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COVID-19: Is it Time to Revisit NABH and NABL 
Guidelines?

Abstract
As the country battles the pandemic with the death toll rising at a steady rate, there are questions being 
raised regarding the preparedness of the country even after measures to buy time and mount an effective 
response. COVID-19 has exposed the frailty of the healthcare system as well as ill-equipped healthcare 
policies, demanding a deeper delve into the same and implementing corrective measures. This paper attempts 
to analyse the hurdles surrounding the accreditation of medical laboratories and hospitals, the stringent but 
necessary norms mandated by accreditation bodies like NABL and NABH given the widespread mushrooming 
of illegal diagnostic labs across the country and the implementation of the Clinical Establishments Act by 
various States to help enforce minimum quality standards. During COVID-19, laboratories being the first 
line of defence have come under the scanner as they were woefully inadequate in number given the ICMR 
guidelines necessitating a one-on-one verification of the facilities. While the NABL and NABH guidelines 
are seen as the gold standard for accreditation, there is a need to revisit these guidelines to incorporate 
provisions that are resilient during public health emergencies as well.
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Introduction
Healthcare delivery in India is a combined effort of a 
diverse set of institutions, healthcare professionals and 
government bodies. The last few decades have seen 
astronomical leaps with far more people recovering 
from life-threatening diseases, improved affordable 
access to medicines, development of private and 
public health infrastructure, implementation of 
healthcare reforms—an indication that the system 
is transforming for the better. While the coverage 
of healthcare services available in the country is 
satisfactory, inadequate success is noticeable in 
several domains, one such being quality management 
and patient safety. 

A study by Lancet on “Health systems in Sustainable 
Development Goals era: time for a revolution” 
revealed that Universal Health Coverage can preclude 
up to 86 lakh deaths per year if investments are 
made in quality healthcare facilities. More often, the 
care that the patients get is scarce with lower income 
groups faring much worse with 66 per cent of deaths 
occurring due to poor quality management.1 Lack 
of quality usually results in substandard treatment 
practices, failure to provide information to patients, 
errors in medical diagnosis and high treatment costs. 
Nevertheless, gargantuan leaps have been made 
in this sector through accreditation of hospital and 
healthcare providers, capping essential drug prices, 
enacting nation-wide regulatory policies securing 
better patient care and quality of life. 

The current healthcare system comes under even 
more strain during a pandemic like COVID-19. The 
impact of the threat is being felt across industries 
and geographies, signalling systemic cracks in the 
patched-up healthcare system. The public and private 
institutions along with medical professionals, lab 
workers and volunteers have come together to fight 
the unknown. Among them, the two bodies that form 
the first line of defence against the novel coronavirus 
are medical diagnostic laboratories and hospitals.

Medical Laboratories in India
Medical diagnostic laboratory services play a key link in 
the context of disease identification and surveillance. 
Countries which were better equipped to handle the 
rising case of infections and ramp up testing have 
undoubtedly managed to rein in the spread of the 
virus. Recognising that efficient laboratory services 
are an underlying prerequisite for building a system 
immune to health shocks, is crucial.  

India has a large number of medical diagnostic 
laboratories with reports estimating over 1 lakh 
unorganised and organised facilities together making 
up a US$ 9 billion diagnostic industry.2 The sector 
is highly fragmented with unorganised standalone 
centres accounting for 50 per cent, hospital diagnostic 
centres having 15 per cent and the remaining 35 per 
cent by organised players like Metropolis. 2 Increasing 
prevalence of chronic diseases coupled with a focus 
on preventive healthcare has opened up the market 
for diagnostics. In the past years, the industry has 
been witnessing a consolidation trend with private 
equity investors flushing capital, disrupting the 
market through acquisition of smaller labs and 
increasing their pan-India presence. This has forced 
the competitors to step up and address the quality 
concerns, increase coverage of the services and 
invest in training of the workforce. 

