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e No.T.21022/41/2013-NCD
. Government of India
Ministry of Health and Family Welfare
(NCD Section)
Nirman Bhavan, New Delhi.
Dated the November, 2016.
To

~ Principal Seqfetazy (H&FW),
All States/UTs.

Subject :  Guideline for the Management of Chronic Obstructive Pulmonary Disease

(COPD) and Asthma in Primary Health Care in [ndia.
Sir, H®

I am directed to say that from the financial year 2016-17, Chronic Obstructive
Pulmonary Disease (COPD) has been included in the National Programme for Prevention and
Control of Cancer, Diabetes, Cardiovascular Diseases and Stroke (NPCDCS). It is also
informed that all States/UTs have been requested vide this Ministry’s  letter
No.T.20014/09/2016-NCD dated 5.10.2016 (Copy enclosed) to project the requirement of

funds in their PIPs for to provide for infrastructure and training of manpower for diagnosis
and treatement of COPD. ' ‘

|

2 I am also directed to forward herewith a copy of the Guideline for the
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gl QL Management of Chronic Obstructive Pulmonary Disease (COPD) and Asthma in Primary
{— = == | Health Care in India to follow the norms as per the approved pattemn of assistance.

i = (\l : P PP P

oy~ Yougs faithfully,
s M~ :
&= 4

Fag- R

15 =2 @

ja= 2 Q
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Encl: As aboﬁe.

Copy to:- = . - - '

L Miésion Director, NHM, All States / UTs.
%o State Nodal Officers (NPCDCS), All States / UTs.
»‘N
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Mimisty
3 (NCD Divison)

" Nirman Bhawan, Newr Dellni — 110108
Dated the, 3% October, 2016.

To

The Principal Secretary (Health & Family Welfare),
All State Governments / UT Administragions.

Subject: Inchasion of Chronic Kidney Disease (CKD) and Chromnic Obstructive
pPulmonary Disease (COPD) interventions. and changes in exstng
pattern of assistance under National programme for prevention and

Control  of Cancer, Diabetes, Cardiovascular Diseases and

Stroke(NPCDC S) - reg.
‘S_ir/ Madam,

With reference 1o above noted subject, ! am'dix_'ectéd to say that the
Mission Steering Group (MSG) 1n its meeting held on 79tk March 2016, has
approved the minutes of the meeting of 3rd- Empowered: Programine Comumittee
(EPC) dated 1ot January, 2016 . s ' | !

pccordingly, the following interventions: / changes aIc included under
Mational Programime . for Prevention - and Control of Cancer, Diabetes,

Ca‘rt.:liovasaﬂar DiscaseES and St_'roke(NPCDCS)’.

s

... Imclusion of Chronic Kidney Disease {CBD) and Chronic: Ohstxuctivsé |

Pulmopary Disease {COPD) interventions in selected District Hospitals:

Currently, NPCDCS does not include WO important l\Ion-Commmﬁ(:able

Diseases ViZ. Chronic Kidney Disease (CKD) and Chromc Obstructive
pulmonary Disease (COPD) which are important causes of prematuIc
mortality and morbidity and beng chronic in nature require long term
treatment. Further, providing ia cilities for early diagnosis and treatment for
CKD and COPD wll gspecially help the poor people by reducing their cut of
pocket expendiiure. Such farilities of COPD and CKD are necessary for a

more compleis MCD progranime.
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Equipment
1 Recurrent Granti:

Manpower

The indicative list of equIprMeENts is enclosed at Ann

In addition, such facility could also be provided through a PPP arrangemen

L
as well, for which instructions have been issued under the National Dialysis

Prograime.

t Grant: —  Fsntakn |

15.00 ‘

Drugs & Consumables

Manpower

To be borne. by State .

