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COMMISSIONER OF FOOD SAFETY
Food and Drug Administration, Government of Maharashtra
Survey No. 341, Bandra-Kurla Complex, Bandra (East), Mumbai 400 051
Dated the Jé_ day of July, 2026

ORDER
Under Section 30(2)(a) of the Food Safety and Standards Act, 2006

No. FSSA/Notiﬁcation/i&é_/zozC»ﬁ

Subject : Prohibition, in the interest of public health, of the manufacture, storage, distribution, transport
and sale of Gutkha, Pan Masala, flavoured/scented tobacco, flavoured/scented areca nut (Supari),
manufactured chewing tobacco with additives, kharra, mawa and all similar products containing tobacco

~ and/or areca nut, throughout the State of Maharashtra.

CONSTITUTIONAL AND STATUTORY FOUNDATION

(1) Whereas, Article 21 of the Constitution of India guarantees to every person the right to life with
dignity, a right which the Hon'ble Supreme Court has authoritatively held to encompass the right to
safe, wholesome and unadulterated food, and the right to be protected from food that is injurious to
health.

(2) And whereas, It is one of the primary duties of the State, inter alia, to improve public health, as
enshrined in the Directive Principles of State Policy under Article 47 of the Constitution of India; and
such duty implicitly includes the provision of measures for the prevention of any deterioration in the
health of citizens.

(3) And whereas, Under Chapter III of the Food Safety and Standards Act, 2006 (“the Act”), the Central
Government, the State Government and the Commissioner of Food Safety are required to be guided by
certain principles which include the endeavour to achieve an appropriate level of protection of human life
and health [Section 18(1)(a)]; and the conduct of these authorities must, accordingly, at all times be directed
towards safeguarding human life and health.

(4) And whereas, Under Section 30(2)(a) of the Act, the Commissioner of Food Safety is vested with a power
coupled with a duty to prohibit, in the interest of public health and by order notified in the Official Gazette,
the manufacture, storage, distribution, transport or sale of any article of food, whether in the whole of the
State or in any area or part thereof, for such period not exceeding one year as may be specified in the order.

THE SAID PRODUCTS ARE “FOOD” WITHIN THE MEANING OF THE ACT

(5) Whereas, In this Order, tobacco and areca nut (betel nut) — whether flavoured, scented or mixed with
any other ingredient such as nicotine, heavy metals, anti-caking agents, quiwam (kimam), menthol, kesar
(save to the extent specifically permitted as an ingredient), silver leaf, binders, flavours, scents, fragrances,
prohibited chemicals, or mixed with areca nut, or any one or more of such ingredients — are hereinafter,
collectively or individually as the context requires, referred to as “the said additives”.

(6) And whereas, Manufactured chewing tobacco containing the said additives, and tobacco and/or areca
nut products, are “food” within the meaning of Section 3(1)(j) of the Act; and this position has been settled
by the Courts, including — Manoharlal v. State of Uttar Pradesh, Criminal Revision No. 318 of 1982
(Allahabad High Court), paragraphs 9 to 11; Dhariwal Industries Ltd. v. State of Maharashtra, Writ Petition
No. 1631 of 2012 (High Court of Bombay), paragraphs 21 to 23; and R. Krishna Murthy v. State of Tamil
Nadu, 1980 (1) FAC : AIR 1980 SC 538 (Supreme Court of India).
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THE SAID ADDITIVES ENHANCE ALLURE, ADDICTION AND HARM, AND AKE
BARRED BY REGULATION

(7) Whereas, Raw and unprocessed tobacco and areca nut are unappealing in taste and texture; the addition
or admixture of any one or more of the said additives — particularly flavouring or scenting agents —
significantly enhances their allure, transforms these foods into products that are highly inviting to a wide
spectrum of the population, including an increasing number of children, and renders them addictive. Their
consumption causes immense damage to the health of consumers and adversely affects even the genetic
make-up of future generations; and several of the said additives are themselves extremely dangerous to
health and stand prohibited under the Food Safety and Standards (Contaminants, Toxins and Residues)
Regulations, 2011, the 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.