But despite this, a Harvard study by Professor Ashish 
Jha states that over 5.2 million medical error cases 
are registered in India on an annual basis. Given how 
70 per cent of the treatment outcome is dependent 
on the initial diagnosis, wrong diagnosis will increase 
patient care costs and result in incorrect treatment.3 
A major chunk of misdiagnosis occurs in the smaller 
unorganised labs which are run by technicians 
rather than qualified medical professionals. The 
mushrooming of these labs points to the lack of a 
legal framework which can validate their existence, 
instead most labs are registered under the Shops and 
Establishments Act. These circumstances present 

1. https://www.expresshealthcare.in/blogs/guest-blogs-healthcare/quality-healthcare-in-india-what-is-needed/409243/.
2. https://health.economictimes.indiatimes.com/news/diagnostics/amid-regulatory-issues-diagnostic-chains-bet-on-mom-and-pop-
labs-to-expand-presence/71752714.
3. https://www.expresshealthcare.in/lab-diagnostics/illegal-path-labs-indias-open-secret/413141/.
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a dual challenge—the presence of such centres 
undermine the need for reliable testing, and secondly, 
there is a lack of data on the number of prevalent 
labs making it difficult to monitor their services. In 
such a scenario, there arises a need to explore the 
potential of various mechanisms in delivering safe, 
efficient and cost-effective treatment. 

Hospitals in India
Hospitals in India operate in an environment of 
social, economic and technological changes which 
have always revolved around a physician-centric 
approach. There is a varied mix of institutions with 
public hospitals catering to first-level primary care, 
secondary care addressed by a mix of public and 
private hospitals while tertiary care is driven mostly 
by private players. There are close to 80,000 medical 
facilities, 70 per cent of them provided by the 
private healthcare providers. Despite a burgeoning 
demand for health facilities and increasing strain 
on the existing infrastructure, the Government’s 
expenditure on healthcare is one of the lowest 
in the world, approximately around 1 per cent of 
its GDP. Inefficiencies in reforms, lack of medical 
capacity as seen currently during COVID-19, poor 
implementation of good hygiene practices—which 
has led to healthcare associated infections (HIA) at 
the hospitals—have resulted in public health experts 
calling for an overhaul of the existing accreditation 
standards.4

Accreditation as a Tool 
One such standard that is acceptable worldwide is 
accreditation, which is a public acknowledgment 
for the achievement of accreditation standards 
by a healthcare institution illustrated by external 
independent peer review of the institution’s standards 
of quality. In India, accreditation is not a regulatory 
mandate, but is seen as a proxy for quality of the 
institution in terms of infrastructure, treatment 
protocols, patient care and overall higher health 
service utilisation. 

In India, the healthcare disparity between urban vs 

rural, developed States vs underdeveloped States, 
private vs public institutions is stark, mainly in 
terms of qualified professionals and infrastructure. 
The increasing demand equates to private players 
stepping up with reliable albeit expensive services 
leaving the vulnerable sections of the society to 
make do with substandard care. Accreditation 
in that sense attempts to standardise through 
benchmarks and regulate the delivery of healthcare 
for all stakeholders, despite unequal challenges for 
different providers. Beyond accuracy of test results, 
safety in laboratories is an important issue overlooked 
by many laboratories. It has been proven that 
accredited laboratories have better safety parameters 
Accreditation has its benefits; labs have stated that 
given the demand for medical tourism, accredited 
institutions improve patient confidence translating 
into longer customer relationships. Insurance firms 
have mandated accreditation to be a prerequisite to 
become eligible for reimbursement. Accreditation is 
widely advertised and is used as a marketing tool to 
beat competitions—all of these factors help translate 
into higher revenues for the institution. 

Role of Accreditation Bodies
In India, accreditation of clinical labs and hospitals 
is a purely voluntary process. The Government 
has constituted an autonomous body under the 
Department of Science and Technology, GoI called 
National Accreditation Board for Testing and 
Calibration of Laboratories (NABL) and National 
Accreditation Board for Hospitals (NABH).5

NABL is a constituent of the Quality Council of 
India, with the objective of providing laboratories 
a scheme for third party attestation related to a 
conformity assessment body conveying the formal 
demonstration of its competence to carry out specific 
conformity assessment tasks. Conformity Assessment 
Body (CAB) is a body which conducts testing like 
medical laboratory, calibration, proficiency and 
Certified reference material provider. It also holds 
the right to withdraw, suspend or reduce the scope 
of accreditation for these labs. In order to maintain 

4. https://science.thewire.in/health/healthcare-acquired-infections-multi-drug-resistance-nabh-accreditation/.
5. www.nabl-india.org.



