance.
Where product requirements are changed, the manuéaicshall ensure that relevant documents are deteand that
relevant personnel are made aware of the changeiteenents.
7.2.3 Customer communication:
The manufacturer shall determine and implementcéffe arrangements for communicating with custonienslation
to:-

(@) product information;

(b) enquiries, contracts or order handling, inclgdamendments;

(c) customer feedback, including customer comgsaiand

(d) advisory notices.
7.3 Design and development.-
7.3.1 Design and development planning:
The manufacturer shall establish documented proesdior design and development. The manufacturai plan and
control the design and development of product. mtihe design and development planning, the maturircshall
determine :-

(a) the design and development stages;

(b) the review, verification, validation and desigransfer activities that are appropriate at edekign and

development stage; and

(c) the responsibilities and authorities for dasigd development.
The manufacturer shall manage the interfaces betwdéerent groups involved in design and developtrie ensure
effective communication and clear assignment gdoasibility.
Planning output shall be documented, and updateg@®priate, as the design and development pregges
NOTE: Design transfer activities during the desagnal development process ensure that design antbgenent outputs
are verified as suitable for manufacturing befaedming final production specifications.
7.3.2 Design and development inputs:
Inputs relating to product requirements shall bermigined and records maintained. The design rempeings relating to a
device are appropriate and address the intendedfule device, including the needs of the user@atiénts.
These inputs shall include:-

(@) functional, performance and safety requiremeasording to the intended use;

(b) applicable statutory and regulatory requiretsien

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

(d) other requirements essential for design améldpment; and

(e) output(s) of risk management.
These inputs shall be reviewed for adequacy antbapgd by designated individual.
Requirements shall be complete, unambiguous anihainflict with each other.
7.3.3 Design and development outputs:
The outputs of design and development shall beigeodvin a form that enables verification againg ttesign and
development input and shall be documented, revieesed approved prior to release.
Design and development outputs shall:-

(@) meet the input requirements for design anekdgwnent;

(b) provide appropriate information for purchasipgyduction and for service provision;

(c) contain or reference product acceptance @jtand

(d) specify the characteristics of the product Hra essential for its safe and proper use.
Records of the design and development outputs Bkattaintained.
Records of design and development outputs candecipecifications, manufacturing procedures, ermging drawings,
and engineering or research logbooks.
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7.3.4 Design and development review:
At suitable stages, systematic reviews of desigd development shall be performed in accordance widmned
arrangements:-

(a) to evaluate the ability of the results of dasand development to meet requirements; and

(b) toidentify any problems and propose necesaetipns.
Participants in such reviews shall include represeres of functions concerned with the design dedelopment stage
being reviewed, as well as other specialist persbriRecords of the results of the reviews and asgessary actions
shall be maintained.
7.3.5 Design and development verification:
Verification shall be performed in accordance wilanned arrangements to ensure that the desigrdevelopment
outputs have met the design and development irgquirements. Records of the results of the vetiicaand any
necessary actions shall be maintained.
7.3.6 Design and development validation:
Design and development validation shall be perfarrive accordance with planned arrangements to erthiatethe
resulting product is capable of meeting the regquéets for the specified application or intended use
Design validation shall be performed under defiopdrating conditions on initial production unitstd, or batches or
their equivalence. Design validation shall inclustegftware validation and risk analysis, where appate validation
shall be completed prior to the delivery or implena¢ion of the product.
Records of the results of validation and any neargsactions shall be maintained.
As part of design and development validation, tlenuafacturer shall perform clinical evaluations andévaluation of
performance of the medical deviceinwitro diagnostic medical devices.
NOTE 1.-If a medical device oin vitro diagnostic medical devices can only be validatdtbiong assembly and
installation at point of use, delivery is not catesied to be complete until the product has beandbly transferred to the
customer.
NOTE 2.-Provision of the medical device for purposes ofichl evaluations and/or evaluation of performaiscaot
considered to be delivery.
7.3.7 Control of design and development changes:
Design and development changes shall be identfiebrecords maintained. The changes shall be redeverified and
validated, as appropriate, and approved beforeeémehtation. The review of design and developmeangés shall
include evaluation of the effect of the changesonstituent parts and product already deliveredoRis of the results
of the review of changes and any necessary acsiaogls be maintained.
Note.-Each manufacturer shall establish and maintain sigdeHistory File for each type of device. The @sHistory
File shall contain or reference the records necgssademonstrate that the design was developaddnrdance with the
approved design plan and the requirements of desigrdevelopment.
7.4 Purchasing,-
7.4.1 Purchasing process:
The manufacturer organisation shall establish decued procedures to ensure that purchased prodafbrons to
specified purchase requirements. The type and erferontrol applied to the supplier and the pusgthproduct shall
be dependent upon the effect of the purchased pratusubsequent product realisation or the finatipct.
The manufacturer shall evaluate and select sugpbased on their ability to supply product in ademce with the
manufacturer’s requirements. Criteria for selecteraluation and re-evaluation shall be established
Records of the results of evaluations and any sacgsctions arising from the evaluation shall lzéntained.
7.4.2 Purchasing information:
Purchasing information shall describe the prododie purchased, including where appropriate:-

(@) requirements for approval of product, proceduprocesses and equipment;

(b) requirements for qualification of personneida

(c) quality management system requirements.
The manufacturer shall ensure the adequacy of feg@qdurchase requirements prior to their commuivoato the
supplier.
To the extent required for traceability, the mawtideer shall maintain documents and records ofvegle purchasing
information.
7.4.3 Verification of purchased product:
The manufacturer shall establish and implementrtepection or other activities necessary for emguthat purchased
product meets specified purchase requirements. &\thermanufacturer intends to perform verificatidrthe supplier’s
premises, the manufacturer shall state the intendeification arrangements and method of produtdase in the
purchasing information. Records of the verificatidrall be maintained.
7.5 Production and service provision.-
7.5.1 Control of production and service provision:
7.5.1.1 General requirements:
The manufacturer shall plan and carry out productad service provision under controlled conditio@sntrolled
conditions shall include, as applicable:-

(a) the availability of information that descriltbée characteristics of the product,
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(b) the availability of documented procedures, goented requirements, work instructions; and refezanaterials
and reference measurement procedures as necessary;

(c) the use of suitable equipment;

(d) the availability and use of monitoring and sw@éng devices;

(e) the implementation of monitoring and measurnatne

(f) the implementation of release, delivery andtpdelivery activities; and

(g) the implementation of defined operations &i¥dling and packaging.
The manufacturer shall establish and maintain arcefor each batch of medical deviceioritro diagnostic medical
devices that provides traceability and identifiee amount manufactured and amount approved forilison. The
batch record shall be verified and approved.
7.5.1.2 Control of production and service provisior— Specific requirements
7.5.1.2.1 Cleanliness of product and contaminatiocontrol:
The manufacturer shall establish documented reqpaings for cleanliness of product if:-

(@) product is cleaned by the manufacturer poasterilisation or its use; or

(b) product is supplied non-sterile to be subjgdtea cleaning process prior to sterilisationtsiuise; or

(c) product is supplied to be used non-sterileitsdieanliness is of significance in use; or

(d) process agents are to be removed from prativgtg manufacture.
If the product is cleaned in accordance with cla@ger clause (b) above, the requirements corteciuse (a) and (b)
of sub-paragraph 6.4 do not apply prior to thertleg process.
7.5.1.2.2 Installation activities:
If appropriate, the manufacturer shall establisbusoented requirements which contain acceptancerierifor installing
and verifying the installation of the medical devimrin vitro diagnostic medical devices.
If the agreed customer requirements allow insialfato be performed other than by manufacturetsaithorised agent,
the manufacturer shall provide documented requirgsnéor installation and verification. Records ostallation and
verification performed by the manufacturer or itgherized agent shall be maintained.
7.5.1.3 Particular requirements for sterile medicadevices:
The manufacturer shall maintain records of the ggegarameters for the sterilization process wivab used for each
sterilization batch. Sterilization records shalltteceable to each production batch of medicaladevi
7.5.2 Validation of processes for production and seice provision.-
7.5.2.1 General:
The manufacturer shall validate any processesrmiyction and service provision where the resultogput cannot be
verified by subsequent monitoring or measuremehis Thcludes any processes where deficiencies becpparent
only after the product is in use. Validation shiEdmonstrate the ability of these processes to eelknned results.
The manufacturer shall establish arrangement$hé&set processes including, as applicable:-

(a) defined criteria for review and approval of firocesses;

(b) approval of equipment and qualification of mensel

(c) use of specific methods and procedures,;

(d) requirements for records; and

(e) revalidation.
The manufacturer shall establish documented proesdor the validation of the application of comgrusoftware (and
its changes to such software or its application)pf@duction and service provision that affect &hdity of the product
conform to specified requirements. Such softwamiegtions shall be validated prior to initial use.
Records of validation shall be maintained.
7.5.2.2 Particular requirements for sterile medicadevices:
The manufacturer shall establish documented proesdior the validation of sterilization process&erilization
processes shall be validated prior to initial Udee records of validation of each sterilizationgass shall be maintained.
7.5.3 Identification and traceability .-
7.5.3.1 Identification:
The manufacturer shall identify the product by ablié means throughout product realization, andl shethblish
documented procedures for such product identificatiThe manufacturer shall establish documentedephares to
ensure that medical devices amdvitro diagnostic medical devices returned to the manufactare identified and
distinguished from conforming product.
7.5.3.2 Traceability .-
7.5.3.2.1 General:
The manufacturer shall establish documented proesdior traceability. Such procedures shall defime extent of
product traceability and the records required.
Where traceability is a requirement, the manufaetshall control and record the unique identifieatof the product.
NOTE.-Configuration management is a means by which itleation and traceability can be maintained.
7.5.3.2.2 Particular requirements for active implamable medical devices and implantable medical dews:
In defining the records required for traceabilitye manufacturer shall include records of all congrds, materials and
work environment conditions, if these could causeredical device not to satisfy its specified reguents.
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The manufacturer shall require that its agentsistridutors maintain records of the distributionaaftive implantable
medical devices and implantable medical devicesltaw traceability and that such records are atgldor inspection.
Records of the name and address of the shippirkpgaconsignee shall be maintained.

7.5.3.3 Status identification:

The manufacturer shall identify the product statith respect to monitoring and measurement requérém The
identification of product status shall be maintainkeroughout production, storage, implant, usagkiastallation of the
product to ensure that only product that has pat#sedequired inspections and tests (or releaseeruan authorized
concession) is despatched, used or installed.

7.5.4 Customer property:

The manufacturer shall exercise care with custgoneperty while it is under the manufacturer’'s cohtr being used
by the manufacturer. The manufacturer shall idgntiérify, protect and safeguard customer propgrtyided for use or
incorporation into the product. If any customerpedy is lost, damaged or otherwise found to beuitiaisle for use, this
shall be reported to the customer and records aiagd.

NOTE.-Customer property can include intellectual propertgonfidential health information.

7.5.5 Preservation of product:

The manufacturer shall establish documented proesdur documented work instructions for presertfrggconformity
of product during internal processing and deliveoy the intended destination. This preservation Ishadlude
identification, handling, packaging, storage andtextion. Preservation shall also apply to the twent parts of a
product.

The manufacturer shall establish documented proesdur documented work instructions for the comfgbroduct with
a limited shelf-life or requiring special storagenditions. Such special storage conditions shallcbetrolled and
recorded.

7.6 Control of monitoring and measuring devices:

The manufacturer shall determine the monitoring mmedisurement to be undertaken and the monitoridgraasuring
devices needed to provide evidence of conformityrofiuct to determined requirements.

The manufacturer shall establish documented proesdo ensure that monitoring and measurement earatvied out
and are carried out in a manner that is consistéhtthe monitoring and measurement requirements.

Where necessary to ensure valid results, measeqagment shall be:-

(a) calibrated or verified at specified intervais prior to use, against measurement standardsatoée to Bureau of
Indian Standards wherever available ; where no sstelndards exist, the basis used for calibration or
verification shall be recorded;

(b) adjusted or re-adjusted as necessary;

(c) identified to enable the calibration statu®éodetermined,;

(d) safeguarded from adjustments that would inea¢idhe measurement result;

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

In addition, the manufacturer shall assess anddebe validity of the previous measuring resulteew the equipment is
found not to conform to requirements. The manuf&ctshall take appropriate action on the equipraedtany product
affected. Records of the results of calibration eedfication shall be maintained.
When used in the monitoring and measurement ofifsgecequirements, the ability of computer softeao satisfy the
intended application shall be confirmed. This shallundertaken prior to initial use and reconfirraethecessary.
8 Measurement, analysis and improvement.-
8.1 General:
The manufacturer shall plan and implement the nednig, measurement, analysis and improvement psesaseeded:-
(a) todemonstrate conformity of the product;
(b) to ensure conformity of the quality managensystem; and
(c) to maintain the effectiveness of the qualitynagement system.
This shall include determination of applicable neetb, including statistical techniques, and the rebaé their use.
Note.df relevant Indian standards are not availableermtional standards are applicable. In case ndarndr
International standards are available, validatstirtg process of the manufacturer is applicable.
8.2 Monitoring and measurement.-
8.2.1 Feedback:
As one of the measurements of the performance efgtiality management system, the manufacturer shatlitor
information relating to whether the manufactures et customer or regulatory requirements. The aodsthfor
obtaining and using this information shall be deteed.
The manufacturer shall establish a documented guveefor a feedback system to provide early warrahguality
problems and for input into the corrective and preiwve action processes.
8.2.2 Internal audit:
The manufacturer shall conduct internal audits lahmed intervals to determine whether the qualitgnagement
system:-
(&) conforms to the planned arrangements, to thainements of this Schedule and to the quality rgameent
system requirements established by the manufactumer
(b) is effectively implemented and maintained.
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An audit programme shall be planned, taking intosideration the status and importance of the psaseand areas to
be audited, as well as the results of previoustaudihe audit criteria, scope, frequency and mettedall be defined.
Selection of auditors and conduct of audits shadluee objectivity and impartiality of the audit pess. Auditors shall
not audit their own work.

The responsibilities and requirements for planrémgl conducting audits, and for reporting resultd amintaining
records shall be defined in a documented procedime . management responsible for the area beingeaushall ensure
that actions are taken without undue delay to elii@d detected nonconformities and their causesovalp activities
shall include the verification of the actions takard the reporting of verification results.

8.2.3 Monitoring and measurement of processes:

The manufacturer shall apply suitable methods faniboring and, where applicable, measurement of ghality
management system processes. These methods shalhsteate the ability of the processes to achidéaened results.
When planned results are not achieved, correctimh @orrective action shall be taken, as approprisdeensure
conformity of the product.

8.2.4 Monitoring and measurement of product.-

8.2.4.1 General requirements:

The manufacturer shall monitor and measure theackenistics of the product to verify that produetjuirements have
been met. This shall be carried out at appropsteges of the product realization process in aecare with the planned
arrangements and documented procedures.

