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E.1 Vaccine capacity and disbursal 

NEGVAC



since the 
priority group as identified by Union of India (which had 
more vulnerability) was not fully vaccinated, it was 
considered imperative to carry out two drives separately 
i.e. in a decentralized manner to achieve higher efficiency 
and reach. Thus the States were given a participatory role 
to undertake the procurement of vaccine and for 

18-44 age group. This would also keep the existing drive 
of critical groups unobstructed as the 50 percent of the 
vaccines procured through the GoI channel would 
continue to support and provide free of cost vaccine to 
the most vulnerable age groups of 45 years plus in the 
country health care workers and frontline worker 



identified by the Union of India who were entitled to get 
  

(emphasis supplied) 

For the remaining 50% non-government of India channel, 
the states and the private hospitals are free to procure 
vaccine for 18-44 years population, however, to have an 
equitable distribution of vaccine across the country, 
states have been allocated the available vaccine quantity 
in proportion to the population between 18-44 years of 
age of the respective state so as to ensure equitable 
distribution of vaccine as there is a possibility of some 
states having better bargaining power due to 
geographical advantage etc.   

(emphasis supplied) 
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E.2 Vaccine pricing 

length basis by and between the State Government and 
hospitals is based on the concept of creating an 
incentivized demand for the private vaccine 
manufacturers in order to instill a competitive market 
resulting in increased production of vaccines and market 
driven affordable prices for the same

This approach, on the one hand, incentivizes vaccine 
manufacturers to rapidly scale up their production and on 
the other hand, it would also attract new vaccine 
manufacturers. It would make pricing, procurement and 
administration of vaccines more flexible and competitive 
and would further ensure augmented vaccine production 
as well as wider availability of vaccines in the countr
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On the other hand, conditions where civil and political 
freedoms flourish ensure that governmental policies are 
subjected to critique and assessment. It is this scrutiny 
which subserves the purpose of ensuring that socio-
economic benefits actually permeate to the 
underprivileged for whom they are meant. Conditions of 
freedom and a vibrant assertion of civil and political 
rights promote a constant review of the justness of 
socio-economic programmes and of their effectiveness 
in addressing deprivation and want. Scrutiny of public 
affairs is founded upon the existence of freedom. Hence 
civil and political rights and socio-economic rights are 
complementary and not mutually exclusive.



(emphasis supplied) 

to an extant and taken-for-granted group 

memory



History, Memory, and the Law

As Drucilla Cornell puts 
it: "Legal interpretation demands that we remember the 
future." In that phrase, Cornell reminds us that there are, 
in fact, two audiences for every legal act, the audience of 
the present and the audience of the future. Law 
materializes memory in documents, transcripts, written 
opinions; it re-enacts the past, both intentionally and 
unconsciously, and it is one place where the present 
speaks to the future through acts of commemoration.  

Because the litigated case creates a record, courts can 
become archives in which that record serves as the 
materialization of memory. Due process guarantees an 
opportunity to be heard by, and an opportunity to speak 
to, the future. It is the guarantee that legal institutions 
can be turned into museums of unnecessary, unjust, 
undeserved pain and death. The legal hearing provides 
lawyers and litigants an opportunity to write and record 
history by creating narratives of present injustices, and 
to insist on memory in the face of denial.

  

(emphasis supplied)
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the complex epidemiological circumstances that promote 

these outbreaks and the under-resourced health systems that are tasked with 

disease containment

to protect public health using 
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proven scientific evidence and best practices and to serve to community at 

large

an unexpected war against 
an invisible enemy
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* IN  THE  HIGH  COURT  OF  DELHI  AT  NEW  DELHI

+ W.P.(C) 3031/2020

RAKESH MALHOTRA ..... Petitioner 

Through: Petitioner in person. 

versus

GOVERNMENT OF NATIONAL CAPITAL 
TERRITORY OF INDIA AND ORS  ..... Respondents 

Through: Mr. Rahul Mehra, Sr. Advocate with 
Mr. Satyakam, ASC, and Mr. 
Chaitanya Gosain and, Advocate for 
GNCTD. 
Mr. Chetan Sharma, ASG with Ms. 
Monika Arora, CGSC and Mr. 
Shriram Tiwary, Advocate for R-3.

