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CORAM:

HON'BLE MR. JUSTICE S. RAVINDRA BHAT

HON'BLE MR. JUSTICE A.K. CHAWLA

MR. JUSTICE S. RAVINDRA BHAT

%
“Youth fades, love droops, the leaves of friendship fall. A mother’s
secret hope outlives them all. ”—Oliver Wendell Holmes.
1. This common judgment disposes of a batch of writ petitions challenging the

validity of a notification; the writ petitioners complain that the impugned
notification endangers the lives of pregnant women and young mothers. The said
notification [GSR  411(E) dated - 27.04.2018 (hereafter “impugned
notification”]was issued by the Union of India and the Ministry of Health &
Family Welfare (the first two Respondents, referred to variously as “MHA” and
“UOI” respectively), acting through the third respondent in exercise of the powers
under Section 26 Aof the Drugs and Cosmetics Act, 1940 (hereafter the “Act”).The
notification prohibited the manufacture and distribution for domestic use, of the
essential drug OXYTOCIN injection for human use, by private sector companies,
including the Petitioners. The Petitioners also challenge the validity of an Office
Memorandum dated 21.05.2018 in File No. X-11026/103/2018-BD (Annexure P-
31-hereafter “impugned OM”) issued by the fourth Respondent (hereafter “DCI”).

W.P.(C) 6084/2018 & connected matters Page 2 of 100



2. The facts of the case are that the BGP Products Operations Gmbh (hereafter
“BGP”) is the petitioner in W.P.(C) 6084/2018; the petitioner in W.P.(C)
8555/2018 1is an association, All India Drug Action Network (“AIDAN”); that in
W.P.(C) 8666/2018 is the Neon Laboratories Ltd. (“Neon”); and in W.P.(C)
9601/2018 is the Ciron Drugs and Pharmaceuticals (P) Ltd (hereafter “Ciron”).
BGP is the subsidiary of Mylan Inc, a leading generic pharmaceutical
manufacturer; Neon and Ciron, likewise are drug manufacturers; all of them hold
licenses to manufacture Oxytocin, which is termed as an essential medicine in
terms of the 20th World Health Organization (WHO) Model List of Essential
Medicines, March, 2017. Oxytocin injection is also included as an essential
medicine under National List of Essential Medicines, 2015 (NLEM) published
under the First Schedule to the Drugs (Prices) Control Order, 2013. According to
the petitioners, Oxytocin is recommended by WHO as the first line drug for
prevention and treatment of postpartum haemorrhage (excess bleeding
immediately after childbirth). Oxytocin is also drug of choice used for pregnant
woman for induction or reinforcement of labor. It is also used in state of
incomplete or threatened abortion. Postpartum Haemorrhage (PPH) occurs when a
woman bleeds excessively after she gives birth. As she bleeds, she become anemic
and goes into shock and may eventually die of the condition if the bleeding does
not stop or she does not receive blood transfusion. Worldwide, every year 8
million of 136 million women who give birth develop PPH. PPH is a leading cause
of maternal mortality and causes a quarter of all 2,79,000 maternal deaths that
occur yearly worldwide or approximately 69,000 deaths. Stemming postpartum
bleeding among animals, prominently cattle, during childbirth, is also a known
veterinary and approved use of the drug. The World Health Organization (WH)
describes the post-partum period as the most critical “yet the most neglected phase
in the lives of mothers and babies” and that most maternal and/or new born deaths

occur during this period (Ref. “WHO Recommendations on postnatal care of
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mothers and newborns” WHO Publication, 2014
http://www.who.int/maternal child adolescent/documents/postnatal-care-recommendations/en/
accessed at 09:31 hours, 28.11.2018).

3. It is stated that Oxytocin is capable of misuse by its administration in cattle

to induce easier lactation; it can also be injected in fruits and vegetables to
artificially induce their ripening. It is alleged that such the respondents’ failure to
check the misuse of the life-saving drug results in its abuse in cattle. The
petitioners allege that State and Central Authorities are tasked with preventing
Oxytocin misuse but failed to check and curb such misuse. It is contended that this
failure has resulted in the impugned notification, which completely prohibited the
manufacture and distribution of the product by licensees, who had no history of
abuse of the licenses issued to them. All the petitioners cite a notification, E.S.R.
29 (E) dated 17.01.2014 issued under Section 26 A of the Drugs Act, which
directed that the manufacture of the Oxytocin formulations can only be by the
manufacturers who are licensed under the Drugs and Cosmetics Rules, 1945
(hereafter “the Rules”) and further that oxytocin formulations meant for veterinary
use shall be sold to the veterinary hospitals only. Further curbs with respect to
Oxytocin, were in the form of regulation that pharmacists had to maintain a record
with respect to sale of each Oxytocin drug or injection/ampoule.

4. It is argued on behalf of the petitioners, by learned senior counsel, M/s C.S.
Vaidyanathan, Jayant Bhushan and Colin Gonzales, that the predominant or sole
rationale for the impugned notification is the direction contained in a judgment
dated 15.03.2016 passed by the Himachal Pradesh High Court (in CWPIL No.
16/2014)which, inter alia, directed the State of Himachal Pradesh (“HP”) and
Central Government bring about an efficient Drug Regulatory System both at the
Centre and the State for better coordination and handling of entire problem as to
regulate the manufacture, import and distribution, especially, drugs like Oxytocin;

and that HP was in particular directed to examine the licenses of all the existing
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manufacturers of such drugs to ensure that the same have been issued strictly in
accordance with the Drugs and Cosmetics Act and Rules. It was submitted that of
the twelve directions, given by the High Court only two were for the Central
Government and rest were for the State. The directions to the Central Government
are in para 21(i) and (ii). That judgment, did not in any manner call upon the
Central Government to prohibit the manufacture of Oxytocin by Indian
manufacturers. The entire emphasis of the judgment in the directions passed
demonstrates that the High Court recognized problems relating to misuse of
Oxytocin were not because Oxytocin was being manufactured in India but
because, it was either being illegally diverted / smuggled / imported and sold and
that there was not enough that the Central or State machinery was doing to prevent
it.

5. It is urged that Oxytocin is an active ingredient in the pharmaceutical
product, and is sold under various brands; BGP sells it under the brand name
SYNTOCINON. It is available in India for the last 40 years and is used to induce
labour; enhancement of labour in certain cases of uterine inertia; early stages of
pregnancy as adjunctive for management of incomplete, inevitable and imposed
abortion; during caesarean section but after delivery of child and lastly, prevention
of post-partum uterine atony and haemorrhage. It is submitted that owing to its
assured safety and quality, Oxytocin is a preferred product for human use. BGP
says that it acquired all rights, including goodwill and reputation from its erstwhile
owner - Novartis AG through an asset purchase agreement dated 17.08.2017. The
second petitioner in BGP’s writ petition is the distributor/wholesale licensee of the
drug license issued in that regard. Learned counsel points to the fact that Oxytocin
Is a peptide hormone comprising of nine amino acids, produced in the human brain
and released by the posterior pituitary. It was discovered in 1906 by Henry Dale.
Its molecular structure was determined in 1952 as a uterine stimulant hormone. It

Is indicated for human consumption to induce labour and also primarily used to
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prevent post-partum haemorrhage and excessive bleeding from the uterus
following child birth.