Indicative list of equipments and drugs 18 enclosed at Annexure L.

requirement for both interventions, as above shall

» pool of NHM within the

The additional financial
ystem Strengthening

be met with, under “Health S
State's resgurce envelope.

ilites foT Cardiac Care Unit {CCU) and Day Care Centres for Camcel.

in Distzict Hospitals:
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The fmancial <u-mo~t for establismng CcCUs and Day Care Cancer nie
<hall comtinue o be as per existing DOTMS under the programme: '

The addlﬁona_l cecurTent cost 1S pfoposed to be met Eom within the F:_E:\_S_‘D'ﬂg
pattern © of assistance nder NPCDCS. The 20 uirent cost will be met

rom funding under “Health Syste Stren gt LT'""_L.'_’J.: ead of NHM.
1t has also beed d«ecnded that 1011 wing changes will be made in
existing patiesrd of assistance nnder M PCE)C‘S ‘

{i) Grant for Dﬂags and supplies _@zoﬁd‘ed for d\esig‘natad MCD Climics:

As approved, the following C changes arc made in the existing patiern of
assistance mo\ndﬁd under NPCDCS: . o '

1. Increase in the allocatlon under the head “Drugs and Coﬂsumables" for
~ District I NCD C Clinic from existing RS 6.00 Takh per annui fo Rs 12.00

lalfh per &l annum

g
v

: Addxtlonal annual recurrent glant up to Rs 18.00 fakh per annurri

6"C1L151V€1V for cancer drues for districts where Day C’IIG C’mc\,r Cennre _
1S1Vet) i ._.__..__,__....,_-———--Q__,_.,.—»»"._.—--‘""' o

N

st

7s provided.

w

A ur‘mg__g;mnt up_to Rs. 25.00 lakh per annurn for - Drugs ¢ and

Rs. 29U e begure
Co

jl. 1;1’121‘0165 for each distrigt where LOPD “OPD fac iities are SE'L up.

The funds require'm__ent will be made out of “Frek DIU”S & Free Dl’c‘!UﬂOStl("S
heads of MHM. e -

(33} Contingency 2 srant to State NCD cell:

1cy grant from Rs:5.00 1a_kh per Annum to Rs. -
____J_QD ‘ngh._ﬂge_; an_____}_-_lrn,, frjr_"Si‘.ate McD Cell for miscellaneous eXPETLSES

g 'TA/DA, E@T and OIher conbmgency

e e S s



Lp_ba__c ed a_locaﬂcm ahcﬂ help the

| gwarsmess ca__pa.l_@s.

1S ‘EQUc"«L\_d that this
at the State may preps_r
tate PIPs, Il future.
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This issues with the approval of co

: Emcl:l Anﬁe:cure as above.
Copy to:

Mission Dlreuor
StaLe Nodal Ofﬁfer I\IPCDCS

ST

Sta

be brought to the no
their proposals aucorfi dingly,

Y

S/LTTS to carTy

tice of all concerned, 80
for imclusion m

mpetent authority.

Yours faithfully,

(Dr. D. Bachani)
DC(NCD)

NT—I"\/T All States/ UTs

_ All States/UTs.



) The Indicative Cost for seting u of a Hemodialysis Centre
District riospual

:1 ;Dialysis m machines
| WD"TCR“ (OOTa___/u:J_L
: E(mcluc:wc of 2 yrs. warranty & & 3 yTs. CMC)-

Q- Costof ancillaries (R.O system etc.)
' Jlol 4°'machine

'3 'Costof Consumable @3.50 ' i70.00
'Lalsb/mac“hj_qe/vear for 4 machine for 9 5 year \
|
|

E [ lOIEtl

I * The.indicative list of Equipmeﬁts and Drugs for COPD
interventon: : '
(i) Indicative list of eqmpmems
| Portable spirometer
- Complete Pulmonary Function Test machine
Pulse oximeter cu capnograph
Finger pulae oximeter (portable)
- Non-invasive ventﬂatoi '
Invasive ventilator .
Nebulizer '
. (11) Indicative list of druvs
-Bronchodilators:
Inhaled . DPO, MDL Nebu_uatlon SO]IULO'l Levosalbutamol,
Salbutamol, ]pratropium, Formoterol, Salmeterol