CORAM:
HON'BLE MR. JUSTICE VIPIN SANGHI
HON'BLE MS. JUSTICE REKHA PALLI 

O R D E R
% 20.04.2021

1. At the outset, it is pointed out that the appearance of Mr. Rahul

Mehra, learned senior counsel representing the GNCTD and Mr. Satyakam, 

ASC has not been correctly recorded in our last order dated 19.04.2021. 

2. The correct position may be recorded.  Mr. Satyakam, ASC states that

he is instructing.  Mr. Rahul Mehra, learned senior counsel on behalf of the 

GNCTD. 

3. We have heard the learned Additional Solicitor General, Mr. Chetan



Sharma, petitioner-in-person, Mr. Rakesh Malhotra, Mr. Rahul Mehra, 

Learned Senior Counsel appears alongwith Mr. Satyakam on behalf of 

respondent Nos. 1 & 2 as well as two senior officers of the Central 

Government, namely, Ms. Roli Khare, Director and Mr. Nipun Vinayak, 

Joint Secretary, Ministry of Health and Family Welfare at substantial length.   

4. In terms of our order passed yesterday, the Central Government has 

filed an affidavit.  Mr. Mehra states that though all efforts were made to file 

the affidavit on behalf of the GNCTD, the same could not be completed and, 

therefore, the same has not been filed today.  Let the affidavit be filed by the 

GNCTD by 1:00 PM on 22.04.2021.  The same shall be circulated to all the 

others present in the proceedings. 

5. We have perused the affidavit filed on behalf of the Central 

Government, filed by Mr. Rajender Kumar, Under Secretary, Ministry of 

Health and Family Welfare.  The affidavit has, firstly, dealt with the aspect 

of availability of COVID beds, as made available by the Central 

Government in the NCT of Delhi.  It discloses that in a meeting held on 

09.04.2021, it was decided that 500 ICU bedded DRDO COVID Care 

Hospital be established in Delhi Cantt.  It is stated that 250 ICU beds have 

been operationalised by DRDO and another 250 beds shall be 

operationalised by 22.04.2021.  It has been further decided to provide 25 

medical officers and 75 paramedics to this COVID care centre from Central 

Armed Paramilitary Forces.   

6. The Central Government has also called upon the States and Union 

Territories to provide their requirements for Ventilators in the States, so as 

to consider the supply of Ventilators as per the availability at the earliest.  It 



is further stated that as per the demand of the GNCTD, 763 ventilators have 

been supplied by the Government of India.  In addition to that, Safdarjung 

Hospital has been provided with 105 ventilators, Ram Manohar Lohia 

Hospital with 5 ventilators, LHMC with 5 ventilators, Ayush Hospital with 

2 ventilators, ESIC Hospital with 10 ventilators and the DRDO facility has 

been provided with 500 ventilators.   

The availability of beds for COVID patients, as on 19.04.2021 in the

named Central Government run hospitals has also been provided in 

paragraph 8 of the affidavit.  The same add up to 1432 beds.  These are apart 

from 250 beds that the DRDO would make available, 250 beds in LHMC 

and 36 in Safdarjung Hospital, which are also being planned.

8. Mr. Mehra has submitted that last year, when the pandemic was 

raging, the Central Government had made 4,112 beds available for COVID 

patients in its hospitals and facilities at Delhi. He states that the number of 

COVID positive patients are four times presently than the peak figures of 

last year. He submits that the Central Government should allocate more beds 

in its hospitals and facilities for COVID patients. 







17.



18. As we pass this order, we are informed that the Oxygen supplies in 

various Covid hospitals in Delhi, including Sir Ganga Ram Hospital, and 

Max Hospital are about to get exhausted in the next about 4-8 hours.  The 

decision taken by the Central Government to divert supplies from industrial 

use for medical use, for some obscure reason, has been sought to be 

implemented only from 22.04.2021. 

19. We do not find any justification for the same.  The need for oxygen is 

now.  Any delay in this regard would lead to loss of precious lives.  We, 

therefore, direct the Central Government to implement the said decision 

forthwith, and make available oxygen to hospitals which are running out of 

their supplies, lest there is grave loss of life suffered by patients being 

treated thereat. 