Evidence of conformity with the acceptance critesti@ll be maintained. Records shall indicate thisqrés) authorizing
release of product. Product release shall not pbcatil the planned arrangements have been satstg completed.

8.2.4.2 Particular requirement for active implantade medical devices and implantable medical Devicegherever
applicable:
The manufacturer shall record the identity of persd performing any inspection or testing.
8.3 Control of nonconforming product
The manufacturer shall ensure that product whigsdmt conform to product requirements is idertdifiad controlled
to prevent its unintended use or delivery. The mstand related responsibilities and authorities dealing with
nonconforming product shall be defined in a docueeprocedure.
The manufacturer shall deal with nonconforming picicdby one or more of the following ways:

(@) by taking action to eliminate the detectedawofiormity;

(b) by authorizing its use, release or acceptancker concession;

(c) by taking action to preclude its original inteed use or application.
The manufacturer shall ensure that nonconformiloglyet is accepted by concession only if regulateguirements are
met. Records of the identity of the person autlrgishe concession shall be maintained.
Records of the nature of nonconformities and arysequent actions taken, including concessions radaishall be
maintained.
When nonconforming product is corrected it shall sabject to re-verification to demonstrate confdymtio the
requirements. When nonconforming product is deteetiéer delivery or use has started, the manufectshall take
action appropriate to the effects, or potentiatetff, of the non-conformity.
If product needs to be reworked (one or more timé® manufacturer shall document the rework poéesa work
instruction that has undergone the same authaisatnd approval procedure as the original workruresion. Prior to
authorisation and approval of the work instructiandetermination of any adverse effect of the réwgron product
shall be made and documented.
8.4 Analysis of data:
The manufacturer shall establish documented proesdto determine, collect and analyze appropricta do
demonstrate the suitability and effectiveness efgbality management system and to evaluate whetiggovement of
the effectiveness of the quality management systambe made.
This shall include data generated as a result afitmming and measurement and from other relevamtcss.
The analysis of data shall provide information tiatgto:-

(@) feedback;

(b) conformity to product requirements;

(c) characteristics and trends of processes adlipts including opportunities for preventive actiand

(d) suppliers.
Records of the results of the analysis of datd $leainaintained.
8.5 Improvement.-
8.5.1 General:
The manufacturer shall identify and implement ahsirgges necessary to ensure and maintain the cedtsuitability
and effectiveness of the quality management systeough the use of the quality policy, quality dltjees, audit
results, analysis of data, corrective and preverdistions and management review.
The manufacturer shall establish documented proesdior the issue and implementation of advisoriices. These
procedures shall be capable of being implementeshatime. Records of all customer complaint inigegtons shall be
maintained. If investigation determines that thévities outside the manufacturer's organisatiomtdbuted to the
customer complaint, relevant information shall kelenged between the organisations involved.
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If any complaint is not investigated, justificatishall be documented. Any correction or correctiggon resulting from
the compliant handling process shall be documertéhufacturer shall notify the adverse event to tbgulatory
authority and establish documented procedureséosame.

8.5.2 Corrective action:

The manufacturer shall take action to eliminateahese of nonconformities in order to prevent remge. Corrective
actions shall be appropriate to the effects of mleaconformities encountered. A documented procedhia be
established to define requirements for:-

(a)
(b)
(c)
(d)
(e)

reviewing nonconformities (including custoncemplaints);
determining the causes of nhonconformities;

evaluating the need for action to ensure nloaconformities do not recur;

determining and implementing action needeclpiting, if appropriate, updating documentation;
recording of the results of any investigation of action taken; and

(f) reviewing the corrective action taken andeiffectiveness.

8.5.3 Preventive action:

The manufacturer shall determine action to eling@riie causes of potential nonconformities in otdeprevent their
occurrence. Preventive actions shall be appropt@tie effects of the potential problems. A docoted procedure
shall be established to define requirements for

(a)
(b)
(c)
(d)
(e)

determining potential nonconformities and tlwaiuses,
evaluating the need for action to prevent a@nce of nonconformities,
determining and implementing action needed,

recording of the results of any investigatiansl of action taken, and
reviewing preventive action taken and its affeness.

Annexure ‘A’
(refer sub-paragraph 6.4 (b))

Environmental requirement for medical devices anditro dia

nostic medical devices

Name of Device

Type of Operation

ISO Class (At rekt

Cardiac stent/Drug Eluting Stent

Primary Packing and Crimping

5

Washing, Ultrasonic cleaning &Drug
coating

Assembly, Wrapping and Packaging|

Laser cutting, Descaling, Annealing
and Electro polishing

Heart Valves

Valve Packing

Ultrasonic Cleaning and Visual
Inspection

Frame and Disc Assembly

Intra Ocular Lenses

Primary Packing and Sealing

Final Inspection

Power Checking and Final Cleaning

Tumble Polishing and Lathe Cutting

Bone Cements

Final Product Filling

Sieving and Calcinations

Powder Preparation, Granulation an
Drying

08

Internal Prosthetic Replacem

Primary Packinc

Product Preparatic

Component Preparati

Orthopaedic Implan

Cleaning and packaging (to
sterilized in factory premises)

~|[(00| | o1

Cleaning and packaging (Non Ste-
to be sterilized in Hospital)

Cutting, lathing, and Polishing

Catheters /Ablation Device / | V
Cannulae / Scalp Vein Set/
Hypodermic Syringes/ Hypodermic
Needles / Perfusion Sets

Assembly, Coating, Wrapping and
Packing

7

Component Preparation and Cleai

8

Moulding

9

Condon

Compoundin

Well ventilated Area with minimum

micron filter
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Moulding Well ventilated Area with minimum
micron filter

Vulcanising Normal Air

Primary Packing Air conditioned

Intra Uterine Devices Moulding Well ventilated Areéth minimum 5

micron filter

Assembling
Primary Packaging

7
7
Tubal ring Extrusion 7
7
7

Cutting and Assembly
Primary Packaging

Blood bags Moulding/Extrusion of components 8

Assembly 7
Filing 5

Suture Extrusion 9

Assembly 8
Primary Packing

Staplers Staple formation

Staple assembly
Staple Primary pack

Ligatures Extrusion

Cutting and assembly
Final Primary Packing

Surgical dressings Weaving

Assembly and Gauzing
Final Primary Packing

@mmmmomm@m

Invitro diagnostic medical devices | Dry, Liquid Reagent Preparation Well Lighted anehtilated
(Kit/Reagents) controlled temperature & humidity &

[2)

per process or product requirement

Coating of sheets et

Assembly and primary packir
Filling Well Lighted and Ventilate:

controlled temperature and humidity
as per process or product requirement.
Provision of Laminar hood if requiredl,
Clean Room class 8 or class 9 as per
product/process requirement

Secondary Packing Well Lighted and Ventilated
controlled temperature if required

Storage As per recommended storage
condition of the product T

Sixth Schedule
[See rules 26(iii), 26(iv), 38(v) and 38(vii)]
Post approval change

(A) Changes in respect of following shall be conséded as major change in,-

1.
2.

o0k w

©

material of construction;

design which shall affect quality in respect ofdpecifications, indication for use; performancd atability of the
medical device;

the intended use or indication for use ;

the method of sterilization;

the approved Shelf life;

the name or address of,-

(i) the domestic manufacturer or its manufactusitg;

(ii) overseas manufacturer or its manufacturing €ibr import only);

(i) authorised agent (for import only);

label excluding change in font size, font type ocplabel design;

manufacturing process, equipment or testing whiglll &ffect quality of the device;
primary packaging material.
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(B) Changes in respect of following shall be conséded as minor change in,-
1. design which shall not affect quality in respecttsfspecifications, indication for use, performarnd stability of

the medical device;
2. in the manufacturing process, equipment, or testihigh shall not affect quality of the device;
3. packaging specifications excluding primary packggimaterial.

Seventh Schedule
[See rules 51(1), 51(2), 53(ii), 53(v), 59(3)]

Requirements for permission to import or manufacture investigational medical device for conducting atical

investigation

1. Application for permission.-

@)

)

®)

(4)

an application in Form MD-22 shall be made to tleai€al Licensing Authority along with following dat
in accordance with tables, namely:-

(i) Design analysis data as per Table 1.

(i) Biocompatibility and Animal Performance Study per Table 2.

(iii) Information specified in Table 3 shall be submittatbng with Investigator's Brochure as
prescribed in Table 4, Clinical Investigational iPks prescribed in Table 5, Case Report Form as
prescribed in Table 6, Serious adverse event regoit any, as prescribed in Table 7, Informed
Consent Form as prescribed in Table 8, investifgatordertaking as prescribed in Table 9, of this
schedule and Ethics Committee approval, if avadlabk prescribed in Appendix VIl of Schedule
Y of the Drugs and Cosmetics Rules, 1945.

(iv) Regulatory status in other countries, includingoinfation in respect of restrictions imposed, if
any, on use of investigational medical device iheotcountries, prescription based device,
exclusion of certain age groups, warning about esdvedevice effect. Likewise, if the
investigational medical device has been withdrawramy country by the manufacturer or by
regulatory authority, such information shall alsofbrnished along with reasons and its relevance,
if any. This information must continue to be sultedt by the sponsor to the Central Licensing
Authority during the entire duration of marketinfjtioe said medical device in the Country;

(v) Proposed Instruction for use or direction for usel d&abels shall be submitted as part of the
application. The drafts of label shall comply wiitovisions of labeling rules specified in Medical
Devices Rules, 2017:

Provided that after submission and approval by @entral Licensing Authority, no
change in the Instructions for Use shall be efi@eté&hout such changes having been approved by
the Central Licensing Authority;

(vi) Report of clinical investigation should be in conance with the format as prescribed in Table 10,
such reports shall be certified by Principal Inigesgbr.

For investigational medical device developed indndlinical investigation is required to be cadrigut in
India right from Pilot clinical investigation orrfit in human study and data generated should be
submitted.

For investigational medical devices developed amdlied in country other than India, Pilot Clinical
Investigation or relevant clinical study data sliodde submitted along with the application. After
submission of such data generated outside IndthgdCentral Licensing Authority, permission may be
granted to repeat pilot study or to conduct Piv@itical Investigation. Pivotal Clinical Investitian is
required to be conducted in India before permisdimnmarket the medical device in India except
investigational medical device classified underssl&, in exceptional cases, the Central Licensing
Authority, may, for reasons to be recorded in wgtiif consider it necessary, mandate conductinicell
investigation, depending on the nature of the n&dievice.

The number of study subjects and sites to be imebha the conduct of clinical investigation shatbend

on the nature and objective of the clinical invgstion.

2. CLINICAL INVESTIGATION:
(1) Approval for clinical investigation
(i) Clinical investigation on an investigational medickevice shall be initiated only after approval Haeen
obtained from the Ethics Committee(s), registeneden rule 122DD of Drugs and Cosmetics Rules, 1848,
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permission granted by Central Licensing Authorithe investigation shall be initiated at the respecsites
only after obtaining such approval from the Etf@msmmittee for that site.

(ii) All investigators should possess appropriate ggalibn, training and experience and should hawess to
such investigational and treatment facilities as r@levant to the proposed clinical investigatian.qualified
physician (or dentist, when appropriate), whe &an investigator or a sub-investigator fthe
investigation, shall be responsible for all istigation related decisions concerning medicalental issues.
Laboratories used for generating data for clinicalestigation should be compliant with Good Laborgt
Practices or should have accreditation certifidgasied by National Accreditation Board for Testiagd
Calibration Laboratories. In all cases, informatédrout laboratory or facility to be used for thedstigation, if
other than those at the investigation site, shdaddfurnished to the Central Licensing Authoritygprto
initiation of investigation at such site.

(i) Clinical investigational plan amendments, if it bees necessary, to so amend it, before initiatiaudng the
course of a clinical investigation, shall be neiifito the Central Licensing Authority in writingoag with
approval of the Ethics Committee, if available, efhhas granted the approval for the study. No dievia
from or changes to clinical investigational plaralstbe implemented without prior written approvdlthe
Ethics Committee and the Central Licensing Autlyorixcept when it is necessary to eliminatenediate
hazards to the study subject or when changesviewonly logistic or administrative aspects ofestigation.
All such exceptions shall be immediately notifiedthe Ethics Committee as well as to the Centreéhsing
Authority within 30 days.

(2) Responsibilities of Sponsor:

(i) The sponsor is responsible for implementing andntaaiing quality assurance system to ensure that th
clinical investigation is designed, conducted, naneid, and that data is generated, documented;ded@nd
reported in compliance with clinical investigatibpéan and Good Clinical Practices (GCP) Guidelirsssied
by the Central Drugs Standards Control Organizatirectorate General of Health Services, Goverrtnoén
India and applicable rules.

(ii) The Sponsor is required to submit a status repoflmical Investigation to the Central LicensingtAority, at
the prescribed periodicity including safety summang deviations.

(i) Report of any serious adverse event occurring dudlinical investigation, after due analysis, shiadi
forwarded by the sponsor to the Chairman of thécEt@ommittee, Central Licensing Authority, and thead
of institution where the clinical investigation hiasen conducted within 14 calendar days from kndgédeof
occurrence of the serious adverse event as preddrblable 7 of this schedule.

(iv) In case of injury or death occurring to the clihiéavestigation subject, the sponsor or his repregeve
whosoever, had obtained permission from the Cehtcalnsing Authority for conduct of clinical invégation,
shall make payment for medical management of thgestiand also provide financial compensation for
clinical investigation related injury or death inet manner as specified in the Drugs and CosmetigssR
1945.

(v) The sponsor or his representative, whosoever, btalned permission from the Central Licensing Auitlyo
for conduct of clinical investigation shall subrditails of compensation paid for clinical investiga related
injury or death to the Central Licensing Authonitythin thirty days of the receipt of the order fra@entral
Licensing Authority.

(vi) The sponsor shall ensure that the clinical invesibg report, whether for a completed or premajurel
terminated clinical investigation, is provided twetEthics Committee, participating investigatorsl 4m the
Central Licensing Authority.

(vii) In case, an investigation need to be discontinuednaturely for any reason including lack of comrarc
interest, the sponsor shall need to inform to teat@l Licensing Authority and also submit summeegort
within a period of ninety days having a descriptadrthe investigation, the number of patients esqubto the
investigational medical device, details of advedwvice affect or serious adverse event, compienspaid,
if any, and the reason for discontinuation of theestigation or non-pursuit of the investigationa¢dical
device application.