COVID-19: Is it Time to Revisit NABH and NABL Guidelines?

3CPPR OCCASIONAL PAPER | AUGUST 2020

quality standards that are on par with globally 
accepted norms, NABL has adopted the International 
Criteria for laboratory accreditation set by the 
International Organization of Standardization (ISO). 
It has also entered into an agreement with the Asia 
Pacific Laboratory Accreditation Cooperation (APLAC) 
and the International Laboratory Accreditation 
Cooperation (ILAC). Such arrangements provide 
visibility and credibility to Indian laboratory test 
results.6 

NABH, meanwhile, was set up in 2006 by the Quality 
Council of India to develop appropriate standards 
and provide accreditation services to the healthcare 
delivery organisations of the country.  Meant to 
proactively standardise healthcare and bring it on par 
with the Western standards, the board constitutes 
stakeholders from industry, government bodies 
and patients. NABH aims to streamline operations 
and processes of a hospital, standardising it across 
institutions. The process of accreditation takes 
approximately nine months.7

Current Challenges
a. Medical Laboratory Services

Despite seemingly evident payoffs, the number of 
accredited facilities remain abysmally low. Out of the 
1 lakh laboratories across India, only 3,337 are NABL 
accredited as on September 5, 2019.5 Given that NABL 
accreditation is not mandatory, there is low barrier to 
entry as a large number of labs are mushrooming 
in urban and rural localities run by under-qualified 
technicians. Almost anyone can open a lab today, 
irrespective of the quality of services it provides. The 
onus then is on the patient to validate the claims of 
the labs before getting tested. This is complicated 
by the lack of information available in the public 
domain, leaving the patient to opt for substandard 
services. The nature of cut-throat competition 
forces most labs to offer packaged deals at steep 
discounts to lure customers, this made possible due 
to automatic machines (referred to as computerised 

labs). While accredited labs follow stringent quality 
control procedures before arriving at test results, 
smaller labs are at best capable of testing and not 
diagnosing. Diagnostic services are also crucial to 
the treatment outcome as medical professionals base 
their decisions on these reports. A falsified report 
or analysis could result in treatment termination or 
misdiagnosis. Taking cognisance of such threats, the 
Delhi Court recently ordered closure of laboratories 
until protocols were implemented. Several cases 
were also reported of the nexus between doctors and 
laboratories indicative of the opaque manner in how 
tests are prescribed, generating a revenue stream 
for laboratories which incentivise the doctors. It was 
also mandatory for doctors to verify the test reports 
and sign it, but misuse of this practice by using 
digital signatures on test reports with or without the 
knowledge of the doctors has led to modifications 
in the Clinical Establishments Act, 2010 (CEA) 
regulations, which now states that pathology labs 
will be allowed to issue reports signed by medical 
practitioners qualified in Pathology instead of a 
doctor. Earlier while it was possible to hold the doctor 
accountable for medical negligence in the event of a 
false report, the new legislation changes that. 

There is clear consensus amongst stakeholders that 
illegal diagnostic centres are a risk to quality healthcare 
delivery. But any enforcement of regulations must 
also incorporate the challenges faced by these 
unorganised labs as these establishments are 
indicative of the country’s entrepreneurial spirit and 
therefore it is necessary to keep the barrier to entry 
low. Accreditation process involves diligent processes 
like test runs, record maintenance, infrastructure 
and trained human resources— all of which translate 
into exorbitant costs for small labs. In order to 
maintain revenue and consequently accreditation, 
generation of sufficient volume for each test becomes 
paramount, a challenge especially in rural areas. 
Several instances of well-organised laboratories 
in rural areas not proceeding for accreditation but 
relying on urban brand value is indicative of the 
expenses of accreditation. The classic conundrum 