20. Since M/s INOX has not complied with our last order dated 

19.04.2021, we direct issuance of Notice of Contempt to M/s INOX 

returnable on 22.04.2021.  Notice be served through email.  We direct the 

Managing Director/ Owner of M/s INOX to personally remain present 

during the hearing on the next date of hearing.  The State of UP, through the 

Chief Secretary should also remain present during the hearing.  Notice shall 

also be issued to him.

21. On the aspect of ramping up of the testing facilities for Covid-19

through the RT-PCR test, there are certain aspects which need to be 

addressed by the Central Government, and its instrumentalities. We are 

informed that the equipment for setting up RT-PCR test labs are imported, 

and medical equipment/ machines for which import orders have been placed, 



are being dealt with routinely at Customs Ports.  It is essential that all such 

medical machines/ equipments, medicines, etc. which are imported should 

be handled and cleared at top priority by the Customs.  We direct the Central 

Government to issue necessary directions in this regard forthwith.   

22. For the purpose of setting up of Covid testing facilities, the 

entrepreneurs/ doctors have to obtain clearance from the Indian Council for 

Medical Research (ICMR).  It has been brought to our notice that the 

procedure for such clearances is also highly time consuming.  We do not 

wish to, in any way, impinge on the authority of ICMR, and we do not 

expect the ICMR to relax its standards in the matter of granting its 

permissions and clearances.  However, looking to the present day situation, 

we direct the ICMR to give top priority for such clearances so that the RT-

PCR Labs could be set up or expanded without any delay.   

23. Another aspect that has been brought to our notice, which is also 

resulting in delay in preparation of RT-PCR Test Reports, is the Software 

deviced for uploading of the Test results on the website.  The patients who 

undergo the RT-PCR test,s are required to provide their Aadhar Cards.  

Despite that being the position, the testing agencies are required to fill up 

detailed forms online, which take up to 15 minutes per form.  We, therefore, 

direct the Central Government, and the ICMR, to review the form in which 

the information is required to be uploaded by the testing agencies, so as to 

reduce their burden and wastage of time, as this appears to be acting as a 

bottleneck in the matter of preparation of reports.  

24. We have also noticed reports in newspapers about the critical 

medicines required for the treatment of serious Covid-19 patients falling in 

short supply, and also being sold at a premium in the black market.  It 



appears that the requisite drugs are being hoarded by some unscrupulous 

persons/ dealers or retailers.  We direct the Central Government, and its 

agencies, particularly the Drug Controller of India, to issue necessary 

directions in this regard to all the licensees, and the Government should 

undertake checking on a regular basis to unearth all such cases of hoarding 

which is leading to scarcity of drugs in the marked for the needy patients.

Strict penal action should be taken against those indulging in such practices.  

25. The affidavit filed by the Central Government discloses that  so far 

as Remedesivir Drug is concerned, the Central Government has supplied 

10.40 lakh vials to all the States and Union Territories during the last 9 days 

(between 11th and 19th April), out of which 40,132 vials have been supplied 

to Delhi.  Meanwhile, DGCI has granted immediate permission to license 

holders for manufacture of the Remedesivir at 20 additional sites, adding 

production capacity of 35.3 vials/ month.  It is stated that this would ramp 

up the production capacity for manufacturing this drug to around 74.10 lakh 

vials/ month.   

26. The Central Government should dynamically review the distribution 

of Remedesivir in the States and Union Territories on a daily basis, on the 

basis of the need, assessed on the basis of the serious active Covid patients, 

who need to be administered the said Drug.  This is essential to maximise 

the efficient use of the said Drug.     

27. There are a number of other drugs which are being used for treatment 

Covid-19 patients, such as Tocilizumab, Favipiravir, Ivermectin, 

Dexamathasone, Methylprednisolone, Dalteparin, Enoxaparin, HCQ and 

Baricitinib. As per news reports, there are shortages of some, if not all, of 

the aforesaid drugs.  Looking to the emergent situation, we direct the Central 



Government to immediately reach out to the manufacturers/ patent holders/ 

licensees so as to forthwith ramp up the production capacities of the above, 

and all such other medications, as are essential for treatment of Covid 

positive patients.  We may take note of the fact that the Patents Act provides 

for Compulsory Licenses under Section 84, and Special Provision for

Compulsory Licenses or Notifications by the Central Government, under

Section 92.  Section 100 provides the power of the Central Government to 

use inventions for purposes of the Government. 