6. The petitioner cited published figures, to say that 50% pregnancies in India
are post-term, i.e. those which reach 42 weeks and premature rupture of
membranes occurs in 5-10 %. It is claimed that pregnancy induced hypertension
leads to mortality deaths between 52,000 and 77,000 annually. These conditions
could be effectively managed by induction or augmentation of Oxytocin. It is
contended that UN Population Fund and its partners have identified Oxytocin as
one of the four priority medications to save mother’s life during pregnancy and
child birth. WHO has also cited to say that Oxytocin is to be regarded as the first
option for induction of labour in cases where prelabour rupture of membrane
occurs. It is also recommended for post-partum and post abortion haemorrhage as
it is more stable than Ergometrine.

7. Learned counsel urged that Oxytocin injection for human use was included
in the National list of Essential Medicines (NLEM) in 2011 and continues to be
listed in the latest version published in 2015. According to the National
Pharmaceutical Pricing Policy of 2012, the essential criteria for drugs is
determined by considering the listed medicines specified in the NLEM as revised
from time to time. NLEM is prepared by an expert core committee constituted by
the DGHS out of the world model list of essential medicines. Learned counsel
highlighted that according to the drug pricing policy, NLEM contains medicines
“that satisfy the primary health needs of the country’s population.”

8. It is submitted furthermore, that approval for inclusion of any drug in the
NLEM is given only after the Expert Committee appointed by the second
respondent — the Union Health Ministry is satisfied with respect to the safety and
efficacy of the concerned drug. Furthermore, for inclusion in the NLEM, the Core
Committee’s report of 2015 provides inter alia 5 parameters, i.e. that the medicine

should be approved and licensed in India; that it should be useful in disease which
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is a public health problem in India; it should have proven efficacy and safety
approval based on valid scientific evidence and should be aligned with current
treatment guidelines and it should be stable in storage conditions in India.

9. Learned counsel also point out that Oxytocin for human use was included in
the 6" edition of India Pharmacopeia [hereafter “IP”’] and rely upon the IP 2014
and IP 2018 which continued to provide Oxytocin injections for human use. It is
submitted that IP is the book of standards which can be relied upon for quality of
products of the Central and State drug control organizations.

10.  The petitioners urge that the Union Government recognized the critical role
of the private sector in the pharmaceutical industry since 1995 and the UN also
recognized in 1996 that reservation of bulk Oxytocin exclusively for public sector
was neither necessary nor expedient in public interest. They submit that the 1994
drugs policy abolished industrial licensing, also allowed foreign investment in the
country and largely dispensed with reservation of drugs exclusively for public
sector. In 1956, 15 bulk drugs not excluding Oxytocin were exclusively reserved
for public sector and the 1994 policy reduced its exclusivity to 4 bulk drugs —
Vitamin B1, Vitamin B2, Tetracycline and Oxy Tetracycline. These too were done
away in 1999 through Press Note No.3 which recognized that reservation was no
longer necessary in public interest. It is underlined that even in 1986, with the
previous restrictive drug licensing regime, all companies, including under the
FERA, were eligible for licenses for Oxytocin bulk drug. It is, therefore,
highlighted that this means that the bulk drug Oxytocin or the active
pharmaceutical ingredient has never been reserved for public sector nor is it so
even after the impugned notification.

11.  The petitioner partly rely upon the draft pharmaceutical policy of 2017
which recognized the role played by the public sector and the negligible
contribution of public sector in the pharmaceutical industry. The following extracts

of the report are highlighted:
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“1.1 The Pharmaceutical Industry in India is robust and thriving.
The annual turnover of the Industry in 2015-16 was Rs.2,04,627.15
Crores. Of these the exports constituted Rs. 110,5,342.20 Crores
(Data source — CMIE — Economic Outlook) and the domestic
consumption according to ‘Pharma trac’ data was Rs.98,414.4
Crores [Pharma trac is the database of All India Organization of
Chemists and Druggists & Advanced Working, Action and
Correction System (AWACS)]. The Indian Pharmaceutical sector is
largely fuelled by exports and is the 3™ largest foreign exchange
earner for India. According to the CMIE data, the industry has been
growing at a Compound Annual Growth Rate (CAGR) of
approximately 10% for the period 2010-11 to 2014-15. However, the
growth rate is coming down from 14.36% in 2010-11 to 8.68% in
2014-15 (based on sales data of CMIE Industry Outlook). It employs
about 2 Million work force across the value chain. 1.2 It is a private
enterprise driven industry and the contribution of the Public Sector
Undertakings (PSU) are negligible.”

12.  Learned counsel submitted that the Drugs Consultative Committee (DCC)
Is an advisory Committee set up under Section 7 of the Drugs Act to advise the
State Governments, Drug Tariff Advisory Board and the Union government on any
matter tending to secure uniformity throughout India. The petitioner referred to the
DCC’s minutes of the 44™ meeting (dated 20.07.2012); 46™ meeting (dated
12/13.11.2013) and the 49™ meeting, stating that none of these advised the Central
Government or the respondent on the need to take action of such magnitude as to
prohibit the manufacture and sale of Oxytocin by private licensees altogether for
national purposes. It was submitted that a careful and plain reading of its minutes
would show that several sections of medical experts undoubtedly flagged concerns
with respect to alleged misuse of Oxytocin in the dairy sector but never did the
DCC recommend or approve complete prohibition of drug manufacture by private
licensees, and preferred monopoly by the Public Sector. Likewise, the
recommendations and meetings of the Drug Technical Advisory Board (DTAB),
particularly the minutes of the 65, 67", 69™, 70" and 78™ meeting are relied upon.