6. https://www.who.int/genomics/policy/india/en/index1.html.
7. https://iimk.ac.in/websiteadmin/FacultyPublications/Working%20Papers/123abs.pdf.
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in such a scenario that small laboratories face is 
the risk of losing their existing clients due to higher 
costs of accreditation which force them to increase 
prices. Lack of standardised pricing and price ranges 
for tests, along with the absence of brand value in a 
competitive sphere push most small accredited labs 
to survive on razor-thin margins. The mushrooming 
of labs without qualified technicians also points to 
the emergence of a skill gap where the number 
of labs have outgrown the number of technicians 
available leading to self-anointed diagnosis by labs. 
Accreditation does not easily provide a point of 
differentiation for labs other than ‘being a hanging on 
the wall’. There is no one-stop platform for patients 
to access such labs with ratings, costs, reviews which 
can lead to stratification between accredited and non-
accredited labs, providing incentive for accreditation. 

b. NABL Accreditation 

While implementation of the CEA might be hailed 
as a milestone for the healthcare sector in terms of 
assuring minimum quality assurance for the patients, 
accreditation aims to maintain a gold standard in 
line with international guidelines for its laboratories 
promising its patients competent, safe and affordable 
healthcare. 

But given the challenges briefed, it remains infeasible 
for small- and medium-sized laboratories to adhere to 
the current NABL standards of minimum equipment 
and human resource standards. The recent 
amendment of the CEA introduced classification of 
labs—Basic Composite (BC), Medium and Advance—
based on the scope of services. In line with this 
classification, NABL has also introduced an entry-
level voluntary scheme for small labs called QAS 
for BC Medical Laboratories (Entry Level) which 
mandates accreditation for as few as 15 tests. Basic 
Composite provides a stepping stone for testing 
labs with minimal documentation and a nominal fee 
of `100. The entry level QAS-BC certificate is for a 
period of 2 years with NABL conducting an onsite 
assessment once in two years. NABL expects within 
two accreditation cycles or 4 years, several of these 
laboratories achieve ISO 15189 accreditation. Several 
levels to NABL accreditation like Pre-Accreditation 

Entry Level Standards followed by Pre-Accreditation 
Progressive Level Standards before Full Accreditation 
may be pursued by laboratories which are not 
confident of full accreditation. 

c. Regulatory Frameworks

A more pressing concern is the lack of implementation 
of the CEA by the States which has been enacted 
by the Central Government to provide registration 
and regulation of all clinical establishments in the 
country with a view to prescribe the minimum 
standards of facilities and services provided by 
them. The minimum standards prescribed according 
to Rule 8A as inserted in the Clinical Establishment 
(Central Government) Amendment Rules 2018: 
‘Rule 8A of Act, says that “Minimum Standards for 
Medical Diagnostic Laboratories (or Pathological 
Laboratories) — Every clinical establishment relating 
to diagnosis or treatment of diseases, where 
pathological, bacteriological, genetic, radiological, 
chemical, biological investigations or other diagnostic 
or investigative services, are usually carried on with 
the aid of laboratory or other medical equipment, 
shall comply with the minimum standards of facilities 
and services as specified in the Schedule’. The 
Amendment also introduced classification of labs—
BC, Medium and Advanced—based on the scope of 
services offered by the clinical establishments. This 
will allow uniform standards to be prescribed and 
maintained for a category. Four states (Arunachal 
Pradesh, Himachal Pradesh, Mizoram, Sikkim) and 
six UTs (Andaman and Nicobar Islands, Chandigarh, 
Dadra and Nagar Haveli, Daman and Diu, 
Lakshadweep and Puducherry) have implemented 
the CEA. The States of Uttar Pradesh, Uttarakhand, 
Assam, Bihar, Jharkhand, Rajasthan and Haryana 
have adopted the CEA under clause (1) of Article 
252 of the Constitution. Most of the remaining States 
have either their own Act which permits them to be 
exempted from the CEA. The Act vehemently states 
that formation of a Comprehensive Digital Registry 
of clinical establishments and systematic collection of 
information will help in better surveillance, response 
and management of outbreak and public health 
emergencies, which are relevant in the current 
context.
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d. Multi-stakeholder Approach 