28. Looking to the present day situation, there can be no doubt that a case 

is made out for exercise of its power by the Central Government/ Controller 

under the aforesaid provisions of law.  At the same time, the interests of the 

Patent holders/ licensees should be kept in mind, since it on account of their 

investments, inventions and hard work that such like medicines are made

available to the public at large.  The best course would be encourage the 

existing manufacturers to ramp up their production on a war footing.  They 

should also be encouraged to grant voluntary licenses to other entities to 

manufacture the requisite drugs.  However, if such efforts do not fructify 

soon enough, the Government/ Controller should not hesitate to invoke their 

jurisdiction and powers under the aforesaid provisions of the Patents Act, 

since the lives of thousands of people are being lost each day in the country 

due to COVID. The lives of the people take priority over everything else. 

Even if such like powers are exercised, the patent holders/ manufacturers 

can be adequately compensated by fixation of fair license fee.  The Central 

Government should swing into action in terms of this order in this regard 

without any delay, and report progress on the next date of hearing.   

29. Another aspect that we may take note of is that as per one of the 



reports, as many as about 44 lakhs vaccines have been wasted out of the 10 

crores vaccines allocated to different States.  This is because of the 

restriction with regard to the age, or category of people who are entitled to 

take the vaccine.  According to the present dispensation, people who are 

above 45 years of age are entitled to take the vaccine.  The Government has 

recently announced that from 01.05.2021, all above the age of 18 years 

would be entitled to take the vaccine.  In our view, wastage of even a single 

dose of vaccine, when the same is proving to be life saving, would be a

criminal waste. We are informed that each vial of the vaccine has 10 doses.  

Once the vial is opened, it has to be either fully consumed, or the remainder 

goes waste.  It should be possible for the Government(s) to devise ways and 

means so as to register volunteers who may be below the age group of 45 

years, and above the age of 18 years  who could be called upon to take the 

residual doses of vaccine, in case, there are doses left unutilised after, say, 

05.00 P.M on each day.  That would ensure that all the doses are fully 

utilised, and not wasted.  We may observe that this flexibility is available in 

other countries such as United States of America. For this purpose, the 

Government should modify their mobile COVIN application appropriately, 

urgently. We direct the Government to look into this aspect forthwith and 

report status on the next date.   

30. List on 22.04.2021. 

VIPIN SANGHI, J

REKHA PALLI, J
APRIL 20, 2021 
N.Khanna/ K.D. 
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Effects of Body Weight, Gender, Race, and Age 

[See Use in Specific Populations (8.5)]
Renal Impairment 
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Hepatic Impairment 
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Reference ID: 4271150 



Potential for Baricitinib to Influence the PK of Other Drugs 
In vitro

In vitro
In vitro

Potential for Other Drugs to Influence the PK of Baricitinib 
In vitro

In vitro

[see Dosage and Administration (2.5) and Drug Interactions (7.1)]

Reference ID: 4271150 



 
 

in vitro
in vitro in vivo

.

Reference ID: 4271150 



Reference ID: 4271150 



Reference ID: 4271150 



Reference ID: 4271150 



See FDA-approved patient labeling (Medication Guide). 

[see Warnings and Precautions (5.1)]

[see Warnings and Precautions (5.1)]

[see Warnings and Precautions (5.2)]

[see Warnings and Precautions 
(5.3)]

[see Warnings and Precautions (5.5)]

[see Use in Specific Populations (8.2)]

Reference ID: 4271150 



MEDICATION GUIDE 
OLUMIANT® (O-loo-me-ant)

(baricitinib)
tablets, for oral use 

What is the most important information I should know about OLUMIANT? 
OLUMIANT may cause serious side effects, including:
1. Serious infections. 

