




















HCCESS TO MEDICINES ARD TREATMENT 

FOR RARE DISEASES IN INDIA 
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frorn tv,ro different genetic disorders, 
\vhich fall 1n the categoiy of rare diseases, 
approaching the court for justice. 
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What did they \vant? 

In May 2017, l\vO rninors suffering from 
Gaucher Type I and Hurler Syndrorne 
Type I filed lv.'o \vrit petitions lhrough 
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challenging the validity or certain clauses
of the guidelines issued by the Ernployee
State Insurance COITJOration {"ESIC")
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\vhich lirniled their access to life-saving ....... ' .. . . .. . .. .. .. .. 
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rnedicines and 1reatrnenl.
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are rare diseases? and rnos1 irnportantly, v.'hat could the couris do lo help thern? 

While lhe case rernained pending, the court passed an 
interirn order directing ESIC 10 cornrnence lhe appropriate 
treatment for the lv.'o children or refer them for treatrr1enl 
to an ernpanelled SST hospital, \vilh the cost for this 
treatment to be borne by the ESIC. 

• 

The court appointed an am1cur curiae, a "friend of the courl" -
sorneone v.'ho did not represent either side \Jut assisted the 
court \vi1h relevant facts and la\v lo help it reach its decision. 
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During pendency, ESIC arnended Clause 5.1 lo state that for treatments 
exceeding Rs. 10 lakh, the rnaller \vould be considered on a case-by-case 
basis and rnodified Clause 5.3 such that ii provided different dates or 
eligibility for SST and provided that the insured person {or their children) 
\vill not be  entitled for SST if the ernployer of the insured person fails to 
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The court further noted that despite its order in .�1ohd. Aluned, there 
\Vas a continued lack of any policy frame\vork for rare diseases and 
again directed the Ministry of Health to convene a meeting to 
consider fi·aming such a policy. 
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Subsequen1ly, the Ministiy framed the National Policy for Treatrnent or Rare Diseases {2017) 
for patients \vho \vere not eligible for financial assistance for treatment under any existing 
health scheme by central or state govern1nents, and notified the court of the sarne 1n August 
2017. Hov.'ever, by Novernber 2018, the Ministry inforrned the court that it \vas withdrawing 
the said policy, reasoning that the policy \vas frarned unlav,,fully since public health \vas an 
issue 10 be legislated by states. Further it justified the \vithdrav,,al due to lack of financial 
resources 10 allocate for rare disease treatrnent. •• • • • . .. -- , ........................... ,; ·'
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In the later case of .Mas/er Ar11esh Shaw and Or:s .  v U11io11 ef India and Anr. {Writ Petition 
No. 5315 of 2020) on access to rnedicines and treatrnent for rare diseases. 
the court closely rnonitored developments by the Ministiy up to the 
finalization of the policy within a stipulated time period . 
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The World Health Organization {WHO) defines rare diseases as 
debilitating life-long diseases or disorders with a prevalence of I oc 
less per 1 ,(JOO people. Many countries have different pararneters 10 
respond to rare diseases based on local contexts like population 
disease prevalence, healthcare systerns and availability of resources. 
Around 80% or rare diseases are genetic 
disproportionately i1npacting chjldren. 

'n nature, thus 

The pharrnaceutical sector does not invest resources lo 
develop rnedicines for trea1111en1 of rare diseases as there ,s
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be recovered rrorn their sale as rare diseases affect a srr1all 
proportion of the population . 
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The court observed that the case stood ,n 
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In _11,,Johd. Ahmed'.rcase. the court held that as it did not have the po\ver to direct the 
to rrarne a policy on rare diseases on the basis of the doctrine of separation 

of the Constitution and 

The court's decision: 
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• 

ESIC regulations cannot exclude specific diseases and rnake distinctions on basis of 
prirnary. secondary and tertiaiy care or super specialty treatrnents, as it is a product or a 
social \velfare lavv, i.e., the Ernployees State Insurance Act, 1948 - and 1n case of any 
doubt on interpretation, the lav,' has to be construed 1n favour of the intended 
beneficiaries - the err1ployees. 

.. . . •

ESIC's su\Jrnission that it can only provide reasonable treatment or that it 1s not 'State· 
for provision of super specially treatrnent lo the insured person or his dependents \vas 
rejected, as access to life-saving treatrnents cannot \Je tenned as 'unreasonable' and 
the ESIC has the pov.'er lo regulate cost of treatrnent by policy interventions and price­
control measures. 
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ESic·s contention that it perforrned functions sirnilar to a private insurance COITJOration 
\vas rejected. as ,n case or private insurance the nature or obligation bet\veen parties is 
only contractual and such service providers function on profitability, \vhereas ,n a 
public insurance scherne the nature or obligation is statutory and the ESIC's objective 
is ernployee \velfare . 