Given how Health is a State subject, the CEA has 
adopted a multi-stakeholder approach with the 
formation of the National and State Councils and the 
District Registration Authority (DRA) to implement 
decisions based on consensus. While the National 
Council will be committed to developing minimum 
standards and their periodic review, at the State level, 
the council will be involved in updating the register of 
clinical establishments and monitoring the activities 
of the DRA. The DRA convened at the grass root 
level may grant/renew/revoke registration, conduct 
enquiry and inspection of clinical establishments 
suspected of malpractice.8 

But despite several attempts by the Government, the 
CEA has still not been implemented by the respective 
State governments. The reason might lie in the 
prevalence of existing clinical laws in each State, 
like the West Bengal Clinical Establishments Act 
and Karnataka Private Medical Establishments Act, 
2007 which are cognisant of the healthcare system 
of the States. The diverse set of rules across States 
might make it difficult to provide uniform quality 
standards guaranteed throughout the country, but 
at the same time an Act at the national level fails 
to incorporate the ground realities of each State in 
terms of diversity and healthcare practices.9 As long 
as the CEA remains ignorant of these challenges and 
continues to prescribe minimum guidelines for all 
clinical establishments across, the State governments 
will remain hesitant to adopt it. The way forward 
should mandatorily require the Legislative Assembly 
to bring in a regulation in lieu with the Ministry of 
Health to adopt minimum guidelines for clinical 
establishments. Any deviance from the same may be 
customised at the State level after a thorough review 
by a National committee. These regulations should 
heed to the challenges that might arise of the nature 
of the draconian license raj and ensure transparency 
in registration and renewal of licenses. 

e. Medical Hospital Services 

Of the 80,000 facilities in India, only 662 hospitals 
are NABH accredited. Amongst them, government 
hospitals are just 20.4 A major barrier to NABH and 
NABL accreditation may be because it is a voluntary 
process. Studies indicate that hospitals believe there 
is no empirical evidence of accreditation correlated to 
the revenue generation or better patient satisfaction.10 
NABH also requires its hospitals to provide training 
for their staff and stringent documentation which 
is often termed bureaucratic and reduces effective 
productivity of the staff. Further, cases of high 
staff attrition after accreditation have been noticed 
in several studies. There could also be a lack of 
qualified professionals or consultants who can guide 
hospitals through the NABH accreditation. Smaller 
hospitals can use the service of empanelled NABH 
assessors, but these assessors of a specific hospital 
are prevented from providing consultancy services 
to other institutions stating conflict of interest 
during peer review and testing. In the future, NABH 
can offer consultancy and accreditation services 
maintaining a Chinese wall between both functions. 
Hospitals also fail to maintain accreditation due to 
lack of consistent communication between senior 
and lower management on guidelines and processes. 
Involving doctors and physicians, already short in 
supply, to manage patient care and administrative 
tasks involved in accreditation remains challenging. 10 

NABH has implemented a three-layer certification 
process last year with entry-level certification 
introduced to ensure small- and medium-sized 
hospitals follow a set of minimum required norms 
for offering effective healthcare services. Under AB 
PM-JAY scheme, hospitals which do not have NABH 
accreditation can opt for Gold, Silver or Bronze 
schemes offered by the NHA (National Health 
Authority). If a hospital’s preparation and internal 
assessment is excellent, then it will get a certificate 
after successful completion of desktop and on-site 
assessment within 25 days by the Quality Council of 

8.  http://clinicalestablishments.gov.in/WriteReadData/2591.pdf.
9.  https://www.healthcareexecutive.in/blog/clinical-establishment-act.
10.https://www.ache.org/-/media/ache/learning-center/research/ihf-volumes/ihf501.pdf?la=en&hash=91CCA93C2F7BCA862CFD
642D589DC18A6F6AC093#page=11.
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India. The fee structure is also very low and affordable 
for small healthcare organisations.

Impact of COVID-19
a. International Regulations during 
Public Health Emergencies 

The International Health Regulations (IHR 2005) 
of the WHO require its member states to develop 
an early warning surveillance and response 
mechanism, and develop a national capacity for 
detection, investigation and reporting of public health 
emergencies like Zika and Ebola. In order to meet the 
IHR requirements, each member country is required 
to meet established requirements of the IHR, through 
which it might communicate emergencies of national 
and international importance. A key legislation in 
the guidelines is the development of reliable and 
accessible laboratory services in the country, capable 
of producing results in an accurate manner. These 
laboratories, often seen as the first line of defence in 
the country’s response to public health emergencies, 
were key to the IHR’s objectives of building a three-
tier system—at community level, intermediate level 
and national level. 