OLUMIANT is a medicine that affects your immune system. OLUMIANT can lower the ability of your immune system to 
fight infections. Some people have had serious infections while taking OLUMIANT, including tuberculosis (TB), and 
infections caused by bacteria, fungi, or viruses that can spread throughout the body. Some people have died from these 
infections.
•  Your healthcare provider should test you for TB before starting treatment with OLUMIANT. 
• Your healthcare provider should watch you closely for signs and symptoms of TB during treatment with OLUMIANT. 

You should not start taking OLUMIANT if you have any kind of infection unless your healthcare provider tells you it is 
okay. You may be at a higher risk of developing shingles. 
Before starting OLUMIANT, tell your healthcare provider if you: 
•  are being treated for an infection. 
•  have an infection that does not go away or that keeps coming back. 
•  have diabetes, chronic lung disease, HIV, or a weak immune system. People with these conditions have a higher 

chance for infections. 
•  have TB or have been in close contact with someone with TB. 
•  have had hepatitis B or C. 
•  live or have lived, or have traveled to certain parts of the country (such as the Ohio and Mississippi River valleys and 

the Southwest) where there is an increased chance for getting certain kinds of fungal infections. These infections 
may happen or become more severe if you use OLUMIANT. Ask your healthcare provider if you do not know if you 
have lived in an area where these infections are common. 

•  think you have an infection or have symptoms of an infection such as:  
•  fever, sweating, or chills • muscle aches • cough 
•  shortness of breath • blood in your phlegm • weight loss 
•  warm, red, or painful skin or • diarrhea or stomach • burning when you urinate or 

sores on your body pain urinating more often than normal 
• feeling tired 

After starting OLUMIANT, call your healthcare provider right away if you have any symptoms of an infection. OLUMIANT 
can make you more likely to get infections or make worse any infection that you have. 

2. Cancer and immune system problems. 
OLUMIANT may increase your risk of certain cancers by changing the way your immune system works. 
•  Lymphoma and other cancers including skin cancers can happen in people taking OLUMIANT. Tell your healthcare 

provider if you have ever had any type of cancer. 
3. Blood Clots. 

Blood clots in the veins of your legs (deep vein thrombosis, DVT) or lungs (pulmonary embolism, PE) can happen in 
some people taking OLUMIANT. This may be life-threatening and cause death. 
•  Tell your healthcare provider if you have had blood clots in the veins of your legs or lungs in the past. 
•  Tell your healthcare provider right away if you have any signs and symptoms of blood clots during treatment with 

OLUMIANT, including: swelling, pain or tenderness in the leg, sudden unexplained chest pain, or shortness of 
breath.

4. Tears (perforation) in the stomach or intestines. 
•  Tell your healthcare provider if you have had diverticulitis (inflammation in parts of the large intestine) or ulcers in 

your stomach or intestines. Some people taking OLUMIANT can get tears in their stomach or intestines. This 
happens most often in people who also take nonsteroidal anti-inflammatory drugs (NSAIDs), corticosteroids, or 
methotrexate.

•  Tell your healthcare provider right away if you have fever and stomach-area pain that does not go away, and a 
change in your bowel habits. 

5. Changes in certain laboratory test results. 
Your healthcare provider should do blood tests before you start taking OLUMIANT and while you take OLUMIANT to 
check for the following: 
•  low lymphocyte counts. Lymphocytes are white blood cells that help the body fight off infections. 
•  low neutrophil counts. Neutrophils are white blood cells that help the body fight off infections. 
• low red blood cell counts. This may mean that you have anemia, which may make you feel weak and tired. 

Your healthcare provider should routinely check certain liver tests. 
You should not receive OLUMIANT if your lymphocyte count, neutrophil count, or red blood cell count is too low or your 
liver tests are too high. 
Your healthcare provider may stop your OLUMIANT treatment for a period of time if needed because of changes in these 
blood test results. 
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You may also have changes in other laboratory tests, such as your blood cholesterol levels. Your healthcare provider 
should do blood tests to check your cholesterol levels approximately 12 weeks after you start taking OLUMIANT, and as 
needed after that. Normal cholesterol levels are important to good heart health. 

