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MODEL ANSWER

Q. The diagnostics sector in India plays a crucial role in healthcare, yet it faces several
challenges, including weak regulatory oversight, a shortage of skilled personnel, and an urban-
rural divide. Critically analyze the challenges in India's diagnostics sector and suggest measures
to improve its regulation and accessibility.

The diagnostics sector in India is a crucial pillar of the healthcare system, contributing 9% to the total
healthcare industry. It plays a vital role in early disease detection, treatment planning, and overall
health management. Despite its rapid growth, the sector faces significant challenges, which hinder its
effectiveness and accessibility.

Challenges in India’s Diagnostics Sector

1.

Weak Regulatory Oversight: Only 12 states and Union Territories have adopted the Clinical
Establishments Act, leading to inconsistent regulation across the country. The lack of
mandatory accreditation for diagnostic labs allows many to operate without standardized
quality control.

Shortage of Skilled Personnel: There is a severe dearth of trained pathologists,
microbiologists, and lab technicians, which directly affects the accuracy and reliability of
diagnostic reports. Many labs resort to “ghost pathologists,” compromising the credibility of
test results.

Urban-Rural Divide: Despite 70% of India’s population residing in rural areas, only 24% of
the diagnostics sector's revenue comes from these regions. Government-run labs in rural areas
often lack proper infrastructure, funding, and trained staff, making healthcare diagnostics
largely inaccessible.

High Cost of Private Diagnostics: The absence of standardized pricing for diagnostic tests
leads to disparities, with private labs often charging exorbitant fees. This makes diagnostics
services unaffordable for low-income groups.

Fraudulent Practices: The use of unauthorized technicians and fake pathologists to issue
diagnostic reports poses a significant risk to patient safety.

Measures to Improve Regulation and Accessibility

1.

2.

3.

Strengthening Regulatory Frameworks
o Itisimportant to mandate The National Accreditation Board for Testing and
Calibration Laboratories (NABL) accreditation for all diagnostic centers to ensure
standardized quality.
Ensuring uniform implementation of the Clinical Establishments Act across states is
important.
o A central regulatory body for consistent oversight and audits needs to be established.
Enhancing Workforce and Training
o The Medical education institutions should increase the seats for microbiology,
pathology, and lab technician training programs.
Regular upskilling and certification for diagnostic professionals needs to be
mandated.
o ltis necessary to cap the number of labs a pathologist can be associated with to
prevent ghost pathologists.
Bridging the Urban-Rural Divide
o ltis important to boost government investment in rural diagnostic centers.
o Promoting public-private partnerships to improve remote healthcare access can be
useful.
State-funded initiatives like Telangana’s ‘T-Diagnostics’ and Kerala’s ‘Aardram
Mission’ needs to be expanded.
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4. Standardizing Pricing and Quality Control
o The government should introduce price caps for essential diagnostic tests to ensure
affordability.
o Mandate Standard Operating Procedures (SOPs) for sample collection, testing, and
reporting.
o Stringent quality control measures for accuracy and reliability must be enforced.
5. Curbing Fraudulent Practices
o Digital tracking of lab reports should be implemented to prevent misuse of
credentials.
Strict penalties for unauthorized diagnostic activities should be enforced.
Regular surprise inspections and audits should be conducted to ensure compliance
and maintain standards.

The diagnostics sector in India holds immense potential to revolutionize healthcare by facilitating
early disease detection and management. However, its challenges must be addressed through robust
regulatory measures, workforce enhancement, and equitable access. By ensuring quality and
affordability, India can build a stronger healthcare system capable of meeting the diverse needs of its
population.
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