Community Level—detection of events relating to 
disease or high death count which can be attributed 
to a public health emergency.

Intermediate Level—Member country should be in a 
position to confirm the events and take immediate 
control measures. 

National Level—Summarise events and report to 
WHO within 48 hours and provide all support required 
to prevent spread of the disease, share relevant 
information with countries and redouble checking at 
the national entry/exit points.11

India, a signatory to IHR, has stressed upon increasing 
hospital and laboratory preparedness, control of 
infection and surge capacity. Emphasis was also 
placed on cooperation between multiple industries 
like airports, poultry, tourism and logistics to come 

together to respond to the pandemic.12 

b. Regulations in India

In January 2020, when India first saw the cases of 
COVID-19, the country had just one laboratory testing 
centre at the Indian Council for Medical Research 
(ICMR)’s National Institute of Virology Pune. As on 
May 18, there are approximately 555 laboratories 
across the country testing patients for COVID-19, at 
the rate of 1,00,000 tests per day. While the scale at 
which testing has ramped up is remarkable, it took 4 
months and close to 1.8 lakh infections with several 
iterations to testing strategy before arriving at this 
milestone. In the initial stage, testing was limited to 
106 ICMR-funded Viral Research and Diagnostic labs 
which already had the capacity to test for viruses 
similar to SARS-CoV-2 and subsequently it was 
expanded to include medical colleges and private labs 
that had accreditation from NABL. Adhering to the 
4-step WHO guidelines, ensuring proper infrastructure 
including a BSL-2 cabinet was necessary to ensure 
safety. ICMR then requires the labs to upload lab 
reports online and verification of equipment is done 
through physical inspection or online after which the 
approval is given. The third step is to provide basic 
training to the staff for which 14 mentor institutes 
were identified to guide labs through testing. In the 
final step, a trial run was performed to ensure proper 
functioning,13 all of which helped the country expand 
its testing strategy in a phased manner. 

Conclusion
Despite performing 1,00,000 tests a day, ICMR’s 
testing strategy has come under fire primarily for 
being restrictive in nature. While limiting testing to 
symptomatic patients might have been based on 
optimisation of resources and inclusive equitable 
access to testing, pertinent questions revolving 
around the quality of health infrastructure, the lack of 
trained professionals to conduct tests, inadequate lab 
facilities to analyse samples simultaneously come into 
play. Even NABH-accredited hospitals in Mumbai and 

11. http://www.euro.who.int/__data/assets/pdf_file/0003/318675/Concept-note-labs-IHR.pdf?ua=1.
12. https://www.who.int/india/news/detail/12-07-2017-india-commits-to-accelerate-steps-towards-becoming-ihr-compliant-
by-2016.
13. https://weather.com/en-IN/india/coronavirus/news/2020-05-21-how-india-ramped-up-its-covid-19-testing-capacity.
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Delhi have reported COVID-19 infections amongst 
its staff indicating a high prevalence of infections 
and poor implementation of infection control. While 
the CEA did include a legislation to enforce infection 
control standards, the lack of implementation of the 
same has made way for this situation. 

There is also a need to revisit the NABL and NABH 
guidelines to incorporate provisions that are resilient 

during public health emergencies. Provisions in NABH 
which require 1:1 nurse ratio for a ventilated patient 
and strict action against sharing of beds in a general 
ward might not stand the test of a pandemic. Indian 
lawmakers along with healthcare professionals need 
to come together in a timely fashion to ensure 
preventable deaths. 





Centre for Public Policy Research
'Anitha',  1st Floor, SA Road, Elamkulam
Kochi, Kerala - 682020
www.cppr.in | cppr@cppr.in


	Occasional paper.pdf
	CPPR Occasional paper 002.pdf
	COVID-19 Is it Time to Revisit NABH and NABL Guidelines1.pdf
	Back cover.pdf
	CPPR Occasional paper 001.pdf
	Marking Those on the Move Review of Existing Paradigm and Towards a New Framework.pdf




