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FROM THE DESK OF THE
DIRECTOR GENERAL

Every citizen of India should have access to high quality
healthcare. This issue of Standards India highlights the work
done by BIS for developing standards for medical devices. Our
focus in the sector ranges from laboratory testing to patient
safety during medical treatment. Given our population and
the growth in medical technology, the use of medical devices
will have an exponential growth. Huge share of requirements
is met from imports. It is of great significance that devices
comply with relevant standards.

BIS marks are a measure of confidence both for health
care practitioner and patients. Compliance to standards
are critical to guarantee quality and reliability. This issue
highlights the importance of this topic, and I hope it will
spark more discussion and discourse. Your feedback will be
appreciated. Please write at dg@bis.gov.in.

Smt. Surina Rajan
Director General, BIS
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FOR BUSINESS GROWTH
NEW 1SO STANDARD LAYS DOWN SECRETS
OF SUCCESS IN BUSINESS

By 2027, the average company on the Standard & Poor’s
500 Index (S&P 500)—an index of 505 stocks issued by 500
large companies with market capitalizations of at least
USD 6.1 billion—will last just 12 years, according to the
2018 Corporate Longevity Forecast. New technologies,
economic shocks, disruptive competitors and failure to
adequately anticipate
and prepare for future
challenges are the key
reasons being cited for

The standard is a revised version
of 1ISO 9004:2009, building
on previous guidance to help

organizations improve their thei;}?:mise' freshly
overall performance by releasing published 1SO 9004,

the full potential of their quality

Quality management
management system

—  Quality of an
organization -

9004:2009, building on previous guidance
to help organizations improve their
overall performance by releasing the full

Guidance to achieve sustained success, divulges
the secrets and strategies of some of the longest
lasting businesses around the world to help other
organizations prepare for such challenges, optimizing
their performance at the same time.

Charles Corrie, Secretary of the ISO committee
that developed the standard, said it is about helping
organizations not only survive, but achieve “sustained
success.” The standard is a revised version of ISO

potential of their quality management
system. It will help organizations move
to the next level beyond ISO 9001

(quality management systems) by
addressing topics such as the alignment
and deployment of strategy, policy and
objectives within the broader context of
the organization’s vision, mission, values
and culture.

NATURE’S GOODS

UPDATES ON EXPORTING ORGANIC PRODUCTS TO TAIWAN

test positive for prohibited materials. Upon a
positive detection, all products, regardless of
ownership, brand, distributor or processor,
certified by that certifier, can be held for
batch-by-batch testing at the border prior to
their entry into Taiwan. The

Taiwan government has made it

The Organic Program of

clear their no-detection policy
is one of their highest priorities
for imports into Taiwan.

In order to prevent
disruption to their clients’

the government of Taiwan
places special emphasis on
zero-detection of pesticide
residues and prohibited
additives for all organic

The Organic Program of the government
of Taiwan places special emphasis on zero-
detection of pesticide residues and prohibited

additives for all organic products, and
has a comprehensive program for market
surveillance and residue testing. Unique to
Taiwan, organic certifiers are held accountable
for any products which they certify and which

4 | STANDARDSINDIA | JUN-JUL 2018

business, QAI is implementing
mandatory testing for prohibited
materials of all products being
shipped to Taiwan, and proof of non-detection
by the shipper of the product, prior to the
issuance of TM11’s (Taiwan export certificates).
Products must be tested using the Taiwan
protocol from an accredited lab. This policy
would have gone into effect as of June 15, 2018.

products



WEATHER PATTERNS
POWERFUL NEW WEAPON IN THE FIGH
AGAINST CLIMATE CHANGE

Increasing greenhouse gas (GHG) emissions, la
a result of burning fossil fuels, is heating up the
and bringing with it catastrophic weather, disr
to food production and other societal stresses. A
mostly caused by us. According to the United Nat
the world’s population and standards of living g
too do the carbon and other emissions we relea
the atmosphere.

A key goal of the United
Nations (UN) 2030 Agenda
for Sustainable Development,
then, states that taking action

ISO 14080,
Greenhouse ga
management a
related activitie

to combat this phenomenon is
egsegtial, aqd it must be taken and principles f
with immediate effect. .

The  newl ublished methodologies

y P : ;

ISO 14080, Greenhouse gas d_'mate actions
management and related dlrgctly suppor
activities — Framework and Paris Agreeme
principles for methodologies limit global war
on climate actions, directly
supports the Paris Agreement to limit global warr
below 2 °C and the UN Sustainable Developme
by helping governments and businesses around th
do just that.

ISO 14080 was developed by working group
ISO technical committee ISO/TC 207, Enviro
management, sub-committee SC 7, Greenho
management and related activities. Its secretariat
jointly by SAC, ISO’s member for China, and SC(
member for Canada.

— Framework

THE RIGHT REVIEW
PUTTING THE TRUST BACK INTO
ONLINE FEEDBACKS

Both a bane and a boon for companies,
online reviews are often the first port
of call for consumers, and the Internet
is now awash with websites dedicated
to the evaluation of everything from
restaurants to lawyers. And we love them.
A Forbes study showed that 90 percent
of consumers read online reviews before
visiting a business and those reviews
impact 67 percent of purchasing decisions.

A new ISO standard just published
aims to change all that by detailing
requirements for organizations to
effectively manage consumer review sites
and featuring recommendations that will
help increase consumer trust and protect
suppliers from exploitation.

Aimed at review Websites as well as
the companies themselves, ISO 20488,
Online consumer reviews — Principles
and requirements for their collection,
moderation and publication, is the first
International Standard published by ISO’s
technical committee for online reputation,
ISO/TC 2902).

Reflecting international best practice
throughout the process, from collection
to moderation and to publication, it helps
companies boost consumer confidence
in online reviews, protect suppliers from
mischief and improve the quality of
products and services provide.

JUN-JUL2018 | STANDARDSINDIA | 5
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SAFE AND SOUND
NEW STANDARD TO IMPROVE SAFETY IN THE NUCLEAR SECTOR

While major accidents in the nuclear sector are
rare, the consequences are unimaginable, making
the nuclear industry a highly regulated business.
This includes the safety and quality requirements
of those in the supply chain that supply products
and services important to the sector’s safety.

A freshly published standard applies the
principles of one of the
world’s most renowned
quality standards, ISO
9001, to the nuclear sector,
combining best practice
in quality with the specific
requirements of  the
nuclear industry.

ISO 19443, Quality
management systems — Specific requirements for
the application of ISO 9001:2015 by organizations

ISO 19443 will not only improve
the understanding of quality
requirements by suppliers but
encourage all major nuclear
industry players to work in the
same direction

in the supply chain of the nuclear energy sector
supplying products and services important
to nuclear safety (ITNS), will help to increase
the safety culture in the sector and harmonize

which is part of technical committee ISO/TC
85, Nuclear energy, nuclear technologies, and
radiological protection 2), said ISO 19443 will
not only improve the understanding of quality

supplier assessments such as auditing. requirements by suppliers but encourage all

health and medical devices to health
informatics and traditional medicines.
ISO technical report ISO/TR 14639, Health

HEALTH FIRST
HOW 1SO STANDARDS SUPPORT WORLD
HEALTH DAY

informatics - capacity-based eHealth
architecture roadmap, for example,
provides best-practice guidance on the
implementation and use of information
and communication technology, and a
framework for health
authorities to use when
building  their own
eHealth architecture,
leading to better public
healthcare services.

World Health Day is

part of the World Health
Organization’s (WHO) drive
to support countries in
moving towards Universal

In addition, standards
like 1SO 13485, Medical ~edIth Coverage
devices - Quality

Good health and well-being are amongst the UN management systems - Requirements

Sustainable Development Goals, the United Nations’ new
roadmap to improve people’s lives by 2030. World Health
Dayis part of theWorld Health Organization’s (WHO) drive
to support countries in moving towards Universal Health
Coverage. Not only is the WHO one of our key partners,
but we have more than 1 300 International Standards that
focus on health across all kinds of sectors, from public

for regulatory purposes, help ensure
medical devices meet all the regulatory
requirements for quality.

What's more, a new ISO technical
committee has recently been formed to
help reduce global healthcare costs of
health facilities.
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UNIFORM CHARGE
AUDITING STANDARD FOR
MANAGEMENT SYSTEM
STANDARDS NOW UPDATED

Management system standards are
growing in popularity as organizations
see how they can be applied to manage
interrelated processes to achieve their
objectives. From quality or energy
management to food or traffic safety,
the list of standards aimed at helping
organizations put in place effective
management systems is getting long.

ISO alone has over 70 management
system standards, building on
international expertise and best
practice to help organizations perform
better, save money and develop a
competitive edge. In order to get the
best out of a management system
and ensure continuous improvement,
regular auditing needs to take place. Not
an easy task if, like most organizations,
you have several management systems
in place.

ISO 19011, Guidelines for auditing
management systems, however, offers
a uniform, harmonized approach,
enabling effective auditing across
multiple systems at the same time.

Denise Robitaille, Chair of the
ISO project committee that revised
the standard, said it was updated to
ensure it continues providing effective
guidance to address changes in the
marketplace, evolving technologies
and the many new management
system standards recently published
or revised.

PERFECT NOURISHMENT
NEW STANDARDS FOR TESTING INFANT
FORMULA JUST PUBLISHED

Food labelling is rarely more important than for vulnerable
consumers—such as babies. Codex Alimentarius, or the Food
Code as it is known, is the Joint Food Standards Programme
established by the Food and Agriculture Organization of the
United Nations (FAO) and the World Health Organization
(WHO), which develops harmonized international food
standards that protect consumer health and promote fair
practices in the food trade. ISO 20635, Infant formula and
adult nutritionals - Determination
of vitamin C by (ultra) high
Codex Alimentarius,  performance liquid chromatography
or the Food with ultraviolet detection ((U)
Code, is the Joint HPLC-UV), and ISO 20636, Infant
Food Standards formula and adult nutritionals -
Programme Determination of vitamin D by liquid
established by chromatography-mass spectrometry,
the Food and are test method standards in support
Adri of the international Codex standard
griculture .
- for infant formula and formulas for
Organization of . . .

: X special medical purposes intended

the United Nations ¢ infants.
(FAO) and the WHO ISO 20635 and ISO 20636 are just
two of a series of ISO International
Standards that have been developed
as part of the SPIFAN project (Stakeholder Panel on Infant
Formula and Adult Nutritionals), managed by AOAC
INTERNATIONAL in cooperation with ISO and the IDE to
develop standard method performance requirements and
methods of analysis for 20 or more priority nutrients in infant

formula and adult nutritionals.
Neuws credits: ISO, NSF and QAI
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BI5—THE GLORIOUS PAST

1 Dr. Lal C. Verman; M. Jean Birle’, Director
General, AFNOR; M. Rene’ Travernier,
General Secretary, Standards Commissarat
France, at the Plenary Session of ISO, Paris,
June-July 1949

2 Mr. Gulzari Lal Nanda, Deputy Chairman
of the National Planning Commission,

and Mr. G.L. Mehta, Member, Planning
Commission, visited the ISI Directorate on
May, 3 1950

3 Dr. Syama Prasad Mookerjee, Minister for

| STANDARDS INDIA | JUN-JUL 2018

Industry & Supply, presides over the meeting
of the General Council of the Indian Standard
Institution in New Delhi on March 24, 1949.
The Council elected Dr. K.S. Krishnan and Dr.
L.C. Jariwala vice presidents for the next year

4 Prime Minister Jawaharlal Nehru lays the
foundation stone for a new building for the
ISI on August 21, 1954

3 Shri C. Rajagopalachari, the Governor
General of India; President of ISI from March
to August, 1947



6 Heads and leaders of 25 delegations to
the ISO Session at the reception given by the
President of the French Republic at his

Paris residence

7 Members of the Planning Commission visit
the ISI Directorate on May 3, 1950

8 Members of the Planning Commission at
the ISI Headquarters in 1950

9 Prime Minister Jawaharlal Nehru; Shri T.T.
Krishnamachari, Minister for Commerce

ADVOdT SId

& Industry, and President ISI; and Dr. Lal
C.Verman, Director, IS, at the foundation
laying ceremony for a new building for the
ISI on August 21, 1954
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A splint is a device used for

support or immobilization
of a limb or the spine.

The use of splint offers
many advantages over the
method of bandaging

All human beings undergo some form of
injury in their life span. Immobilization
of the injured part either due to pain
or with the intention of preventing
further movement has been done since
the ancient times. The most effective
ways of immobilization are bandaging
and splinting. Although splinting and
bandaging are wused synonymously,
these terms are different. A bandage
is a piece of material used either for
covering wounds, keeping dressings
in place, or applying pressure and
controlling bleeding. Bandaging is
still used, however, it has evolved with
different types of bandaging materials
and techniques.

Bandaging and splinting have been
gradually developed in the due course
of time. Factors influencing splint
development included disease, political
conflict, advancements in medicine and
technology, agency and organizational
decision making, centers of practice, and
availability of information. Infection,
polio, war, technology, plastics, surgical

advances, soft tissue remodelling,
anatomy, biomechanics, government
agencies, hand centers, seminars,

professional organizations, publications,
and a classification system have all
played important roles in 20th century
splinting practice. Splint use offers many
advantages over bandaging. Splints are
faster and easier to apply. They may be
static (i.e., prevent motion) or dynamic
(i.e., functional; assist with controlled
motion). Because a splint is non-
circumferential, it allows for the natural
swelling that occurs during the initial
inflammatory phase of the injury.

In the ancient era, the most common
thing that was used for bandaging was a
cloth. With evolution, humans developed
an external device for protection of parts.
They were called splints. A splint is a
device used for support orimmobilization
of a limb or the spine. It can be used
in  multiple situations, including
temporary immobilization of potentially
broken bones or damaged joints and
support for joints during activity. The
main objectives of using splints are to
maintain or improve the position of a
body part, to improve soft tissue length
and joint mobility, and to facilitate basic
functioning. Disabilities is an umbrella
term, covering impairments, activity
limitations and participation restrictions.