Oral: Theophylline, Salbutamol

flg\gh;xc,omH

_Corticos tercids:
Parenteral: Hydr ocortisone, Methyl- pred'uso e Dexamethasone
Oral: - Prednisolone, \/[ethvlprpd_rnsolunr '

Inhaled: MDI, DPIL: Combination of LABA+ICS (Formoter
DudcsmmdP Salmeterol + Fluticasone)

Nebulization solufien: Budesonide, Ipravent = Lrvub:le Jpravent

Antibiotics: Co-amozyclay, cephalosporin, mar colides

Qi gen. Hespital based paient, domiciliary, portable
0XygEN

The addendsz to the Operanonal Guideline of NPCDCS will b=

sjezsed in das TOUIEE



Guidelines for the Management of Chronic Obstructive
-Pulmonary Disease (COPD) and Asthma in Primary
Health Care in India

2016

A guide for physicians and health care workers

Introduction

Chronic respiratory diseases (CRDs) are chronic diseases of the airways and other structures
of the lung. It includes many chrc_;rﬁc respiratory ailments such as COPD, asthma, occupational lung
diseases, interstitial lung disease and others. Thié document focuses particularly on bronchial
asthma and chronic obstructive pulmonary diseése (COPD), which are major public health
problems accounting for a significant burden in low- and middle-incqrn_c countries. According to
the latest WHO estimates, as many as 334 million people may be living with asthmﬁ; more than 200
million people with chronic obstructive pulmonary disease (COPD) and more than 400 million with
allergic rhinitis and other often under-diagnosed chronic respiratory diseases.(1, 2) Many people
suffer from these ailments for years, and die prematurely from it or its complications. This has a

~major long term implications in terms of increasing burden to the patient, family,lcommunity and
eventually the health care system. The Iprevention and control of these diseases should be addressed
through key interventions at the point of care level. These interventions also need to be prioritized
especially in the developing countries like India considering the limited resources available at these
levels of health care. This is a guide for primary care professionals to use as an instrument to realize

successful management programs based on available health care systems.

Need for the Guidelines: .

* Chronic Respiratory Diseases (CRDs) are substantial causes of rﬁorbidity in India and
disproportionately affect individuals with low socioeconomic status.

* Patient access to diagnostic and management facilities, disease-state education, drug
therapies, and non-pharmacological .'Lnterventions (e.g., pulmonary rehabilitation) needs to
Be improved:

* Inadequate disease-specific guidance remains a problem for health-care providers,

\2-

particularly for primary care providers, who are often the first point of care.
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Key challenges | ‘ | R _ _

« A considerable proportion of individuals with CRDs are undiagnosed, but in our setup there
is no best approach for identification of these patients at the primary care level. Diagnosis in
primary care is often done without the use of spirometry, which is considered the gold
standard (2-3). _

« Care coordination remains a substantial challenge, particularly for patients who are cared for
by both primary care providers and specialists, and who transition frequently between
outpatient and inpatient settings. ' .

. Selection of COPD and asthma therapy in primary care is often not in accordance with
guidelines or evidence (4), resulting in suboptimal or no treatment for many patients.

« There is a dire need to develop a surveillance stlrategy for the assessment of guideline
implementation and adherence.

«  Ensuring uninterrupted supply of cﬁnen’tly recommended drugs at primary health care.



COPD .