Learned counsel submitted that the recommendations of the expert bodies under
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the Drugs Act led to the Central Government increasing the regulatory control,
especially with respect to marketing of Oxytocin. It is submitted that secondly, on
17.01.2014, the respondent issued a notification restricting bulk drug supply to
manufacturers licensed to produce Oxytocin; furthermore, formulations made for
veterinary use could be sold only to veterinary hospitals. It is submitted that this
was the direct result of the recommendations of the 65" meeting of the DTAB.
Learned counsel also relied upon the minutes of the 76" DTAB meeting (dated
18.08.2015) which had recorded that Oxytocin manufacture in accordance with
law has the highest costs and is not used in dairy sector to extract milk and further
that the raw material or bulk drug is clandestinely smuggled into the country and
manufactured clandestinely and sold to dairy owners. It is submitted that likewise
in reply to a query in the Parliament on 01.08.2014, the Union Minister of Health
and Family Welfare admitted that there was some reports in media about the
misuse of Oxytocin injection and further “scientific data on the extent of such
practice is not available”. It was stated that that the Minister clearly stated that
according to the expert body Indian Council for Agricultural Research (ICAR),
“no ill effects have been observed in the animals in the experiments carried out on
the use of Oxytocin”

13.  All counsel highlighted that the available materials with the Central
Government clearly indicated that there was no widespread misuse of Oxytocin by
manufacturers licensed in accordance with law and rather that the formulation was
clandestinely and illegally smuggled into the country from border States and
crudely mixed with other substances for sale to the dairy sector. It was urged that
this assumption of widespread misuse is the basis for the impugned notification
which comprehensively bans manufacture for the purpose of domestic sale of
Oxytocin in India. Learned counsel highlight that this material as indeed any other
material with respect to alleged “widespread” misuse of Oxytocin on the part of

the licensed manufacturers is so scanty and appears to have no proximity with the
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response by the Central Government in issuing the impugned notification as to
render it manifestly arbitrary and, therefore, violative of Article 14. It is also
submitted that there is no scientific data or reliable material to show that Oxytocin
has deleterious effect on cattle, as to be injurious to their health.

14.  Learned counsel argued that the impugned notification is ultra vires and
contrary to the powers granted to the Central Government under Section 26A. It is
argued that the provision plainly enacts that the power can be exercised based
upon satisfaction and availability of objective scientific material that a drug for
human use poses risk to human life and/or is lacking in therapeutic value claimed
or therapeutic justification. Further, the exercise of power under Section 26A
presupposes that the Central Government is satisfied that a drug for human use

poses risk to human health and is lacking therapeutic value claimed or therapeutic

Justification. Such satisfaction is to be based on objective material regulation or
restriction, sufficient to control, manufacture or use.

15. It is submitted that in the present case, all the material on record, including
the minutes of the DCC, DTAB, the replies to the queries posed in Parliament and
the figures of alleged widespread misuse of Oxytocin in the dairy sector do not
state that Oxytocin per se pose risk or danger of any kind to human life or that it
does not have therapeutic value claimed or that it contains ingredients in such
quantity for which there is no therapeutic justification. It is submitted that unless
there is substantive material in the form of scientific data and objective
justification, to so conclude, the ban of drugs manufactured by valid licensees,
whose drugs have consistently met with safety standards besides all other technical
and therapeutic stipulations cannot be denied market entry. Learned counsel relied
upon the decision of the Supreme Court in Union of India v. Pfizer Limited 2018
(2) SCC 39 which held that the Central Government should be satisfied that a drug
or cosmetic is likely to involve risks to human use or family or that the drug does

not have therapeutic value claimed or contains ingredients in such quantities for
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which there is no therapeutic justification. It is stated that the Court recognized the
role of the expert bodies, i.e. the DTAB constituted under Section 5 and the DCC
constituted under Section 7 of the Drugs Act. It was urged that even though the
Court held that the power under Section 26A cannot be premised upon previous
consultations with the DTAB nevertheless if there is overwhelming material by
expert bodies, such as deliberations and Committee reports of DCC and DTAB,
they are to be taken into account and cannot be brushed aside. Learned counsel
submitted that in the facts of this case, the decision making by the Central
Government through the impugned notification, enabling only the public sector
entities, reserving manufacturing of Oxytocin for domestic use to the public sector,
Is based on utterly inadequate and scanty material given the severity of the
restriction - it amounts to prohibition altogether from the legitimate exercise of the
right to carry on trade. The material has no proximity to the nature of the measure,
I.e. complete ban on manufacture.

16. Learned senior counsel pointed out that significantly the bulk drug
manufacturer of Oxytocin formulation has not been prohibited from producing it
or selling it nor has it been monopolised by the public sector. It continues to be
manufactured by one single producer, who would continue (as it hitherto did in the
past, to supply the Active Pharmaceutical Ingredient (API) Oxytocin for
production of the drug formulations that can be retailed in injectable forms.
Learned counsel also underlined that nor has manufacture for the purpose of export
sale by the private licensees, including several petitioners been banned. These
indicate clearly that Oxytocin — both the bulk drug as well as one retailed for
ultimate consumption neither pose risk or danger to human life nor lack
therapeutic value or justification. On the contrary, Oxytocin continues to be in the
list of essential medicines. The complete ban on manufacture by private entitles
who continue to hold valid license in this regard, is therefore, arbitrary and

unreasonable and violate of Articles 19(1)(g) and 14 of the Constitution of India.
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17. It is highlighted that the UOI cannot fall back upon the public interest
element in Article 19(6) of the Constitution of India that enables it to enact a
measure, completely taking over the manufacture or trade in one activity. In this
regard, it is submitted that the exception under Article 19(6), enabling State
monopoly is visualized in a situation where one of the predominant aspects of law
Is to provide for taking over of the business- whatever be its nature or
nomenclature. It was submitted that Section 26A cannot be, by any stretch of the
imagination, or on a plain interpretation, be construed as indicative by Parliament
as a law through which the State “has enabled the carrying on by State or by
Corporation owned or controlled by the State, of any trade, business, industry or
service, whether to the exclusion - complete or partial - of the citizens or
otherwise.” It was argued that Article 19(6) aids or protects any law relating to
creation of monopoly and handle those provisions of law integrally connected to
the creation of the monopoly. The learned senior counsel submitted that Section
26A was not concerned with the creation of monopoly at all but rather with the
regulation of manufacture of drugs, having regard to the prescribed factors, i.e.
satisfaction of the Central Government that a drug posed a risk to life or health of
human beings or animals or did not possess therapeutic values claimed or decision
provided. The continued use of Oxytocin in the present case is an express
indication of the conditions under Section 26A do not apply. Therefore, the
reservation to the public sector, for the purpose of domestic manufacture clearly is
a statutory override and cannot be supported by Section 26 A of the Drugs Act.