JUN-JUL 2018 | STANDARDSINDIA | 11
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An impairment is a problem in body
function or structure but an activity
limitation is a difficulty encountered
by an individual in executing a task or
action. Physical discomfort evokes an
instinctive response to immobilize the
painful part, and use of extrinsic devices
to accomplish the immobilization
process is inherently intuitive. The
history of splinting and bandaging is very
ancient. In early antiquity, splints were
used primarily for treating fractures.
Splints of leaves, reeds, bamboo and
bark padded with linen have been dated
to ancient Egyptian times, and some
mummified remains have been found
wearing splints for fractures sustained
either before or after death.

Further, in medieval times (1000
A.D.), use of palm-branch ribs and cane
halves for splinting continued. Plaster-
like substances were made from flour
dust and egg whites, and vegetable
concoctions were made of mastic gum,
clay, pulped fig, and poppy leaves. The
Aztecs (1400 A.D.) made use of wooden
splints and large leaves held in place by
leather straps or resin paste. Although
most ancient splints were applied
to immobilize, Hippocrates’ tibial
distraction device was a clear example
of a mobilization splint. Copper splints
were used for treating burn injuries at
that time. Distraction splint for reducing
tibial fractures, which consisted of
proximal and distal leather -cuffs
separated by multiple pairs of too-long,

12 | STANDARDSINDIA | JUN-JUL 2018

Although the fabrication of splints by orthotists

dates back to World War Il, trend lines indicate
that @ major reciprocal shift in subject matter
occurred between the 1970s and 1980s,
changing to diagnosis-specific splinting

springy, narrow wooden slats were used. When in place on the lower
leg, this splint distracted the fracture and brought the bones back into
alignment. From a historical perspective, two parallel lines of splinting
practice emerged around the mid to late 1880s, with both surgeons
and orthotists (appliance makers) fabricating splints. This practice
continued through the early 1900s, with few instances of cooperative
ventures between the two groups. The great polio epidemics, however,
changed this mutually imposed dual autonomy, and surgeons and
orthotists worked together for the next four decades, along with
practitioners of emerging disciplines—physical medicine physicians
and occupational and physical therapists—to combat a powerfully
over-whelming common foe, poliomyelitis.

Although the fabrication of splints by orthotists dates back to World
War II, trend lines indicate that a major reciprocal shift in subject
matter occurred between the 1970s and 1980s, changing from materials,
construction, and general splinting to diagnosis-specific splinting and
principles of splinting.

In 1986, the American Society of Hand Therapists (ASHT) indentified
the need for standardized terminology; therefore in 1992, it published
the ASHT Splint Classification System. Descriptions were based on the
function of the splint rather than its form. It identifies which joints
are included in the splint for primary mobilization, immobilization or



restriction and then further describes the
secondary joints included.

The history of foot orthosis is also
interesting. The first known orthotic foot
devices date back almost 2,000 years!
Layers of wool were inserted into sandals
to relieve foot strain and fatigue, giving
the wearer — who almost certainly spent
most of the day on his or her feet — a bit
of extra cushioning. In 1910, Dr. William
Scholl came out with a much lighter,
more flexible metal support called the
Foot-Easer.

The 1920s and 30s brought a wave
of “corrective” shoe production. These
shoes promised to prevent, correct, or
relieve a wide variety of foot issues. Over
time, these corrective shoes became a
major part of the footwear industry—
and a very lucrative one, too.

By the 1970s, therapists had
enthusiastically embraced the field of
upper extremity splinting and were off and
running. The art and science of splinting
knowledge rapidly expanded, alliances with
hand surgeons were forged, professional
hand therapy organizations were formed,
a professional hand journal was launched,
a certification commission was created,
and therapists never looked back. Splinting
expertise opened so many doors for
therapists. While splints were frequently
the initial impetus for communication,
they provided excellent opportunities for
therapists to demonstrate to surgeons that
through teamwork, they could improve
patient care not only by splinting but also

by providing the highest quality therapy
possible. It may be a long time before such
rapid advancement is witnessed again.

During the years since that dramatic
and exciting innovative phase, the
methods of application and the uses of
plastic have continued to evolve. Today,
the majority of not only lower limb,
but also upper limb and spinal splints
are constructed using thermoplastic
materials in  their construction.
Orthotists and technicians have learned
how to vary the trim-lines, contour and
cross-section of components, and to
use inserts to alter and control their
mechanical properties and hence the
functions they will provide. Some efforts
have been made to design plastic joints,
mostly unsuccessfully; hence even today
most jointed orthoses which employ
plastic interface components still use
metal joints.

Splints are used both in orthopaedic
and neurological cases. These range
from spinal cord injuries, stroke,
poliomyelitis, Gullian Barre syndrome
to orthopaedic conditions such as
de Quervain tenosynovitis, tennis elbow,
patellofemoral pain syndrome. The use
of splints in peripheral nerve injuries
such as cock up splint for radian nerve
injury is well known. Ankle brace is
another very common splint used in the
case of ankle sprain patients.

— The author is chief of rehabilitation services,
Principal, ISIC Institute of Rehabilitation Sciences,

Indian Spinal Injuries Centre, New Delhi
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What is a medical device? An instrument,
apparatus, implement, machine,
appliance, implant, reagent for in-
vitro use, software, material or other
similar or related article, intended by
the manufacturer to be used, alone or in
combination, for human beings, for one
ormore ofthe specific medical purpose(s)
of: a) diagnosis, prevention, monitoring,
treatment or alleviation of disease;
b) diagnosis, monitoring, treatment,
alleviation of or compensation for an
injury; c¢) investigation, replacement,
modification, or support of the anatomy
or of a physiological process; d)
supporting or sustaining life; e) control
of conception; f) disinfection of medical
devices; g) providing information
by means of in-vitro examination of
specimens derived from the human
body; and does not achieve its primary
intended action by pharmacological,
immunological or metabolic means, in
or on the human body, but which may be
assisted in its intended function by such

14 | STANDARDSINDIA | JUN-JUL2018

means.(Source: IS/ISO/13485:2016)

However, many products are used in the delivery of healthcare, yet
notallfitcomfortablywithin an existing definition for amedical product,
more specifically the term “medical device”. Examples include medical
gases, some laxatives, cosmetic articles, clinical laboratory reagents
and articles of protective clothing worn by medical personnel during
procedures. A diagrammatic explanation for interrelation of (medical)
products inside and outside healthcare is shown in Fig 1:(Source: WHO
Global Model Regulatory Framework for Medical Devices)

MEDICAL DEVICES CLASSIFICATION

The universe of medical devices is diverse and advancing rapidly. These
devices also have wide variations in their potential severity of harm to
the patient or user. The risk class of a medical device is determined
by factors such as the level of invasiveness and the duration of use
in the body and the duration in the body. The classification rules for
medical devices other than IVDs depend on the features of the device,
such as whether it is life supporting or sustaining; is invasive and if
so, to what extent and for how long; incorporates medicinal products;



INTERRELATION OF MEDICAL PRODUCTS (FiG-1)

CUSTOM
MADE
DEVICES

BLOOD
PRODUCTS
ASSISTIVE
DEVICES

MEDICAL
DEVICES MEDICINES

COSMETIC
DEVICES

VACCINES

“Health technotogies”
refers to the application

or organized knowledge
and skills in the form
HERBAL of devices, medicines,
MEDICINES vaccines, procedures and

systems developed to
solve a health problem
and improve the quality

1

| of lives. (WHA 60.29))
COMBINATION

PERSONAL
PROTECTIVE
EQUIPMENT IcT
PRODUCTS

PRODUCTS

Source: WHO Global Model Regulatory Framework for Medical Devices

JUN-JUL2018 | STANDARDSINDIA | 15

(@)
=}
<
m
=
2]
-
=]
=
=<




incorporates human or animal tissues or
cells; is an active medical device; delivers
medicinal products, energy or radiation;
could modify blood or other body fluids;
is used in combination with another

medical device.

Medical devices are classified on the

(FIG-2)

TEAM DEFINITION

SCHEDULE OF

ACTIVITIES

NEED/
OPPORTUNITY

PRODUCT
DEVELOPMENT
PLANNING,
INCLUDING RISK

The medical device life cycle includes all
phases, from initial conception to final
decommissioning and disposal. During its life
cycle, either process or product standards
may be used to fulfil the essential principles

basis of parameters specified in Part I of the First Schedule, in the
following classes, namely:

(i) Low risk: Class A; e.g Syringes, examination gloves, patient hoists,
stethoscopes, wheelchairs, IVD instruments, microbiological culture media
(ii) Low moderate risk: Class B; Surgical gloves, infusion sets,
pregnancy tests

(iii) Moderate high risk: Class C; Condoms (unless with spermicide
(class D)), infusion pumps, neonatal incubators, therapeutic and
diagnostic X-ray, lung ventilators, haemodialysers, anaesthesia
equipment, self-test glucose strips, IVDs for the diagnosis of Neisseria
gonorrhoea

MEDICAL DEVICE RISK REGULATORY
REQUIREMENTS MANAGEMENT < POST-
(FUNCTIONAL, OF THE PRODUCTION
SAFETY < PRODUCTION REQUIREMENTS
USABILITY, PROCESS INCLUDING
RELIABILITY, POST-MARKET
OTHER) SURVEILIANCE

DESIGN AND
DEVELOPMENT PLANNING

MANAGEMENT
PLANNING AND
SOFTWARE
DEVELOPMENT
PLANNING

DEVELPMENT
OF REGULATORY

STRATEGY

INITIAL BUSINESS

RISK ANALYSIS

FINANCIAL
MARKET, OTHER

ANALYSIS, ETC.
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DESIGN AND REGULATORY POST-
DEVELOPMENT FRODUCTION PREMARKET REVIEW PRODUCTION E
SELECTION OF
STANDARDS (IS016142-1) | <
ADVERSE EVENTS
TECHNICAL SOLUTIONS REGULATORY (150 T8 192181
TO MEDICAL DEVICE
PREMARKET  [<— AND ISO TS
DESIGN AND RISH e
CONTROL OF REQUIRMENTS
HAZARDOUS SITUATIONS
(CAN BE BASED <
FOR EXAMPLE ON
INFORMATION FROM
SAFETY STANDARS) PROCESS ¢ NOMENCLATURE
VALIDATION (150 15225)
SYMBLOS (ISO 15223-1
AND IS0 15223-2 <
VALIDATON INCLUDING RISK
CLINICAL EVALUATION MANAGEMENT
(CAN INCLUDE CLINICAL FEEDBACK
INVESTIGATION, <«
1SO 14155

Source: IS/ISO 16142-1:2016



(iv) High risk: Class D. Implantable
cardioverter defibrillators, pacemakers,
breast implants, angioplasty balloon
catheters, spinal needle, IVDs for the
diagnosis of HIV, Hepatitis C or Hepatitis
B. (Source: Medical Device Rules 2017
and WHO Global Model Regulatory
Framework for Medical Devices)

PHASES OF THE MEDICAL

DEVICE LIFE CYCLE

The medical device life cycle includes
all phases in the life of a medical device,
from the initial conception to final
decommissioning and disposal. During
the medical device life cycle, either
process or product standards may be
used to fulfil the essential principles.
Figure 2 depicts a sample life cycle of
a medical device, including examples
of International Standards that may be
utilized during the distinct phases of the
life cycle to meet the essential principles,
and parallel process standards with
distinct activities associated with each of
the life cycle phases.

STANDARDS ON MEDICAL DEVICES

Medical device standards can largely
be grouped into three -categories:
A) basic standards (also known as
horizontal standards), which cover
fundamental concepts, principles and
requirements applicable to a wide
range of products and/or processes,
e.g. QMS, risk management system,
clinical investigation; group standards

(also  known as semi-horizontal
standards), which cover aspects
applicable to families of similar products
or processes with reference to basic
standards, e.g. sterility, electrical safety,
biocompatibility; B) product standards
(also known as vertical standards), which
cover safety and performance aspects
of specific products or processes, e.g.
standards for infusion pumps, X-ray
machines, blood glucose meters for self-
testing. Additionally, Process Standards
can be either horizontal or vertical in
nature and provide the requirements for
manufacturers to develop, implement,
and maintain processes applicable to
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all stages of the life cycle of a medical
device. (Source IS/ISO 16142-1 :2016)

BIS STANDARDS ON MEDICAL DEVICES
The Medical Equipment and Hospital
planning Department (MHD) of BIS has
published over 1250 standards (as on
date) on medical devices and related
subjectsincluding productstandards, test
methods, code of practice, terminology,
etc. through its 19 sectional committees

The Medical Equipment and Hospital planning
Department (MHD) of BIS has published over
1,250 standards (as on date) on medical devices
and related subjects

covering various fields such as General Surgery, Gynaecology, ENT,
Opthalmology, Neurology, Dentistry, Radiology, etc.

SECTIONAL COMMITTEE WISE STANDARDS FORMULATED BY MHD, BIS
Out of 1,250 Indian Standards on the subject, over 970 standards are
specific product standards while the remaining standards are test
methods, code of practice, terminology, etc. More than 360 standards
out of 1250 have been harmonized with ISO/IEC standards by BIS.

In addition, the Ministry of Health and Family Welfare (MoHFW)
through its procurement arm HITES Limited has sent a list of 454
commonly procured medical devices on which standards are required

-
.\Q"a & '
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on priority. MHD has initiated the above
task on fast-track basis through the ‘core
group’ comprising various industry
associations such as FICCI, CII, AIMED,
ADMI, ASSOCHAM, AMCHAM, USIBC,
MTal and AdvaMed and NHSRC , KIHT
and HITES representatives. The task of
standardization of commonly procured
devices is being expedited by conducting
fortnightly meetings of ‘core group’.