(3) Responsibilities of the Investigator:
(i) The investigator shall be responsible for the cohdi the investigation according to clinical intigation
plan, GCP guidelines and also for compliance aghpeundertaking by the investigator as given ibl&® of
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this schedule. Standard operating procedures gtéreel to be documented by the investigators fer tasks
performed by them. During and following a subjegisticipation in an investigation, the investigasbould
ensure that adequate medical care is providecdetpdhticipant for any adverse events. Investigstatl report
all serious adverse events to the Central Licen&imtpority, sponsor or his representative, wieagos had
obtained permission from the Central Licegshuthority for conduct of the clinical invégation, and
the Ethics Committee that accorded approwathie clinical investigation plan, within fortyglt hours of
their occurrence. In case the Investigator failseport any serious adverse event within the ktipd period,
he shall have to furnish the reason for the dedayhe Central Licensing Authority along with theport of the
serious adverse event. The detailed report ef sérious adverse event, after due analysis| shébrwarded
by the Investigator to Chairman of the Ethics Cottemi Central Licensing Authority and the head tef t
Institution where investigation has been conduatéthin fourteen calendar days of occurrence thie
serious adverse event.

(i) The Investigator shall provide information to thknical investigation subject through informed cens

process as provided in Table 8 about the essatgialents of the clinical investigation and the sabt$ right to
claim compensation in case of investigation reldtguaty or death. He shall also inform the subjechis/ her
nominee(s) of their rights to contact the Sponsdii® representative whosoever had obtained peionigsom
the Central Licensing Authority for conduct of tldinical investigation for making claims in case of
investigation related injury or death.

(4) Responsibilities of the Ethics Committee:

@

(ii)

(i)

(iv)

It is the responsibility of the Ethics Committeatheviews and accords its approval to a Clininakktigation
Plan to safeguard the rights, safety and well-beinall study subjects. The Ethics Committee sh@xdrcise
particular care to protect the rights, safety ardl-yeing of all vulnerable subjects participatinghe study.
Explanation.- The vulnerable subject means the members of a guithphierarchical structure (e.g. prisoners,
armed forces personnel, staff and students of rakdiwrsing and pharmacy institutions), patientshwi
incurable diseases, unemployed or impoverishedopsrspatients in emergency situation, ethnic miyori
groups, homeless persons, nomads, refugees, nonarthers incapable of personally giving consenmhids
committee(s) get documented ‘standard operatingguiares’ and should maintain a record of its proivess.
Ethics Committee(s) shall, at appropriate intervalsdertake an ongoing review of the investigatiférthe
Clinical Investigation Plan. Such review may be duhon periodic study progress reports furnished by
investigators or monitoring and internal audit népdurnished by the Sponsor.
In case, an Ethics Committee revokes-sites appem@irded to a Clinical Investigation Plan, it $hetord the
reasons for doing so and at once, communicate aubécision to the Investigator as well as to that@é
Licensing Authority.
Any report of serious adverse event occurring dprafinical investigation, after due analysis, shiad
forwarded by the Chairman of Ethics Committee te @entral Licensing Authority and to the Head of
institution where the clinical investigation hassheconducted within 14 calendar days of the knogdedf
occurrence of the serious adverse event.

(5) Informed consent:

@

In all investigations, a freely given, informed, itten consent is required to be obtained from estcialy
subject. The investigator shall provide informatiabout the study verbally and through the patient
information sheet, in a language that is non-tezdirand is understandable by the study subject.Sthgect's
consent must be obtained in writing using an ‘Infed Consent Form’. The patient information sheewel$

as the Informed Consent Form shall be approvedheyBthics Committee and furnished to the Central
Licensing Authority. Any change in the informed sent documents should be approved by the Ethics
Committee and submitted to the Central Licensingharity before such changes are implemented.

(i) Where a subject is not able to give informed cohéelg. an unconscious person or a minor or thofergg

from severe mental illness or disability), the sarmey be obtained from a legally acceptable reptasiga. If

the subject or his legally acceptable represematiwnable to read or write, an impartial witneksuld be
present during the entire informed consent prosgssmust append his signatures to the consent form.
Explanation: a legally acceptable representative means a pewbm is able to give consent or authorise an
intervention in the patient as provided by the lavndia.
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(iii) A checklist of essential elements to be includethe study subject’s informed consent documentelsas a
format for the Informed Consent Form for study ®cbg is given in Table 8 of this schedule.

(iv) The informed consent process, in case of vulnersitibjects in clinical investigations of an innovatmedical
device which is not approved anywhere in the wastall be audio-video recorded.

(6) Pilot Clinical Investigation

(i) Pilot clinical investigation is defined asoife clinical investigations which are used to asgspecific essential
information about a device before beginning theofal clinical investigation. Pilot clinical inveghtion is
exploratory study which may be conducted in a femnbers of patients with the disease or conditionge
studied before moving to large population and scitya give insight into the performance and safstya
device but cannot provide definitive support foeafic mechanistic or therapeutic claims.

(i) The objectives of a pilot clinical investigati typically include assessing feasibility (e.gelpninary device
performance), exploring eligibility criteria andeth practical application for pivotal controlledvistigation,
ascertaining potential harm (preliminary safetyleatons), studying device mechanism, validatingiethod
for determining an outcome measure, using a defu@dce mechanism to validate a surrogate outcome
measure, and evaluating the logistics of pivote¢stigation for performance.

(iii) If the application is for conduct of clinicahvestigation as a part of multi-national clinicd¢velopment of
medical device, the number of sites and the patiex® well as justification to conduct such clinical
investigation in India shall be provided to the €ahLicensing Authority.

(7) Pivotal Clinical Investigation:

(i) The pivotal clinical investigation is a defiivie study in which evidence is gathered to suppleet safety and
effectiveness evaluation of the medical devicet®ointended use. Pivotal clinical investigatiorcanfirmatory
study that may be conducted in large number ofeptgiwith disease or condition being studied ampedo
provide the effectiveness and adverse effects.

(i) For investigational medical device which does retena predicate medical device but has been apprfove
sale or distribution in any country other than &divotal studies need to be carried out primandlgenerate
evidence of safety and effectiveness of the mediesice in Indian patients when used as recommeimdtt
prescribing information except in cases of invegtighal medical device classified under class Acktshall be
governed as per permission of para 6 above. Rrioomduct of pivotal clinical investigation in I subjects,
the Central Licensing Authority may require makihg pilot study data available to assess whethrepiiot
data is in conformity to the data already generatgdide the country.

(iii) If the application is for conduct of clinicahvestigation as part of a Global Clinical Invgstion of medical
device, the number of sites and patients as wejustffication for undertaking such clinical inviggttion in
India shall be provided to the Central Licensing#auity.

(8) Post Marketing Clinical Investigation:

Post marketing clinical investigation is the stusther than surveillance performed after marketipgraval has

been given to the medical device in relation to dperoved indication. This investigation may notdeaisidered

necessary at the time of medical device approvalnbay be required by the Central Licensing Authofibr
optimizing the intended use of the medical devitest Marketing Clinical investigation includes dtial drug-
device interaction, safety studies, investigatiesigned to support use under the approved indicatig. mortality
or morbidity studies, etc,.

(9) Studies in special populations:

The clinical investigation data of the medical devis required to be submitted to support the claimght to be

made for use of medical device in children, pregmwaomen, nursing women, elderly patients with remabther

organ system failure as given below:

(i) Geriatrics:

Geriatrics patients can be included in pivotal gt@ahd in pilot study at the sponsor’s option) ieaningful

numbers, if-

(a) the disease intended to be treated is charactatigta disease of aging; or

(b) the population to be treated is known to be indllidesubstantial numbers of geriatric patients; or

(c) there is specific reason to expect that conditmmamon in the elderly are likely to be encounterd;

(d) the investigational medical device is likely toealthe geriatric patient’s response in regard fetgeor
performance compared with that of non-geriatricgudt

(i) Paediatrics:

(a) The timing of pediatric studies in the medical d@evdevelopment program shall depend on the detfiee,
type of disease being treated, safety consideradioth the safety and effectiveness of availabkgrnent.

(b) The medical device expected to be used in childtle@;performance and safety shall be made in the
appropriate age group. When clinical investigatidmequired to be conducted in children, it is diyua
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(©

(d)

(e)

)

(9

appropriate to begin with older children beforeeexting the investigation to younger children anehth
infants.

If the medical device is predominantly or exclugpvesed in paediatric patients, clinical investigatdata
should be generated in paediatric population exéapinitial safety and performance data, whichlwil
usually be obtained in adults unless such iniiéty studies in adults would yield little usefafarmation

or expose them to inappropriate risk.

If the medical device is intended to treat serioudife-threatening diseases, occurring in bothltzdand
paediatric patients, for which there are curremibyor limited therapeutic options, paediatric pegpioh
may be included in the clinical investigation earfgllowing assessment of initial safety data and
reasonable evidence of potential benefit. In cirstamces where this is not possible, lack of dasattdoe
justified.

If the medical device has a potential for use iediatric patient, paediatric studies may be coretlict
These studies may be initiated at various stage<liofcal development or after post-marketing
surveillance in adults, if a safety concern exibiscases where there is limited paediatric dathatime

of submission of application, more data in paettiapatients would be expected after marketing
authorization for use in children is granted.

Paediatric subjects are legally unable to providétem informed consent, and are dependent on their
parents or legal guardian to assume responsilbdityheir participation in clinical investigatioW/ritten
informed consent shall be obtained from the paoced¢gal guardian. However, all paediatric paricifs
shall be informed to the fullest extent possiblewttihe study in a language and in terms that #ieyable

to understand. Where appropriate, paediatric ppatints should additionally assent to enroll in shedy.
Mature minors and adolescents should personaltyaigl date a separately designed written consemt fo
Although a participant’s wish to withdraw from aidy shall be respected, there may be circumstances
therapeutic studies for serious or life-threaterdiggases in which, in the opinion of the investigand
parent or legal guardian, the welfare of a pedigbtatient would be jeopardized by his or her fgilio
participate in the study. In this situation, congd parental or legal guardian consent will beisieffit to
allow participation in the study.

For clinical investigations conducted in paediatpopulation, the reviewing Ethics Committee shall
include members who are knowledgeable about pédiathical, clinical and psychosocial issues.

(i) Pregnant or nursing women:

(@)

(b)

Pregnant or nursing women shall be included inicdininvestigation only when the medical device is
intended for use by pregnant or nursing women tusés or nursing infants and where the data gesterat
from women who are not pregnant or nursing, woutbe suitable.

For medical device intended for use during pregpafatiow-up data pertaining to a period approgitdr
that medical device on the pregnancy, foetus aiid alill be required.

3. Post Marketing Surveillance:

(i) Subsequent to approval of an Investigational meédieaice, it shall be closely monitored for theinical
safety once they are marketed. The applicants &lvalish Periodic Safety Update Reports (PSURS)rier
to,-

(ii)

(@)
(b)
(©

(d)

report all the relevant new information from apprafe sources;

relate these data to patient exposure;

summarise the market authorisation status in diffecountries and any significant variations relaie
safety; and

indicate whether changes will be made to proddcrination in order to optimize the use of the pretdu

One medical device should be covered in one PSUikhin the single PSUR separate presentation af ttat
different indications or separate population nexebe given.

(iii) All relevant clinical and non-clinical safety datéll cover only the period of the report (intervddta). The
PSURs shall be submitted every six months for itet fwo years after marketing approval of the ratli
device. For subsequent two years, the PSURs neleel $abmitted annually. The Central Licensing Atitlo
may extend the total duration for submission of RSUf it is considered necessary in the interegpudilic
health. PSURs due for a period must be submittékirwthirty calendar days of the last day of thparting
period. However, all cases involving suspected paeted serious adverse event shall be reporteteto t
licensing authority within fifteen days of initiaéceipt of information by the applicant. If markegiof the
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medical device is delayed by the applicant aftetaioing approval to market, such data will havebt®
provided on the deferred basis beginning from itihe the medical device is marketed.
(iv) New studies specifically planned or conducted t@neixe a safety issue should be described in theRBSU
(v) A PSUR should be structured as follows:
(a) Title Page:
The title page of PSUR shall capture the name ef Medical device; reporting interval; approved
indication of Medical devices; date of approvatteé medical device; date of marketing of medicalick
licence name and address.
(b) Introduction:
This section of PSUR shall capture the reportirigriral; medical device’s intended use, mode ofoactir
principle of operation, risk class and a brief dggion of the approved indication and population.
(c) Current worldwide marketing authorization status:
This section of PSUR shall capture the brief nareabverview including details of countries whehe t
device is currently approved along with date oftfiapproval, date of marketing and if the produesw
withdrawn in any of the countries with reasons ¢loér
(d) Actions taken in reporting interval for safety reasns:
This section of PSUR shall include a descriptiorsigiificant actions related to safety that haverbe
taken during the reporting interval, related tdheitinvestigational uses or marketing experiencehiey
licence holder, sponsor of a clinical investigatioagulatory authorities, data monitoring committee
Ethics Committee.
(e) Changes to reference safety information:
This section of PSUR shall capture any significatminges to the reference safety information withian
reporting interval. Such changes will include imfation relating to contraindications, warnings,
precautions, adverse events, and important findfrgs ongoing and completed clinical investigations
and significant non-clinical findings.
(f) Estimated patient exposure:
This section of PSUR shall provide the estimatethefsize and nature of the population exposetido t
medical device. Brief descriptions of the methoddut estimate the subject exposure shall be pedviial
terms of,-
(i) Cumulative and interval subject exposure in Clihingestigation;
(i) Cumulative and interval patient exposure from MérgExperience in India;
(i) Cumulative and interval patient exposure from MérigExperience from the rest of the world.
(g) Presentation of individual case histories:
This section of PSUR shall include the individualse information available to a licence holder and
provide brief case narrative, medical history imtiicn treated with suspect medical device, caysalit
assessment and provide following information:
(i) Reference prescribing information
(i) Individual cases received from India
(i) Individual cases received from rest of the world
(iv) Cumulative and interval summary tabulations ofagsiadverse events from clinical investigations.
(v) Cumulative and interval summary tabulations fromatpoarketing data sources
(h) Studies:
This section of PSUR shall capture the brief sunymafr clinically important emerging efficacy or
effectiveness and safety findings obtained from libence holder sponsored clinical investigatiord an
published safety studies that became availablengutie reporting interval which has the potentiapact
the product safety information.
0] Summaries of Significant Safety Findings from QGladiinvestigation during the reporting period
(ii) 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 abogitals and Risk Management Plan, if any, put inelacthe
licence holder.
(a) Signal and risk evaluation: In this section thesfice holder shall provide details of signal andé ris
identified during the reporting period and evalaatof signals identified during the same period.
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1.

(b) Risk Management Plan: In this section the licenaeldr shall provide brief details of safety coneern

and necessary action taken by him to mitigate saééty concerns.
() Overall Safety Evaluation:
This section of PSUR shall capture the overalltyadgaluation of medical device based on its rigkefit
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 thtety profile of medical device and necessary actio

taken by the licence holder in this regards.

() Appendix:
The appendix includes the copy of marketing autfation in India, copy of prescribing informatiome
listings with narrative of Individual Case Safetggorts (ICSR).

Note: Table means “Table” given below this Schedule.

Table 1
Design Analysis Data
Design Analysis Data for a medical device shallige the following:
(i) Physical and Metrological Standardisation.
(i) Design control documents and a predefined procedfirthe medical device at the time of
manufacturing.
The Design Analysis should be carried out in acancg with the Standards as detailed in the Medical
Devices Rules, 2017.