Definitidn of COPD

Chronic Obstructive Pulmonary Disease (COPD) is 2 common, preventéble lung d_isorder
characterized by progressive, poorly reversible airflow limitation ~often with systemic

manifestations, in 1€SPONSe to tobacco smoke and/or other harmful inhalational exposures £53-

Epidemiology
GLOBAL SCENARIO

In the 12 site Burden of Ob-struct'we Lung Disease (BOLD)'study, based on questionnaires and
spirometry, it was seen that the average prevalence of COPD is 10.1%, with wide regional
vyariations (6). In USA, COPD is recognised as the fifth leading cause of deaths, fourth leading
cause of yeérs of life lost from premature deaths and second most common cause for disability
adjusted life years (7)- _ ' |

According to WHO estimates, more than 200 million people are affected bjr chronic obstructive
pulmonary disease (COPD). More than 3 million people died 6f COPD in 2005, which correspohds
to 5% of all deaths globally. Chronic obstructive pulmonary disease (COPD) is now the third most
common cause of death in the world and is projected as‘the fourth leading cause of mortality by
12030 (2) (8). Most of the information available on COPD prevalence, morbidity and mortality
- comes from high-income countries. Even in those countries, accurate epidemiologic data on COPD
 are difficult and expensive t0 collect. Tt is known thiat almost 90% of COPD deaths occur in low-

and middle-income countries. The COPD burden is projected to increase in -coming decades

because of continued exposure to COPD risk factors and aging of the population 9).

" INDIAN SCENARIO

" Though, several epidemiological studies have addressed the prevalence of COPD in India, the
limiting issue in these being the methodology adopted and the definitions employed for diagnosi.s.
Most of the studies have been un—yalidated questionnaire based, supplemented on occasion by
measurement of peak flows. The repéarted prevalence estimates have ranged from 2 to 22% in men
and from 1.2 to 19% in women (10). The "Tndian Study of Asthma, Respiratory Symptoms and -
" Chronic Bronchitis (]NSEARCH) study of 85,105 men and 84,470 women from 12 urban and 11
rural sites reported the prevalence of chronic bronchitis to be 3.49% (4.29% in males and 2.7% in

females) (11). The pational burden was thus estimated to be 14.84 million. However, since the

\Y



g
#TN
Ik

study was questionnaire based and spirometry was not utilised, it may have missed asymptomatic 5

individuals with significant spirometric abnormalities. Spirometry based Studies have shown higher
prevalence of airflow obstruction ranging from 5.7 to 17.3% in males and 6.8 to 14.8% in fernales

more than 40 years of age (12).

COPD has severe economic implications. The estimated economic loss in India due to COPD is
about Rs. 350,000 millions for year 2011 and is predicted to exceed Rs. 480,000 million for year
2016. It has been calculated that proper ‘program based’ or guideline based’ management of

COPD can reduce these costs by approximately 70% (4).

Risk Factors

Tobacco Smoke
Smoking is by far recognized to be the most important risk factor for development of COPD (13).

Smoking behaviours in India are also peculiar with a large number of people using non-
conventional form of tobacco in hookah, bidi, or chillum. Bidi and other indigenous forms of
tobacco smoking are at least as (or even more) harmful than cigarette smoking (14). Low tar or
filtered ciga;ettes are not “less harmful” and there is evidence that their effect on COPD is
inconsistent (15).Passive exposure to cigarette smoke (also known as environmental tobacco smoke

or ETS) may also contribute to respiratory symptoms and development of COPD (16).

Solid fuel consumption

Exposure to biomass fuels like crop residues or woods or animal dung is also widely prevalent.

More than one-half of the world's households uses biomass fuels and a significant proportion of this

activity takes place in conditions where much of the effluent is released into the indoor living area

(17). Women, who do most of the cooking for households in rral villages, are the most affected.

Biomass fuels are now considered as one of the major cause of COPD (1 8—20).