STANDARDIZATION OF

INNOVATIVE MEDICAL DEVICES FOR
ENCOURAGING ‘STARTUPS’

BIS has taken an initiative in
association with ICMR and BIRAC
to develop standards for innovative

medical devices, thus encouraging
the innovators/start-up units which
would thus facilitate commercial

production of these innovative devices
and increased acceptability of these
devices as standardized products in the
market. Some of the innovative products
for which standardization work has
been taken up include Pedal Operated
Resuscitator, Adjustable Modified Walker
and Digital Otoscope.

PARTICIPATION IN INTERNATIONAL
STANDARDIZATION WORK

ON MEDICAL DEVICES

BIS being a National Standards body
represents India in the International
Organization for Standardization (ISO)

=R, a’.n q —_— .
_ Y ‘: ‘aa .-.;l |
GARY.

ELectrotechnical
Commission (IEC). India is a ‘P’
(participating) member in 14 Technical
Committees and 9 Sub committees
of ISO and ‘O’ (observing) member in
10 Sub committees of ISO. India is ‘P’
(participating) member in IEC TC 62 and
its subcommittees 62A, 62B, 62C, 62D of
the Medical Electrical Equipment.

BIS has been actively participating in
various standard formulation activities

and International

STANDARDS ON MEDICAL DEVICES (AS ON DATE)

MHD 19 DIAGNOSTIC KITS I 26
MHD 17 HEALTH INFORMATICS I, 44
MHD 15 ELECTROMEDICAL EQPT I 69
MHD 14 HOSPITAL PLANNING . 29

MHD | 3 VETERINARY [ 17

[N NUMBER OF ISS

MHD 12 HOSPITAL EQUIPMENT " 130

MHD 11 ANAESTHESIA I 57

MHD 10 LABORATORY INSTRUMENTS I 32

MHD 09 ASSISTIVE PRODUCTS I, 108
MHO 08 DENTISTRY I 174

MHD 07 NEUROSURGERY . 37

MHD 06 CARDIOVASCULAR I 49
MHD 05 OPTHALMOLOGY " 91
MHD 04 ENT " 81
MHD 03 GYNAECOLOGY I 64

MHD 02 ORTHOPAEDICS ——" 132
MHD 01 SURGICAL INSTRUMENTS I 112
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of ISO and IEC. MHD, BIS hosted the
35th meeting of ISO TC 157 ‘Non-
systemic contraceptives and STI barrier
prophylactics’ and its working groups
from 17-20 September 2018 at Chennai.
In addition, BIS delegates participated in
more than eight international meetings
of ISO/IEC.

REGULATORY FRAMEWORK FOR
MEDICAL DEVICESIN INDIA — ROLE OF
STANDARDS

Medical devices in India are currently
being regulated under the Medical
Devices Rules 2017 (MDR 2017)
implemented by the Ministry of Health
and Family Welfare w.e.f. 1 Jan 2018.
Chapter II of MDR 2017 has provision for

20 | STANDARDS INDIA | JUN-JUL 2018

In order to fill the regulatory gap and

to develop an effective ecosystem of
conformity assessment, a role for BIS is
being envisaged by issuance of Quality
Control Orders

conformity of medical devices to BIS standards; wherever available.
In absence of BIS standards, ISO IEC standards are to be complied
with and in case neither national nor international standards are
available, manufacturers’ validated standards can be utilized for
conformity assessment. However, the MDR 2017 is applicable for only



23 categories of medical devices so far.
Additional 12 device categories have
also been notified under MDR 2017 but
the notification is effective from the

year 2020. The total devices regulated
under MDR 2017 are about 600 out of
the 5000 plus (as per WHO) devices
being sold in India. This leaves a large
gap in terms of regulatory requirements
and conformity assessment of non-
notified medical devices in the country.
In order to fill this huge regulatory gap
and to develop an effective ecosystem
of conformity assessment, a broader
role for BIS is being envisaged by the
issuance of Quality Control Orders for
mandatory certification of medical
devices under the BIS Act 2016.

TOTAL
STANDARDS
PUBLISHED
BY MHD

1,256

ﬁ71°/o

STANDARDS
DEVELOPED
INDIGENOUSLY

394

In addition, MHD, BIS is in the process
of publishing IS 23485 Medical Devices-
Quality Management System Require-
ments and Essential Principles of Safety
and Performance by merger of ISO 13485 :
2016 and ISO 16142-1:2016 &1SO 16142-2:
2017 and licensing is likely to begin shortly
in order to provide a comprehensive mech-
anism to the industry for ensuring compli-
ance to applicable horizontal standards by
implementation of a single standard. A new
certification scheme for integrating con-
formance of medical devices to the various
horizontal and vertical standards required,
is being devised by the Management Sys-
tem certification Department of BIS.

— The writer is Scientist ‘E, Medical Equipment

& Hospital Planning Department, BIS

STANDARDS PUBLISHED BY MHD (AS ON DATE)

STANDARDS
HARMONIZED
WITH ISO/IEC

362
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STANDAR

—THE CODES J-
OF PRACTICE
APPLICABLE IN | o =

HEALTHCARE
PRACTICES
AND MEDICAL
LABORATORIES

TYPE

STANDARD NAME

INTENDED PURPOSE

|dentification &
Demographics

ISO/TS 22220 Health Informatics —
Identification of Subjects of Health Care

Basic identity details
of patient

|dentification &
Demographics

MDDS — Demographic (Person Identification and
Land Region Codification) version 1.1

Complete demographic
for interoperability with
E-Governance systems

Patient Identifiers

UIDAI Aadhaar

Preferable identifier
where available

Patient Identifiers

Local Identifier

Identifier given within
institution / clinic / lab

Patient Identifiers

Government Issued Photo Identity Card Number

|dentifier used in
conjunction with local in
absence of Aadhaar

Architecture
Requirements

ISO 18308 Health Informatics — Requirements
for an Electronic Health Record Architecture

System architectural
requirements

Functional
Requirements

ISO/HL7 10781 Health Informatics - HL7 Electronic Health Re-
cords-System Functional Model Release 2 (EHR FM)

System functional
requirements

Reference Model
and Composition

ISO 13940 Health informatics - System of Concepts to
Support Continuity of Care

Concepts for care, actors,
activities, processes, etc.

Reference Model
and Composition

ISO 13606 Health informatics - Electronic Health
Record Communication (Part 1through 3)

Information model
architecture and
communication

Reference Model
and Composition

openEHR Foundation Models Release 1.0.2

Structural definition
and composition

Terminology

SNOMED Clinical Terms (SNOMED CT)

Primary terminology

Coding System

Logical Observation Identifiers Names and Codes (LOINC)

Test, measurement,
observations

Coding System

WHO Family of International Classifications (WHOFIC)
including ICD, ICF, ICHI, ICD-O

Classification and
reporting

Imaging

Digital Imaging and Communications in Medicine
(DICOM) PS3.0-2015

Image, waveform,
audio/video

Scanned or
Captured Records

JPEG lossy (or lossless) with size and resolution not
less than 1024px x 768px at 300dpi

Image capture format
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Scanned or
Captured Records

ISO/IEC 14496 - Coding of Audio-Visual Objects

Audio/Video captureformat

Scanned or
Captured Records

ISO 19005-2 Document Management - Electronic
Document File Format for Long-Term Preservation -
Part 2: Use of ISO 32000-1 (PDF/A-2)

Scanned documents
format

Data Exchange

ANSI/HL7 V2.8.2-2015 HL7 Standard Version
2.8.2 - An Application Protocol for Electronic Data Exchange in
Healthcare Environments

Event/Message exchange

Data Exchange

ASTM/HL7 CCD Release 1 (basis standard ISO/HL7 27932:2009)

Summary Records exchange

Data Exchange

ISO 13606-5 Health informatics - Electronic
Health Record Communication - Part 5: Interface
Specification

EHR archetypes exchange
[Also, refer to openEHR Ser-
vice Model specification]

Data Exchange

DICOM PS3.0-2015 (using DIMSE services & Part-10 mediaffiles)

Imaging/Waveform Exchange

Other Relevant Bureau of Indian Standards and its MHD-17 Committee Standards Development
Standards Organizations (SDOs)
Other Relevant Standards | ISO TC 215 set of standards Standards Development
Organizations (SDOs)
Other Relevant IEEE/NEMA/CE standards for physical systems and interfaces Standards Development
Standards Organizations (SDOs)

Discharge/Treatment
Summary

Medical Council of India (MCI) under regulation 3.1 of Ethics

Composition as prescribed

E-Prescription

Pharmacy Practice Regulations, 2015
Notification No. 14-148/ 2012- PCl as specified by
Pharmacy Council of India

Composition as
prescribed

Personal Healthcare and
Medical Device Interface

|EEE 11073 health informatics standards and related
ISO standards for medical devices

Device interfacing

Data Privacy
and Security

ISO/TS 14441 Health Informatics — Security & Privacy
Requirements of EHR Systems for Use in Conformity Assessment

Basis security and
privacy requirements

Information Security
Management

ISO/DIS 27799 Health informatics - Information
Security Management in Health using ISO/IEC 27002

Overall information
security management

Privilege Management
and Access Control

ISO 22600 Health informatics - Privilege
Management and Access Control (Part 1through 3)

Access control

Audit Trail and Logs

[SO 27789 Health informatics - Audit trails for
Electronic Health Records

Audit trail

Data Integrity

Secure Hash Algorithm (SHA) used must be SHA-256 or higher

Data Hashing

Data Encryption

Minimum 256-bits key length

Encryption key

Data Encryption

HTTPS, SSL v3.0, and TLS v1.2

Encrypted connection

Digital Certificate

ISO 17090 Health informatics - Public Key
Infrastructure (Part 1through 5)

Digital certificates use
and management

" 4
o)

e
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DESIGNED
10 HEAL

E m erg | ng a nd The healthcare sector in India is poised for sustained

growth over the next 20 years. The Indian healthcare

eVO |Vi n g tre n d S i n sector is on a high-growth trajectory path, being pushed

. by domestic growth, public awareness and growing world

h e a |th C a re d e S | g n interest in India’s delivery capabilities. The total industry
size is expected to touch USD280 billion by 2020. This is

BY SHAMIT MANCHANDA now being further boosted by “Ayushman Bharat”, world’s
largest National Healthcare Program. The National Health
Protection Scheme is targeted at 100 million poor and
vulnerable families. As part of this “Ayushman Bharat”
programme, the government will also launch 150,000 health
and wellness centres, besides setting up new hospitals and
upgrading the old ones. This will also see an increased
number of Private hospitals being built and upgraded to
cater to this demand. The numbers are huge.

Corporate Hospital chains have been immensely
successful in the last 15 years in providing high-quality
healthcare services to an educated and affluent urban
population as well as the rising aspirations of semi urban
and rural population. Though revenue is a key goal for
these hospitals, emulating Western standards and ensuring
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the best outcomes for patients is very
important in order for them to attract and
retain customers. To remain competitive
in the market, hospitals are opting for
external accreditation through international
organizations such as JCI or India’s NABH.
Accreditation is also seen as an important
process for improving patient safety and
quality of care provided to patients. With
medical tourism being an important driver,
many private hospitals aspire to provide
high-quality built environments similar to
those found in U.S. and European hospitals.

The push now is going to be in Tier 2 and
Tier 3 towns where these facilities have been
broadly missing. Many Corporate hospital
chains are moving into these smaller towns
either by constructing new hospitals on
their own but mostly by taking over existing
hospitals adopting a Hub and Spoke model
to expand their presence.

HEALTHCARE DESIGN

The art and science of designing a hospital is a very complex
affair. Beyond complex technical requirements that modern
medicine demands and rigid functional relationships between
different medical departments, the designer has to cope with a
host of more subjective issues like the anxiety of the patient, the
stressful work environment of the staff and the need to build a
sustainable and healing building.

TRENDS

Bed Mix: The Bed type mix in Private vs Government Hospitals
are on two ends. In Govt. hospitals the emphasis has been to
provide basic facilities to the poorer sections of society and
has primarily focused on large multi bed wards (90% of total
bed count). On the Other hand private hospitals provide a
combination of multi-bed wards (15-20% total bed count),
single occupancy rooms (around 75%), and luxury single rooms
for high-paying customers (around 5%)

Shift towards Ambulatory / Day Care: With an increasing
focus on wellness and short stays for noncritical procedures,
ambulatory care centers are coming into prominence. These are
designed to be one-stop shops that provide a range of diagnostic
and patient care services.

New Technology: While there is a growing focus on patient
centeric care, many new private hospitals are investing heavily
in new technology and equipment. Today Hospitals are being
planned with Hybrid OT and Brain Suites — a combination
of the Imaging modalities being brought right inside the
Operation Theaters. Hospitals are turning into Smart Hospitals
with e-connectivity built into almost all medical equipment to
patient rooms to Electronic Medical records etc.. All building
services are connected via Inteligent Building Management
systems to bring in optimum utilization and efficiency. Use of
Tele-medicine is also on the rise.
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There is a strong push
toward sustainability in
all public projects in
India, including
healthcare projects
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Green and Sustainable: There is a strong push toward sustainability in
all public projects in India, including healthcare projects. The GRIHA
assessment is mandatory for public healthcare projects, and they are
being designed with the goal of obtaining a minimum of a three-star
rating. Some of the design features being considered for these projects
include rain water harvesting, use of high-efficiency light sources,
utilization of natural light, use of low VOC materials, Waste water
recycling, energy recycling and use of renewable sources of energy.
Though not mandated but the Private Hospitals also see the long term
advantage of going Green and Sustainable.

Design for flexibility and expandability: Due to the complex nature
of hospital organization and diverse factors such as operations and
functions, alterations and expansion of buildings are varied and frequent.
Buildings should be adaptable to the changing requirements. None
of the varied elements are static for as technology develops, medical
understanding progresses so do social demand and expectations.




HEALING ARCHITECTURE

A hospital needs to be the most wonderful place in the world. It needs to heal. The
hospital must have an architectural environment that can positively contribute to the
healing process. Using Evidence-Based Design or EBD—learning from past experiences
and using that knowledge to improve future projects—Healthcare Architects must see
and understand how design impacted performance and outcomes.

Healthcare hotels: These are places for
convalescence and supervised care - a
hybrid cross between hotel, spa and
hospital. These bring together comfort
and healing.