A comprehensive report of design analysis includhegbasic design features of the device, drawings,
and tests adapted for design analysis (with spatifins) and rationale for selecting those tests an
design control procedures shall be prepared.

Table 2
Biocompatibility and Animal Performance Study for investigational medical device

Recent version of ISO-10993, Biological Evaluatioh Medical Devices shall be followed for
conducting bio-compatibility study for invasive niesl devices. A report of biocompatibility study
along with rationale for selecting specific testsried out should be prepared including conclusibiine
study.

Depending on the nature and intended use of irgat&inal medical device, device performance for its
actions (including mechanical, electrical, thermadliation and any other of this type) and saféglishe
assessed in healthy or diseased animal modeln@ateto be treated by such medical device), as
appropriate, demonstrating reaction to active aasicbparts of the devices on absolute tissue, local
tissue as well as whole organ, clearly recordir@allogeneral and systemic adverse reactions, dsks
potential risks and performance of device in linghintended use. Wherever possible, histopathglog
pathophysiology and path anatomy shall be carrigd o

If the active component of device is a drug, dataits animal studies as per Schedule Y of the Brug
and Cosmetics Rules, 1945 should be submitted.

Table 3
Information to be submitted along with the applicaion
Design Analysis data including, (whichever appliegb

(a) design input and design output documents;

(b) mechanical and electrical tests;

(c) reliability tests;

(d) validation of software relating to the functiontb& device;
(e) any performance tests;
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(f) exvivotests.

2. The agreement between the Sponsor and Principataoinating investigator(s).
3. Appropriate insurance certificate, if any.
4. Forms for reporting any adverse event and seridvg@e event.
5. Report of biocompatibility tests along with ratitedor selecting these tests including a summappnteand
conclusion of the study.
6. Results of the risk analysis.
7. Animal Performance study data
8. Clinical Investigational Plan, Investigator's Brachk as per Table 4, Case Report Form as per Takbhosmed
Consent Form as per Table 8, investigator's uniiergeand Ethics Committee clearance.
9. Pilot and Pivotal Clinical Investigation data inding that, if any, carried out in other countries.
10. Regulatory status and Restriction on use in otbanties, if any, where marketed or approved.
11. Proposed Instructions for use and labels.
Table 4
Investigator's Brochure (IB)
1 General

1.1 Introduction
Information Brochure shall contain, as a minimunfipimation on all topics listed in this Table.
1.2 Identification of the IB

@)
(b)
(©
(d)
(e)
)

Name of the investigational medical device.

Document reference number, if any.

Version or date of the IB.

Confidentiality statement, if appropriate.

Summary of the revision history in case of amends)ehappropriate.

A version or issue number and reference numbemyf with page number and the total number of pages
each page of the IB.

1.3 Sponsor or manufacturer
Name and address of the sponsor or manufactutbe afvestigational medical device.

2. Inve
()
(b)
(c)
(d)
(e)

®

(@)

stigational medical device information
Summary of literature and evaluation supportingrét®nale for the design and intended use of iyasonal
medical device.
Statement concerning regulatory classificatiomegstigational medical device, if relevant.
General description of the investigational meddmlice and its components including materials used.
Summary of relevant manufacturing processes aatkithalidation processes.
Description of the mechanism of action of invedigzal medical device, along with supporting sdint
literature.
Manufacturer's instructions for installation ana ws investigational medical device, including amgcessary
storage and handling requirements, preparatiomdgerand any intended re-use (e.g. sterilizatiamy, me-use
safety or performance checks and any precautiohe taken after use (e.g. disposal), if relevant.
Description of the intended clinical performance.

3. Preclinical testing
Summary of preclinical testing that has been peréat on the investigational medical device, togetwéh an
evaluation of results of such testing justifying ttse in human subjects.

The su
(@)
(b)
(c)
(d)
(e)
®
(9)
(h)

mmary shall include or, where applicablesirés the results of:
design input and design output documents,
invitro tests,
mechanical and electrical tests,
reliability tests,
validation of software relating to the functiontb& device,
any performance tests,
ex vivo tests, and
biological safety evaluation.
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4. Existing clinical data
(@) Summary of relevant previous clinical experiencéhwthe investigational medical device and with noati

devices that have similar characteristics, inclgdioch characteristics that relate to other ingoatfor use of
the investigational medical device.
(b) Analysis of adverse device effects and any histdryodification or recall.

5. Risk management
(@) Summary of the risk analysis, including identificat of residual risks.

(b) Result of the risk assessment.
(c) Anticipated risks, contra-indications, warnings,. éor the investigational medical device.

6. Regulatory and other references
(a) List of International Standards, if any, compliethain full or in part.

(b) Statement of conformity with national regulationdiere appropriate.
(c) List of references, if relevant.

Table 5
Clinical Investigation Plan

1.1 General

1.1.1 Introduction

This document specifies the content of a clinicakeitigation plan (herein after to be referred #3)Qf the required
information is written in other documentation, fxample the IB, such documentation shall be rete@rnn the CIP.
The content of a CIP and any subsequent amendrsieaiisinclude all the topics listed in this docurheagether with a
justification for each topic if this is not self{glanatory.

1.1.2 Identification of the clinical investigationplan
(a) Title of the clinical investigation.

(b) Reference number identifying the specific clinitalestigation, if any.

(c) Version or date of the CIP.

(d) Summary of the revision history in the case of adneents.

(e) Version or issue number and reference number yif &ith the page number and the total number oepam
each page of the CIP.

1.1.3 Sponsor
Name, address and contact details (email id, phangber, etc.) of the sponsor of the clinical inigzgton.

1.1.4 Principal investigator, coordinating investigtor and investigation site
(a) Name, address, and professional position of

(i) Principal Investigator,

(i) Coordinating investigator, if appointed
(b) Name and address of the investigation site in witielclinical investigation will be conducted.
(c) Name and address of other institutions involvetheclinical investigation.

The sponsor shall maintain an updated list of gpaldnvestigators, investigation sites, and insitins.

1.1.5 Overall synopsis of the clinical investigatio

A summary or overview of the clinical investigatiahall include all the relevant information regagliclinical
investigation design such as inclusion or exclusigireria, number of subjects, duration of clinicalestigation, follow-
up, objective and endpoint.

1.2 Identification and description of the investigéonal medical device
(a) Summary description of the investigational medamlice and its intended purpose.

(b) Details concerning the manufacturer of the invesitmal medical device.

(c) Name or number of the model or type, including wefe version and accessories, if any, to permit ful
identification.

(d) Description as to how traceability shall be achibwriring and after clinical investigation, for exalm by
assignment of lot numbers, batch numbers or seviabers.

(e) Intended purpose of the investigational medicaiaein the proposed clinical investigation.
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(f) The populations and indications for which the irtigggional medical device is intended.

(g) Description of investigational medical device indilg any materials that will be in contact withsties or body
fluids. (This shall include details of any medidipeioducts, human or animal tissues or their déea, or
other biologically active substances.)

(h) Summary of the necessary training and experienedateto use the investigational medical device.

(i) Description of the specific medical or surgicalgedures involved in the use of investigational roaldilevice.

1.3 Justification for the design of the clinical inestigation
Justification for the design of clinical investigat, which shall be based on conclusions of thduat®n, and shall
comprise a section on justification for the desifthe clinical investigation and include

(a) an evaluation of the results of the relevant pieicdl testing or assessment carried out to judtiy use of
investigational medical device in human subjeatst a

(b) an evaluation of clinical data that are relevartheoproposed clinical investigation.

1.4 Risks and benefits of the investigational medit device and clinical investigation
(a) Anticipated clinical benefits.

(b) Anticipated adverse device effects.

(c) Residual risks associated with investigational r&ldilevice, as identified in the risk analysis mepo
(d) Risks associated with participation in the clinicalestigation.

(e) Possible interactions with concomitant medicaltiresnts.

(f) Steps that will be taken to control or mitigate tisés.

(g9) Risk-to-benefit rationale.

1.5 Objectives and hypotheses of the clinical inviggation
(a) Obijectives, primary and secondary.

(b) Hypotheses, primary and secondary, to be acceptegjeated by statistical data from the clinicaléstigation.
(c) Claims and intended performance of investigationadlical device that are to be verified.
(d) Risks and anticipated adverse device effects tieaioabe assessed.

1.6 Design of the clinical investigation

1.6.1 General

(a) Description of the type of clinical investigatiom be performed (e.g. comparative double-blind, Ifrdesign,
with or without a comparator group) with ration&be the choice.

(b) Description of the measures to be taken to mininoizevoid bias, including randomization and blirglior
masking.

(c) Primary and secondary endpoints, with rationaleHeir selection and measurement.

(d) Methods and timing for assessing, recording, amdlyaimg variables.

(e) Equipment to be used for assessing the clinicaédtigation variables and arrangements for monigorin
maintenance and calibration.

(f) Any procedures for replacement of subjects.

1.6.2 Investigational medical device and comparator
(a) Description of the exposure to the investigatianatlical device or comparator, if used.

(b) Justification of the choice of comparator.
(c) List of any other medical device or medication éoused during clinical investigation.
(d) Number of investigational medical devices to bedusegether with a justification.

1.6.3 Subjects
(a) Inclusion criteria for subject selection.

(b) Exclusion criteria for subject selection.

(c) Criteria and procedures for subject withdrawaliscantinuation.
(d) Point of enrolment.

(e) Total expected duration of the clinical investigati

(f) Expected duration of each subject's participation.
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(g) Number of subjects required to be included in chhinvestigation.
(h) Estimated time needed to select this number (uelment period).

1.6.4 Procedures
(a) Description of all the clinical investigation regat procedures that subjects undergo during clinical
investigation.
(b) Description of those activities performed by sponspresentatives (excluding monitoring).

(c) Any known or foreseeable factors that may comprerttie outcome of clinical investigation or intetat@n of
results. The follow-up period during clinical intiggtion shall permit demonstration of performameer a
period of time sufficient to represent a realiséist of the performance of the investigational roaldilevice and
allow any risks associated with adverse devicecesfever that period to be identified and assessed.

The Clinical investigation plan shall specificaligdress what medical care, if any, will be provitethe subjects after
the clinical investigation has been completed.

1.6.5 Monitoring plan
General outline of the monitoring plan to be folewy including access to source data and the eatestturce data
verification planned.

1.7 Statistical considerations
With reference to 1.5 and 1.6, the descriptionraf mstification for:-
(a) statistical design, method and analytical procesiure

(b) sample size;

(c) the level of significance and the power of theiclhinvestigation;

(d) expected drop-out rates;

(e) pass or fail criteria to be applied to the resaftthe clinical investigation;

(f) the provision for an interim analysis, where agtie;

(g) criteria for the termination of the clinical inviggttion on statistical grounds;

(h) procedures for reporting any deviation from theioil 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 datlyding drop-outs and withdrawals;

() the exclusion of particular information from thetiag of the hypothesis, if relevant; and

(m) in multicenter clinical investigations, the minimwand maximum number of subjects to be includecémh
center.

Special reasoning and sample size(s) may applytHer early clinical investigation(s), e.g. feastfiliclinical
investigation(s).

1.8 Data management
(a) Procedures used for data review, database cleanidgssuing and resolving data queries.

(b) Procedures for verification, validation and secgrrir electronic clinical data systems, if applieabl
(c) Procedures for data retention.

(d) Specified retention period.

(e) Other aspects of clinical quality assurance, asapjate.

1.9 Amendments to the Clinical investigation plan
Description of the procedures to amend the Cliriivatstigation plan.

1.10 Deviations from clinical investigation plan
(a) Statement specifying that the investigator is loiweed to deviate from the Clinical investigatiotap, except

without appropriate notifications or approvals fréthics Committee and Central Licensing authorty,the
case may be.

(b) Procedures for recording, reporting and analyzihigi€al investigation plan deviations.

(c) Notification requirements and time frames.

(d) Corrective and preventive actions and principaéstigator disqualification criteria.
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1.11 Device accountability.
Description of the procedures for the accountabdftinvestigational medical devices should be rrzired.
1.12 Statements of compliance.

(a) Statement specifying that the clinical investigatshall be conducted in accordance with the etlgdatiples
as prescribed in Good Clinical Practices.

(b) Statement specifying that the clinical investigatighall not begin until the required approval frdme Ethics
Committee.

(c) Statement specifying that any additional requireimémposed by the Ethics Committee or Central Lsoeg
Authority shall be followed, if appropriate.

(d) Statement specifying the type of insurance thalt Blegorovided for subjects, if appropriate.
1.13 Informed consent process.

(a) Description of the general process for obtainirfgrimed consent, including the process for providingjects
with new information, as needed.

(b) Description of the informed consent process inwitstances where the subject is unable to give ithe case
of emergency treatment, process should be clepdyified.

1.14 Adverse events, adverse device effects andidevdeficiencies.
(a) Definitions of adverse events and adverse devieetst
(b) Definition of device deficiencies.

(c) Definitions of serious adverse events and seridusrae device effects and, where appropriate, igipated
serious adverse device effects.

(d) Time period in which the principal investigator Biaport all adverse events and device deficientiethe
sponsor and, where appropriate, to Ethics Commattekthe regulatory authority.

(e) Details of the process for reporting adverse ev@ate of the adverse event, treatment, resoluéissessment
of both the seriousness and the relationship tantestigational medical device).

(f) Details of the process for reporting device deficies.

(g) List of foreseeable adverse events and anticipededrse device effects, together with their likelyidence,
mitigation or treatment.

(h) Emergency contact details for reporting seriousasty events and serious adverse device effects.
1.15 Vulnerable population.

(a) Description of the vulnerable population.

(b) Description of the specific informed consent praces

(c) Description of the Ethics Committee specific resgibitity.

(d) Description of what medical care, if any, will beopided for subjects after the clinical investigatihas been
completed.

1.16 Suspension or premature termination of the dlical investigation.

(a) Criteria and arrangements for suspension or prematumination of the whole clinical investigation of the
clinical investigation in one or more investigatigites.

(b) Criteria for access to and breaking the blindingnasking code in case of suspension or prematurertation
of the clinical investigation, if the clinical ingggation involves a blinding or masking technique.

(c) Requirements for subject follow-up.
1.17 Publication policy.
(a) Statement indicating whether the results of theicdl investigation will be submitted for publicati.

(b) Statement indicating the conditions under which tgults of the clinical investigation will be ofésl for
publication.

Table 6
Case Report Form (CRF)
1. General

(i) Case Report Forms are established to implementclingal investigation plan, to facilitate subject
observation and to record subject and investigatiomedical device data during the clinical investign
according to the clinical investigation plan. Thegn exist as printed, optical, or electronic docot®meand
can be organized into a separate section for adgjbd.
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(i) The Case Report Forms should reflect the cliniogéstigation plan and take account of the naturthef
investigational medical device.
2. Content and format

2.1 Overall considerations

0] The Case Report Forms can be organized such thatréfflect all the data from a single procedure or
single visit or other grouping that makes clinioakthronological sense.