In ‘India, majority of the homes use biomass fuel for cooking and heating purposes in poorly
ventilated kitchens, and the amount of particulate matter generated by the burning of biomass fuel is
extremely high. Ninety percent of rural households and 32% of urban households cook their meals
on a biomass stove with only 25% of the cooking being done with cleaner gases (21, 22).Studies
have also shown that other indoor air pollutants produced during the burning of mosquito coils and

incense sticks may also be associated with respiratory morbidity (23, 24).
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Ouidoor Air Pollution

Outdoor air pollution mainly from emission of pollutants from motor vehicles and industries is an
1mportant public health problem (25). In a commumty -based study, it has been observed that h1gher
traffic density was significantly associated with lower FEV1 and FVC in women (26). In the Danish
Diet, Cancer and Health ;LQhOI't study involving 57,053 participants, it has been shown that COPD
incidence was sigm'ﬁcantljr associated with nitrogen dioxide levels (27). Particulate pollutants,
ozone and nitrogen dioxide can producé bronchial hyper reactivity, airway oxidative stress,

pulmonary and systemic inflammation (25).

Table 1 Etiology/risk factors for COPD

Estabhshed risk Probable

wr.asw,s AR

acco:smoking

Repeated.lgwer I63pirétory lrlfections durlnéw |
childhood (39)

Uk

Pathogenesis and Pathophysiology of COPD

Chronic obstructive pulmonary disease (COPD) is characterised by podrly reversible airflow

obstruction and an abnorinal inflammatory response in the lungs (43). The inflammation is the

result of the immune responses to long term exposure to noxious particles and gases, particularly

cigarette smoke. All cigarette smokers have some inflammation in their- lungs, but those who

develop COPD have an enhanced or abnormal response to inhaling toxic agents (44). COPD is
characterised by increased numbers of neutrophils, macrophages, and T lymphocytes ‘(CD'S more
than CD4) in the lungs. These inflammatory cells release a variety of cytokines and mediators (45).
These in turn result in the pathophysiological abnormalities—mucous hypersecretion (causing a
chronic productive cough) and ciliary dysfunction, airflow obstruction and hyperinflation, gas

exchange abnormalities, pulmonary hypertension, and systemic effects (46).
Mucous hypersecretion and ciliary dysfunction

The hypersecretion is due to squamous metaplasia, increased numbers of goblet cells, and increased

size of bronchial submucosal glands in response to chronic irritation by noxious particles and gases.

\(



Ciliary dysfunction is due to squamous metaplasia of epithelial cells and results in an dbnormal -
mucociliary escalator and difficulty in expectorating.

\

Airﬂow obstruction and hyperinflation or air trapping

The main site of airflow obstruction occurs in the small conducting airways that are < 2 mm in
diameter. This is because of inﬂammatiqn and narrowing (airway remodelling) and loss of the lung
elastic recoil (due to destruction of alveolar walls) and destruction of alveolar support (from

alveolar.attachments)(47). These features result in breathlessness and limited exercise capacity.

Gas exchange abnormalities
In advanced disease, abnormal distribution of ventilation perfusion ratios causes abnormal gas
exéhange(48). The extent of impairment of diffusing capacity for carbon monoxide per litre of

alveolar volume correlates well with the severity of emphysema.

Pulmonary hypertension (PAH)

Later in the disease, pulmonary arterial constriction (as a result of hypoxia), endothelial
dysfunction, remodelling of the pulmonary arteries (smooth muscle hypertrophy and hyperplasia),
and destruction of the pulmonary c;apilla.ry bed cause thé development of PAH (49). Structural
changes in the pulmonary arterioles result in persistenf pulmonary hypertension and right

ventricular hypertrophy or enlargement and dysfunction (corpulmonale).

COPD is not only a disease of the lungs but is. also a systemic inflammatory disorder. Muscular
weakness, increased risk for atherosclerotic vascular disease, depression, osteoporosis, and

abnormalities in fluids and electrolyte balance may all be consequences of COPD.