(8) And whereas, Regulation 2.3.4 of the Food Safety and Standards (Prohibition and Restrictions on Sales)
Regulations, 2011 provides that a product shall not contain any substance which may be injurious to health,
and that tobacco and nicotine shall not be used as ingredients in any food product.

(9) And whereas, By notification dated 5th September 2016 (enforced with effect from 1st July 2017),
Regulation 3.1 of the Food Safety and Standards (Food Products Standards and Food Additives)
Regulations, 2011 specifies the additives permissible in food; and defines the food categories or individual
food items in which the use of food additives is not allowed or is to be restricted.

THE PRECEDING ORDER AND THE NECESSITY FOR PROHIBITION.

(10) Whereas, By Notification No. FSSA/Notification/411/2025/7 dated 16th July 2025, issued under
Section 30(2)(a) of the Act, the Commissioner of Food Safety prohibited, for a period of one year with effect
from 20th July 2025, the manufacture, storage, distribution, transport and sale of the said products; and
such prohibition has, in substance, remained in continuous force in the State of Maharashtra since 19th
July 2012.

(11) And whereas, Owing to the said prohibition, flavoured/scented tobacco is no longer freely available in
the market; consequently the consumption of manufactured chewing tobacco with additives has risen. Such
manufactured chewing tobacco, though not scented or flavoured, is available in highly attractive sachets, is
aggressively marketed and advertised, is frequently consumed together with areca nut, and thereby gives
rise to serious health hazards; it is therefore necessary that it too continue to be prohibited along with
Gutkha, Pan Masala, scented/flavoured tobacco and scented/flavoured areca nut.

(12) And whereas, Overwhelming scientific evidence establishes that food products having tobacco and/or
areca nut as their basic ingredient — whether or not containing the said additives, and whether called
Gutkha, Pan Masala, flavoured/scented Supari, flavoured/scented tobacco, chewing tobacco, jarda, khaini,
kharra or by any other name — have extremely deleterious effects on human health, with consequential
harm to society and to the genetic make-up of future generations; Therefore this prohibition is imperative
to protect the present and future generations.

SCIENTIFIC AND MEDICAL EVIDENCE

(13) Whereas, The harmful effects of tobacco, areca nut and several of the said additives — often found in
the form of Gutkha and Pan Masala — include Acute Hypermagnesemia, Cardiac Arrest, Oral Sub-Mucous
Fibrosis (OSMF), Oral Cancer, Leukoplakia, Oesophageal Cancer, Stomach Cancer, Metabolic
abnormalities, adverse effects on Reproductive Health, and Gastro-Intestinal and Respiratory diseases; and
the following scientific reports, articles and expert opinions demonstrate these effects:

Sr.  Study/Report /Source { Finding

) Tata Memorial Hospital — J. Oral | Areca-nut use is among
Pathol. Med., 1995 for OSMF.

(i) Tata Institute of Fundamental Research | Causal relationship between use and oral cancer / precancerous
— Tobacco Habits in India, OUP, 1992 | lesions is well accepted. :

the most important aetiological factors
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o gtuﬂy / Report / Source ’

(iid) Dr. James E. Hamner & Ors. — OUP, | Precancerous lesions progress to carcinoma. '
Mumbai, 1992

Gv) Government Dental College, Nagpur | Consumption of Gutkha or Pan Masala causes OSMF.
(2012 / 2013)

) Government Dental College, Mumbai | Chewing of Gutkha leads to OSMF, with a remarkable rise in
(2012) patients.

(vi) Global Adult Tobacco Survey of India | 35% of adults use tobacco in some form; 21% consume smokeless
(GATS), 2009—10 tobacco.

