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COMMISSIONER OF FOOD SAFETY
FOOD AND DRUGS ADMINISTRATION ,GOVERNMENT OF MAHARASHTRA,
Survey No. 341, Bandra-Kurla Complex, Bandra (East), Mumbai 400 051

Dated - 20/07/2018

Order

FOOD SAFETY AND STANDARDS ACT, 2006.
No. FSSA/Notification / 794 / 2018/ 7.— Date-20.07.2018

Whereas, It is one of the primary duties of the State, infar alia, to improve public
health, as mentioned in one of the directive principles as enshrined in the article 47 of
the Constitution of India and, whereas, it implicitly includes the concept of provision of
measures to be taken for prevention of deterioration of citizen’s health;

(2) And whereas, the Central and the State Governments and the Food Safety
Commissioner are required to follow certain principles under chapter Ill of Food Safety
and Standards Act, 2006, which includes an endeavour to achieve the appropriate
level of protection of human life and health [(Sec. 18)(1)(a)] and, therefore, the conduct
of these authorities is supposed to be always guided to tackle all the measures to
safeguard human life;

(3) The Food Safety Commissioner has a power coupled with a duty under Section
30(2) (a) of the Food Safety and Standards Act 2006 (“FSSA 2006”) to prohibit in the
interest of public health, manufacture, storage, distribution or sale of any article of
food;

(4) Chewing Tobacco is listed as food at item no 40 in table under sub regulation
2.3.1 therefore Tobacco, whether flavoured, scented or mixed with other ingredients
such as nicotine, heavy metals, anti-caking agents quivam,menthol,keshar (except to
the extent specifically permitted as ingredients), silver leaf, binders, flavours, scents,
fragrances, prohibited chemicals, or any one of these ingredients (the said ingredients
are hereafter collectively or individually, as the context requires, referred to as “the
said additives”), “such manufactured chewing tobacco with additives * are “food”
under Section 3(j) of the Food Safety and Standards Act, 2006;

(5) As per Food Safety & Standards (Prohibition & Restriction on Sales)
Regulations 2011’s regulation 2.3.4 food product not to contain any substance which
may be injurious to health: Tobacco & Nicotine shall not be used as ingredient in any
food products. Chewing Tobacco is listed as food at item no 40 in table under sub
regulation 2.3.1 i.e. Restriction on the use of insecticides under Regulation 2.3 i.e.
Residue in Food Safety & Standards (Contamints, Toxins & Residues) Regulation
2011.
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(6) After going through various scientific reports and opinions, it was noticed that
Gutka, Pan Masala, Flavoured / Scented Tobacco, Chewing Tobacco, Kharra and
similar products containing tobacco by whatsoever name called, cause immense
damage to the health of consumers and their adverse impact could also lead to
alterations of the genetic make-up of future generations ;

(7) The definition of Food is given at section 3(j) of Food Safety & Standards Act
2006, therefore chewing tobacco is food. Many High court has considered chewing
tobacco as food,e.g. Cr.Revision No 318/1982, Manoharlal v/s U.P. (Para No 9 to 11);
Bombay High Court in W.P,.No 1631/202; Dharival Industriues Ltd v/s State of
Maharashtra (Para No 21 to 23) & Hom. Supreme Court in R.Krishna Murty V/s
Tamilnadu 1980 (I) FAC: AIR 1980 SC,538.

(8) Overwhelming scientific evidence shows that food products which have
tobacco as their basic ingredient, whether or not containing the said additives, and
whether going by the name of Gutka, Pan Masala, Flavoured/Scented Tobacco,
Chewing tobacco, Jarda, Khaini, Kharra, or by any other name, have extremely
deleterious effects on human health and well-being with consequential impact on
society as well;

(9) The addition of any one of several of the said additives particularly flavouring or
scenting ingredients to tobacco significantly increases their allure, as raw unprocessed
tobacco is less inviting in taste or texture. Thus consumption of raw and unprocessed
tobacco is usually large in quantities when flavoured, scented or containing one or the
other of the said additives. It is the flavouring, scenting, adding or mixing of one or the
other of the said additives or modification of the physical texture or combination of
tobacco transforms these foods and makes them extremely inviting to a wide spectrum
of population including an increasing number of children. Consumption of these
products is increasing in large quantities and is becoming addictive, causing immense
damage to the health of consumers and even involving an impact upon the genetic
make-up of future generations. Some of the said additives are themselves extremely
dangerous to health and are prohibited under the Food Safety and Standards
(Contaminants, Toxins and Residues) Regulations, 2011, Food Safety and Standards
(Food Products Standards and Food Additives) Regulations, 2011 and the Food
Safety and Standards (Prohibition and Restrictions on Sales) Regulations, 2011.