Emphasis on Patient focused hospitals:
Patients till the recent past had become
more of an object on the scene than the
focus of design. In a major shift, sensitivity
to people’s feelings and their need for
sensory input have entered the vocabulary
of facility planning and design. Design of
healthcare setting should:

¢ Value human beings over technology

* Enable patients to fully participate as
partners in their care.

* Provide flexibility to personalize the
care of each patient.

* Encourage care givers to be responsive
to patients and Foster a connection to
nature and beauty.

The objective is to create a patient
focused, patient centered architecture by
offering an atmosphere of safety, security,
cleanliness and physical comfort.

Create a Healing Architecture: A hospital
needs to be the most wonderful place in
the world. It needs to heal. The hospital
must have an architectural environment
that can positively contribute to the
healing process.

Evidence-Based Design or EBD is
learning from past experiences and using

f /\/‘L

that knowledge to improve future projects. Healthcare
Architects must see EBD as a way of understanding how
design impacted performance and outcomes. What is
important here is to use EBD data that is local and not from
other parts of the world.

HOSPITAL OF THE FUTURE:

Redefined care delivery: Emerging features including
centralized digital centers to enable decision-making,
continuous clinical monitoring, 3-D printing for surgeries,
and the use of smaller, portable devices will help characterize
acute care hospitals.

Digital patient experience: Digital and artificial intelligence
technologies can help enable on-demand interaction and
seamless processes through a choice of devices to improve
patient experience.

Operational efficiencies through technology: Digital
supply chains, automation and robotics, can drive
operations management and back-office efficiencies.
Healing and well-being designs: The well-being of patients
and staff members—with an emphasis on the importance
of environment and experience in healing—will likely be
important in future hospital designs.

Technology will likely underline most aspects of future
hospital care, but care delivery especially for complex
patients and procedures may still require hands-on human
expertise. Many future technologies can supplement and
extend human interaction. Healthcare architects have an
opportunity to bring together architecture and technology
by creating dynamic settings that cater to the needs
of patients and identifying opportunities for staff that
broaden treatment options as well as where that treatment
is provided.

— The author is Principle architect at C.P. Kukreja Associates
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MOVING FORWARD IN
GLOBAL HEALTHCARE

Medical scientists
As technology continues to progress, it's important for
Shou | d Stay avva re medical laboratory scientists to stay aware about the

trends within the industry.
A modern clinical laboratory is a primary requirement

a b O ut th e te C h _t re n d S for the pursuit of clinical science. Scientific advances

of this century have had a profound influence on the
With i n th e i n d u Stry health, comfort and welfare of mankind. Whether it’s the

use of drones for transporting samples or automation,
the importance of some key trends within medical
laboratory science has been projected far into the
future. Progressive technologies are likely to be built
upon the foundation of these progressive technologies
to make healthcare more available, efficient, and
cost-effective.

Of late, the focus in healthcare is centered around the
patient rather than the provider. Small handheld devices
and desktop equipment is used for testing outside of
hospitals, some even at home by the patient via home-
based health monitoring systems. The information
collected is transmitted through smart phones to
centers where it is processed, and so the patient can

BY DR. MUGDHA SRIVASTAVA
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avoid spending a fortune on staying in an
expensive facility.

* Point-of-care testing provides care in the
comfort of the patient’s residence. Small
mobile devices are handy, and they can
provide medical laboratory scientists with
both qualitative and quantitative data. For
critical situations, laboratory instruments
can now be taken home as, although still
large, they are no longer as bulky or complex
as they used to be.

e Automation has become popular for
medical laboratory scientists as a result of
the pressure of producing quicker results,
improving patient care and, at the same
time, minimizing cost.

e Biobanks preserve biological specimens
for utilization in the future, which may
include transfusion, transplantation or
R&D. Blood banking is the most common
use of biobanks, but recent additions have

1édical laboratory scientists, as well as for life and
on tal scientists and biotechnologists.
increasing aged population that have several

A gng g
_hgalfh conditions, there has been a progressing trend of

home-based monitoring in efforts to reduce costs and
allow patients to remain comfortable in their homes, as
opposed to expensive facilities that may be miles away.
Wearable devices have greatly helped this trend, as they
can monitor and record real-time data on physiological
conditions that can be transmitted via smartphones,
tablets or similar devices. Current and future medical
laboratory scientists should look further into leveraging
wearable sensors to develop faster results without having
to restrict a patient to stay in a healthcare environment all
the time. People heal faster when they feel comfortable.

* Drones are expected to be widely used for transporting
specimens as they can quickly transport small amounts,
without having to deal with typical transportation delays.
A 2015 study found that samples of blood could be sent
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ISO 15189 Medical laboratories

— Requirements for quality and
competence is an international
standard that specifies the quality
management system requirements
particular to medical laboratories

via drones for testing without being adversely affected
by the harsh conditions that may be experienced during
drone transportation. In fact, in July 2016, samples from
Madagascar villages were sent by drones to laboratories
for analysis for disease detection.

Globally, trends appear to indicate that routine testing
in the future could be delivered through POCT and
home-based testing. Centralized laboratories are likely
to concentrate more on esoteric testing. Automation
and shifts in the sites where laboratory services are
delivered will result in major shifts in laboratory staffing
needs. Demand for skilled IT professionals, experts
to monitor and service robotic equipment, and allied
health professionals is likely to grow. Overall decreases in
labor costs, however, will likely lead to decreases in the
cost per test.

LABORATORY TESTING

Among the variables that influence medical decisions,
laboratory tests are among the most important and
frequently used. Establishingand maintaininglaboratory
quality standards is essential. The internationally
accepted standards of the International Standards
Organization IS/ISO 15189 and IS/ISO/IEC 17025 have
set stringent requirements.

As per IS/ISO/IEC 17025 specifies the general
requirements for the competence to carry out tests and/
or calibrations, including sampling. It covers testing and
calibration performed using standard methods, non-
standard methods, and laboratory-developed methods.
It is applicable to all organizations performing tests
and/or calibrations. These include, for example quality,
administrative and technical operations. Laboratory
customers, regulatory authorities and accreditation
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bodies may also use it in confirming or
recognizing the competence of laboratories.

Quality laboratory results are required
to support clinical diagnosis, rationalize
and monitor treatment, for epidemiological
purposes, for the surveillance and control
of diseases of public health importance,
and to provide early warning of disease
outbreaks. This improves the accuracy of
health information and promotes effective
national health planning. The purpose of
establishing laboratory quality standards
is to ensure the accuracy of test results,
increase the confidence of patients, clinicians
and communities in the value of thorough
laboratory testing.

TABLE 1: INTERNATIONAL STANDARDS
APPLICABLE TO LABORATORIES

e ISO/IEC 17025 General requirements for
the competence of testing and calibration
laboratories

e ISO 15189 Medical laboratories -
requirements for quality and competence

e ISO/IEC 17043 Conformity assessment —
general requirements for proficiency testing

e ISO 13528 Statistical methods for use
in proficiency testing by interlaboratory
comparison

e OECD GLP OECD principles on good
laboratory practice

_ B milal:

1
o

¢ ISO Guide 34 General requirement for the competence of
reference material producers

¢ ISO 8402 Quality management and quality assurance —
vocabulary

* ISO 19011 Guidelines for quality and/or environmental
management system auditing

¢ ISO 9001 Quality management systems — requirements.

The development of the modern laboratory required
several conditions to be met at appropriate times in
history. Obviously, technology was and is the primary force
behind advances in medicine. Angiography, computer-
aided tomography (CAT)scans, organ transplantation, and
DNA analysis are just a few of the expensive but valuable
technologies available to a modern physician.

Laboratory experts thatkeep pace with emerging IT have
found more efficient ways to communicate and provide
services; educate themselves, their staff, and clients;
market their products; manage data and information. For
example, a future trend in genetic testing is the focus on
prevention. Predictive tests will screen for data, identifying
important population genetic risk factors for diabetes,
cancer, and autoimmune diseases. Nanotechnology
promises to affect the clinical laboratory industry through
the development of miniaturized components and devices
for chemical processing and measuring sensors. This
technology could prove to be extremely useful in the
movement towards developing small, versatile point-of-
care tests.

— The writer is MBBS from Aligarh Muslim University and a
practising doctor at AMU
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The Indian Standards 1SO 24501: 2010 ,
Established Ergonomics — /38 T ‘Eﬁ 2
RAY Aot @ A, Accessible Design — 2010 Tfaiiea -
¥ g o Sound Pressure Levels  TeiRfae %GI'IBET =
of Auditory Signals for  3uairpT 3Rl B foTw %auT
Consumer Products Jiod @ ety zaE T
Date Of Establishment 19 Jan. 18 19 SEad 2018
Aotere B J IR Ty
No. and year of the NA EEl
amendment L
e @t fofy v o
Date Of Cancellation NA @M EEl
% 24 & [l

No.,Year & Title Of

1S 16569 : 2017/

3 TF 16569: 2017

The Indian Standards 1SO 11429 : 1996 .

Established Ergonomics — System 4 3ﬂé &l iﬁ B2

AT A @ A, of Auditory and 1996 WIleiised ~ 3aur

i Visual Dangerand 3R 39T IR 3R g
Information Signals  Ryoee @t gomelt

Date Of Establishment 19 Jan. 18 19 Seldd 2018

Aol @ Fwm A fofy

No. and year of the NA T&

amendment L

Fea ot fof¥y vd adf

Date Of Cancellation NA @ GEl

% B @l fif

No..Year & Title Of IS16595 (Part 20): 3 wF 16595 (T

The Indian Standards

2017/1S0 9241-20

20): 2017 / 3T8 TA 3

Established : 2008 Ergonomics
gl A @ m} of Human — System 924]-2u01 2008 dHldd
o w ofs Interaction Part Bl Dol - el &
20 Accessibility IR T (3 )
GU|deI|ne§ for ITHw AR JaE B o
Information/ 8 o
Communication Rrze 3_&2'9]3 20
Technology (ICT)  weifdfaferdr feenferdar
Equipment and
Services
Qate Of Establjshment 19 Jan. 18 19 eldsl 2018
Aoeret Bt T e fofy
No. and year of the NA q&
amendment R
g @ ol wd oo
Date Of Cancellation NA @M q&
F B @ ff

NEWS YOU CAN USE

THE HEALTH RANK

The five countries with the highest levels
of healthcare access and quality in 2016
were Iceland (971 points), Norway (96.6),

the Netherlands (96.1),

Luxembourg

(96.0), and Finland and Australia (each
with 95.9). While the countries with the
lowest scores were the Central African
Republic (18.6), Somalia (19.0), Guinea-

y

'a“'\'a.

J
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Bissau (23.4), Chad (25.4), and Afghanistan (25.9). There were
major gains in healthcare access and quality in many countries
in sub-Saharan Africa and Southeast Asia between 2000-2016.
The authors also analysed healthcare access and quality locally
within Brazil, China, England, India, Japan, Mexico, and the
USA. They found that China and India had the widest disparities
in healthcare access and quality with 43.5 and 30.8 point
differences, respectively. Japan had the narrowest differences
with a 4.8 point difference.



SAQYVANVLS MIN

No.,Year & Title Of IS 16595 (Part154): a1 oF 16595 (omar
The Indian Standards 2017/1S0 9241-154 154)_ 2017 3|T§ w
Established : 2013 Ergonomics & ’
AR A & T, of Human-System 9241-154: 2013
g Interaction Part 154 FTGd-Yomelt AT
Interactive Voice @ DINHRT AT 154
Response (IVR) 33?@1’3?2[ R B
Applications ( Sﬂ?) 5
Date Of Establishment 19 ofefdsl 2018
Ao @ JA AR oy
No. and year of the NA EE
amendment RS
ASneet @ fofr v adf
Date Of Cancellation NA @ EEl
% 3 @ fofy
No. Year & Title Of IS/AEC 60958-1: 2014 31 1y / am$ &
The Indian Standards Digital Audio Interface 60958-1: 2014
Established Part 1 General (First o .
i A & e, Revsior) A SR 4 |
o o8 s A (e Aeler)
Date Of Establishment 19 Jan. 18 19 ofefdsl 2018
Ao @ JA AR
No. and year of the IS/IEC 60958-1:2004 31 1wy / 3mg & At
amendment Digital Audio Interface 60058-1: 2004 Rfwea
FoNed @ O v ad Part 1 General & o
3T e AT |
ofefee]
Date Of Cancellation 19 Jan. 18 19 Sfefd 2018
% B @t
No.,Year & Title Of IS 4572 : 2014/1SO 1140 3ﬂ—$‘ TF 4572: 2014 /
The Indian Standards : 2012 Fibre Ropes — ,
Established Polyamide — 3-, 4-, I Wﬂ;ﬁ aes 2012
AR AP & T, 8-and 12 Strand Ropes ~ PIe% -
B (Fourth Revision) - 3-, 4-, 8- 3R 12

Date Of Establishment
Joere Bt F=A AR fafr

No. and year of the
amendment

e @ oty vl ad
Date Of Cancellation

E 8o P ffdr

12 Jan 2018

Amendment No. 1
December 2017

12 Jan 2018

¥s AW (den FaneH)
12 Tead 2018

JaMee TR 1 A
2017

12 Seast 2018

No.,Year & Title Of
The Indian Standards
Established

3127 o e M e s
T w9 s

Date Of Establishment
Joere ot J= AR o

No. and year of the
amendment

e @ oty vl ad
Date Of Cancellation

E B @t faf

IS 5175 : 2014/1SO 1346
: 2012 Fibre Ropes —
Polypropylene Split
Film, Monofilament
and Multifilament (PP2)
and Polypropylene
High-Tenacity
Multifilament (PP3)
-3-,4-,8-,and 12-
Strand Ropes (Third
Revision)

12 Jan 2018

Amendment No. 1
December 2017

12 Jan 2018

3 TF 5175:2014/ 38

TF 3T 1346:2012 BER
I - T e

A tpemde (Mt 3) -
3-8, 4~ 8- 3R R- W8
AT (e Heterer)