(i) The format of Case Report Forms shall be such asinionize errors that can be made by those wha ente
data and those who transcribe the data into ojfstess.

(i)  The data categories and format listed in this Tahlebe considered when designing a Case Repaort. For

2.2 Cover page or login screen

@)
)
®)
(4)

Name of sponsor or sponsor logo.

Clinical investigation plan version and date (ifuéeed).

Version number of Case Report Forms.

Name of clinical investigation or reference numgeapplicable).

2.3 Header or footer or Case Report Form identifier

@
(b)
(©
(d)

(e)
)

Name of the clinical investigation or reference tam
Version number of Case Report Forms.
Investigation site/principal investigator identditcon number.

Subject identification number and additional idécaition such as date of birth or initials, if alled by national
regulations.

Case Report Form number or date of visit or visinber.
Page/screen number of CRF and total number of fsmesns (e.g. “pageof xx”).

2.4 Types of Case Report Forms

The following is a suggested list of CRFs that nbh&ydeveloped to support a clinical investigatiohisTis not an
exhaustive list and is intended to be used asdetine.

@)
(b)
(©
(d)
@)
@)
®)
(4)
®)
(e)
()
)
(h)
@
0
(k)
o
(m)
(n)

(0)

Screening.

Documentation of subject's informed consent.
Inclusion/exclusion.

Baseline visit:

demographics;

medical diagnosis;

relevant previous medications or procedures;
date of enrolment;

other characteristics.

Intervention(s) or treatment(s).

Follow-up visit(s).

Clinical investigation procedure(s).

Adverse event(s).

Device deficiencies.

Concomitant illness(es)/medication(s).
Unscheduled visit(s).

Subject diary.

Subject withdrawal or lost to follow-up.

Form signifying the end of the clinical investigatj signed by the principal investigator or his/hathorised
designee.

CIP deviation(s).
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3. Procedural issues
A system shall be established to enable crosserdarg of CRFs and CIP versions.

Supplemental CRFs may be developed for collectidjtmnal data at individual investigation sites rulticenter
investigations.

Table 7
Data elements for reporting serious adverse eventgcurring in a clinical investigation

1. Patient details:

(@) Initials and other relevant identifier (hospitalAJRatient Department’s record number etc.);

(b) Gender;

(c) Age and date of birth;

(d) weight;

(e) Height.
2. Suspected device(s):

(2) Name of the Device;

(b) Indication(s) for which suspect device was presadib

(c) Device details including model number/size/lot nemlif 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 treattn

4. Details of suspected adverse device reaction(s)

(@) Full description of reaction(s) including body simd severity, as well as the criterion (or crigrfor
regarding the report as serious. In addition toeacdption of the reported signs and symptoms, eten
possible, describe a specific diagnosis for thetrea.

(b) Start date (and time) of onset of reaction.

(C) Stop date (and time) or duration of reaction.

(d) setting (e.g., hospital, out-patient clinic, homegsing home).
5. Outcome

() Information on recovery and any sequel; resultsmécific tests and/or treatment that may have been
conducted.

(b) For a fatal outcome, cause of death and a comneits @ossible relationship to the suspected reagti
any post-mortem findings.

(c) Other information: anything relevant to facilitatesessment of the case, such as medical histdugling
allergy, drug or alcohol abuse; family history;dings from special investigations etc.

6. Details about the Investigator:
(a) Name;
(b) Address;
(c) Telephone number;
(d) Profession (specialty);
(e) Date of reporting the event to Central Licensinghsuity;
(f) Date of reporting the event to Ethics Committeerssreing the site;
(9) Signature of the Investigator.

Table 8
Informed Consent Form
Checklist for clinical investigation Subject’s infaomed consent documents
1.1 Essential elements:
1. Statement that the study involves research anéeafbn of the purpose of the research
2. Expected duration of the Subject's participation
3. Description of the procedures to be followed, idahg all invasive procedures
4. Description of any reasonably foreseeable riskdismomforts to the Subject
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5. Description of any benefits to the Subject or athreasonably expected from research. If no beisegitpected,
subject should be made aware of this.

6. Disclosure of specific appropriate alternative jabares or therapies available to the Subject.

7. Statement describing the extent to which configdityi of records identifying the subject will be m&ined and
who will have access to Subject’'s medical records

8. Clinical investigation treatment schedule(s) arelghobability for random assignment to each treatr(fer
randomised clinical investigation)

9. Statement describing the financial compensationmaedical management as under:

(a) In case of an injury occurring to the subject dgriine clinical investigation, free medical managetshall
be given as long as required or till such time iéstablished that the injury is not related todivécal
investigation, whichever is earlier.

(b) In the event of an investigation related injurydesath, the Sponsor or his representative, whoer h
obtained permission from the Central Licensing Awitly for conduct of the clinical investigation,ah
provide financial compensation for the injury oatte

10. An explanation about whom to contact for clinicaléstigation related queries, rights of Subjectsiarthe event
of any injury

11. The anticipated prorated payment, if any, to thij&at for participating in the clinical investigatti

12. Subject's responsibilities on participation in dfieical investigation

13. Statement that participation is voluntary, that $tubject can withdraw from the clinical investigatiat any time
and that refusal to participate will not involveygrenalty or loss of benefits to which the Subjsatherwise
entitled

14. Statement that there is a possibility of failurénvfestigational medical device to provide intentleerapeutic
effect.

15. Any other pertinent information.

1.2 Additional elements, which may be required

(a) Statement of foreseeable circumstances undehwie Subject's participation may be terminatgthie
Investigator without the Subject's consent.

(b) Additional costs to the Subject that may reBoim participation in the clinical investigation.

(c) The consequences of a Subject’s decision tadnaiv from the investigation and procedures foedsd
termination of participation by Subject.

(d) Statement that the Subject or Subject's repta8ee will be notified in a timely manner if sifioant new
findings are developed during the course of theestigation which may affect the Subject's willingaeto
continue participation will be provided.

(e). A statement that the particular treatmentroc@dure may involve risks to the Subject (or ® &mbryo or
fetus, if the Subject is or may become pregnantjclvare currently unforeseeable

(f) Approximate number of Subjects enrolled in tfieical investigation

2. Format of informed consent form for Subjectdipgpating in a clinical investigation -

Informed Consent form to participate in a clinisalestigation
Clinical investigation Title:
Clinical investigation Number:

Subject’s Initials: Subject’'s Name:
Date of Birth / Age: Gender:
Address of the Subject:

Quialification:

Occupation: Student/Self-employed/Service/Houseiithers (Please tick as appropriate)

Annual income of the subject:
Name and address of the nominee(s) and his relttitive subject (for the purpose of
compensation in case of clinical investigation tedadeath).

Place initial box (Subject)
(i) 1 confirm that | have read and understooditifermation sheet dated ____ for the ab []
clinical investigation and have had the opportutitask questions.
(i) 1 understand that my participation in thendtial investigation is voluntary and that | am  []
free to withdraw at any time, without giving anyasen, without my medical care or legal
rights being affected.
(i) 1 understand that the Sponsor of the clihigavestigation, others working on the [1
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Sponsor’s behalf, the Ethics Committee and the laegry authorities will not need my
permission to look at my health records both irpees of the current clinical investigation
and any further research that may be conducteelation to it, even if | withdraw from the
clinical investigation. | agree to this access.

However, | understand that my identity will not tevealed in any information released to
third parties or published.

(iv) I agree not to restrict the use of any dateesults that arise from this clinic []
investigation provided such a use is only for stfierpurpose(s).
(v) I agree to take part in the above clinicaldstigation. [

(vi) I understand that in case of an injury ocawyriduring the clinical investigation, free medical
management shall be given as long as required.

(vii) I understand that in the event of an investign related injury or death, financial comperwati
for such injury or death shall be provided in adeorce with the provisions of the Medical Device
Rules, 2017.

Signature (or Thumb impression) of the Subject/llggscceptable Representative:

Date: / /
Signatory’s Name:

Signature of the Investigator:
Contact Details (Telephone Number/ mobile) on wigahject may contact:
Date: / /

Clinical investigation Investigator's Name:

Signature of the Witness e:Dat / /
Name of the Witness:
Address and contact details of the Witness:

(Copy of the Patient Information Sheet and duledilinformed Consent Form shall be handed ovengsubject
or his/her attendant).

Table 9
Undertaking by the Investigator

1. Full name, address and title of the Principal Itigasor (or Investigator(s) when there is no Prpati
Investigator)

2. Name and address of the medical college, hospitatteer facility where the Clinical Investigatiorilmbe
conducted: Education, training & experience thaalify the Investigator for the clinical investigati
(Attach details including medical council regisimatnumber, or any other statement(s) of qualificyt))

3. Name and address of all clinical facilities to lsediin the clinical investigation.

4. Name and address of the Ethics Committee thatsigoresible for approval and continuing review of the
clinical investigation.

5. Names of the other members of the research tearn{@stigators or sub-Investigators) who will be
assisting the Investigator in the conduct of theagtigation (s).

6. Clinical Investigation Plan, Title and Clinical iestigation number (if any) of the clinical investign to be
conducted by the Investigator.

7. Commitments:

0] | have reviewed the clinical investigatidarpand agree that it contains all the necess#oyriration to
conduct the investigation. | will not begin thenatial investigation until all necessary Ethics Coitee
and regulatory approvals have been obtained.

(ii) | agree to conduct the investigation in adaace with the current Clinical investigation plamill not

implement any deviation from or changes of the iC#ihinvestigation plan without agreement by the
Sponsor and prior review and documented approfatdrable opinion from the Ethics Committee of
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the amendment, except where necessary to elimamait@mediate hazard(s) to the clinical investigatio
participant or when the change(s) involved are todystical or administrative in nature.

(i) | agree to personally conduct and/or sugerthe clinical investigation at my site.

(iv) | agree to inform all Subjects that the neatidevices are being used for investigational pses and |
will ensure that the requirements relating to obtey informed consent and Ethics Committee review
and approval specified in th&hedule are met.

V) | agree to report to the Sponsor all advergeeriences that occur in the course of the iny&ton(s) in
accordance with the regulatory and Good Clinicatpce guidelines.

(vi) | have read and understood the informatiothe Investigator's brochure, including the pagtnisks
and side effects of the medical device.

(vii) | agree to ensure that all associates, aglles and employees assisting in the conduct oflihieal

investigation are suitably qualified and experighaed they have been informed about their obligatio
in meeting their commitments in the clinical inugation.

(viii) | agree to maintain adequate and accurate recordsta make those records available for audit /
inspection by the Sponsor, Ethics Committee, Lizenéuthority or their authorized representativies,
accordance with regulatory and provisions of thades. | will fully cooperate with any clinical
investigation related audit conducted by regulatofficials or authorized representatives of the

Sponsor.

(ix) | agree to promptly report to the Ethics Caiter all changes in the CIP activities and allnti@pated
problems involving risks to human Subjects or agher

x) | agree to inform all serious adverse eveéotthe Sponsor, Central Licensing Authority as veslthe

Ethics Committee within forty eight hours of theiccurrence. In case of failure, 1 will submit the
justification to the satisfaction of the Centrakcénsing Authority. | also agree to report the sesio
adverse events, after due analysis, to the Cehi@nsing Authority, Chairman of the Ethics
Committee and head of the institution where thestigation has been conducted within fourteen days
of the occurrence of serious adverse events.

(xi) I will maintain confidentiality of the ideifitation of all participating clinical investigath patients and
assure security and confidentiality of clinical éstigation data.
(xii) | agree to comply with all other requiren®rguidelines and statutory obligations as appleab

clinical Investigators participating in clinicalvestigations

Date: Signaé of Investigator

Table 10
Clinical Investigation Report

1. General
This table specifies the contents of the clinicakistigation report that describes the design, i@t statistical
analysis and results of a clinical investigation.

2. Cover page
The page shall be contain the following information
(a) title of the clinical investigation;
(b) identification of the investigational medical dead; including names, models, etc. as relevant donptete
identification;
(c) if not clear from the title, a single sentence dibsng the design, comparison, period, usage metaiod subject
population;
(d) name and contact details of sponsor or sponsq@resentative;
(e) CIP identification/protocol code;
(f) name and department of coordinating investigatod ammes of other relevant parties, e.g. experts,
biostatistician, laboratory personnel;
(g) statement indicating whether the clinical invedimpa was performed in accordance with declaratidn o
Helsinki, Good Clinical Practice guidelines and laggble regulations;
(h) Brief description of investigation design;
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(i) Start and end date of patient accrual and naméeafponsor and the participating institutes;
(j) author(s) of report.
3. Table of contents
The table of contents may include the followingoimhation:
(a) the page number or locating information of eachisecincluding summary tables, figures, and graphs
(b) a list of appendices and their location.
4. Summary
The summary may contain the following items:
(a) the title of the clinical investigation;
(b) an introduction;
(c) the purpose of the clinical investigation;
(d) description of the clinical investigation populatio
(e) the clinical investigation method used;
(f) the results of the clinical investigation;
(g) the conclusion;
(h) the date of the clinical investigation initiation;

(i) the completion date of the clinical investigationibthe clinical investigation is discontinuetigtdate of
premature termination.

5. Introduction

The introduction may contain a brief statementipig¢he clinical investigation in the context oktdevelopment of the
investigational medical device and relating thetical features of the clinical investigation (e.gbjectives and
hypotheses, target population, treatment and fellpvduration) to that development.

6. Investigational medical device and methods
6.1 Investigational medical device description
The description of the investigationadital device should contain the following points:
(a) a description of the investigational medical deyice
(b) the intended use of the investigational medicala¥s);
(c) previous intended uses or indications for usegldvant;
(d) any changes to the investigational medical devigénd the clinical investigation or any changesnirthe 1B,
including,-
(i) raw materials;
(i) software;
(i) components;
(iv) shelf-life;
(v) storage conditions;
(vi) instructions for use; and
(vii) other changes.
6.2 Clinical investigation plan (CIP)

A summary of the CIP, including any subsequent aimemnt(s) with a rational for each amendment, shbelgrovided.
The summary will include a brief description of flefowing points:-

(a) the clinical investigation objectives;
(b) the clinical investigation design including,-
(i) the type of clinical investigation;
(ii) the clinical investigation endpoints;
(i) the ethical considerations;
(iv) the data quality assurance;
(v) the subject population for the clinical investigati with the,-
(A) inclusion or exclusion criteria; and

(B) sample size; a clear accounting of all participahb entered the clinical investigation
shall be mentioned. Mention should also be madeallotases that were dropouts or
protocol deviations. Enumerate the patients sciokemandomized, and prematurely
discontinued. State reasons for premature disoaatiion of therapy in each applicable
case.
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(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 drdateria;
(B) a sample size calculation; and
(C) statistical analysis methods.