(10) The harmful effects of tobacco and several of the said additives, often found in
the form of Gutka and Pan Masala, include Acute Hyper magnesia, cardiac arrest, oral
sub mucous fibrosis, oral cancer, Leukoplakia, Esophageal cancer, Stomach cancer,
Metabolic abnormalities, reproductive health, Gastro intestinal and respiratory
diseases. And whereas the following scientific reports, articles and opinions
demonstrate the extremely harmful effects of such foods :—

i. Research done at Tata Institute of Fundamental Research; A casual
relationship between use and both oral caner and precancerous lesions well accepted
(Tobacco habits in India, Oxford Universities Press, Mumbai 1992).

il A study conducted by Dr. James E. Hamner and Others, found that pre
cancerous lesions progress to carcinoma (Oxford University Press, Mumbai 1992).
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iii. Reports by the Government Dental College, (Nagpur 2012) consumption of
Gutka or Pan Masala, etc.; causes oral sub mucous fibrosis. (Year 2013) As per
record in registry, 180-200 patients of oral submucos fibrosis were admitted.

iv. Reports by the Government Dental College, Mumbai reveal that chewing of
Gutka leads to oral sub-mucous fibrosis and there is remarkable increase number of
patients in it; (Year 2012).

V. Survey conducted by the Global Adult Tobacco Survey of India (GATS) in the
years 2009-10; reveal that 35% adults use tobacco in any one of the forms, out of
which 21% are found to be consuming smokeless tobacco.

Vi. Report on the survey conducted by NGO Salam Bombay Foundation in 2013;
found that school going children have benefitted because of the ban of Gutka, Pan
Masala etc. since the cheap Gutka and Pan Masala are not available within their
proximity; (Year 2013).

Vii. Article published in Reproductive Toxicology [36 (2013) 12-17]; that tobacco
chewing alone, together or with other ingredients had reproductive toxic potential.

viii. . Report of National Institute of Health and Family Welfare; Study, reveals that
more than one-third of adults in India use tobacco in some or other forms, more than
16 crore people are users of only smokeless tobacco.

iX. Babu et al. 1996, Symptoms of cancer appeared at an early age in youngsters.

X. Polasa et al., 1993, Aqueous extracts of various brands of pan masala were
mutagenic in S. Typhimurium strains.

Xi. Nair et al. 1991, In addition, chromosome breaks have been reported in oral
exfoliated cells in chewers of BQ with or without tobacco. Micronucleus formation has
been observed in precancerous lesion of the oral cavity of chewers.

Xii. Dave et al.,, 1991, Exfoliated buckle mucosa cells of pan masala and Gutka
consumers.
xiii.  Desai et al., 1996, Significant increase among the habit groups as compared

with controls.

Xiv. Kayal et al., 1993, Type of chewing, had significantly higher frequencies of
micro nucleated cells in exfoliated oral mucosal cells.

XV. DNA aneuploidy in oral leukoplakia in Caucasian tobacco users has been
found to signal a very high risk for subsequent development or oralsquamous cell
carcinomas and associated mortality.( Sudbo and Reith, 2003, Sudbo et al., 2004)

xvi.  Study of oral cancer associated with gutka and other tobacco products provided
strong evidence that gutka,chewing tobacco, betel quid, bidi are independent risk
factors for oral cancer.( An annotated bibliography of scientific studies done on
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tobacco topic in WHO South Asia and Pacific 2003-2014, Page 171-172 - Mahapatra
S. and others )

xvii. Usage trends do not show any signs of decline in spite of control efforts, therefore
there is need to adopt control measures on SLT (Asian Pacific Journal of Cancer
Prevention Vol. 16, 2015, Page 6561 to 567, Sh. Dhirendra N. Sinha & etal.)

xviii. IARC has concluded that there is sufficient evidence for carcinogenicity of
smokeless tobacco for mouth, oesophagus & pancreas; (Dhiren N. Singh; Intional
National Journal of Cancer 2015)

xix. Sinha DN et al.,Nov. 2016, 10% of all deaths that can be attributed to all forms of
tobacco use, worldwide.