12 Se@d 2018

JMee TR 1 AR
2017

12 Seast 2018

No.,Year & Title Of IS/IEC 60947-3 : 3 wF /3 3 A
The Indian Standards 2012 Low Voltage 60947-3: 2012
Established Switchgear and '
ARG et B F, Controlgear & decel Ry
o vd o Part 3 Switches, iirs asg GRRR 8T
Disconnectors, Switch- 3 R, fezepdded,
Disconnectors and B Rt 3
Fuse- Combination NN
Units (First Revision) 1(1?3\‘—’[‘250. . ?)TEI W
(U&cTT HATET,
Qate of Establ‘ishment 19 Jan 2018 19 Sfefdsl 2018
Foeer @t T S feifr
No. and year of the IS/IEC 60947-3 : 3 wF /3 3 A
amendment 1999 Low Voltage 60947-3: 1999
Iofee o &l va o Switchgear and - ’
e Controlgear El L e
Part 3 Switches, 3R PR Al
Disconnectors, Switch- 3 Rqw, feepdded,
Disconnectors and B R 3
Fuse- Combination 0 o
Units =3 RIEg ELER)
Date Of Cancellation 18 July 2018 18 @?ﬂ's‘ 2018
% 3 @ fofy
No. Year & Title Of IS/IEC 60947-4-1: 3 UF / 3ms § A
The Indian Standards 2012 Low- Voltage 60947-4-1:2012
Established Switchgear and S ) .
a1 o2 o o G e e Controlgear Part _‘d e foafy R
o w@ s 4 Contactors and arﬁaﬁm T 4 Jubdart
Motor-Starters Section 37 Her-IeT €T 1
1 Electromechanical Tt SueET
Contactors and Motor- -
Starters (First Revision) S'ﬁ ) IR (‘155
ARAEeT,
Qate of Establ'ishment 19 Jan 2018 19 Sfefds 2018
Joeer @t T SR il
No. and year of the IS/IEC 60947-4-1: 3 wF /3 3 A
amendment 2000 Low-Voltage 60947-4-1: 2000
Foneer @ R vd o Switchgear and g
Controlgear Part _W'Ej e i\EﬂﬁTﬂ? 3R
4 Contactors and Eb'@?lﬁm"{ o 4 Fubdar
Motor- Starters Section 37 FHer-TeT ORI |
1 Electromechanical ﬁ'g’d TE Suaedr
Contactors and Motor- o
Starters 3 -ZEY
Date Of Cancellation 18 July 2018 18 @?ﬂé 2018
% 20 fafy
No. Year & Title Of IS/IEC 60947-5-1: 3 wF /3 3 A
The Indian Standards 2009 Low- Voltage 60947-5-1: 2009
Established Switchgear and iy ) e
HRA AeH B A, Controlgear Part _‘d e foaafy X
o @ s 5 Control Circuit ﬁaﬁ'ﬂ? W 5 EIT;?IFT
Devices and Switching  fese fEarga 3k
Elements Section 1 fafior oftmicH
Electromechanical N .@EYQH L
Control Circuit Devices 332 aﬁj Bloiche E|5.§E e
(First Revision) fearsd (weem FeMer)
Qate of Establ'ishment 19 Jan 2018 19 Sfefds 2018
FoMeer Bt T S feifr
No. and year of the IS/IEC 60947-5-1: o/ At
amendment 2003 Low-Voltage zﬂiﬂ—s—?ﬂngoe,
T @ R v o Switchgear and :
Controlgear Part a-d E.E‘_’ {SEIE
5 Control Circuit 3R a@a'ﬁm TE 5
Devices and Switching  egler e farsar 3w
Elements Section 1 fafior ohemicH
Electromechanical N _@HQH L
Control Circuit Devices 332 aﬁj Bleiebe Eﬁﬁz‘ e
Date Of Cancellation 18 July 2018 18 @Tvﬂé 2018

X B @ fafr
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No.,Year & Title Of

IS 8887 : 2017 Bitumen

3 T 8887 2017

The Indian Standards Emulsion for Roads ﬁ@qﬁ

Established (Cationic Type) — . RIGES L ﬁ'ﬁ?

e aeat @ dem,  Specfication (Third (TG GoFH) e

o @ v Revision) (?‘1 Bpd H?ﬁﬂﬁ)

Qate of Establiishment 25 Jan. 2018 25 Sefdsl 2018

ddolea B WA AR R

No. ar:jd yealr of the :3S‘t8887:E200|4' 3MS TF 8887 2004

amendmen itumen Emulsion

Foe @ Ry ug ¥ for Roads (Cationic Ek?ﬂgamesa?@ra uso%\ﬁg\a
Type) — Specification (@2 P ?) - fafersear
(Second Revision) (Eg@TéT mﬁaa)

Date Of Cancellation 24 July 2018 24 @?ﬂé 2018

% aa @ fofy

T Srss Poetane g% B 113201

e Indian Standards olyurethane Fu >

Established Gloss Enamel (Two A N uga

AR He@t B I, Pack) —Specification (@1 _U®) ~Facl (dEet

R 26 (First Revision) Faera)

Date Of Establishment
Jolea B JAT 3R fafy

No. and year of the
amendment

Iy @ o vd o

Date Of Cancellation

E Bd @ fafr

25 Jan. 2018

1S13213: 1991
Polyurethane Full
Gloss Enamel (Two
Pack ) — Specification

24 July 2018

25 Selds 2018

3ME TF 13213: 1991
Ticr3edel Gt 9cid Tadiel
& ) - R

24 FTS 2018

No.,Year & Title Of
The Indian Standards

IS 7123 : 1993 Hair
Oils — Specification

3 TF 7123 1993
2 3foded - fafreedr

Established (Second Revision) s

A At @) A, (e Heftem)

T T o

Date Of Establishment 25 Jan. 2018 25 S 2018
JAeeer B JF 3 feifdr

No. and year of the Amendment No. 7 JoNer T 7 AdaAT
amendment November 2017 2017

e B fafr g af

Date Of Cancellation 24 July 2018 24 g?ﬂ'% 2018

T & @ ffy

No.,Year & Title Of 1S 10350 : 1999 3{[§ TF 10350: 1999
The Indian Standards Powder Hair Dyes — = _
Established Specification (Second %?? 's’l's‘ faférea
HRA AeH B A, Revision) (e Heter)

v vd oftee

Date Of Establishment 25 Jan. 2018 25 S 2018

JoNee B T AR

No. and year of the

Amendment No. 4

JaMe AW 4 ddaR

amendment November 2017 2017

et ot feifr wd ot

Date Of Cancellation 24 July 2018 24 g?ﬂ‘s‘ 2018

% 2o fify

?lrc]).,\l(eg'r&Tsittle(Cj)f ; ICS153[410:2(f)03 S TF 15410: 2003
e Indian Standards ontainers for a—fﬂa R

Established Packaging of Natural R T

ad wEE & g g Water and Packaged Sich0 qee - I E'_Sd%gﬁ

o o ’ Drinking Water — B UBfoer & folu deaw

Specification
Date Of Establishment 25 Jan. 2018 25 Sead 2018

Joee Bt T AR ot

No. and year of the
amendment

Aol @t fofdr vd ad

Date Of Cancellation
E 2 @ ffy

Amendment No. 4
November 2017

24 July 2018

Jalerd AT 4 A4
2017

24 QA 2018
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IS 2508 : 2016
Polyethylene Films and

No.,Year & Title Of

3T$ TF 2508: 2016
The Indian Standards

Yoztiefler foew aiw offed

Established Sheets — Specification ;
s Aot & dem, af  (Third Revision) - faftreea (i wfette)
w ol

Date Of Establishment 25 Jan. 2018 25 SEaY 2018

Aol @ F2A AR faeht

No. and year of the Amendment No. 1

JANerel FTAT 1 AdoR

amendment December 2017 2017

oo @ fofy v o

Date Of Cancellation 30 May 2018 24 TS 2018

% & @ fofy

No..Year & Title Of IS 16861 : 2018 3 TF 16861: 2018

The Indian Standards High Flash High 5

Established Speed Diesel Fuel - 31% uﬁ%g@ s

arRdt wEe @ dwn, @y Specification ga | fafdreear

W ofive

Date Of Establishment 25 Jan 2018 25 SEaY 2018

Aonerer @ FE S et

No. and year of the NA Crl

amendment L

oo @ fofr v o

Date Of Cancellation NA o, 7

% & @ oty

No..Year & Title Of ISS0 3826-2: 2008 3 7y / 3N UA 3N

The Indian Standards Plastics Collapsible 3826-2:2008 o

Established Containers for Human ) i

st et & 7 o Blood and Blood Wit T SR Ad

o ’ Components Part 2 3qudl @ foru deretaren
SraghicalSErEb?Is y Pea? AT 2 odd 3R
or Use on Labels an T
Instruction Leaflets giﬂﬁm Wf k2

Date Of Establishment 25 Jan. 2018 25 FEaS 2018

Jsfert B A AR foet

No. and year of the IS 15102 : 2002/I1SO

S TF 15102: 2002

amendment 3826 : 1993 Plastics 3ﬂ§
. ‘ T 3 3826: 1993
Joier & TR o an Collapsible Containers
for Human Blood and @es Aag Fad 3
Blood Components T 3qdl B fow
TEAATN BT
Date Of Cancellation 25 Jan. 2018 25 Sdd 2018

T @ & ffy

NEWS YOU CAN USE

RISING CARE

India has seen

, : T
improvements in .
Healthcare Access and Quality
(HAQ) since 1990. In 2016, India’s |
healthcare access and quality | .

soared to 41.2 (up from 24.7 in
1990). India performed poorly in ; /’
tackling cases of rheumatic heart i
diseases, Ischaemic heart diseases,

stroke, tuberculosis, testicular cancer, colon cancer and chronic
kidney disease, among others. Though India’s improvements
on the HAQ index has hastened from 2000 to 2016, the gap
between the country’s highest and lowest scores widened
(23.4-point difference in 1990, and 30.8-point difference in
2016). Goa and Kerala have the highest HAQ index scores in
2016, each exceeding 60 points, whereas Assam and Uttar
Pradesh have the lowest, each below 40.




SAQYVANVLS MIN

No.,Year & Title Of
The Indian Standards
Established

AT A B A7, T
w i

Date Of Establishment
Joee @t T AR ot

No. and year of the
amendment

Aol @t fefr vd o

Date Of Cancellation

% da @ fofdy

1S/ISO 15883-1: 2006
Washer- Disinfectors
Part 1 General
Requirements, Terms
and Definitions and
Tests

25 Jan. 2018

NA

NA

3ME TF / 3T TH

3 15883-1: 2006
qoIR-EAShaed e 1
A MG, forrer
AR T 3R &

25 SeIgs 2018

aw F@t

] @

No..Year & Title Of
The Indian Standards
Established

AR Al B TS, T
w e

Date Of Establishment
Joler B T AR faeht

No. and year of the
amendment

Aol @t fefr vd o

Date Of Cancellation

% da @ fofdy

1S 16429 : 2017/

1SO 21567 : 2004
Microbiology of Food
and Animal Feeding
Stuffs — Horizontal
Method for the
Detection of Shigella
spp.

25 Jan. 2018

NA

NA

S TF 16429: 2017

/ 3T TF 3 21567
2004 FSHERCTosT

3o Gg Us Ulefdiet Wifsar
W Yacor Aol fafdy
fomter cadidt &t o

3 fou

25 SRIgs 2018

aw F@t

amw @

No..Year & Title Of
The Indian Standards
Established

AR Al B TS, T
w i

Date Of Establishment
Jee Bt JA AR foedt

No. and year of the
amendment

Joee @t fafy wd o

Date Of Cancellation

® 2 o fify

1S 16431: 2018/

1SO 2218 : 2011
Microbiology of Food
and Animal Feeding
Stuffs — Polymerase
Chain Reaction (PCR)
for the Detection
and Quantification of
Food-Borne Pathogens
— Performance
Characteristics

25 Jan. 2018

NA

NA

3 TF 16431: 2018
/38 TF 3 22118:
2011 T 3R Ug MR
AR B ATSPITRN oS
eqae Ulelieres e Ruaeme
(tfem) T 3R o
Aooreicdl B S AR AT
foafer & form