18.  Learned counsel submitted that the licenses issued to drug manufacturers —
who are over 100 in number, have neither been cancelled nor suspended. This
means that such of the manufacturers who have authorisations or permissions to
export Oxytocin can continue to produce the drug. The statistics on record in this
regard were relied upon to say that for producing 600,00,000 (6 crore) ampoules-

which is needed for human and veterinary use in India, 2 kg. of Oxytocin API is
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necessary, to meet the annual overall national needs. It is highlighted in this
context, that Oxytocin production for export sale accounts for 10 times that
number, or 20 kgs, annually. Thus the bulk of such manufacture — of the ultimate
product, is permitted. It was urged that in the absence of any widespread
documentation of lapse or wrongdoing by licensed manufacturers, (very few of
whose licenses have been suspended or cancelled), the allegations of “widespread
misuse” which form the essential premise for the impugned notification, cannot
support the ban.

19. It is argued, lastly, that the Union Government’s attempt to bolster its case
by relying on facts and figures collected post the issue of impugned notification is
arbitrary. It is submitted that the notifications are to be judged, for their legality on
the basis of materials which were taken into consideration at the time of decision
making. Reliance is placed on Mohinder Singh Gill and Anr. v. The Chief Election
Commissioner and Ors [1978] 2SCR 272 and Commissioner of Police v
Gordandas Bhanji AIR 1952 SC 16 that “public orders, publicly made, in exercise
of a statutory authority cannot be construed in the light of explanations subsequently
given” of what was intended to be done and that “Public orders made by public
authorities are meant to have public effect and are intended to affect the acting and
conduct of those to hum they are addressed and must be construed objectively with
reference to the language used in the order itself”.

20. It is contended that even if the material, brought on the record, after August,
2018 is taken into account, it does not support the picture that there was any
widespread or significant misuse of oxytocin API by licensed manufacturers; the facts
and figures relating to enforcement quoted were the same cited earlier. It was argued,
further that the attempt to statistically link excess production of the pharmaceutical,
by deducing that given the bulk drug supplied, if a 30% production loss were factored,
less final products would be manufactured, is inherently flawed. It is submitted that

without concrete cases of seizures or cancellation of licenses, the inferences drawn to
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justify the impugned notification is dangerous, because it ignores efficiencies in
production and is premised on a flawed assumption that with 2 kg API annually
supplied to licensees, somehow more than the capacity available, can be achieved, in
drug production.

21.  The Central Government had filed a brief affidavit on 23.08.2018, resisting
all these writ proceedings and contending that the misuse of Oxytocin in the dairy
sector, was serious and required appropriate response which was the basis for the
Impugned measure. It was highlighted that the sole public sector unit — Karnataka
Antibiotics Limited (KAPL) has the capacity to produce 1.8 lakhs ampoules per
day with an output of 1.7 lakh ampoules. This, it is submitted, would adequately
cover the national requirement of approximately 1.6 lakh ampoules per day given
the birth rate of 7.8 lakhs per annum. It was submitted that KAPL has Pan-India
presence with 20 branches, over 700 distributors who cover all 29 States and UTs.
Later, on 19.09.2018, the Union of India filed a comprehensive and detailed
affidavit. It states that misuse of Oxytocin had been engaging the attention of the
various stakeholders since 1997. It submits that widespread misuse of Oxytocin
impelled the HP High Court by its judgment of 15.03.2016, to issue directions for
regulation of manufacture, distribution and sale of the drug and consider feasibility
of manufacturing, only to public sector units. It is submitted that Oxytocin has two
primary uses, i.e. preventing uterus bleeding during child birth and stimulating of
milk secretion. It is submitted that Oxytocin has proved to be a potent artificial
hormone used for labour pain in human beings; it induces active labour; increases
force of contraction in labour as well as stimulates milk secretion. Realising that
Oxytocin has potential use for milk secretion, certain unscrupulous elements have
— in the past indulged in its widespread misuse illegally, in the dairy sector.

22. It is submitted that the first misuse of Oxytocin was noticed in the 31st
meeting of the DCC (21/22.08.1997) for veterinary purposes; the body

recommended raising of more information. Likewise, in the 36™ meeting (dated
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23/24.06.2005) of the DCC, misuse of Oxytocin in the veterinary sector was
discussed and it was gone into in the 40th meeting. This meeting acknowledged
that the drug was manufactured in a clandestine manner and used by the dairy
owners in the veterinary sector. At the same time, the DCC also observed that
Oxytocin has defined place in the medical treatment. Likewise, several meetings —
the 43" meeting (dated 14.11.2011); 44™ meeting (dated 20.07.2012); 46" meeting
(dated 12-13.11.2013), all flagged concerns with respect to misuse of Oxytocin in
the veterinary and dairy sector. In fact, the last 46" meeting recommended that
manufacturers of the bulk drug Oxytocin should supply the API only to licensed
manufactures of Oxytocin and that injections should be banned for veterinary use.
Similarly, the DCC minutes of meeting of the 49" and 50" meeting (on 16.10.2015
and 04/05.11.2016 respectively) discussed the issue of veterinary misuse of the
Oxytocin. Likewise, the fact that DCC was apprised of misuse of Oxytocin and its
recommendation to keep strong vigil, in the 50" meeting was relied upon. Lastly,
the minutes of meeting of the 53" and 54" meeting (dated 18.09.2017 and
09.04.2018) were relied upon. The Central Government also relied upon the
minutes of the DTAB meeting, i.e. 64", 65", 67", 69" 70", 78" and 80™ meetings
in support of the arguments that widespread and misuse of Oxytocin which was
noticed and effective measures were insisted upon.

23.  Itis urged by the learned Solicitor General (SG) Mr. Tushar Mehta and the
Additional Solicitor General (ASG) Ms. Maninder Acharya, that the
recommendations of the minutes of DCC and the DTAB were taken into account
by the Central Government at the time when the impugned notification was issued.
They also highlight that the Drugs and Cosmetics Rules, 1945 (“Drug Rules”) was
amended on 03.04.2001.These state that Oxytocin injection had to be packed in a
single unit blister pack to avoid its bulk sale. The learned ASG highlighted that on
17.01.2014, acting upon the recommendations of the DCC, a notification was

issued, amending the rules, restricting the sale of bulk Oxytocin to only
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manufacturers licensed by law and further completely restricting the sale of the
drug for veterinary use to veterinary hospitals. It is submitted that this notification
— of 17.01.2014 was challenged before the Punjab and Haryana High Court in
Narang Medical Store v. Union of India [ W.P. (C) 7135/2014]; by judgment dated
28.01.2016, the restriction was upheld and the ban on sale by anyone other than
veterinary hospital was held to be legal. It is submitted that hence restrictions that
can be prescribed cannot be in any manner artificially curtailed by literal
interpretation.