Diagnosis of COPD
Suspecting COPD

The initial suspicion of COPD is based on the presence of risk factors and symptomatology reported

by the patent. Based on this, further investigations may be required to confirm the diagnosis of
COPD and to refute other possible alternate diagnosis (eg. Pulmonary TB, bronchiectasis)

Clinical history
At first, COPD may cause no symptoms or only mild symptoms. As the disease gets worse,

symptoms usually become more severe. Common signs and symptoms of COPD include
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‘_' progressive breathlessness with wheezing sound (50-51), persistent cough and production of

sputum often associated with generalised fatigue. The presence of one or more of these symptoms

* in the presence of prolonged exposure to nsk factors increases the odds for the diagnosis of COPD

(52-54) espec1ally in a person more than 35 years of age. Chest pain, fever, significant weight loss,
orthopnoea, paroxysmal nocturnal dyspnoea and haemoptys1s are not common symptoms of COPD.

Their presence should prompt the clinician to look for the presence of an alternative diagnosis.

Table 2Key Indicators for Cons:dermg a Diagnosis of COPD (especially in >35 years of age) (2)

Symptoms suggestive of COPD Symptoms suggesting alternate dxagnosm
Progressive dyspnoea - Chest pain ;

Chronic cough (> 8 weeks) Fever

Chronic sputum production Significant weight loss

Exposure to risk factors Orthopnoea

Tob
e Tobacco smoke Paroxysmal nocturnal dyspnoea

e Biomass fuel

e QOccupational exposure Haemoptysis

Consider COPD, and perform-spirornetry, if any of these indicators are present in an individual over
age 35. These indicators are not diagnostic thernselves but the presence of multiple key mdlcators
increases the probability of a d1agnos1s of COPD.

Physwal Examination
On examination, the patient may show features of hyperinflation — a barrel shaped chest and on

percussion a hyper-resonant chest along with obliterated cardiac dullness and downward

* displacement of the liver dullness. The breath sounds have a prolonged explratory phase are

uniformly diminished in mtens1ty and may be accompanied with rhonchi (55). The forced
expiratory time (FET) may be prolbnged to more than 6 seconds and patients may have pursed lip
breathing. Forced expiratory time (FET) of more than six seconds is suggestive of airflow
obstruction (56).

However, the physical manifestations of airflow limitation are rarely present until significant
impairment of the lung function has occurred. Hence, a diagnosis of COPD should not be excluded
in the absence of physical signs. :
Cor-pulmonale may manifest as signs of pulmonary artery hypertension and right ventricular

enlargement and/ or failure (loud P2, parasternal heave and raised JVP and pedal oedema)

%




Table 3 Features suggesting alternative diagnosis

Diagnosis

Suggestive features

Asthma

Famlly hlstory of asthma may be present

Onset early in life (oﬁen chﬂdhood)
Symptoms vary widely from day to day
Symptoms worse at night/early morning
Allergy, thinitis, and/or eczema may also be present

Large vohlmes .of purulent sputum

Haemoptysis may be present
Commonly associated with bacterial infection.

Chest X ray/CT shows bronc}na.l dﬂatlon bronchlal wall thickening

.'A“dépted from referenee (2)

Investigations:

Table 4 Dt]j"erennal dzagnos:s based upon symptoms

| Cardlac dlsease bisi e e e

Chest pam ‘
Fever oL ~ Pneumonia, TB, bronchlectams
'Slgmficant welght loss B hmg cancer . -
Orthopnoea, PND and pedal P Heart Fallure '
oedema
Haemoptysis TB Lung cancer, Bronch1ecta515
History of atopy or asthma Asthma :
Family history of asthma Asthma

- Excluding alternate diagnosis

In our country, in view of the high prevalence of TB, it is important to-exclude pulmonary TB. Two

sputum (not saliva) samples

with chronic cough. Chest

should be meticulously tested to rlﬂe out pulm'cmary TB in patients

radiography (if available), allows us to assess for other alternate

diagnosis like bronchiectasis, lung malignancy or consolidation. However, it has a limited role in

diagnosing COPD. Diagnosis of COPD should not be made/ excluded on the basis of a chest

radiograph.ECG may be done if cardiac disease is suspected and to look for presence of ‘cor-

pulmonale.