25 Seadl 2018

. @

aw F@

No.,Yeay&TitIe of IS/ISO 10816»4: 3ﬂ—$§ o 3ﬂ—§ ™
The Indian Standards 2009 Mechanical 3 10816-4: 2009
Established vibration — Evaluation L S
ardtT @eE @ @z @ of Machine Vibration FHdfercher. BU-32-gulel
W de ’ by Measurements on HETT W AT aRI Fishar
Non-Rotating Parts IS B W e 4
Part 4 Gas Turbine ain‘sa e
Sets With Fluid-Film G SR
Bearings ﬁ?rﬁ%g B I AT
Bl
I?faﬁte O:ﬁEStab“z;;n%’l% 25 Jan. 2018 25 a’aa"ﬁ‘ 2018
AR AT
e B, b e oo
amendmen -4:
150 113 / 3 TF 3N 10816-
Jolerer B 7T od af Mechanical vibration ; o
— Evaluation of 4 1998 ddferpel Ut
Machine Vibration o Fo-AKeA UeH W
by Measurementson @ gy #fid BUT @1
Non-Rotating Parts E/‘slf'sja
Part 4 Gas Turbines 5 e 4 I
Driven Sets With fi e oo Tedioa
Excluding Aircraft
Derivatives
Date Of Cancellation 25 Jan. 2018 25 Sedd 2018
% ge o ffy
No.,Year & Title Of 1S/1SO 11607-2 : 341—55 w / 3ﬂg ™ a3t
The Indian Standards 2006 Packaging for 11607-2: 2006 B
Established Terminally Sterilized 3 .
art Fea @ Fe a8 Medical Devices ferw efiteteett zezgvs
i s ’ Part 2 Validation At o o 2 B
Requirements for e, e 3R sRiaeh
Forming, Sealing and 9 TaTs
Assembly Processes ® fore del 3
Date Of Establishment 25 Jan. 2018 25 TAd 2018
ohera @ W IR foedt
No. and year of the NA T@r
amendment b
Aol @ ofr v oo
Date Of Cancellation NA T &
% 26 @ [
";'lﬁ.’Ylegr&Etﬂe é)f § :DS/I?O 11650:1f999 3”3‘ o/ 3ﬂ—5‘ o
e Indian Standards erformance o . Whose
Established Refrigerant Recovery L ‘650'%999
it A @ @wn g andfor Recycling WAl 3l & A Yeigho
i o ’ Equipment TG BT Geold
l?ate Of Estgblishment 25 Jan. 2018 25 SAd 2018
Aohea @ W IR et
No. and year of the NA T@r
amendment b
Aonea @t fofr wd o
Date Of Cancellation NA o, @
T 26 @ [y
#l[?.,\l(eg'r&TSittle((j)fd ;-\515523{:2?18 IS TF 15523t 2018
e Indian Standards utomotive Tyres — SRR e
Established Precured Patches for R EI%C_){H
Tt AeE @) @en g Repairing Cross Ply/ s / feue ot 3
o i ’ Radial Tyres and Inner 3o ¢ &t #9d &
Tubes - Specification  fop e ¥
Date Of Establis;;;nent 25 Jan. 2018 25 S 2018
AoNerer @ Jem IR foedt
No. ar;ld yez;r of the LS15523;: 2(%04 IS TF 15523:2004
amendmen utomotive lyres — amﬁa m I BT
Jolerer B i ud af Precured Patches for
Repairing Cross Ply/ @ | e RRE SR
Radial Tyres and Inner SR &Jd T & (10
Tubes — Specification u@%ﬁﬁ I
Date Of Cancellation 25 Jan. 2018 25 Sedd 2018

E 8a @ ot

No.,Year & Title Of
The Indian Standards
Established

AT Al B AT,
w sfive

Date Of Establishment
Joee @t T AR et

No. and year of the
amendment

Aol @t fefr v o

Date Of Cancellation

% da @ fofdy

1S 16434 : 2018/

1SO 21871: 2006
Microbiology of Food
and Animal Feeding
Stuffs — Horizontal
Method for the
Determination of
Low Numbers of
Presumptive Bacillus
Cereus — Most
Probable Number
Technique and
Detection Method

25 Jan. 2018

NA

NA

3 UF 16434 2018
/ 38 TH 3 21871
2006 HZHERGTON TF
U3 Uferdie Wifgar W
e velead e AA
B BH F B Rk B
forw Bfoer fofty wag T
JAfad AT dpelt AR
TdT aoma @) ffdr

25 G 2018

aw F@

] @
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No..Year & Title Of
The Indian Standards
Established

1S 16616 : 2018/
1SO 349 : 1975 Hard
Coal — Audibert-Arnu

38 TF 16616 2018 /
S TF 3 349: 1975

No..Year & Title Of IS 1448 (Part 92) : S TH 1448 (0

The Indian Standards 2018/1S0 2137 : 2007 92): 2018/ s W A

Established Methods of Test for :

ardt Few @) FE qd Petroleum and its 2137: 2007 Ugfere .

o o ’ Products Part 92 B fou wiewr @ fftt
Determination of 3R B IAE AW 92
Cone Penetration of ﬁﬂﬁﬂé
Lubricating Greases o aw i
and Petroleum (First ~ SSICII# B Tgel ﬁ'ﬁ?{ﬂa
Revision) @1 ferafeor (gerar 2Hemere)

Date Of Establishment 25 Jan. 2018 25 a3 2018

AoNerer @ FeEm S et

No. and year of the IS 1448 (Part 92 ) : 3{1—5‘ T 1448 (0T 92)

amendment 1979 Methods of Test 1979 3 =

Jofee & Rl v o for Petroleum and its

o Products IS 1448 (Part 3Rt & %‘U & B AW

60):1994 Petroleum 3T TA 1448 (10T 60):
and its Products- 1994 IR TS
Methods_ of Test- Part AR 3 B D HE
60 Consistency of Y
Lubricating Graeses 60, @I e
by Cone Penetrometer  Jeiere) GRIT gfsrbicar
(Second Revision) IAT B Jolg

Date Of Cancellation 25 Jan. 2018 25 S 2018

% Bl i fafd

No..Year & Title Of IS 7975 (Part 2) : S TF 7975 (T 2):

The Indian Standards
Established

HRAY et B T, af
w e

Date Of Establishment
JoMer Bt T8 3R foedt

No. and year of the
amendment

Joer @t fafr v o

2018/ISO 3315 : 201
Assembly Tools for
Screws and Nuts—
Driving Parts for Hand-
Operated Square Drive
Socket Wrenches

Part 2 Dimensions

and Tests (Second
Revision)

25 Jan. 2018

IS 7975 (Part 2) : 1991
Driving Parts for Hand-
Operated Square Drive
Socket Wrenches—
Specification Part

2 Dimensions (First
Revision)

2018 / 3T ©F 3N
3315: 2 99 & fqemergen
3R Ta 3R oAe-ad B
forw grefdor uida- o
TERR gsd Ade 19
AT 2 SR AR Tem
(G eftera)

25 Sead 2018

S TF 7975 (W 2):
1991 g ¥ Feiicrd
FARR 3159 Aldbe g
fore grafer urc-fafdrear
IO 2 3T (GEe dele
=)

i et @ @, @ Dilatometer Test & Pt aééu $T2-3

g s et

Date Of Establishment 25 Jan. 2018 25 Sefdsl 2018

Joler B T AR faeht

No. and year of the NA a&r

amendment o

Joneger @ ol wd af

Date Of Cancellation NA GIDRCE]

T 8 @ fofy

No.,Year & Title Of IS 16696 : 2018/ 3113‘ TF 16696: 2018

The Indian Standards 1SO 11657 : 2014 / 3{1‘5‘ TF 3 11657

Established Hydrometry — s ’ 5t

oot e @ e gd Suspended Sediment 2014 GESER] D 8T

o ’ in Streams and Canals 3 g3 & fofcifed detge

w2 — Determination of TH FIE dbelid gl
Concentration by o
Surrogate Techniques @1 foafer

Date Of Establishment 25 Jan. 2018 25 SEas 2018

ol B JA 3R faeht

No. and year of the NA T&r

amendment L

Jolee Bt fafr v o

Date Of Cancellation NA T, Tl

T a9 @ fofa

No..Year & Title Of IS/ISO 17584 : 2005 311—5‘ o/ 3{]—5‘ ez 3l

The Indian Standards Refrigerant Properties .

e 17584: 2005 Mporic

Wl e @ e, o Rl

w sfive

Date Of Establishment 25 Jan. 2018 25 SEas 2018

Joler B JA 3R faedt

No. and year of the NA T&r

amendment L

Jolee Bt fafr v o

Date Of Cancellation NA T, TRl

T 2 @ fofa

No.,Year & Title Of IS582 (Part 2): 2018/ g Uy 582 (T 2):

The Indian Standards 1SO 4098 : 2006 2018 3“_5: oF 3

Established Methods of Chemical G

o A @) Fen a§ Testing of Leather 4098: 2006 T5 & I

o o ’ Part 2 Determination 2 B RS T B
of Water-Soluble o> T gaa%ﬁa
Matter, Water-Soluble wd o & ofiet
Inorganic Matter and ’iﬁ e
Water-Soluble Organic 3 e et
Matter # goraefier erafeics Teref

P ferertzor

Date Of Establishment 25 Jan. 2018 25 S 2018

Joerl B T AR faeht

No. and year of the NA a&r

amendment o

Joneer @ ol wd af

Date Of Cancellation NA GIDRCE|

T aa @ fofy

Date Of Cancellation 25 Jan. 2018 25 Sead 2018
% Bl fifd
The Indian Standards Pouches for the Terdt & A
Established Packing of Vanaspati a ® fore
adT wEE @ e o upto 2 kg or 2 Litres— arlict W 2 fan & 2
ot ’ Specification (Third foier TR (i
& & Revision) ﬁ?ﬁﬂﬁ)
Date Of Establishment 25 Jan. 2018 25 e 2018
AoNerar @ Jem IR et
No. and year of the IS 11352 : 1998 Flexible 3¢ mr 11352: 1998
amendment Pouches for the W 39 & R o
Fomea o ffr vd ad Packing Vanaspati up
w to 5 Kg or 5 Litres— U3 5 fbetiane A 5
Specification (Second oiie? de WRifhdare
Revision) (%?ﬁ?l a'gﬁga)
Date Of Cancellation 25 Jan. 2018 25 S 2018
% B @ oty
No..Year & Title Of 1S 13450 (Part 2/Sec 3ﬂg TF 13450 (éHTJT 2/

The Indian Standards
Established

AR AEw B Az,
w e

Date Of Establishment
Jdalere @ T i ot

No. and year of the
amendment

Aol bt fofdr vd adf

Date Of Cancellation

E 2 o fofy

21) : 2018/IEC 60601-
2-21: 2009 Medical
Electrical Equipment
Part 2 Particular
Requirements for

the Basic Safety and
Essential Performance
Section 21 Infant
Radiant Warmer

25 Jan. 2018

NA

NA

Ab 21)% 2018 33 3
A 60601-2-21: 2009
fafdear foga uem

T 2 e T AR
3MT9TH Yedd B foru

fa9 3Mavaeeary &R 21
forg e awf

25 TG 2018

@ A

@ @
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No.,Year & Title Of
The Indian Standards
Established

WA Aol @t I, a8
e v

Date Of Establishment
JolereT B J A ferelt

No. and year of the

IS 13943 : 2018 3{]’% A 13943: 2018

Automotive Vehicles Eﬂgt-ﬁ

Wheel Guards for ooft 52 ® fore
Vehicles of M1 2018 3T e Fhet
Category and AE 3R

25 Jan. 2018 25 Faas 2018

1S 13943 : 1994 3ﬂg T 13943: 1994

amendment Automotive Vehicles-
; . 3ieEiea aree-@iet ane
Joler 3 iR vd af Wheel Guards arft Bt B o o
for Passenger e
Cars Performance 3MARBAIT B folw
Requirements
Date Of Cancellation 25 Jan. 2018 25 Seds 2018
F @ A fofy
No.,Year & Title Of IS/ISO 14708-2 : 2012 3ﬂg I /3ﬂg o 3
The Indian Standards Implants for Surgery— 14708=2: 2012
Established Active Implantable 3 )
HERT FTd @ e, a Medical Devices Part 2 fere et e
= dis ’ Cardiac Pacemakers TR fufear 3uesen
AT 2 HITD THHBT
Date Of Establishment 25 Jan. 2018 25 Sedd 2018

Jolera B J2A AR fereft

No. and year of the

IS 11754 : 1986 3T T 11754 1986

No.,Year & Title Of
The Indian Standards

1S 16595 (Part 11) :
2018/1S0 9241-1

S TF 16595 (e
11): 2018 / 3T TF

Established : 1998 Ergonomic X

R Aot @), Requirements for 3 9241~ 11: 1998

M 26 Office Work with Visual 59T Yealer cféferert (dF 2
Display Terminals W) & T BRI
(VDTS) Part 11 Wi
Guidance on Usability & @ a\;i%w

3TdIhATT

Qate Of Establ.ishment 25 Jan. 2018 25 a’a’aﬁ 2018

ohera B JAT AR Ry

No. and year of the NA &

amendment R

et @t fifr wd ot

Date Of Cancellation NA L ER

% 2 & il

No.,Year & Title Of 1S 16681 (Part 1) : 3 TH16681 (T 1):

The Indian Standards
Established

HRA Al B TS, T
w e

2018/1S0 15012-1
: 2013 Health and
Safety in Welding
and Allied Process—

2018 / 3M8 TF 30
15012-1: 2013 TR
3R Joan A o g

amendment Specification for m a%m_{ e
Folera o fafr v oo Implantable Ventricular S

UE[ Pacemaker @ forw faflreeat
Date Of Cancellation 25 Jan. 2018 25 Sedd 2018
% aa @ fify
No.,Year & Title Of 1S 15305 (Part 3) : 3 TF 15305 (AR
The Indian Standards 2018/1S0 12213-3 :

Established
WA Aol Bt I, a8

3): 2018 / 3T T 3N
12213-3: 2006 JRpcd

2006 Natural Gas—
Calculation Using

o s Physical Properties A @1 3w A ot
(First Revision) & 35T (qga'[ H{Jﬁgﬁ)
Date Of Establishment 25 Jan. 2018 25 Sedd 2018
Fglea B Fam AR foeft
No. and year of the 1S 15305 (Part 3) : 3 TF 15305 (R
amendment 2003/1S0 12213- 3), 2003 / 311_5: ™ B
ohea @ B vl o 3:1997 Natural : .
Gas—Calculation of 12213-3: 1997 e
Compression Factor I & Fdisd BRD
Date Of Cancellation 25 Jan. 2018 25 Faas 2018
% o B fefy
No.,Year & Title Of IS 16476 (Part 2) : IS TF 16476 (0T 2)
The Indian Standards 2018 LED based
Established Solar Lantern Part 2 %0; 8 U é & anarfe
AR A & T, Methods of Test deicA W1 2 Gder
al w ot & i
Date Of Establishment 25 Jan. 2018 25 Seds 2018
Agherer @ T 3 fofdr
No. and year of the NA Erl
amendment e
et @ fofdr v o
Date Of Cancellation NA @ @&
% & o fofy
No..Year & Title Of 1S 16482 : 2018 Use 5
The Indian Standards of Synthesis Gas 3‘]—'—% o _] 6482:
Established from Coal Gasifierfor 9018 o 3
HRAIT bl Bl I, Production of Sponge
o o e Iron — Guidelines qqeed feanferder &
Iaea @ forw dar
I & 35T
Date Of Establishment 25 Jan. 2018 Gﬁlﬂ'@f
. . 25 2018
o @ A 3R faty
No. and year of the NA EEl
amendment L
e @ oty vl ad
Date Of Cancellation NA L EEl
% o @ fofy