24.  The SG and ASG also submitted that an inter-Ministerial Committee under
the chairmanship of DGHS was held on 25.09.2014 to consider the issue of
regulating Oxytocin drug in the country. Pursuant to this, a letter was issued on
22.10.2014, to consider for strict control over manufacture, distribution and sale of
the product to curb misuse. Likewise, reminders were issued on 04.12.2014 and
18.02.2015 in this regard. The letter dated 15.04.2015 by the Drug Controller
General to all State Drug Controllers to curb misuse of Oxytocin by dairy owners
for milk production was relied on. It is submitted that a surprise raid was
conducted on 16.10.2014 by the officers of North Zone of the Drugs Control
Department of Delhi. The other letters emphasized the need to keep strong watch
and vigil over model practices was brought to the notice of the Court. The Central
Government in its affidavit relies upon the judgment of the Himachal Pradesh
High Court, particularly, the direction issued to it “fo consider the feasibility of
restricting the manufacture of Oxytocin only to public sector company”. The
Central Government then outlined its decision as follows: “ Answering respondent
made its endeavour to comply with the various directions as passed by the Hon 'ble
Court in the judgment. The Answering Respondent also apprised other Ministries
to comply with the directions as ordered by the High Court. The Answering
Respondent also took various steps relating to Ministry of Health and Family

Welfare in so far as to comply with the Hon ble Court.”
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25. It is stated that between 29" and 30.08.2018, data was collected from all
manufacturers of Oxytocin as also from API manufacturers by deputing drug
inspectors. It is submitted by learned the SG that a notification, under Section
26Ais pursuant to exercise of power that is legislative in character. He relied upon
the order of the Supreme Court in UOI v. Cynamide India Pvt. Ltd 1987 (2) SCC
720; E Merck (India) Limited v. UOI 2001 (90) DLT 16; Macleods
Pharmaceuticals Limited v. UOIl 2012 SCC online Mad 1735 and Franklin
Laboratories India v. Drugs Controller (India) Limited AIR 1993 P&H 107.

25. It was contended that the jurisdiction to exercise power under Section 26A
by the Central Government, to issue the impugned notification is justified and
valid. In this regard, the observations in Pfizer (supra) was relied upon. It is stated
that sufficient material under Section 26A existed by way of abundant material,
collected over a period of time of several years. Particularly, learned SG relied
upon the following observations in Pfizer (supra):

“16....1t is clear that the additional power that is given to the
Central Government under Section 26A does not refer to and,
therefore, mandate any previous consultation with the DTAB. On the
contrary, the Central Government may be ‘satisfied” on any
relevant material that a drug is likely to involve any risk to human
beings etc. as a result of which it is necessary in public interest to
regulate, restrict or prohibit manufacture, sale or distribution
thereof. So long as the Central Government’s satisfaction can be
said to be based on relevant material, it is not possible to say that
not having consulted the DTAB, the power exercised under the said
Section would be non-est. Take the case of an FDC that is banned in
50 countries of the world owing to the fact that the said FDC
involved significant risk to human beings. Assuming that the Central
Government is satisfied based on this fact alone, which in turn is
based on expert committee reports in various nations which pointed
out the deleterious effects of the said drug, can it be said that
without consulting the DTAB set up under Section 5, the exercise of
the power under Section 26A to prohibit the manufacture or sale or
distribution of a drug that is banned in 50 countries would be bad
only because the DTAB has not been consulted? The obvious answer
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26.

through the impugned notification, (which falls within the description of law)
creating State monopoly, should be presumed to be in the interest of general
public. The observations that there are no limits on the power of the State with
regard to creation of State monopoly emphasizing the width of such powers were
relied upon. It is submitted that the decisions of the Supreme Court with respect to
the presumption of public interest in the case of any law or measure which creates
a public monopoly was reiterated in several other decisions such as Orient Paper
Industries Pvt. Ltd. v. State of Orissa 1991 (1) SCC Suppl.81; State of Tamil Nadu
v. L. Abu Kavur Bai and Ors. 1984 (1) SCC 516; Tinsukhia Electric Supply Co.
Ltd. v. State of Assam and Ors. 1989 (3) SCC 709 and Uday Singh Dagar and Ors.

is no inasmuch as the Central Government’s satisfaction is based
upon relevant material, namely, the fact that 50 nations have banned
the aforesaid drug, which in turn is based on expert committee
reports taken in each of those nations. Take another example.
Suppose the Central Government were to ban an FDC on the ground
that, in the recent past, it has been apprised of the fact that the
FDCs taken over a short period of time would lead to loss of life,
which has come to the notice of the Central Government through
reports from various district authorities, in let us say, a majority of
districts in which the said FDC has been consumed. Could not the
Central Government then base its ban order on material collected
from district authorities which state that this particular drug leads to
human mortality and ought, therefore, to be prohibited? The obvious
answer again is yes for the reason that the Central Government has
been satisfied on relevant material that it is necessary in public
interest to ban such drug. Examples of this nature can be multiplied
to show that the width of the power granted under Section
26A cannot be cut down by artificially cutting down the language
of Section 26A ....... 7

The SG relied upon the observations of the Supreme Court in Akadasi
Pradhan v. State of Orissa and Ors. AIR 1963 SC 1047 and submitted that by

virtue of Article 19(6), any law, and in this case, the subordinate legislation,

v. UOI and Ors. 2007 (10) SCC 306.
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27.  The learned ASG submitted that in regard to issues and matters, including
complex assumptions that even otherwise in regard to decisions that concern issues
affecting the public at large, especially public health, the Courts have declined to
interfere in judicial review. In support, learned ASG relied upon the Directorate of
Film Festivals v. Gaurav Ashwin Jain and Ors. 2007 (4) SCC 737; Systopic
Laboratories Pvt. Ltd. v. Dr.Prem Gupta 1994 Suppl (1) SCC 160 and Macleods
Pharmaceuticals Limited v. UOI 2012 SCC online Mad 1735.

28. Itis also urged by the ASG that between 29" and 318 August, 2018, data
was collected from all the licensed manufacturers of Oxytocin formulation and
also from the API manufacturer (M/s Haemmo Pharma) by deputing Drug
Inspectors. Based on the collected data, analysis was made to match the quantity of
oxytocin formulation produced with the quantity of API procured, most of the
cases, discrepancies were observed. The details of the statistics collected and
analyzed were relied on to say that the Central Government was justified in issuing
the impugned notification. It is further submitted that the Trafficking of Persons
(Prevention, Protection and Rehabilitation) Bill, 2018 stipulates and recognizes the
rampant and systemic abuse of the chemical substances by administering them on
a person for the purposes of early sexual maturity. The ASG referred to Clause 31
of Bill, to say that this is additional justification for the impugned notification and
creation of monopoly in favour of a State enterprise, which would then eliminate
the possibility of any misuse. The notes for Clause 31 reads as follows:

"Clause 31 of the Bill seeks to provide for the offence of aggravated
forms of trafficking, such as trafficking for the purpose of forced
labour or bonded Ilabour by using violence, intimidation,
inducement, promise of payment of money, deception or coercion or
by subtle means including, allegations of accumulated debt by the
person, retention of any identity paper, threats of denunciation to
authorities, or for the purpose of bearing child, either naturally or
through assisted reproductive techniques, or by administering any
narcotic drug or psychotropic substance or alcohol on a person for
the purpose of trafficking or forcing him to remain in exploitative
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condition, by administering any chemical substance or hormones on
a person for the purpose of early sexual maturity, or for the purpose
of marriage or under the pretext of marriage trafficks a woman or
child after marriage, or by causing serious injury resulting in
grievous hurt or death of any person, including death as a result of
suicide as a consequence of trafficking of person, or who is a
pregnant woman or the offence results in pregnancy of the person,
or by causing or exposing the person to a life threatening illness
including acquired immune-deficiency syndrome or human
immunodeficiency virus, or for the purpose of begging, or who is a
mentally ill person as defined in clause (1) of section 2 of the Mental
Health Act, 1987 or a person with disability as defined in clause(s)
of section 2 of the Rights of Persons with Disabilities Act, 2016, or
as a consequence of trafficking, the person becomes mentally ill or
disabled, or by encouraging or abetting any person to migrate
illegally into India or Indians in to some other country."

29. It was submitted that the statistic and data collected shows that 6 seizures
were made between 2015-16 and 2017-July 2018 in Andhra Pradesh; 12 cases
were instituted for Oxytocin injection misuse in the dairy sector and vegetables,
for violation of the Drugs and Cosmetics Act and Rules, resulting in 12 FIRs, in
the State of Bihar. This included seizures of drugs worth ¥ 35 lakhs, resulting in

two arrests, 3 prosecutions and cancellation of two licenses. The detailed chart in

respect of Telangana, relied on by the respondents, is extracted below:

S.No Date Name of firm Seized Remarks
quantity  of
Oxytocin
1. 30-8-2014 Tawakkal Medical & 170x100 | Complaint was
Gen Stores, ml vials filed against
Telengana accused in
court; case
pending
2. 2-9-2015 | Rahul Kumar Mukhta, | 410x100 ml | Complaint was
Hyderabad vials filed against
accused in
court; case
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pending

3. 12-9-2014 Banwarilal Bansal 300x100 ml Complaint
and Suresh Kumar vials was filed
Gupta, Hyderabad against
accused in
court; case
pending
4. 12-9-2014 | Dharanand Agarwal 351x100 ml | Complaint was
and Sub hash vials filed against
Agarwal, Hyderabad accused in
court; case
pending
5. 25-9-2014 | Chittibonia Damodar 47x100 ml Complaint was
filed against
accused in
court; case
pending
6. 28-8-2014 Appanapalli Anjaiah 50x100 ml Complaint was
and M/s Shanta filed against
Pharma accused in
court; case
pending
7. 31-8-2015 Sanjeevini Medicals 23x60 ml Under
investigation
8. 1-3-2015 Mohd. Arif 130x60 Under
ml investigation
9. 5-3-2015 Lachu Rai 400x60 Under
ml investigation
10. 5-3-2015 Mohd. Khaled 300x60 Under
ml investigation
11. 5-3-2015 Mukesh Agarwal 200x60 Under
ml investigation
12. 10-7-2018 B. Suresh Kumar 230x200 Illegal sale
Gupta ml and stocking;
value of stock
was Rs. 2300/-
; it was seized
and kept in
safe custody.
13. 10.07.2018 | Mr. Abdul Khaled 400 x 200 ml | Hlegal
600 x180 ml | manufacturing
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and 200 x |and sale.
140 ml Value of
seized
property IS
Rs.1,20, 000/-;
it was
deposited in
court for safe
custody.
Investigation
IS under
progress.

30.  The ASG relied on data showing that in Karnataka, during the period 2012-
2018 one seizure of 293x100 ml in the residence of one individual took place,
which has resulted in an FIR and further investigation; no reported case was
discerned in Madhya Pradesh; in Rajasthan, 73 plastic bottles were seized in
Jaipur and 264 bottles of Oxytocin, injection as well as 76 bottles in Jodhpur and
17 bottles of Oxytocin were found in M/s Manish Provision store; in Tamil Nadu,
4 cases were initiated against animal feed traders for stocking and sale of Oxytocin
contrary to provisions of the Drugs Act. It was submitted that in UP, 11 FIRs were
lodged against misuse of Oxytocin injections. In Delhi, in the last 3 years; a case
where two accused were apprehended on 22™ September, 2015 in the Railway
Station and complaint registered against them, is mentioned. In Jharkhand, 9 FIRs
and prosecutions were launched in the last 3 years. It is submitted that on two days
in June, 2018, raids were conducted in Bihar of 35 facilities, were irregularities
were detected in 11 units; this accounted for seizure of 2,58,750 Ampoules for
non-compliance with requirement of the schedule to the Drugs Rules.

31. The ASG submitted that given these materials and the fact that the data
gathered by the enforcement wing of the authorities, i.e. the Drug Controller of
India, only are like the tip of the iceberg, indicating samples of the larger malaise

reinforcing the Union’s decision based on objective materials, that the existing
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status quo with regard to domestic manufacture and sale of Oxytocin was
responsible for its serious misuse in the dairy sector as well as potential use in the
offense of human trafficking, speeding sexual maturity of young girls, the public
interest in the impugned measure is undeniable. It was also submitted that whether
the material on the record is adequate or otherwise cannot be a subject matter of
judicial review; as long as there is material to justify an executive decision, the
courts cannot justly conclude that there was no material, or that extraneous
material were taken into account.

The impugned notification, relevant provisions of law and statutory
committee reports
32.  The impugned notification in this case, reads as follows:

“G.S.R. 411(E).—Whereas the Hon'ble High Court of Himachal
Pradesh, Shimla, has, in its judgment dated 15.3.2016 in CWPIL No.
16 of 2014 titled 'Court on its own motion' versus State of Himachal
Pradesh and others, observed that there is large scale clandestine
manufacture and sale of the drug Oxytocin leading to its grave
misuse, which is harmful to animals and humans;

And whereas, the said Hon'ble High Court also observed that the
feasibility of restricting the manufacture of Oxytocin only in public
sector companies and also restricting and limiting the manufacture
of Oxytocin by companies to whom licenses have already been
granted should be considered;

And whereas, the Drugs Technical Advisory Board constituted under
section 5 of the Drugs and Cosmetics Act, 1940 (23 of 1940)
considered the said issue in its meeting held on the 12th February
2048 and recommended that Oxytocin formulations for human use
be regulated and restricted to be supplied only to registered
hospitals and clinics in public and private sector to prevent misuse
of the said drug;

And whereas, the Central Government, on the basis of the
recommendations of the said Board and after examination of the
matter, is satisfied that unregulated and illegal use of the drug
Oxytocin is likely to involve risk to human beings or animals and
that in the public interest it is necessary and expedient to regulate
and restrict the manufacture, sale and distribution of the drug
Oxytocin in the country to prevent its misuse by unauthorised
persons or otherwise;
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Now, therefore, in exercise of the powers conferred by section 26A
of the said Act, and in supersession of the notification number G.S.R.
29(E) dated 17th January, 2014, the Central Government hereby
directs that the drug Oxytocin shall be manufactured for sale or for
distribution or sold in the manner specified below, namely:-

(i) The manufacture of Oxytocin formulations for domestic use shall
be by public sector undertakings or companies only and the label of
the product shall bear barcodes.