(vii) Salam Bombay Foundation (2013) Ban benefited school-children as cheap Gutkha / Pan Masala

 became unavailable near schools. ,

(viii) Reproductive Toxicology, 36 (2013) 12~ | Tobacco and areca-nut chewmg — alone, togethcr or with other
17 ' ingredients— has reproductive toxic potential.

(ix) Saeed Akhtar, Kuwait University (8 Dec. | Areca-nut chewing independently associated with increased risk
2012) of oesophageal squamous-cell carcinoma in Asians.

x) Rajeshwar N. Sharan — PLoS One, Aug. | Areca nut and its alkaloid arecoline are carcinogenic, mutagenic,
2012, Vol. 7(8), 42759 cytotoxic and genotoxic; cause carcinogenesis, especially in the

' oral cavity.

(xd) IARC Monographs, Vol. 85 Areca nut causes OSMF, a precancerous condition in humans.

(xii) National Institute of Health and Family | More than one-third of adults in India use tobacco in some form;
Welfare over 16 crore use smokeless tobacco alone.

(xdit) Urmila Nair & Ors. — Mutagenesis, Vol. | Betel-quid use establishes link to OSMF and oral cancer; heavy
19(4), 2004, 251—262 users show significant mortality.

(xiv) Gupta & Ray (2003) High risk of OSMF among areca-nut chewers; over 70% of cases
under 35 years of age.

(xv) Chu (2001) Areca-nut chewing is an addictive habit.

(xvi) Sinor et al. (1990) Mawa chewers show very high relative risk of OSMF, rising with
frequency and duration of the habit.

(xvii) | Shah & Sharma (1998) Chewing of areca nut / quid or Pan Masala is directly related to
OSMF.

(xviii) | Babu et al. (1996) Symptoms of cancer appear at an early age in youngsters.

(xix) Jeng et al. (2001) Mutagenic, clastogenic and carcinogenie properties of areca nut,

= the major constituent of Pan Masala.

(xx) Dave et al. (1992) Arecoline, present at ~1% of dry weight, is genotoxic.

1 (xxt) Shirname et al. (1983, 1984) Areca-nut extract is mutagenic to Salmonella typhimurium
) strains, with or without metabolic activation.

(xxii) | Rosin et al. (2002) Aqueous areca-nut extract induced mitotic gene conversion at pH
> 10.

(xxiii) | IARC (2004) Areca-nut chewing classified as carcinogenic to humans.

(xxiv) | Polasa et al. (1993) Aqueous extracts of various types of Pan Masala are mutagenic
in S. typhimurium strains.

(xxv) | Nairetal. (1991) Chromosome breaks in oral exfoliated cells of betel-quid
chewers; micronucleus formation in precancerous lesions of the
oral cavity.

(xxvi) | Daveetal. (1991} Exfoliation of buccal mucosa cells in Pan Masala and Gutkha
consumers.

(xxvii) | Desai et al. (1996) Significant increase among habit groups as compared with
controls.

(xxviii) | Kayal et al. (1993) Significantly higher frequency of micronucleated cells in
exfoliated oral mucosal cells, by type of chewing.

(xxix) |Sudbo & Reith (2003); Sudbo et al. | DNA aneuploidy in oral leukoplakia signals very high risk of

(2004) subsequent oral squamous-cell carcinoma and associated
mortality.
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Study / Report / Source Finding

(xxx) |Mahapatra S. & Ors. — Annotated Gutkha, pari, chewing tobacco, betel quid and bidi are
Bibliography, WHO South Asia & |independent risk factors for oral cancer.
Pacific, 2003—2014, 171172 -

(xxxi) | Dhirendra N. Sinha & Ors. — Asian Smokeless-tobacco usage shows no decline despite control
Pacific J. Cancer Prev., Vol. 16, 2015, | efforts; further control measures are needed.