Equipment for Capture  gfgser 3 Ihar 3R @E‘I?
and Separation of 3 R0 SuF A
Welding Fume Part o
1 Requirements for gail o 1 wdem ﬁ?
Testing and Marking of ~ JeIGH0 CaidT & 3l &
Separation Efficiency 10 3ma9adan

Date Of Establishment 25 Jan. 2018 25 Sead 2018

Jelerer B T A el

No. and year of the NA Tar

amendment L

Jolerr @t fafr wd o

Date Of Cancellation NA G Erl

F o @t faf

NEWS YOU CAN USE

ACTION PLAN FOR
CHAMPION SECTORS

The Ministry of Housing and
Urban Affairs (MoH&UA)
held a meeting regarding
Action Plan for Champion
Sectors in  Services -
Construction and Related
Engineering Services on
May 1, 2018. During the
meeting  BIS  provided
inputs on the Action Plan for construction and
related engineering services champion sector.
BIS officers also participated in the India Software
Symposium 2018 held in New Delhi, on May 7, 2018.
The symposium had keynote address on ‘Software
in everything,” panel discussion comprising of global
leading experts and ISO Consultative Workshop on
Lean Agile DevOps — Maturity, Measurement & Value.
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No.,Year & Title Of
The Indian Standards

1S 16695 (Part 1) : 2018
SCOSTA : Smart Card

3 UF 16695 (HRT 1):
nsTA M TTaT

Established Operating System

AR AR B I, Template Architecture HE B8 Joqhea e

o e ofivs Part 1 Basic Command ~ ¢3Ueic 3Mibed 1T 1
Set AF B A

Date Of Establishment 25 Jan. 2018 25 Sefdsl 2018

Jeheer B T IR il

No. and year of the NA &

amendment RS

et @t foafyr wd ot

Date Of Cancellation NA Y a&

% @ ot fofy

No..Year & Title Of 1S 16737 (Part 2) : 3“—5‘ TH 16737 (0

The Indian Standards

2018/1SO 8216-2

2): 2018 /38 TF 3t

Established :1986 Petroleum

AR AP B T, Products—Fuels (Class ~ 8216-2: 1986 UgiformE

N w s F) - Classification 3R @ 39 (@f Uw) -
Zart$ Cgteggrief <;f goffeeor amer 2 3enfre

as Turbine Fuels for Fg’?l’éﬁ'iﬁ

Industrial and Marine %1? :%; : 3 %IU
Applications S @ At

Qate of Establ‘ishment 25 Jan. 2018 25 SEas 2018

Jalere @ A AR fafr

No. and year of the NA T&r

amendment L

Foee @ fofyr wd o

Date Of Cancellation NA & T&

% el @ fof

et s WD

e Indian Standards - )

Established 11987 Petroleum 3)' 2018 /Sﬂé w

HRAT ATDE B FH, Products—Fuels (Class ~ 8216-3: 1987 Ugifereret

o w %ﬁﬁfiﬁ F)- Classification Part ~ 3cUI¢ &l ‘éﬂa (ﬁeﬂ UEB) =

3 Family L (Liqueified

Toffwr s 3 uRaR v

No.,Year & Title Of IS/IEC TS 61970- BT/ RS AS
The Indian Standards 2:2004 Energy TF 61970-2: 2004
Established Management System ’
AT AGDT B TS, a8 Application Program UerSll_daoae @R_ 5
: o ’ Interface (EMS-API) TP T B
b Part 2 Glossary (gEWUH-Ufmﬂg) AT 2
STt
Date Of Establishment 25 Jan. 2018 25 et 2018
o Bt A 3R ot
No. and year of the NA Crl
amendment L
oo @ ofr v o
Date Of Cancellation NA o R
% o @ fofy
No.,Year & Title Of IS 16205 (Part 24) : 3 TF 16205 (ermar
The Indian Standards 2017 Conduit Systems : s
Established for Cable Management 24): ATy ¢ @
Part 24 Particular for <fefers gomeft amr 24

R Al @t I, an

Petroleum Gases) (;‘cﬁai\?{ a@m a_a)
Date Of Establishment 25 Jan. 2018 25 SAd 2018
Jolear B AT 3R fafy
No. and year of the NA GE
amendment L
Foea @ fofyr wd o
Date Of Cancellation NA G El%ﬁ?z'
% @ 3 oty
No.,Year & Title Of IS/IEC 61439-2 : 3 TF emS 3 &
The Indian Standards 201 Low-Voltage 61439-2: 2011
Established Switchgear and '
o aast @ Fwam,  Controlgear - R o
o e ofs Assemblies Part 2 mﬁaﬁm 3Rfaett W 2
Power Switchgear and gy Raaforr 3R Zb‘;jﬂ
Control Assemblies et
Date Of Establishment 25 Jan. 2018 25 SAd 2018
Jolear B AT 3R fafy
No. and year of the IS 8623 (Part 1) : 3 TF 8623 (T
amendment 1993/IEC 439-1: 1985 ])_ 1993 3113‘ _sx
Foee @ R od o Specification for ’
Low Volatage Switch Aot 439-1: 1985 BA
Gear and Control deeet R PRR 3R
Gear Assemblies R PR femerenai
Part 1 Requirements 3 %IU Rfrsear o 1

Date Of Cancellation

E #a o fafr

and Type Tested and
Partially Type-Tested
Assemblies (First
Revision) IS 2675 :
1983 Specifications for
Enclosed Distribution
Fuseboards and
Cutouts for Voltages
Not Exceeding 1000
V AC and 1200 V AC
(Second Revision)

25 Jan. 2018

ARBAT 3R T
feou a1 3w 3 wU A
TSY-ex fobU 1w
feremerramatt (Ferer emerer)
199175: 1983 el
fawn W & forw
faferdatt 3tz 1000 d wat
R 1200 & T @
Aolera) A i ol
qes & o0 Be3mse

25 G 2018

4 i Requirements Conduit faow amasaeanst @ forw
@ Systems Buried Under et & o0 am3s Rived
Ground
Date Of Establishment 01Feb. 2018 01 B 2018
JoNerer @ Fem 3 felt
No. and year of the 1S 14930 (Part 2) : 2001 3“—5‘ TF 14930 (¢ 2):
amendment Conduit Systems for 2001 ﬁl’gﬁ e &
Jofere & fifyr v o Electrical Installations
& Part 2 Particular ferw amelt gome '%HTJ[ 2
Requirements — faory 3masereea U - et
Conduit Systems Ul el &[ﬁmﬁ
Buried Underground
Date Of Cancellation 31July 2018 31 g?l‘l'% 2018
% Bl 3 ffy
No.,Year & Title Of IS 7285 (Part 1) : 2017 3{[3‘ Td 7285 (;m;y[ 1);
The Indian Standards Refillable Seamless m e
Established Steel Gas Cylinders 20 %_H 5
adt Fae @) wen a§ | — Specification Part et 7 ffeiee -
C et ’ 1 Normalized Steel fefercerar amar 1
w Cylinders (Fourth et Rrelsr (@em Falern)
Revision)
Date Of Establishment 01Feb. 2018 01 BIge 2018
JeMer Bt T 3R fodt
No. and year of the IS 7285 (Part 1) : 2004 3“—5‘ T 7285 (W
amendment Refillable Seamless 1): 2004 Hfsoaa
ot @ ol e o Steel Gas Cylinders .
& — Specification Part e wer o Rfere
1 Normalized Steel - A Te 1
Cylinders PR GEN
(Third Revision) (m a’eﬁaa)
Date Of Cancellation As on date e B dRE &
7 B @ ffy
No.,Year & Title Of IS 277 : 2018 3 TF 277: 2018 SRl
The Indian Standards Galvanized Steel Strips ﬁ;ca
Established and Sheets (Plain 23???{ i Eﬂﬁ (@t
and Corrugated) — alelle I) RIEEENEH

AR Al B IF T, a
w e

Date Of Establishment
Jalere B JA 3 et

No. and year of the
amendment

Aot bt fofr vd ad

Date Of Cancellation

€ Ba @ oy

Specification
(Seventh Revision)

19 Feb. 2018

IS 277 : 2003
Galvanized Steel
Sheets (Plain and
Corrugated) []
Specification
(Sixth Revision)

As on date

fafdrear (ardal 2eies)
19 B3 2018

3 TF 277: 2003
Rt Wt ofied (@ SR

AMeR) - faftmedr (@er
Jalere)
IS B aRRy &
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No.,Year & Title Of

IS 5719 : 2018 Gelatin,

M TF 5719: 2018

No.,Year & Title Of
The Indian Standards

IS 8347 : 2008
Respiratory Protective

3 TF 8347 2008

Established Devices [] Definitions, A %m ’ 2
ad et @ @, @ Classification and TR, @Rfieer 3 =
o s Nomenclature of qb! BT AABGLT (Teel 4
Components (First ?i%ﬁ%lﬁ) ;Z>
Revision) E
Date Of Establishment 1Feb. 2018 1 s 2018 §

el @t T AR ekt

No. and year of the

Amendment No. 1

JaMe AR 1 Selad

Eocbished | Specfeaion Secna R, I 35— e R o S
HRAY Aot @ e, a  Revision) el (g dehem) 2018 2018 2018

v i Date Of Cancellation 1Feb. 2018 1 B 2018

Date Of Establishment 19 Feb. 2018 19 B 2018 % & @l fif

AT T 07 ) No.Year & Title Of IS 9832 : 2002 ST TF 9832:20
gls].e?]ré% ﬁir of the Iée?;ﬁ,:é)%%serade— %‘E'g 571 2)_5 2005 Es]tealbr;idslf?gdsmndérds (S;;:?fzttzlgt_izincns - %%T;Tﬁgfa&zzg a;)Z
WA ol e e do) e [T

Date Of Cancellation As on date AT B A F Date Of Establishment 1Feb. 2018 1 B 2018

F et o fofy

No.,Year & Title Of

IS 15573 : 2018

M TF 15573 2018

Joler B JA AR faeht

No. and year of the

Amendment No 2

Jale AT 2 S

The Indian Standards Polyaluminium To amendment January 2018 2018

Established Chloride (First - Joerr & TR wd o

ad WS @ g, @ Revision) (rerer et

W o Date Of Cancellation 1Feb. 2018 1 BES 2018
% 8 o ol

Date Of Establishment 19 Feb. 2018 19 ®BES 2018 -

ﬂ.?ﬁﬂa a_ﬁ T 3?'? %ﬁﬂ No.,Yea_r & Title Of IS 10940 1'1984 3"%@ 10940: 1984
The In_dlan Standards Specification for Swver R0 Riftrear

No. and year of the IS 15573 : 2005 3 TF 15573 2005 Established Castrator

amendment Polyaluminium U S AR Al B IS, T

Zighert @ Y vd e Chioride T w i

Date Of Cancellation As on date ot @ ardg 3 Date Of Establishment 1Feb. 2018 1 ®EE 2018

E Ba @

No.,Year & Title Of

IS 12894 : 2002

3 TF 12894t 2002

Joler B JA AR faeht

No. and year of the

Amendment No 1

JAoMer AF 1 ofefa

The Indian Standards Pulverized Fuel amendment iy AT 2018
Established Ash —Lime Bricks — WENZ @fsﬁ‘jg@(ngﬁ & Foem @ Ry o ad
A Ao ; Specification (First ; .
; @t e, ad Revision) Fohera) Date Of Cancellation 1Feb. 2018 | wad 2018
w o % ga B il
Date Of Establishment 8 Feb. 2018 7 BW 2018 No.Year & Title Of 1510998 : 1984 31 TA 10998 1984

ol Bt T AR freht

The Indian Standards

Specification for Bindi

fidt (@) & fow fafear

N d f th Amendment No. 2 Tom 7 Serast Estaﬂblished 5 (Liquid)

0. and year or the b JINee I 2 .

amendment January 2018 2018 O af as,

Aol @ fof¥r vd ad tq e

Date Of Cancellation 7 Mar. 2018 7 & 2018 gzﬁf?ab'-'s"ma%? o e, 20k 1 B 2018
% 26 @ ffd putc|

No.,Year & Title Of

1S 14561 : 2014 Fire

3 TF 14561: 2014

No. and year of the

Amendment No 4

JAaMed AR 1 STefa

. L ; A amendment January 2018
The In51|an Standards Rg_smtlng (Insulatmg) R DR ( ) s @ B o 2018
Established Filing Cabinets — . -
ard e e, af gzsgm“m (Recl ( e Date Of Cancellation 1Feb. 2018 | BEd 2018
w ofis S % ga @ Rl
Date Of Establishment 8 Feb. 2018 8 B 2018

Jolera B J2A AR fereft

Amendment No. 3

JaMeeT FRT 3 SRRt

NEWS YOU CAN USE

No. and year of the

amendment January 2018 2018 N E W STA N DA R D S
Aoherar @ faf¥r wd o

Date Of Cancellation 8 Feb. 2018 8 ®ad 2018

E B @

No.,Year & Title Of

IS 16242 (Part 1) : 2014

3 T 16242 (M

BIS was part of a curtain raiser

The Indian Standards Uninterruptible Power 1.1 4 Rrefr faggy of Technotex 2018 ‘Technical
Established Systems (UPS) Part 1 ’ o . .
: 5 & w, af  Generaland Safety oreh (3, o oa) g Te>ft|l.es. Transforming  India,
% i Requirements for UPS ?ﬁ?ﬁ w3 forw ame Building Infrastructure for a New
AT SR India, which was organized
Pa];eogﬁEStéb"safﬁ‘;“%f‘aﬁr 8 Feb. 2018 8 WAl 2018 in association with Ministry of
AR A .
Textiles and FICCI held on May
No. and year of the Amendment No. 1 AoNere T 1 Seast .
amendment January 2018 Jo1s 17, 2018. Two Indian Standards
ol @ fofr v o of national importance on
Date Of Cancellation 8 Feb. 2018 8 B 2018 protective textiles were released.