(i) The manufacture of Oxytocin formulations for export purposes
shall be open to both public and private sector companies and the
packs of such manufacture for exports shall bear barcodes.

(iii) The- manufacturers of active pharmaceutical ingredient of
Oxytocin shall supply the active pharmaceutical ingredient only to
the public sector manufacturers licensed under the Drugs and
Cosmetics Rules, 1945 for manufacture of formulations of the said
drug for domestic use.

(iv) The manufacturers of active pharmaceutical ingredient of
Oxytocin shall supply the said active pharmaceutical ingredient to
the manufacturers in public and private sector licensed under the
Drugs and Cosmetics Rules, 1945for manufacture of formulations of
the said drug for export purpose.

(v) The Oxytocin formulations manufactured by the public sector
companies or undertakings licensed under the Drugs and Cosmetics
Rules, 1945 for domestic use shall supply the formulations meant for
human and veterinary use only-

(a) to the registered hospitals and clinics in public and private
sector directly; or

(b) to the Pradhan Mantri Bhartiya Janaushadhi Pariyojana
(PMBJP) and Affordable Medicines and Reliable Implants for
Treatment (AMRIT) outlets or any other Government entity which
may be specified by the Central Government for this purpose in the
country which shall further supply the drug to the registered
hospitals and clinics in public and private sector.

(vi) The Oxytocin in any form or name shall not be allowed to be
sold through retail Chemist.

2. This notification shall come into force on the first day of July
2018.”

34.  Section 26A of the Drugs Act reads as follows:
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“26A4 Powers of Central Government to prohibit manufacture, etc.,
of drug and cosmetic in public interest. —Without prejudice to any
other provision contained in this Chapter, if the Central Government
Is satisfied, that the use of any drug or cosmetic is likely to involve
any risk to human beings or animals or that any drug does not have
the therapeutic value claimed or purported to be claimed for it or
contains ingredients and in such quantity for which there is no
therapeutic justification and that in the public interest it is necessary
or expedient so to do, then, that Government may, by notification in
the Official Gazette, regulate, restrict or prohibit] the manufacture,
sale or distribution of such drug or cosmetic.”

35.  Since both parties referred to reports of the DCC and DTAB, it would be
useful to notice them. The minutes of the 44™ meeting inter alia, read as follows:

“The drug oxytocin has medical use for induction and augmentation
of labour, to control post partum bleeding and uterine hypo tonicity
and is included under Schedule H. The oxytocin injection is required
to be packed in single unit blister pack only for sale and is required
to be dispensed on the prescription of a Registered Medical
Practitioner only. The reports of manufacture and sale of the drug in
clandestine way in large quantities and its misuse by the farmers or
dairy owners is a matter of great concern and is required to be
checked on priority basis. The office DCG(I) had earlier written to
the State Drugs Controllers to check and unearth the clandestine
manufacture and sale of drug to the farmers or dairy owners in
violation of the provision of the Drug and Cosmetic Rules through
surveillance and raids conducted on the possible hide outs where
such activities are being undertaken.

The manufacture and sale of the drug with or without a licence for
such clandestine activity is an offence under the Drugs and
Cosmetics Act, and the violators are required to be handled with a
heavy hand. The amended penal provisions of the Drugs and
Cosmetics Act, 1940 make such offences cognizable and non-
bailable. This clandestine activity of manufacture and sale of the
drug to the farmers or dairy owner require constant surveillance
and interstate coordination. The intelligence inputs should be passed
on to the concerned State Regulatory Authorities for taking timely
action. Deterrent and determined steps in this direction will help in
minimizing the use of the drug for purposes other than for which it is
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36.

Sabha) to the Secretary, MHFW about continued Oxytocin injection misuse by
dairy owners for milk production and its harmful effects on the health of cows and
buffaloes as well as on the consumers. The letter stated that though the drug is an
essential drug in medical practice for certain conditions in human as well as
veterinary use, the alleged abundant availability and use of the drug, in a

clandestine way is a matter of great concern for public health. In the light of the

permitted to be marketed. Handouts and publicity in the print or
electronic media about the hazards of the use of the drug by the
farmers or cattle owners can go a long way in educating the public
and curbing the misuse of the drug.

Recommendations

The members felt that the misuse of oxytocin is rampant in many of
the States and reports of its clandestine manufacture and sale
appear now and then in the press. The Drug is available as
unlabelled or wrongly labeled packs. Many of the States like UP,
Delhi have taken action in seizures of stocks on the basis of
intelligence gathered. As the manufacture and sale of these products
Is through clandestine channels, it becomes difficult to stop their
misuse except through continuous surveillance. After deliberations it
was opined that as the bulk drug (oxytocin) is being manufactured in
a few States only, the diversion of the bulk drug to the illegal
channels could be curtailed to a large extent if it is ensured that the
bulk drug is sold to the licensed manufacturer only.”

The minutes of the 45" Minutes of meeting (of the DCC) dated 4/5"
February 2013 took note of the letter by Smt. Maneka Gandhi, (then MP, Lok

deliberations, the following recommendation was recorded:
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“The members felt that the illicit manufacture of oxytocin injection
for the use of extracting milk from milch animals by the dairy
owners is a clandestine activity. The manufacture of the drug for
dairy owners etc takes places in the regions where drug control
administration is lax and then the drug is transported to other States
clandestinely. It is available in unlabelled or wrongly labeled packs.
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Even though many of the State have taken action on the basis of
intelligence gathered through surveillance. However, strong
measures are required to restrict the supply of oxytocin injection for
veterinary use and also ensured that diversion of the bulk drug to
illegal channels is curtailed.

The DCC after deliberations recommended that the manufacture and
sale of the oxytocin injections should be banned for veterinary use
under section 26A of the Drugs and Cosmetics Act, 1940 along with
the condition that the manufacturers of bulk drug oxytocin should
supply the active pharmaceutical drug only to the manufacturers
licensed for manufacture of Oxytocin formulation for human use.”