6.3 Ethics Committee

This section shall document that the clinical ifigggion was conducted in accordance with the athicinciples of
Declaration of Helsinki. A detailed description tife Ethics Committee constitution and date(s) gbrapals of
investigation documents for each of the particiggtsites should be provided. A declaration shadtestthat EC
notifications as per Good Clinical Practice Guide$ issued by Central Drugs Standard Control Orgéioh and
Ethical Guidelines for Biomedical Research on HurSamjects, issued by Indian Council of Medical Recke have
been followed. The ethics report shall includefdilowing points:

(a) a confirmation that the CIP and any amendmentswetlie reviewed by the EC;

(b) alist of all ECs consulted.

6.4 Clinical investigation team

Briefly describe the administrative structure o tinical investigation (Investigators, site st&ponsor/ designates,
Central laboratory etc.).

7. Results
The results should include the following points:
(a) the clinical investigation initiation date;

(b) the clinical investigation completion/suspensiotega

(c) the disposal of subjects and investigational médiesices;
(d) the subject demographics;

(e) Clinical investigation Plan compliance;

(f) an analysis, which includes,-

(i) a performance analysis as provided in the clirivastigation plan;

(i) a summary of all adverse events and adverse de¥ieets, including a discussion of the severity,
treatment needed, resolution and relevant principaéstigator's judgment concerning the causal
relationship with the investigational medical des®r procedure;

(iii) a table compiling all observed device deficiendlest could have led to a serious adverse effect, an
any corrective actions taken during the clinicakistigation, if any;

(iv) any needed subgroup analysis for special popuktfioe. gender, racial/cultural/ethnic subgroups),
appropriate;

(v) an accountability of all subjects with a descriptiof 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 invggtiion and the reason.

8. Discussion and overall conclusions
The conclusions may include the following points:

(@) the safety and performance results and any othaents;

(b) an assessment of risks and benefits;

(c) a discussion of the clinical relevance and imparéaof the results in the light of other existingaja

(d) any specific benefits or special precautions reglfor individual subjects or groups considerebdeat risk;
(e) any implications for the conduct of future cliniéavestigations;

(f) any limitations of the clinical investigation.
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9. Abbreviated terms and definitions
A list of abbreviated terms and definitions of Spézed or unusual terms should be provided.

10. List of appendices to the clinical investigatioreport

(a) Protocols and amendments;

(b) Specimen of Case Record Form;

(c) Investigators’ name(s) with contact addresses, phemail etc.;

(d) Patient data listings (e) List of participants teshwith investigational product;
(e) Discontinued participants;

(f) Protocol deviations ;

(g) CRFs of cases involving death and life threatemithgerse event cases;

(h) Publications from the investigation;

(i) Important publications referenced in the clinicaléstigation;

() Audit certificate, if available;

(k) List of other parties involved (e.g. core labs, tcact research organizations (CROSs), experts,; e
() List of monitors involved;

tc.)

(m) Investigator’s certificate that he or she has thadeport and that the report accurately descthees

conduct and the results of the clinical investigati

Eighth Schedule
(See rule 90)

Exemptions

Class of medical devices Extent and conditiolm$ exemption

Custom made device. All provisions of Chapterdid Chapter V of these rules, subject to
condition that the device is being specifically mawd accordance with a dul
qualified medical practitioner’s written prescrigmi under his responsibility
in accordance with specific design, characteristitsd the same is intended f
the sole use of a particular patient and the labetains the words ‘custor
made device'.

Explanation.- Mass produced devices, which only need adogbomeet the
specific requirement of a medical practitioner oy &ther professional use
shall not be considered as custom made device.

Medicated dressings andrhe provisions of Chapter Xl of these rules whiefjuire them to be covere
bandages for first aid. by a sale licence, subject to condition that suchdpcts have bee
manufactured by licenced manufacturers.

- o

Medical devices suppliedAll provisions of Chapter Xl of these rules whigkquire them to be covere
by a registered medicalby a sale licence subject to the following conditio

practitioner to his own (a) The medical devices shall be purchased only fadicenced manufacture
patient or any medicalor licenced whole seller or retailer under theskeswand records of sug
device supplied by apurchases showing the name and quantities of sectical devices, togethe
registered medical with their batch numbers and names and addressbe afianufacturers sha
practitioner at the requestbe maintained. Such records shall be open to itismeby medical device
of another such practitionerofficer appointed under this Act, who may, if nexaay make enquiries abo
if it is specially prepared purchase of medical device and may also take sanfipldest.

with reference to the (b) Medical device shall be stored under propefag® conditions as specifie
condition and for the use ofin the label.

an individual patient (c) No medical device shall be sold or suppliedlispensed after the date
provided the registeredexpiration recorded on its label or in violation afy statement or directio
medical practitioner is not recorded on such label.

(a) keeping an open shop

or (b) selling across th

counter, for distribution o

sale of medical devices i

h

== 0 =
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India to a degree whic
render him liable to the
provisions of Chapter IV
of the Act and the rule
made thereunder.

|2

Medical devices supplie| All provisions of Chapter XI of these rules ich requires them to be cover
by a hospital or dispensaryby a sale licence subject to the following conditio

maintained or supported hy(a) The dispensing and supply of medical devicedl &e carried out by or
Government or local body| under the supervision of qualified person;

(b) The premises where medical devices are supplietiocked shall be ope
to inspection by a medical device officer appointeder this Act who can, if
necessary, take samples for test.

(c) The medical devices shall be stored under prsfpeage conditions.
(d) The medical devices shall be purchased fromaaufacturer or a wholg
seller or retailer licenced under these rules oeired as transferred stocks
from hospital stores for distribution. Records atls purchases or receipts
shall be maintained.
(e) No medical device shall be sold or suppliedispensed after the date pf
expiration recorded on its label or in violation aify statement or direction
recorded on such label.

>

Mechanical contraceptives. The provisions of @&ail of these rules which require them to be ceue
by a sale licence subject to the condition thatgt@visions of condition that
no medical device shall be sold or supplied or elised after the date of
expiration recorded on its label or in violation aify statement or direction
recorded on such label.

Import of small quantity of The provisions of Chapter V of these rules whicuree them to be covered
medical devices donated {doy a licence for import provided that the Centradensing Authority shal
a charitable hospital forissue a No Objection Certificate for such purpasthe applicant.

treatment of patients free
of cost by that hospital.

1.
2.

Appendix
Form MD-1

[See sub-rule (5) of rule 13]
Application for grant of Certificate of Registration of a Notified Body

Name of Applicant:
Nature and constitution of Body:

(i.e. proprietorship, partnership including Limitebility
Partnership, private or public company, societystirother
to be specified)

3.

4.

Corporate/ registered office address includaigphone
number, mobile number, fax number and e-mail id:
Details of accreditation (self-attested copyge@tificate
to be attached):

. Standards (BIS/ISO/Others) for which notifiedipdas

been accredited under rule 13:

. Fee paid on Rs iptieballan/transaction id .
. Documents enclosed, as specified in the PdrtheoThird Schedulef the Medical Devices Rules, 2Q1duly

signed by me.

. | undertake to comply with the provisions of Brugs and Cosmetics Act, 1940 (23 of 1940) andMieelical

Devices Rules, 2017 and other terms and conditionsvorking as a Notified Body as may be specifieain
time to time.

Place:
Date: Signaiof designated person in India

(Name and destigmg
[To be signeditiiliy]
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Form MD-2
[See sub-rule (6) of rule 13]

Certificate of Registration for a Notified Body under the Medical Devices Rules, 2017

Registration No.:

1. M/s, (Name of the firntyaged at (full address with
telephone and e-mail) has been registered as diddoBody of following Class A and/or Class B mealic
devices.

2. Details of Medical device(s):

S.N. Standards for which it is Class of medical devices
registered

3. This Registration is subject to the conditiassspecified in the Drugs and Cosmetics Act, 1(@80of 1940)
and the Medical Devices Rules, 2017.

Place: Central Licensing Authority
Date: [To be signed digitally]

Form MD-3
[See sub-rule (2) of rule 20]

Application for Grant of Licence to Manufacture for Sale and Distribution of Class A or Class B medidalevice

. Name of Applicant:
. Nature and constitution of manufacturer:

(i.e. proprietorship, partnership including Limited
Liability Partnership, private or public compangceety,
trust, other to be specified)

. (i) Corporate/ registered office address inaigdi

telephone number, mobile number, fax number and e-
mail id:
(ii) Manufacturing site address including telephone
number, mobile number, fax number and e-mail id:
(iii) Address for correspondence:

[corporate/ registered office/ manufacturgitg]

. Details of medical device(s) to be manufactyrethexed]:

. Whether substantial equivalence to a predicatcd is claimed: (Yes/ No)

. Fee paid on Rs receipt/challan/transaction id
7.
8.

| have enclosed the documents as specifieceifrturth Schedulef Medical Devices Rules, 2017.

| hereby state and undertake that:

(i) the manufacturing site is ready for auditsball be ready for auditon ................cccoiiis in accarda with
the requirements of Medical Devices Rules, 2017.
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(ii) 1 shall comply with all the provisions of thBrugs and Cosmetics Act, 1940 (23 of 1940) and Muaslical
Devices Rules, 2017.

Place: Signature
Date: (Name and designation)
[To be signed digitally]
Annexure:
S.N. | Generic| Model | Intended| Class | Material of | Dimension| Shelf | Sterile or | Brand
name | No. use of construction| (if any) life Non Name (if
medical sterile registered
device under the
Trade
Marks
Act,
1999)
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Form MD-4
[See sub-rule (2) of rule 20]

Application for Grant of Loan Licence to Manufacture for Sale or for Distribution of Class A or ClasB medical
device

1. Name of Applicant:
2. Nature and constitution of manufacturer:
(i.e. proprietorship, partnership including Limited
Liability Partnership, private or public compangciety,
trust, other to be specified)
3. (i) Corporate/ registered office address inaigdi
telephone number, mobile number, fax number and e-
mail id:
(i) Name and address of Manufacturing site inahgdi
telephone number, mobile number, fax number and e-
mail id:
(iif) Address for correspondence:
[corporate/ registered office/ manufacturgitg]
. Details of medical device(s) to be manufactiyrethexed]:
. Whether substantial equivalence to a predicatecd is claimed: (Yes/ No)
. Fee paid on Rs receipt/challan/transaction id
7. 1 have enclosed the documents as specifieckifrtlurth Schedulef Medical Devices Rules, 2017.
8. | hereby state and undertake that:
(i) 1 shall comply with all the provisions of@hDrugs and Cosmetics Act, 1940 (23 of 1940) ardMedical
Devices Rules, 2017.

o O b

Place: Signature
Date: (Name and designation)
[To be signed digitally]

Annexure:
S.N.| Generic| Model | Intended| Class Material of | Dimension| Shelf | Sterile or| Branc
name | No. | use of construction| (if any) life | Non Name (if registered
medical sterile under the Trade

device Marks Act, 1999)
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Form MD-5
[See sub-rule (4) of rule 20 and sub-rule (6) &f 20]

Licence to Manufacture for Sale or for Distribution of Class A or Class B Medical Device.

Licence Number: ..........

1. M/s (Name and faltess of manufacturer with telephone, fax and djrhas been
licenced to manufacture for sale or for distribotithe below listed medical device(s) at the premisiguated at
(address of n@nrifey facility where the manufacturing will berdad out).

2. Details of medical device(s) [Annexed].

3. This licence is subject to the provisions of kedical Devices Rules, 2017 and conditions presctitherein.

Place: State Licensing Authority
Date: [To be signed digitally]

Annexure:
S.N. | Generic| Model | Intended| Class Material of | Dimension| Shelf | Sterile or | Brand
name No. use of construction| (if any) life Non Name (if
medical sterile registered
device under the
Trade
Marks
Act,
1999)
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Form MD-6
[See sub-rule (4) of rule 20 and sub-rule (6) &f 20]

Loan Licence to Manufacture for Sale or for Distribution of Class A or Class B medical device
Loan Licence Number: ..........

1. M/s (Name and fullemd of manufacturer with telephone, fax and djnmais

been licenced to manufacture for sale or for distion the below listed medical device(s) at thenpises situated at
(address of nauorifey facility where the manufacturing will berdad
out along with the licence number) C/o (name of manufacturing site licence holder)

2. Details of medical device(s) [Annexed].

3. This licence is subject to the provisions of Medical Devices Rules, 2017 and conditions presdtitherein.

Place: State Licensing Authority
Date: [To be signed digitally]

Annexure:

S.N. | Generic| Model | Intended| Class Material of | Dimension| Shelf | Sterile or | Brand
name No. use of construction| (if any) life Non Name (if
medical sterile registered
device under the
Trade
Marks
Act,
1999)
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Form MD-7
[See sub-rule (1) of rule 21 and sub-rule (2) &f 21]

Application for Grant of Licence to Manufacture for Sale or for Distribution of
Class C or Class D
. Name of Applicant:
. Nature and constitution of manufacturer:
(i.e. proprietorship, partnership including Limited
Liability Partnership, private or public compangciety,
trust, other to be specified)
. (i) Corporate/ registered office address inaigdi
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:
(iii) Address for correspondence:
[corporate/ registered office/ manufactursitg]
. Details of medical device(s) to be manufactyrethexed]:
. Whether substantial equivalence to a predicatcd is claimed: (Yes/ No)
. Fee paid on Rs receipt/challan/transaction id

. I have enclosed the documents as specifieckifrtlurth Schedulef Medical Devices Rules, 2017.

. I hereby state and undertake that:

(i) the manufacturing site is ready for auditsball be ready for auditon ................ccoiias in accarda with

the requirements of Medical Devices Rules, 2017.

(i) 1 shall comply with all the provisions ohe¢ Drugs and Cosmetics Act, 1940 (23 of 1940)
Devices Rules, 2017.

Place:

Date:

dredMedical

Signature

(Name and designation)

[To be signed digitally]

Annexure:

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

Trade

Marks

Act,
1999)
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Form MD-8
[See sub-rule (1) of rule 21 and sub-rule (2) & 24]

Application for Grant of Loan Licence to Manufacture for Sale or for Distribution of Class C or ClasD
1. Name of Applicant:

2. Nature and constitution of manufacturer:

(i.e. proprietorship, partnership including Limited

Liability Partnership, private or public compangceety,

trust, other to be specified)
3. (i) Corporate/ registered office address inaigdi

telephone number, mobile number, fax number and e-

mail id:

(ii) Manufacturing site address including telephone

number, mobile number, fax number and e-mail id:

(iii) Address for correspondence:

[corporate office/ manufacturing site]

4. Details of medical device(s) to be manufactifathexed]:
5. Whether substantial equivalence to a predicatecd is claimed: (Yes/ No)
6. Fee paid on Rs receipt/challan/transaction id
7
8

. I have enclosed the documents as specifieckifrtlurth Schedulef Medical Devices Rules, 2017.

. | hereby state and undertake that:

(i) the manufacturing site is ready for auditsball be ready for audit on .................ccoees in accarda with
the requirements of the Medical Devices Rules, 2017

(i) 1 shall comply with all the provisions ohe¢ Drugs and Cosmetics Act, 1940 (23 of 1940) &edMedical
Devices Rules, 2017.