% aa @ fify 1516874 : 2018 Textiles — Protective gloves for fire fighters

+ 1S 16890:2018 Textiles — Protective clothing for fire fighters
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NEW ADDITIONS TO
OUR SHELVES

The BIS’ collection of standards literature is
always being supplemented

212;‘1‘ g feg,
(17T 99EIs).
AT BT ASTHS AR,
TN g9, faeel, 2016.
IRIEIT &: 807796 /1
294:06.072 THYAVR] 16

17 shfa wre

qed (Jad=). IqeR &1 i
2011. IRAEIRT &: 807805 /
891.43:17 USR] 11

RIS H: 807790 /W
891.43:354.255 THIRATSUT 06

615 Udfae fafecar fagm

MG U7 Fre, A3 e,
2011. AR &: 807788 /1
891.43:615.83 AIS3TRAY 11

oRep@ifr < 807780,/

891.43:615.83:664 I $ R TY13

891.43 f&=fy w1

HERIAT (RAY o). 7D
el & gg W W1 ¥
ART—4. TTH 07 USRI, 7

faeel, 2011, GRIENT &: 807792

—95 /1Y
891.43:81'373.421 TATYTR] 11

954 AR gfaerd

ITEq (J(). TRET 3R
fawetl, 2017.

IR &: 807799 /1

891.43:954.03:294.5 3MRYS] I 17

sfrareaa (R, T

T &1 3™ (1857—1947).
et

R O HTE,

2013. IREIRT &: so7787 /1
954.03 THITRIMSHY, 13
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891.43 Pfqar. STl
aro @red fasm). g7 &
2015. YRIEIRT & 807804 /U

891.43—1 IYoTaY 15

sfiarea (R T%).
faeetl, 2010.
gRgEIfa &: 807806 /

891.43—1 THIIRIATSYT 10

wraeq. g Midg. o™
v 39, faeell, 2016.

IRIET &: go7798 /AT
891.43—1 GIYSMEUT 16

TS (SFQ9). IfTe TR
ey famel. @IS U7 g,
g faeel, 2015.

3 807786 /WY

891.43—2 /95 VTR 15

firsr (wraclY wRwr). R,
IR TS w4, faeetl, 2017.
R W% 807801 /U
891.43—31 THATSTAF] 17

5 fawel, 2015.
< 807809 /WY

891.43—31 THTY Y 15

AR (; ). baT

SoIT8TETE, 2015.

gREIfT &: so7s10 /1
5

891.43—31 USR] 1

adl (wereaa). Agell. gEw
AP, ATHHIRAT HDIRI,
SATETEIG, 2014,

IRIERT & so7e11 /1

891.43—31 SRAIR] 14

Had (Rarsh). goer.

Ry < 807807 /WY
891.43—31 JITATHY 15

Rig (geom). werea. grEse
gfeTerd faeel, 2013.
IR &: 807802 /1

891.43—311.6 THHA '&;Q:IEFQ 13

fRig (s=a=). vEe o,

VRO SHYTS, FIRal bR,
T3 faeell, 2016.

gREIfT &: so7s08 /U
891.43—31 QHUAIR] 16

ANl (7). MUt <.
R U7 UPIRIH, HEDHROT

arad (Rrarsft). srar. TR

AI4Tat, faeedl, 2015.

AITHARM TS &9, feel, 2011.

IREIRT &: 807800 /1

891.43—311.6 THHA gQ:ﬁFQ 11

Iofld GAR. BREATSA &7 4.
AR TS 6 faeetl, 2012.

aREIfRY &: 07797 /W
891.43—311—6 TRYTARY, 12




fa=sT (ggan). S9 i &1
g faeell, 2013, a
IRIERT & 807803 /
891.43—32 THIMEUAR] 13

TEq (A1), HE D
RTEp O UDILH, -8 i\qom“i,ﬁ
2012. URATEIRT & 807791/
891.43—36 SIRYSIER] 12

INTERNATIONAL ORGANIZATION
FOR STANDARDIZATION (Geneva).
1S011662-2-2014. Mobile cranes —
Experimental determination of crane
performance — Part 2: Structural
competence under static loading.
The Organization, Geneva, 2014.
Acc. No. 805887

BRITISH STANDARDS INSTITUTION
(London). BS EN 12516-1-2014.
Industrial valves — Shell design
strength. Part 1: Tabulation method
for steel valve shells. The Institution,
London, 2014. Acc. No. 805902

BRITISH STANDARDS INSTITUTION
(London). BS EN 12516-2-2014.
Industrial valves — Shell design
strength. Part 2: Calculation method
for steel valve shells. The Institution,
London, 2014. Acc. No. 805903

BRITISH STANDARDS INSTITUTION
(London). BS EN ISO 16925-

2014. Paints and varnishes —
Determination of the resistance of
coatings to pressure water- jetting.
The Institution, London, 2014.

Acc. No. 805886

BUREAU OF INDIAN STANDARDS
(New Delhi). IS 1180-1-2014.
Outdoor type oil immersed
distribution transformers upto

and including 2500 kVA, 33kV-
Specification. Part 1: Mineral oil
immersed. The Bureau, New Delhi,
2014. Acc. No. 805913

INTERNATIONAL
ELECTROTECHNICAL COMMISSION
(Geneva). IEC 60794-1-21-2015.
Optical fibre cables- Part 1-21:
Generic specification — Basic optical
cable test procedures- Mechanical
test methods. The Commission,
Geneva, 2015. Acc. No. 805911

JAPANESE STANDARDS
ASSOCIATION (Japan). JIS A 3301-
2015. Design standards for wooden
construction of school buildings.
The Association, Japan, 2015.

Acc. No. 805929

JAPANESE STANDARDS
ASSOCIATION (Japan). JIS B 0116-
2015. Glossary of terms for packings
and gaskets. The Association,
Japan, 2015. Acc. No. 805930

JAPANESE STANDARDS
ASSOCIATION (Japan). JIS B 0134-
2015. Robots and robotic devices -
Vocabulary. The Association, Japan,
2015. Acc. No. 805931

JAPANESE STANDARDS
ASSOCIATION (Japan). JIS B 1516-
2015. Rolling bearings - Marking.
The Association, Japan, 2015.

Acc. No. 805932

JAPANESE STANDARDS
ASSOCIATION (Japan). JIS B 1520-
1-2015. Rolling bearings — Internal
clearance — Part 1: Radial internal
clearance for radial bearings. The
Association, Japan, 2015.

Acc. No. 805933

JAPANESE STANDARDS
ASSOCIATION (Japan). JIS B 1520-

2-2015. Rolling bearings — Internal
clearance — Part 2: Axial internal
clearance for four-point-contact ball
bearings. The Association, Japan,
2015. Acc. No. 805934

JAPANESE STANDARDS
ASSOCIATION (Japan). JISB
1566-2015. Rolling bearings —
Mounting dimensions and fits. The
Association, Japan, 2015.

Acc. No. 805935

JAPANESE STANDARDS
ASSOCIATION (Japan). JIS B 1812-
2015. Rolling bearings — Glossary of
terms relating to chains, sprockets
and accessories. The Association,
Japan, 2015. Acc. No. 805936

JAPANESE STANDARDS
ASSOCIATION (Japan). JIS B 1857-
1-2015. Curvilinear

toothed synchronous belt drive
systems for general power
transmission — Part 1: Belt. The
Association, Japan, 2015.

Acc. No. 805937

JAPANESE STANDARDS
ASSOCIATION (Japan). JISB
1857-2-2015. Curvilinear toothed
synchronous belt drive systems for
general power transmission — Part
2: Pulley. The Association, Japan,
2015. Acc. No. 805938

JAPANESE STANDARDS
ASSOCIATION (Japan). JIS B 6150-
2015. Machine-tools safety — Safety
requirements for the design and
construction of work holding chucks.
The Association, Japan, 2015.

Acc. No. 805939

E
:
2
=]
]
S
=]
s}
7]

JAPANESE STANDARDS
ASSOCIATION (Japan). JISB
6151-2015. Scroll chucks. The
Association, Japan, 2015.
Acc. No. 805940

JAPANESE STANDARDS
ASSOCIATION (Japan). JISB
7252-2015. Marking of microscope
objectives and eyepieces. The
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STANDARDS:
A DEFINITE NEED

There is an intense
need for standards
specially in the domain
of healthcare

BY NISCHAY MALHOTRA

LA

. ¥

Standards are good because multiple
products do things in the same general
way, thus making them replaceable
for one another and thus more direct
competitors. Standardization, however,
is bad, because it favours one vendor or
configuration to the exclusion of others,
locking consumers into that vendor and
limiting competition.

When an  industry  develops
standards, what you get is competition,
buyer choice, and technical progress. In
contrast, when an industry standardizes,
what you get is higher costs, reduced
competition, and the nickel-and-
diming of customer value. In truth,
both standards and standardization aim
for the same goal, which is to enable a
consistent base for reuse.

1) MAKING A PROPER STANDARD:

It takes time to understand a problem
domain well enough to make a proper
standard. Understanding usually
requires experimentation, and thus
cutting-edge technology usually
involves lots of entities (mostly
corporate) competing with each other
to do the best job of applying new
technology to customer needs. This
competition is essential to properly
understand the problem domain,
meaning a proper standard can lag the
first appearance of a technology by
several years.

Customers are faced with a choice.
They can opt to forego altogether the
use of a new technology until a proper
standard is developed. That, however, is
a catch-22 situation, as how is anyone
going to know what works if people are
waiting until that mythical standard gets
snared in a research trap.

This is why, in most cases, a new
standard enters a market where one
company has managed to gain a majority
market share in technology covered by
the new standard.



2) LARGE VOLUME OF WORK:
It takes years before a problem domain
is sufficiently well understood as to be a
base upon which a standard can be built.
Technology, however, does not stand still
as humans fumble for understanding.
Furthermore, there is too much to
standardize. Ignoring for the moment
the churn created by new technology,
imagine trying to standardize every
interface in an operating system, every
API in a software application, every
document format, and every network
protocol. How would we even gather
enough information to manage that?

3) IMPLEMENTATION IS KEY:
Standards are a wonderful thing when
they are adopted. For instance, take the
mini-standard that exists on Windows
in the form of COM. If I have a COM
interface, and others implement it, a
host object which uses that interface can
mostly use objects irrespective of the
company or individual who made them.
Another example can be found in
the Linux world. Linux has a level of
consistency made possible by a common
code base that exists in all distributions
of the operating system. That does not
mean, however, that one distribution of
Linux is automatically replaceable with
another. Standardization, in other words,
is the means by which consumers create
economies of scale where standards
provide an insufficient base.

4) STANDARD ENSURES
INTEROPERABILITY:
The fact that my product adheres to
a standard doesn’t prevent me from
adding extra features that are unique
to my product. Often, these extras deal
with cutting-edge technology. It’s not
just proprietary companies seeking
advantage who do this. This isn’t
something to condemn. A standard
ensures interoperability, but it is not
supposed to put a muzzle on creativity
and prevent programmers from building
a better mousetrap. Programmers
often find these innovative features
interesting. In order to generate
economies of scale around these
features, therefore, the decision is often
made to standardize.

The process of standardization
is a common practice in several

industries, with its implementation in
healthcare posing many, often unique,
challenges. Perception with the different
stakeholders varies widely and remains a
major barrier.

Healthcare is a complex industry
that needs to strike a balance between
achieving consistency and catering
to the variations in individual patient
needs. Patients, providers and payers
typically have differing priorities, which
can create tensions when implementing
standardization programmes.

Healthcare’s perception of
standardization varies by industry role.
While administrators see standardized
care as a way to achieve efficiency and
quality, caregivershavehistoricallyviewed
standardization as an administrative
mandate that can sometimes go against
their patients’ best interests.

Administrators, physicians, and
nurses are beginning to realize they need
to work together to improve the quality
of care and reduce costs, and understand
howstandardization and personalization
can actually complement each other.

A CASE FOR STANDARDIZING CARE
Studies show that variation in care,
costs, and outcomes exists across
hospitals, states, and regions. Advocates
of standardized care tout how the
industry uses evidence-based medicine
in a systematic way to ensure patients
receive high-quality care, while some
critics think of it as quality “cookie-

JUN-JUL2018 | STANDARDS INDIA | 47

4
2
=)
>
&
=
:
=]
Z




Regionalized care is a necessary reality,
but standardizing best practices is an
important part of delivering effective,
safe, and affordable care
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cutter medicine.” Regionalized care is
a necessary reality, but standardizing
best practices is an important part of
delivering effective, safe, and affordable
care. There are numerous benefits to
standardized care: Consistent outcomes;
Labor savings; Improved quality of care;
Better documentation; Reduced waste;
Improved efficiency; Improved patient
safety and Reduced costs.

A CASE FOR PERSONALIZATION
Advocates of personalization don’t
want to see a standardized, one-size-fits-
all approach to treating patients become
the norm. They idealize the concept of a
local family doctor who knows everyone
in the family, understands each family
member’s health concerns, and responds
to everyone individually.
Personalization improves patient
satisfaction and increases patient
engagement. In today’s healthcare
environment, in which patients’
ownership of their health and outcomes
is growing and becoming essential,
physicians are right to personalize care
and motivate patients to become active
participants in their health journeys.

WORKING TOGETHER TO IMPROVE
QUALITY

Standardized care and personalization
don't have to be mutually exclusive.
In fact, standardization can enhance
personalization by eliminating
unnecessary work for healthcare
providers and giving them more time to
spend with patients. It can also eliminate
unnecessary expenses and complications
resulting from not adhering to best
practices.

Sometimes physicians may make
treatment decisions based on their
own unique clinical experiences.
Standardization compensates for this
variation in experience and reveals
the outcomes specific treatments have
historically delivered to patients.

Standardization supplements
physician experience and reduces
guesswork. In fact, building off
standardization enables care teams to
create personalized patient care plans.
—The writer is from Symbiosis, Pune and currently

pursuing Business studies
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