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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.



[ 1l —=vg 3(i)] T 1 ST : STETYRI 199

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.