Place: Signature
Date: (Name and designation)
[To be signed digitally]

Annexure:

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

Trade

Marks

Act,

1999)
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Form MD-9

[See sub-rule (1) rule 25]

Licence to Manufacture for Sale or for Distribution of Class C or Class D

Licence Number: ....

1. M/s

(Name and faltess of manufacturer with telephone, fax and djrhas been

licenced to manufacture for sale or for distribotithe below listed medical device(s) at the premisiuated at

2. Details of medical device(s) [Annexed].

(address of n@arifey facility where the manufacturing will berdad out).

3. The names, qualifications and experience ottmpetent technical staff responsible for the rfecture and testing of
the above mentioned medical device(s).

4. This licence is subject to the provisions of bMedical Devices Rules, 2017 and conditions préscritherein.

Place:
Date:

Central Licensing Authority
[To be signed digitally]

Annexure:

S.N. | Generic
name

Model
No.

Intended
use

Class
of
medical
device

Material of
construction

Dimension
(if any)

Shelf
life

Sterile or
Non
sterile

Brand
Name (if
registered
under the
Trade
Marks
Act,
1999)




[ 1l —=vg 3(i)] T 1 ST : STETYRI 231

Form MD-10
[See sub-rule (1) rule 25]

Loan Licence to Manufacture for Sale or for Distribution of Class C or Class D medical device

Loan Licence Number: ..........

1. M/s (Name and fullemd of manufacturer with telephone, fax and djnhais

been licenced to manufacture for sale or for distion the below listed medical device(s) at thenpises situated at
(address of n@orifey facility where the manufacturing will berdad
out along with the licence number) C/o (name of manufacturing site licence holder)

2. Details of medical device(s) [Annexed].

3. The names, qualifications and experience of atemt technical staff responsible for the manufacand testing of
the above mentioned medical device:

4. This licence is subject to the provisions of bhedical Devices Rules, 2017 and conditions préscritherein.

Place: State Licensing Authority
Date: [To be signed digitally]

Annexure:

S.N. | Generic| Model | Intended| Class Material of | Dimension| Shelf | Sterile or | Brand
name No. use of construction| (if any) life Non Name (if
medical sterile registered
device under the
Trade
Marks
Act,
1999)
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Form MD-11
[See clause (vii) of rule 26]
Form in which the Audit or Inspection Book shall bemaintained.
(A) The cover of the audit or inspection book shalltaonthe following particulars, namely:-
1. The name and address of the licencee
2. Licence Number

(B) (i) The pages of the audit or inspection book siual serially nhumbered and duly stamped by the @entr
Licensing Authority*/State Licensing Authority*. Bhpages, other than the first and the last paged, tmave the
following particulars:-

Name and designation of the auditor or medical@euificer who audited or inspected the premises:
Date of audit or inspection
Observations of the auditor or medical device effic

Signature of the auditor or medical device officer

(i) The first and last pages of the audit or irdpmn book shall be endorsed by the Central Licemsi
Authority*/State Licensing Authority* with the fadwing words, namely:-

Audit or inspection book maintained by M/s situated at fordeen
number in Form uhdevledical Devices Rules, 2017.

*Central Licensing Authority/
*State Licensing Authority
[To be signed digitally]
*Delete whichever is not applicable.

Notes:

(i) Printed copy of the Inspection Book may be ot#d by the licencee from the Licensing Authority gayment
of fee as may be specified by the concerned LiognAuthority from time to time.

(ii) The audit or inspection book shall be maintairat the premises of the licencee.

(iii) The original copy of observations made by #gditor or medical device officer shall be mainéal in the
premises of the licencee and duplicate copy stalsént to the Central Licensing Authority/ Stateelising
Authority. The triplicate copy shall be taken asaml by the auditor or medical device officer.

Form MD-12
[See sub-rule (1) of rule 31]

Application for licence to manufacture medical devie for purpose of clinical investigations, test, eéuation,
examination, demonstration or training

. Name of Applicant:

. Nature and constitution of manufacturer:

(i.e. proprietorship, partnership including Limited
Liability Partnership, private or public compangciety,
trust, other to be specified)

. (i) Corporate/ registered office address inaigdi
telephone number, mobile number, fax number and
e-mail id:

(ii) Testing or evaluation site address includiagphone
number, mobile number, fax number and e-mail id:
(iii) Address for correspondence:
[corporate office/ testing site]
. Details of medical device(s) to be manufactyrethexed]:
. Fee paid on Rs receipt/challan/transaction id
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6. | hereby state and undertake that, | shall cgmth all applicable provisions of the Drugs ands@etics Act,
1940 (23 of 1940) and the Medical Devices Rule4,720

Place: Signature
Date: (Name and designation)
[To be signed digitally]
Annexure:
S.N. Generic name Class of medical | Quantity proposed to be
device manufactured
Form MD-13
[See sub-rule (3) of rule 31]
Licence to Manufacture Medical Devices for the Purpses of Clinical Investigations or Test or Evaluatin
or Demonstration or Training
1. MIS o, , Of , is hereby licenced to manufaetiire medical device(s) specified

below for the purposes of clinical investigations test or evaluation or demonstration or trainirng a
.................................... (address of the premise).

S.N. Generic name Class of medical | Quantity permitted to be
device manufactured

2. This licence is subject to the provisions of khedical Devices Rules, 2017 and conditions presditherein.

3. This licence shall be in force for a periodtokee year from the date specified below.

Place: Central Licensing Authority
Date: [To be signed digitally]

Form MD-14
[See 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 compangciety,
trust, other to be specified)

3. (i) Corporate/ registered office address inaigdi
telephone number, mobile number, fax number and
e-mail id:
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(i) Authorised Agent address including telephone
number, mobile number, fax number and e-mail igexs
wholesale licence or manufacturing licence:
(iii) Address for correspondence:
[corporate/ registered office/
authorised agent]
4. Particulars of overseas Manufacturer, Manufamgusite(s):

Sr. Name and address of manufacturer (fullName and address of manufacturing site (full askire
No. address with telephone, fax and e-mail with telephone, fax and e-mail address of the
address of the manufacturer) manufacturing site)

5. Details of medical device(s) to be imported [Ared)]:

6. Whether substantial equivalence to a predicatecd is claimed: (Yes/ No)

7 Fee paid on Rs receipt/challan/transaction id
. | have enclosed the documents as specified enFiburth Scheduléor grant of licence to |mport medical
device(s).

9. | hereby state and undertake that:

(i) I shall comply with applicable provisions tife Drugs and Cosmetics Act, 1940 (23 of 1940) thedViedical

Devices Rules, 2017.

Place: Signature
Date: (Name and designation)
[To be signed digitally]

Annexure:
S.N. | Generic| Model | Intended| Class Material of | Dimension| Shelf | Sterile or | Brand
name No. use of construction| (if any) life Non Name (if
medical sterile registered
device under Trade
Marks Act
1999)
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Form MD-15
[See sub-rule (1) of rule 36]

Licence to Import Medical Device

Licence No.:

1. M/s (Name, full exddras per wholesale licence/ manufacturing licen€e
authorised agent with telephone and e-mail address)ereby licenced to import the medical device(s)
manufactured by overseas manufacturer having metuifag site as specified below.

2. Details of overseas manufacturer and manufiagtsite under this licence.

Sr. No. Name & address of overseas Name & address of overseas manufacturing site
manufacturer (full address with telephone and e-mail addregst®f
(full address with telephone and e- | manufacturing site)

mail address of the manufacturer)

3. Details of medical device(s) [Annexed)].

4. The authorised agent M/s. will be responsible for the business activitasthe
overseas manufacturer, in India in all respects.

5. This licence is subject to the provisions of khedical Devices Rules, 2017 and conditions presttitherein.

Place: Central Licensing Authority
Date: Seal or Stamp

Annexure:

S.N. | Generic| Model | Intended| Class Material of | Dimension| Shelf | Sterile or | Brand
name | No. use of construction| (if any) life Non Name (if
medical sterile registered
device under
Trade
Marks
Act
1999)

Form MD-16
[See sub-rule (2) of rule 40]

Application for Licence to Import Medical Devices fr the Purposes of Clinical Investigations or Tesbr
Evaluation or Demonstration or Training

1. Name of applicant:
2. Address of applicant including telephone number,
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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 etialués
proposed to be conducted:
5. Details of medical device(s) to be imported [Ared)].

6. Brief description of the medical device

7. Purpose of import

8. Justification for quantity to be imported

9. An undertaking stating that required facilitiesluding

equipment, instrument and personnel have beengedvi

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 shalbeatsed

for commercial purpose

11. Fee paid on Rs receipt/challan/transaction id
12. | hereby state and undertake that, | shall ¢pmvjih all applicable provisions of the Drugs aﬁdsmetlcs Act,
1940 (23 of 1940) and the Medical Devices Ruleg,720

Place: Signature
Date: (Name and designation)
[To be signed digitally]

Annexure:

S.N.| Name of| Model | Intended| Class | Material of | Dimension| Shelf | Sterile or | Quantity
medical | No. use of construction| (if any) life Non to be
device medical sterile imported
(Generic device
and
brand )

Form MD-17

[See sub-rule (1) of rule 41]

Licence to Import Medical Devices for the Purposesf Clinical Investigations or Test or Evaluation or
Demonstration or Training

1. M/Si e is hereby licenced to import the medical devipecified below from M/s
..................... (Name and full address of seass manufacturer) for the purposes of clinicaéstigations or test or
evaluation or demonstration or training at .................... (Name and address, where clinical investigatians o

test or evaluation or is to be carried out).
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S.N. Generic name Class of medical | Quantity permitted to be imported
device

2. This licence is subject to conditions prescribader the Medical Devices Rules, 2017.

3. This licence shall, unless previously suspenaledevoked, be in force for a period of three ygam the date
specified below:-

Place: Central Licensing Authority
Date: [To be signed digitally]

Form MD-18
[See sub-rule (1) of rule 42]

Application for licence to import investigational medical devices for the purposes by a government hgtal or
statutory medical institution for the treatment of patients

1. I (Name and designation) ........ccccceeeeiiiiiiiii e of
....................................... (Name of the Government Hospital daitory Medical Institution) hereby apply
for a licence to import small quantities of investional medical device specified below manufactuog M/s.
............................... (Name and full address of overseas nfiacturer) for the purpose of treatment of patients
for the dISEASE....cc i (Name of the disease).........ocoeeeenn...
At (name and address of the hospital).

2. Details of medical device to be imported:

Name of the investigation| Name and address of t | Quantities which may b
Medical device manufacturer imported

3. I shall comply with the provisions of the Drugisd Cosmetics Act, 1940 (23 of 1940) and the Médievices

Rules, 2017.
4. A fee of Rs. has been creditetheoGovernment under the Head through Challarifgece
No. dated (copy attached).
Place: Signature.........oooveviiiienenn
Date: Name.........covevviiiieieecenn

Certificate

Certified that the investigational medical devigeedfied above for import are urgently required foe

treatment of patients suffering from .........ccccccceeeinn. and that the said medical devécnot available in India.
Place:

Signature..........ooceeee e,
Date: Medical Superintendent of the Government Hospitdé¢ad of

Statutory Medical Institution Seal or Stamp
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Form MD-19
[See sub-rule (2) of rule 42]

Licence to import investigational medical device bya government hospital or statutory medical
institution for the treatment of patients

Licence No.

1. Dr (Name and degighaif (Name of Hospital or
Statutory Medical Institution) here by grant licen import from M/s ....................... (Name and full
address of manufacturer) the medical devices dpddifelow for the purpose of treatment of patidotsthe
disease (name of the disease) at .............ccommm........(name and address of the
hospital).

2. Details of medical device to be imported:

Name of medical devi Quantities which may be impori

3. This licence shall, unless previously susperatagvoked, be in force for a period of one yeanfithe date of
issue specified above.

Place: Central Licensing Authority
Date: Seal or Stamp

Form MD-20
[See sub-rule (2) of rule 43]
Application for permission to import small quantity of medical devices for personal use

To
The Central Licensing Authority,

Sir/Madam,

Lol Tesident Of ...l DY OCCUpED. L. hereby apply for a
permission to import the medical device specifietbty for personal use manufactured by .......................(Name
and full address of manufacturer) for the treatnaént................ (name of the disease).

Name of medical devi Quantity which may be importe

2. The prescription from a registered medical ftiacer prescribing the need for the said mediealice is attached.
3. The particular of the patients is specified telo
Name Age Gender Complete Address

Place: Signature of applicant
Date:
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Form MD-21
[See sub-rule (3) of rule 43]
Permission to import of small quantity of medical avices for personal use

Permit No. Dat
L is hereby permitted to import the dieal device manufactured
DY, (Name and full aelss of manufacturer) specified below for persasal
Name of the medical device Quantity

2. This licence is subject to conditions prescrilvethe Medical Devices Rules, 2017.
3. This licence shall, unless previously susperaevoked, be in force for a period of one hundxad eighty
days from the date of issue specified above.

Central Licensing Authority
Seal or Stamp

Form MD-22
[See sub-rule (1) of rule 51]
Application for Grant of permission to conduct clinical investigation of an investigational medical deice

1. Name of Applicant:
2. Nature and constitution of applicant:
(i.e. proprietorship, partnership including Limited
Liability Partnership, company, society, trust,atto be
specified)
3. (i) Sponsor address including telephone nunthehile
number, fax number and e-mail id:
(ii) Clinical investigation site address includitejephone
number, mobile number, fax number and e-mail id:
(iif) Address for correspondence:
4. Details of investigational medical device(s) @iohical investigation site [Annexed].
5. Clinical investigation plan number with date:
6. Fee paid on Rs receipt/challan/transaction id
7
8

. I have enclosed the documents as specifieckiséiventh Schedule of Medical Devices Rules, 2017.

. | hereby state and undertake that:

(i) 1 shall comply with all the provisions ofdlDrugs and Cosmetics Act, 1940 and the Medicalid@svRules,
2017.

Place: Signature
Date: (Name and designation)
[To be signed digitally]

Annexure:
S.N. Generic name Intended use Class of medicdtele
S.N. Name and address of| Ethics Committee details Name of Principle Investioy
site(s)
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Form MD-23
[See clause (i) of rule 52]

Permission to conduct Clinical Investigation
Permission No.

1. M/s. (Name and fultes$)l is hereby granted permission to conductodini
investigation for following investigational medicdévice as per clinical investigation plan dated
in the below mentioned clinical in\gzdion sites.