XX. Reports by the Government Dental College, Mumbai reveal that chewing of
Gutkha and Panmasala leads to leukoplakia, oral sub-mucous fibrosis and oral cancer.
The prevalence of leukoplakia has increased from 0.49% in 2013 to 1.15% in May
2018 and oral sub-mucous fibrosis has increased from 0.51% in 2010 to 0.67% in May
2018

(11) The Director, Acharya Tulsi Regional Cancer Treatment and Research Institute,
Bikaner — Rajasthan (letter dt: 2nd January 2011); Director, RST Regional Cancer
Hospital Nagpur (letter dt. 3rd January 2011); and Director, Indira Gandhi Institute of
Medical Sciences, Patna (letter dt.: Nil); Regional Cancer Centre (07/01/2011);
Director, The Gujarat Cancer and Research Institute, Ahmedabad and nine others
have written to the Hon’ble Prime Minister requesting a ban on such foods completely,
to save the people of India from the ill effects of their consumption ;

(12) A letter written by Special Secretary Govt. of India, Ministry of Health and
Family Welfare, New Delhi dated 27 August 2012, to the Chief Secretaries of different
States, requesting them to implement the provisions of the Food Safety and Standards
Act, 2006 and the Regulations thereunder in the greater public interest with particular
reference to the banning of food products containing tobacco and nicotine ;

(13) 1153 out of 1173 samples of Gutka, Pan Masala etc. got tested by this office
were found to contain magnesium carbonate in violation of the Food Safety and
Standards (Food Products Standards and Food Additives)Regulations,2011 ; 717
prosecutions were initiated by this office in courts of law based on samples collected
during 2003 to 2011 and large stocks of Gutka and Pan Masala seized were destroyed

(14) In all 26 states and 5 Unions territories have prohibited Gutka and/or Pan
Masala in India so far ;

(15) Subsequent to the Notification dated 19" July 2012, large quantities of, inter

alia, Gutka and Pan Masala were being brought into Maharashtra (on the footing of

being transported to places outside Maharashtra), found to be stored in trucks,

vehicles and other transport facilities, and large stocks of these were also distributed

by leakage into the local markets in Maharashtra, Likewise such leakaged stock which

was brought to sale in Maharashtra is seized which amounts Rs.20.74 crores in year
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2012-13; Rs. 15.66 crores in year 2013-14 and Rs.17.53 crores in year 2014-15 ;
24.37 crores in year 2015-16 , Rs. 22.98 Cr. in 2016-17 and Rs. 39.84 Cr. In 2017-18.
Till date Rs. 141.13 Cr. prohibited food articles seized.

(16) The Central Government has prohibited products containing tobacco and
nicotine in Regulations 2.3.4 of the Food Safety and Standards (Prohibition and
Restrictions on sales) Regulations, 2011 and anti-caking agents (beyond the extent
permitted) under Regulation 3.1.7 of The Food Safety and Standards (Food Products
Standards and Food Additives) Regulations, 2011 ;

(17) As per letter dated 28/06/2016 of Government Dental College and Hospital
Nagpur, oral submucous fibrosis is pre mouth cancer and there is remarkable increase
in cancer. Government Dental College and Hospital Nagpur has pre oral cancer and
cancer centre since 1997 and as per the research and date; the Pan Masala, Kharra &
Gutkha are the main causes of oral submucous fibrosis.

(18) As per the record of Government Dental College and Hospital, Nagpur for year
2015-16; 151 patient’s of oral cancer was found, on an average 80 % patient were of
pre oral cencer and 20% patient of oral cancer.

In last six months of this year (2016); due consumption of tobacco, kharra and
Gutkha the 859 patients of pro oral cancer and oral cancer are found.

(19) As per report of the Rastra Saint Tukdoji Regional Cancer Institute, Nagpur
(2015-16); due consumption of tobacco products; 1/3 patients from Nagpur has
cancer; therefore media has coated Vidharbha is oral cancer capital of country.

(20) A NGO working at Mumbai has submitted the report dated 11/07/2016; according
to which- the product like Gutkha, Pan Masala are not found around the school
premises. They have made survey of 15000 school premises; Further stated that the
prohibition on Gutkha, Pan Masala is benefiting wildred youth in Maharashtra State.