. ................ .. .............................................. . . ......................................... . . . . .  . . . . . . . . . . . . . . . . 
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The guideline on non-deposit of prerniurn by the employer resulting in non-eligibility 
or t·he insured person and dependents for super specialty treatment arnounted to 
penalization of the victirn, and v.'as therefore bad 1n la\v. 
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The challenged guidelines \vere inconsistent \vi1h the parent statute and regulations 
frarned under the la\.v. and thus illegal and void . 
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On 30 March 2021, the Union Heallh and Farnily Welfare Minister approved 
the National Policy for Rare Diseases {NPRD) 2021. 

The a1rr1s or the NPRD are: 
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• 
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Preventive care including inforrnation, education, 
counselling {IEC) prograrrnnes, pre/post rnarilal and 
pre/post conception screening of rare diseases. 

ICMR 10 initiate a national hospital-based registiy 
or rare diseases so that sufficient epiderniological 
data is available to both define and conduct the 
requisite research on rare diseases. 
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Indian Council or Medical Research {JCMR) and 
other governrnent bodies to research and develop 
a pipelines or dn1gs 1n partnerships \vith 
pharmaceulical cornpanies for irnprovernent or 
access and affordability or 1r1edicines for rare 
diseases, 

Ministry of Finance to be lobbied for reduction or 
import duties on rnedicines for rare diseases; 
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National Pharrnaceutical Pricing Authority 
{NPPA) and others to rr1ake rnedicine prices for 
rare diseases publicly available and rr1ake efforts 
lo aug111ent affordability 1n consultation \vilh the 
Minisliy or Health. 
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The norrtination of 8 governrr1ent lertiary 
hospitals as Centres or Excellence for diagnosis, 
prevention and lrealrnent or rare diseases. 
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The creation or "Nidan Kendras" for early 
screening and prevention, as v.'ell as plans 10 
strengthen extant secondary and tertiary health 
facilities. 
...... . .  .•••• -•• _.-'-•• • . • • •• •. •.•.• ....... •.•.• .• .•.• .. •··--····· ................ @.-.'.'.. .. . .  .. • .. • • .. '·' -'·'······--······················ 

Governrnenl of India financial support up to Rs. 
20 lakh for one-tirne treatment at a tertiary 
hospital. 
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Setting up of digital platforrns for cro\vd­
funding lo finance lrealrnent by individual and 
corporate donors. 

While the policy promises to provide a lifeline to many. concerns remain. chiefly over the 
funding provided f0r in this policy. It is worth exploring if this nev., 2021 Policy is rooted in the 
court's recomrnendation of a human rights approach to rare diseases. 

• 

The Ernployees' State Insurance Corporal ion falls under the Minisl1y of Labour and • 

or India. It \vas established by the Employees' State Employment of the Governrr1en1 • 
• 

Insurance Act, 1948, a leading legislation related lo social security for \VOrkers ,n India. • •
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The (\VO clauses that the petitioners 
challenged \vere Clauses 5.1 and 5.3 of 
the ESIC Decisior1s 011 Medical 
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incurred for procedures not covered under the Central 
Health Scherne v.'ould be Rs. 10 lakh per Goverrunent 
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beneficiary, per year (Clause 5.1), and \vilh respect lo 
children of insured persons, congertital diseases \vhich 
require referral to super specialty trealrnent {"SST"), and 

rna 
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The guideline prevented the petitioners and others sirnilarly placed - \vho \vere 
not covered by the Central Governrnent's scherne by virtue or suffering rrorn a 
rare disease - rrorn gelling the required lrealrnent. 

... ........................................................................................ . ........................... .
By invoking .11,,Johd. Ah,rud'.r case the court placed rare diseases 
\vithin the v.'ide arnbit of Article 21 and held that: 
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"Although obligations under Article 

understood to be progressively 
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realizable depending on 

obligations maximum available resources, yet certain 
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to testing 
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access 

about 

minorities. 

and treatment 

of diseases 

health 

the 
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social and economic factors." 

With these orders passed, the court further rnade a non-binding 
recornrr1endation 10 the Union of India lo: 

• 

Adopt a hurnan rights based 
approach to rare diseases and 
super speciality treatrnent to 
realize the right to health 

Focus on the social 
deterrninants or rare 
diseases 

Create an enabling legal 
environrnent for research and 
developrnenl of ne\.v, rnore effective 
drugs and diagnostics and lo\ver the 
prices or existing drugs 

• • ········••·. . . . . .. .. ... . .

For the Stale, civil society and large pharmaceuticals to corne fo1,vard and operationalise this 
approach to rnake treatrnen1 available at grassroot levels, 1n the 1nanner that the global rights 
carnpaign on HIV/AIDS galvartized public support, inspired research and improved access to life­
saving rnedicines and treatment. 
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