See "What are the possible side effects of OLUMIANT?" for more information about side effects. 
What is OLUMIANT? 
• OLUMIANT is a prescription medicine used to treat adult patients with moderately to severely active rheumatoid arthritis 

after treatment with at least one other medicine called a Tumor Necrosis Factor (TNF) antagonist has been used, and did 
not work well enough or could not be tolerated. 

• It is not known if OLUMIANT is safe and effective in children. 
Before taking OLUMIANT, tell your healthcare provider about all your medical conditions, including if you: 
• See “What is the most important information I should know about OLUMIANT?”
• have an infection.  
• have kidney problems. 
• have liver problems. 
• have low red or white blood cell counts. 
• have recently received or are scheduled to receive a vaccine. People who take OLUMIANT should not receive live 

vaccines. 
• have any stomach area (abdominal) pain or been diagnosed with diverticulitis or ulcers in your stomach or intestines. 
• are pregnant or plan to become pregnant. It is not known if OLUMIANT will harm an unborn baby. 
• are breastfeeding or plan to breastfeed. It is not known if OLUMIANT passes into your breast milk. You and your 

healthcare provider should decide if you will take OLUMIANT or breastfeed. You should not do both. 
Tell your healthcare provider about all the medicines you take, including prescription and over-the-counter medicines, 
vitamins, and herbal supplements. OLUMIANT and other medicines may affect each other causing side effects. 
Especially tell your healthcare provider if you take: 
• a medicine called probenecid. 
• any other medicines to treat your rheumatoid arthritis. For example, you should not take tocilizumab (Actemra®),

etanercept (Enbrel®), adalimumab (Humira®), infliximab (Remicade®), rituximab (Rituxan®), abatacept (Orencia®),
anakinra (Kineret®), certolizumab pegol (Cimzia®), golimumab (Simponi®), tofacitinib (Xeljanz®, Xeljanz® XR), sarilumab 
(Kevzara®), azathioprine or cyclosporine while you are taking OLUMIANT. Taking OLUMIANT with these medicines may 
increase your risk of infection. 

Know the medicines you take. Keep a list of them to show your healthcare provider and pharmacist when you get a new 
medicine. 
How should I take OLUMIANT? 
• Take OLUMIANT exactly as your healthcare provider tells you to take it. 
• Take OLUMIANT 1 time a day with or without food. 
What are the possible side effects of OLUMIANT? 
OLUMIANT can cause serious side effects including:  
• See “What is the most important information I should know about OLUMIANT?”
Common side effects of OLUMIANT include (these are not all of the possible side effects of OLUMIANT): 

• upper respiratory tract infections (common cold, 
sinus infections) 

• nausea 

• cold sores 
• shingles 

Call your doctor for medical advice about side effects. You may report side effects to FDA at 1-800-FDA-1088. 
How should I store OLUMIANT? 
Store OLUMIANT at room temperature between 68°F to 77°F (20°C to 25°C). 
Keep OLUMIANT and all medicines out of the reach of children. 
General Information about the safe and effective use of OLUMIANT. 
Medicines are sometimes prescribed for purposes other than those listed in a Medication Guide. Do not use OLUMIANT for 
a condition for which it was not prescribed. Do not give OLUMIANT to other people, even if they have the same symptoms 
that you have. It may harm them. 
You can ask your healthcare provider or pharmacist for information about OLUMIANT that is written for health professionals. 
What are the ingredients in OLUMIANT? 
Active ingredient: baricitinib 
Inactive ingredients: croscarmellose sodium, magnesium stearate, mannitol, microcrystalline cellulose, ferric oxide, lecithin 
(soya), polyethylene glycol, polyvinyl alcohol, talc, titanium dioxide. 
OLUMIANT is a registered trademark of Eli Lilly and Company. 
Marketed by: Lilly USA, LLC Indianapolis, IN 46285, USA 
Copyright  yyyy, Eli Lilly and Company. All rights reserved. 
For more information, call 1-800-545-5979 or go to the following website: www.olumiant.com. 

This Medication Guide has been approved by the U.S. Food and Drug Administration Issued: 05/2018 
BAR-A3.0-0000-MG-YYYYMMDD 

Reference ID: 4271150 


































































































































































































































































































































































































































