(21) As per the record of Tata Memorial Hospital in 2015, 16916 patients of cancer
due to consumption of tobacco product are found; the percentage of this goes to 56.19
(i.e. 16916 at of 30107)

(22)  The report on the "Economic Burden of Tobacco Related Diseases", prepared
by the Public Health Foundation of India, with support from the Ministry of Health &
Family Welfare Government of India and WHO country office of India, indicates that ;

i) The total economic costs attributable to tobacco use from all diseases in India
in the year 2011 for persons aged 35-69 amounted to Rs. 1,04,500 crores ( US $ 22.4
billion ), of which 16 per cent was direct cost and 84 per cent was indirect cost.

i) Four states (WB, Maharashtra, AP and UP) together contributed 60 per cent of
the disease burden from tobacco attributable CVD.

iii) The study also strongly recommends, prohibiting sale and manufacturing of all
forms of smokeless tobacco products SLT / chewing tobacco.
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(23) Ministry Health & Family Welfare, Govt of India conducted a study of the
Economic Burden of Tobacco Releated Diseases in 13 states of the country in the
year 2014 with help of Public Health Foundation of India, (a voluntary organization) &
the World health Organisation, country office. According to this report : In the state of
Maharashtra

i) The total economic costs attributable to tobacco use in Maharashtra
amounted to Rs.2290 crores in the year 2011 for persons aged 35-69, of which 62%
was direct medical costs & 38% indirect costs.

ii) The economic cost for four specific diseases (CVD, Cancer, tuberculosis
& respiratory disease) amounted to Rs.769 crores.

Cardiovascular diseases (CVD) shared the highest economic burden
(Rs.449 crores) on account of tobacco use, followed by respiratory disease at (Rs.154
crores), Tuberculosis at (98 crores) and cancers (Rs.68 crores)

iii) The economic cost for all diseases due to tobacco use was higher in
males except for cancers and tuberculosis where the collective cost in females due to
smokeless tobacco was higher at Rs. 70.4 crores (compared to Rs. 35.6 crore for
males)

(24) As per Scientific article published in the Indian Journal of Cancer(July-Sept
2014/Vol.51/issue ) ( Datta S. Chaturvedi & others ) there is significant correlation
between cancer of oral cavity & oropharynx & hypopharynx due to chewing tobacco.

(25) In the year 2014-2015 Government Dental College, Nagpur & SEARCH in co-
ordination carried out Medical examination for 6498 women attached to Self Help
Group . It was found that 32% of women were having symptoms of pre oral cancer.
As per report of Govt Dental College & Hospital, Nagpur, dated 15/5/15 also the
consumption of Gutka, Kharra increases the chances of causing oral cancer,
Leucoplacia , Erithroplacia.

(26) According to survey by World Health Organisation dated 16™ December 2014,
Decision of states to prohibit Gutka reduced its availability and consumption which
has impacted positively on Health of Indian Youth

(27) More then 20 persons/institutions working for cancer in State, has requested
government to prohibit Gutkha etc. in state and it is essential for public health. Those
doctors/institute submitted request to Hon’ble Chief Minister also submitted a copy of
said request to Food Safety Commissioner by email.

(28) Human Health & Welfare will be rendered dangerous by the use of tobacco &
the use of food article is allowed without banning it then the health of current & future
generation will be in danger.

(29) Constitution of India has considered the importance of human health and
therefore Parliament passed Food Safety & Standards Act 2006 and considered the
Commissioner Food Safety accountable to prohibit in the interest of public health the
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manufacture, storage, distribution or sale of any article of food, and whereas | am duly
authorized and duty bound under section 30(2)(a) to make this order ;

Therefore |, the Food Safety Commissioner, Maharashtra State, prohibit in the
interest of public health, for a period of one year from 20™ July 2018, the manufacture,
storage, distribution,transport or sale of tobacco which is either flavoured, scented or
mixed with any of the said additives, and whether going by the name or form of gutka,
pan masala, flavoured/scented tobacco,manufactured chewing tobacco with additives,
kharra, or otherwise by whatsoever name called, whether packaged or unpackaged
and/or sold as one product, or though packaged as separate products, sold distributed
in such a manner so as to easily facilitate mixing by the consumer, for it's
consumption.

( Dr. Pallavi Darade), IR.S.
Food Safety Commissioner,
Food And Drug Administration,

Maharashtra State.
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