37.  Likewise, the 46™ DCC meeting (dated 12.11.2013) recommended that:

“The members felt that the illicit manufacture of oxytocin injection
for the use of extracting milk from milch animals by the dairy
owners is a clandestine activity. The manufacture of the drug for
dairy owners etc takes places in the regions where drug control
administration is lax and then the drug is transported to other States
clandestinely. It is available inun-labelled or wrongly labeled packs.
Even though many of the State have taken action on the basis of
intelligence gathered through surveillance. However, strong
measures are required to restrict the supply of oxytocin injection for
veterinary use and also ensured that diversion of the bulk drug to
illegal channels is curtailed.

The DCC after deliberations recommended that the manufacture and
sale of the Oxytocin injections should be banned for veterinary use
under section 26A of the Drugs, and Cosmetics Act, 1940 along with
the condition that the manufacturers of bulk drug, oxytocin
should/supply the active pharmaceutical drug only to the
manufacturers licensed for manufacture of Oxytocin formulation for
human use.”

38.  The 65" meeting of the DTAB (dated 25.11.2013) considered the use and

misuse of Oxytocin; it recommended inter alia that:

“The DTAB after deliberations agreed that as the drug has a
definite use for therapeutic purposes it need not to be prohibited. It
however, agreed to the suggestion that the manufacturers of bulk
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drug should supply active pharmaceutical drug only to the
manufacturers licensed for manufacture of formulations and the
formulations meant for veterinary use are sold to the veterinary
hospitals only.

It was further recommended that the State Drugs Controllers may be
asked to curb the misuse of the drug through increased surveillance
and raids conducted on the possible hideouts of clandestine
manufacture and sale of this drug and take strict action against the
offenders.”

39.  Pursuant to these recommendations, a statutory notification was issued on
17" January, 2014 placing restrictions on the sale of Oxytocin and stating that:

“manufacturers of bulk oxytocin drug shall supply the active
pharmaceutical drug only to the manufacturers licensed under the
Drugs and Cosmetics Rules, 1945 for manufacture of formulations
of the said drug”

and further-more that

“The formulations meant for veterinary use be sold to the veterinary
hospitals only.”

40.  This meant that the API could be supplied only to licensed manufacturers.

Furthermore, it also required sale of veterinary use pharmaceuticals only to
veterinary hospitals.

41.  The 67" meeting of the DTAB (dated 1% April, 2014) took note of the letter
of Ms. Maneka Gandhi (then Hon’ble Member of Parliament) highlighting
concerns of Oxytocin misuse and requiring effective measures. The Secretary to
the Union Government desired action, in the light of the letter. The DTAB
resolved, on the issue, inter alia, as follows:

“So far as the manufacture and sale of the drug through illegal
channels is concerned, it cannot be simply stopped by banning the
drug as the bulk drug is liable to be smuggled from the neighbouring
countries for illegal use. Misuse can only be contained by enhanced
surveillance by the regulatory authorities followed by strict action
against the violators. The public at large is also required to be
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sensitized. Campaigns could be launched by the public spirited
organizations in the areas prone to such misuse through print and
audio visual media to educate the public about the harmful effects of
misuse of Oxytocin. The help of the local police could also be
enlisted to book cases under Prevention of Cruelty to Animals Act,
1960, the Drugs and Cosmetics Act, 1940 does not permit the sale of
the drug except under proper prescription.

The committee after deliberations recommended that in order to
curb the illegitimate sale by the chemists, a new clause may be
added to the already issued notification stating that the supply of the
oxytocin shall be recorded by the retail chemist at the time of supply
giving the name and address of the prescriber, the name of the
patient and the quantity supplied. Such records shall be maintained
for three years and be open for inspection. This would help in not
only maintaining the legitimate supply of the drug but also to curb
misuse of the drug through the legitimate sale channels.”

42.  The 49" Meeting of the DCC (on 16" October 2015) was attended by the
Hon’ble Minister of Women and Child Development, who mentioned that
Oxytocin was misused in the dairy sector and it had long term adverse effect on
cattle health and life; she also highlighted the channels of misuse:

“....24. She stated that even though oxytocin is well regulated, under
the provisions of the Drugs and Cosmetics Rules, 1945, it is being
illegally manufactured and clandestinely sold to the dairy owners.
She highlighted that the bulk drug in the country is being
manufactured by only one manufacturer i.e. Hemmo pharma,
Mumbai but the formulations are manufactured, by largenumber of
manufacturers with or without valid licence. Because of large,
demand in the country, the bulk drug is also imported clandestinely
into the country.

25. Oxytocin is also being imported clandestinely from China and a
Company under the name of Xio Qiang Changzhou, China is
sending it as Custom Peptide to many individuals. As the product is
not considered a drug, no license/permission is required for its
import. It is supplied through courier agencies such as Fedex.

26. The drug is smuggled into the country at a much cheaper rate
and is then filled crudely in plastic bottles which may or may not
have labels. The labels even, if these are there, are fake labels. The
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major areas where such material enter into India are Bihar and
West Bengal across the borders. Reports are there that other
channels are also used for smuggling of bulk oxytocin into the
country.

27. The Hon'ble Minister informed the regulatory authorities that
this clandestine manufacture and sale can only be curbed by
continuous surveillance and raids at the hideouts and sales outlets
from where it is sold clandestinely. Repeated raids will act as a
deterrent o stop this activity.”

43. The DCC noted the DTAB’s 70" meeting (dated 18.08.2015) had
commented that the high cost of Oxytocin manufactured in accordance with the
law could not be used by the dairy sector and that misuse was because of
clandestine manufacture and import. The DCC, in its meeting, therefore,
recommended strong enforcement measures:

“Discussions and Recommendations

(i) During deliberations, it was noticed that Telengana, Delhi,
Rajasthan, Gujarat and Andhra Pradesh have been able to seize
stocks of clandestinely manufactured oxytocin in their States. The
investigations revealed that major places from where clandestine
manufacture has been reported are Gaya and Barauni in Bihar and
26 Parganas in West Bengal. The bulk drug illegally enters into
India via West Bengal from the porous borders of Bangladesh,
through boats or other such illegal channels.

(i) the States must provide information in respect of manufacturers
of oxytocin formulations licenced in their State to the DCG (I) office
at the earliest so that concerted efforts are made to monitor the
manufacture and sale of the drug in the country.

(i) Director, Central Drugs Laboratory, Kolkata was requested to
develop rapid test for detection of oxytocin as the drug is filled in
unlabeled plastic bottles and transported through rail or other
ordinary mode of transport. For this purpose, th