2. Details of investigational medical device(s) &lohical investigation site [Annexed].

3. This permission is subject to conditions as@ibed under Medical Devices Rules, 2017.

Place: Central Licensing Authority
Date: [To be signed digitally]
Annexure:

Details of investigational medical device(s):
S.N. Generic name Intended use Class of medicétele

Details of Clinical investigation site:
S. N. Name and address of| Ethics Committee details Name of Principle Investioy
site(s)

Form MD-24
[See sub-rule (2) of rule 59]

Application for grant of permission to conduct clinical performance evaluation of newin vitro diagnostic medical
device
1. Name of Applicant:

2. Nature and constitution of applicant:
(i.e. proprietorship, partnership including Limitebility
Partnership, company, society, trust, other togeeified)
3. (i) Sponsor address including telephone nunthehile
number, fax number and e-mail id:
(i) Laboratory(s) or institution(s) address indiig
telephone number, mobile number, fax number ancié-m
id:
(iii) Address for correspondence:
. Details of newn vitro diagnostic medical device and laboratory(s) atitinson(s) [Annexed].
. Clinical performance evaluation plan number wigte:
. Fee paid on Rs receipt/challan/transaction id
7. 1 have enclosed the documents as specifiedaimde (3) of rule 59 of Medical Devices Rules, 201
8. | hereby state and undertake that:

(i) I shall comply with all the provisions ofdlDrugs and Cosmetics Act, 1940 and the Medicaid@s\Rules, 2017.
Place: Signature
Date: (Name and designation)

[To be signed digitally]

(o2 ¢) I
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Annexure:
Details of newin vitro diagnostic medical device
S.N. Generic name Intended use Class of medicétele
Details of laboratory(s)/institution(s) involved
S. N. Name and address of| Ethics Committee details Name of Principle Investioy
laboratory(s)/
institution(s)

Form MD-25
[See sub-rule (5) of rule 59]

Permission to conduct clinical performance evaluatin of newin vitro diagnostic medical device
Permission No.

1. Mis (Name and furemd of manufacturer with telephone and e-mail) is
hereby granted permission to conduct clinical penmce evaluation of following neim vitro diagnostic device
as per clinical performance evaluation plan dated: on the below mentioned
laboratory(s) or institution(s) involved.

2. Details of newn vitro diagnostic medical device and laboratory(s) otitunson(s) [Annexed)].

3. This permission is subject to conditions as@ibsed under Medical Devices Rules, 2017.

Place: Central Licensing Authority
Date: [To be signed digitally]
Annexure:

Details of newin vitro diagnostic medical device:

S.N. Generic name Intended use Class of medicdtele

Details of laboratory(s)/institution(s) involved.

S.N. Name and address of| Ethics Committee details Name of Principle Investioy
laboratory(s)/
institution(s)
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Form MD-26
[See sub-rule (1) of rule 63]

Application for grant of permission to import / manufacture for sale or for distribution of medical device which
does not have predicate medical device

1. Name of applicant:

2. Nature and constitution of applicant:

(i.e. proprietorship, partnership including Limited
Liability Partnership, company, society, trust,estto be
specified)

3. (i) Corporate/ registered office address inaigdi
telephone number, mobile number, fax number and e-
mail id:

(ii) Manufacturing site/ Authorised Agent address
including telephone number, mobile number, fax nemb
and e-mail id as per wholesale licence or manufagju
licence:
(iif) Address for correspondence:
[Corporate/ registered office/ Manufacturing site /
authorised agent]
4. Particulars of Manufacturer, Manufacturing sje(

Sr. Name and address of manufacturer (fullName and address of manufacturing site (full asklre
No. address with telephone, fax and e-mail with telephone, fax and e-mail address of the
address of the manufacturer) manufacturing site)

5. Details of medical device(s) to be imported @norfactured [Annexed].

6. Fee paid on Rs receipt/challan/transaction id

7. | have enclosed the documents as specifiedeirPtrt IV of the Fourth Schedule to the Medical |Be51 Rules,
2017.

Place: Signature
Date: (Name and designation)
[To be signed digitally]

Annexure:

S.N. | Generici Model | Intended| Class Material of | Dimension| Shelf | Sterile or
name | No. use of construction| (if any) life Non
medical sterile
device
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Form MD-27
[See sub-rule (2) of rule 63]

Permission to import or manufacture for sale or fordistribution of medical device which does not
have predicate medical device

Permission No.

1. M/s. (Name and full address ofufsaturer with telephone, and e-mail) having maaufang
site (address of manufacturing, st&ereby permitted to import / manufacturedale or for
distribution of following medical devices.

2. Details of medical device(s) to be imported @nofactured [Annexed].

3. This permission is subject to conditions as #igelcin the Drugs and Cosmetics Act (23 of 19404 ghe
Medical Devices Rules, 2017.

Place: Central Licensing Authority
Date: [To be signed digitally]
Annexure:
S.N. | Generic | Brand Model | Dimensi | Intended | Shelf life | Sterile/ Class of
Name name No. on Use Non medical device|

Sterile
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Form MD-28
[See sub-rule (1) of rule 64]
Application for grant of permission to Import or Ma nufacture 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, company, society, trust,estto be
specified)

3. (i) Corporate/ registered office address inaigdi
telephone number, mobile number, fax number and e-
mail id:

(ii) Manufacturing site/ authorised agent address
including telephone number, mobile number, fax nemb
and e-mail id as per wholesale licence or manufangju
licence:
(iif) Address for correspondence:
[Corporate/ registered office/ Manufacturing site /
authorised agent]
4. Particulars of Manufacturer, Manufacturing sije(

Sr. Name and address of manufacturer (fullName and address of manufacturing site (full asklre
No. address with telephone, fax and e-mail with telephone, fax and e-mail address of the
address of the manufacturer) manufacturing site)

5. Details of newn vitro diagnostic medical device to be imported or mactuizd [Annexed].
6. Fee paid on Rs receipt/challan/transaction id
7. 1 have enclosed the documents as specifieceipaint 1V of the Fourth Schedule Medical DewcesteEuZOl?

Place: Signature
Date: (Name and designation)
[To be signed digitally]

Annexure:

S.N. | Generici Model | Intended| Class Material of | Dimension| Shelf | Sterile or
name | No. use of construction| (if any) life Non
medical sterile
device
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Form MD-29
[See sub-rule (2) of rule 64]

Permission to Import or Manufacture NewIn Vitro Diagnostic Medical Device

Permission No.

1. The new in vitro diagnostic medical device(s) specified below maoufred by M/s.
(Name and full addressaoufacturer with telephone, and e-mail) having
manufacturing site (addvessanufacturing site), is hereby permitted to impwr
manufacture.

2. Details of nevin vitro diagnostic medical device to be imported or mactufed [Annexed].

3. This permission is subject to conditions a<sigel in the Drugs and Cosmetics Act, 1940 (23940) and the
Medical Devices Rules, 2017.

Place: Central Licensing Authority
Date: [To be signed digitally]
Annexure:
S.N. | Generic | Brand Model | Dimensi | Intended | Shelf life | Sterile/ Class of
Name name No. on Use Non medical device|
Sterile
Form MD-30

[See sub-rule (1) of rule 67]
Memorandum to the Central Medical Device Testing Laoratory
Serial Number ...,
To

The Director,
Central Medical Device Testing Laboratory,

1. | send herewith, under the provisions of sutiise (4) of section 25 of the Drugs and Cosme#ficg 1940 (23 of
1940), sample(s) of a medical device purportinQeo..............coevvevivinenn. for test or evaluation and request
that a report of the result of the test or evabratnay be supplied to this Court.

2. The distinguishing number on the packet is ...... ... eoe i e

3. Particulars of offence alleged ..........o.oi i

4. Matter on which opinion iS reqUIrEd ..........oo it e e e e e e e e eenans
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5.Afee of Rs. .................... has been deposited in €our

Magistrate

Form MD-31
[See sub-rule (4) of rule 67]

Certificate of test or evaluation by the Central Melical Device Testing Laboratory

1. Certified that the samples, bearing number ..........ccooiiiiiiiii i, purporting to be a sample of
................................. received ON .........cooeevvvvieiinnnene. With memorangu NO. ...,

test/evaluation is as stated below.

2. The condition of the seals on the packet onipeees as follow.

*3. In the opinion of the undersigned the samplefistandard quality/not of standard quality asrdef in the Drugs and
Cosmetics Act, 1940 (23 of 1940) and Medical DeviBelles, 2017 for the reasons given below.

Date.......ccccenenne. Director of Central Medical Device Testing
Laboratory/ other Authorised Officer

Details of results of testing or evaluation witlofarcols of test or evaluation applied

Date..........ocveveene. Director of Central Medical Device Testing
Laboratory/ other Authorised Officer

*If opinion is required on any other matter, theggaaph should be suitably amended.

Form MD-32
[See sub-rule (2) of rule 68]

Report of Test or Evaluation of Medical Devices byedical Device Testing Officer
1. It is certified that the samples having seriaimber of memorandum or receipt number ............ dated:
.................. purporting to be sample of ......................... recaiven ................ from ...................... has
been tested or evaluated and the results of testgatuation is as stated below.
2. The conditions of seals on the packet or onigrotf sample or container were as follows ................
2. Based upon the test or evaluation and in theiapiof undersigned the sample is of standard tydalot of standard

quality/ adulterated/misbranded/spurious, as ddfimethe Drugs and Cosmetics Act, 1940 (23 of 1940)the
reasons given below:-

Date..........cen..... Medical Device Testing Officer
Seal or Stamp
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Form MD-33
[See rule 69]
Application from a purchaser for test or evaluationof a Medical Device under section 26 of the Drugand
Cosmetics Act, 1940 (23 of 1940)

To
The Central Licensing Authority,

Sir/Madam,

. Full name and address of the appliCant ..o
O Tol ol U o= 1o ] PP PP RPRR
Name of medical device purporting to be corgdim the sample
. Name and full address of the pharmacy or conadrere the medical device was purchased

. Date on which purchased ..........ccocueviiiniiiieiiiee e (invoice attached)

. Reasons why the medical device is being subdftir test or evaluation....................c.ooeeeee.

. Afee Of TUPEES ..o as charged by medialick testing laboratory has been paid

under receipt number .............. dated: ...........

NooAwWN R

I hereby declare that the medical device being sitibehfor test or evaluation was purchased by omfie. |
further declare that the sample of the medical aetieing sent for test or evaluation is exactljt ams purchased and
has not been tampered with in any way to redugeoitsncy.

Date:.......ccoeennne. Signature
Seal or Stamp

Form MD-34
[See rule 72]

Order under clause (c) of sub-section (1) of sectiof the Drugs and Cosmetics Act,
1940, (23 of 1940) requiring a person not to dispef stock in his possession

Whereas, | have reason to believe that the stocksedical devices in your possession, detailedvbealontravenes the
provisions of Section 18 of the Drugs and Cosmettitts 1940 (23 of 1940);

Now, therefore, | hereby require you under clawgdeof sub-section (1) of Section 22 of the said, Axit to dispose of
the said stock for a period of............... days from the date of this order.

Date:......cccoeeeeerenen. Medical De@iOfficer
Seal or Stamp

Details of stock of medical devices.

Date:......ccooeeeeerenn. Medical De@iOfficer
Seal or Stamp
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Form MD-35
[See rule 74]
Receipt for stock of medical devices for record, gister, document or material object
seized under clause (c) or clause (cc) of sub-seati(1) of Section 22 of the Drugs and
Cosmetics Act (23 of 1940)

The stock of medical devices or records, registosuments or material objects, detailed belowhza® this day been
seized by me under the provisions of clause (ctlause (cc) of sub-section (1) of section 22 & Brugs and
Cosmetics Act, 1940 (23 of 1940), from the premisef ...........ccccoooiiiiiiiiiiiiiiininn situated at

Daté:......coovvvvvennns Medical DewiOfficer
Seal or Stamp
Details of stock of medical devices or records, regers, documents or material objects seized.

Daté:.......ccovvvvvennns Medical DewiOfficer
Seal or Stamp

Form MD-36
[See rule 76]

Intimation of Person from Whom Sample is taken

| have this day taken from the premises aof.............. situated at ................... samples of medical degic
specified below for the purpose of test or evaarati

Date: .......occvvveeenne Medical De Officer
Seal or Stamp
Details of sample of medical devices.

Date:.......ccoeeeeerenn. Medical De@iOfficer
Seal or Stamp

Form MD-37
[See rule 77]

Receipt for Sample of medical device(s) taken whefair price tendered thereof under
sub-section (1) of Section 23 of the Drugs and Costits Act, 1940 is refused

Whereas |, this ................. day of ................, have takesm the premises situated at ....... samples of médica
devices as specified below:
Details of samples-

And whereas | had offered to you rupees ............. hadair price of the samples of aforesaid medieaiaks taken:
And whereas, you have refused to accept the faie pendered thereof;
Now, therefore, | give you this receipt as the faice tendered for the samples of the medicalagsviaken by me.

Daté:.......coevvvvenns Medical DewiOfficer
Seal or Stamp



[ 1l —=vg 3(i)] T 1 ST : STETYRI 249

Form MD-38
[See sub-rule (1) rule 78]
Memorandum to Medical Device Testing Officer
Serial No. of Memorandum .......
From
To
The Medical Device Testing Officer

The sample of medical device described below isosed for test or evaluation under the provisiohslause
(i) of sub-section (4) of section 23 of the Drugsl &osmetics Act, 1940 (23 of 1940).
The sample of medical device has been marked byithefollowing mark.

Details of sample of medical device with name ofiioal device which is purports to contain-

Date: Medical Device @#r
Seal or Stamp

Form MD-39
[See 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 manufaarer
1. Name of Applicant:

2. Nature and constitution of applicant:

(i.e. proprietorship, partnership including Limited

Liability Partnership, private or public compangciety,

trust, other to be specified)
3. (i) Corporate/ registered office address inaigdi

telephone number, mobile number, fax number and e-

mail id:

(ii) Testing laboratory address including telephone

number, mobile number, fax number and e-mail id:

(iif) Address for correspondence:

[corporate office/ testing laboratory]

4. Details of medical device(s) to be tested otwatad [Annexed].
5. Fee paid on Rs receipt/challan/transaction id .
6. | have enclosed the documents as specifieceisub-rule (2) of rule 82 of Medical Devices Rul2317.
7. | hereby state and undertake that:

(i) the testing laboratory is ready for inspentior shall be ready for inspection on ....................... in.

accordance with the requirements of Medical DevRetes, 2017.

(i) 1 shall comply with the applicable provisie of the Drugs and Cosmetics Act, 1940 (23 of 1,.94Ad the
Medical Devices Rules, 2017.

Place: Signature
Date: (Name and designation)
[To be signed digitally]

Annexure:

S.N. Generic name Class of medical devices
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Form MD-40
[See 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

1. VS, o e e (Name of the firm) iwated at
................................................... (full address with telephone anehail) has been registered as a Medical
Device Testing Laboratory for carry out Test or lBatéion of a medical device on behalf of manufaetumder the
Medical Devices Rules, 2017.

2. Details of medical device(s) to be testedvaluated [Annexed].

3. This Registration is subject to the conditioaspecified in the Drugs and Cosmetics Act, 194800f21940) and the
Medical Devices Rules, 2017.

Place: Central Licensing Authority
Date: [To be signed digitally]
Annexure:
S.N. Generic name Class of medical devices
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