6561—-6567
(xxxii) | Dhiren N. Singh — Int. J. Cancer, 2015 | Sufficient evidence for carcinogenicity of smokeless tobacco for
(IARC) the mouth, cesophagus and pancreas.

(xxxiii) | NFHS-4 (2015-16), secondary analysis | 8.3% of pregnant women consumed tobacco in some form;
of 32,428 currently-pregnant women | hypertension prevalence higher among tobacco users (7.5%) than
(15—49 yrs) non-users (6.1%).

(14) And whereas, Directors of leading cancer institutions — the Acharya Tulsi Regional Cancer Treatment
and Research Institute, Bikaner (letter dated 2nd January 2011); the RST Regional Cancer Hospital, Nagpur
(letter dated 3rd January 2011); the Indira Gandhi Institute of Medical Sciences, Patna; the Regional Cancer
Centre (letter dated 7th January 2011); and the Gujarat Cancer and Research Institute, Ahmedabad, among
nine others — have written to the Hon’ble Prime Minister requesting a complete ban on such foods to save
the people of India from the ill effects of their consumption.

(15) And whereas, By letter dated 27th August 2012, the Special Secretary, Ministry of Health and Family
Welfare, Government of India, requested the Chief Secretaries of the States, in the greater public interest,
to implement the provisions of the Act and the Regulations made thereunder, with particular reference to
the banning of food products containing tobacco and nicotine. »

FURTHER MEDICAL AND EPIDEMIOLOGICAL EVIDENCE

(16) Whereas, As per the letter dated 28th June 2016 of the Government Dental College and Hospital,
Nagpur, Oral Sub-Mucous Fibrosis is a pre-cancerous condition of the mouth showing an alarming rise;
and the institution has operated a pre-oral-cancer and cancer-detection centre since 1997, and its records
establish that Pan Masala, kharra and Gutkha are the principal causes of OSMF. Its records for 2015-16
show 151 oral-cancer patients (on average 80% pre-oral cancer and 20% oral cancer); and in the first six
months of 2016, 859 patients of pre-oral / oral cancer were detected on account of tobacco, kharra and
Gutkha; and in its survey on World Cancer Day, 4th February 2019 in rural Nagpur, 50 of 180 persons
screened (27.08%) were detected with OSMF — all being kharra-chewers, predominantly males under 30
years, with not a single case among non-chewers. ' ’

(17) And whereas, As per the report of the Rashtrasant Tukdoji Regional Cancer Institute, Nagpur, of 8,335
cancer patients treated during 2020-22, 2,620 (31%) were oral-cancer patients.

(18) And whereas, As per the survey report dated 1st July 2016 of the Salam Bombay Foundation,
conducted across 15,000 school premises, products such as Gutkha and Pan Masala are no longer available
around school premises, and the prohibition has benefited the youth of the State by keeping them away
from addiction.

(19) And whereas, As per the records of the Tata Memorial Hospital, Mumbai, in 2015, 16,916 cancer
patients were attributable to consumption of tobacco products, amounting to 56.19% of all cancer patients
(16,916 of 30,107).

(20) And whereas, In 2014-15, the Government Dental College, Nagpur, in coordination with SEARCH,
conducted medical examination of 6,498 women of Self-Help Groups in Gadchiroli, of whom 32% were
found to have symptoms of pre-oral cancer; and the report dated 15th May 2015 of the Government Dental
College and Hospital, Nagpur confirms that consumption of Gutkha and kharra increases the risk of oral
cancer, leukoplakia and erythroplakia. : '
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(21) And whereas, The World Health Organization’s Review of Areca (Betel) Nut and Tobacco Use in the
Pacific — A Technical Report records that chewing of areca nut (Supari) causes cancer and that chewing it
together with tobacco further increases the risk, and that a firm policy decision is required to curb such use.

(22) And whereas, According to a study conducted by the WHO Country Office for India in collaboration
with the Johns Hopkins Bloomberg School of Public Health (reported on 16th December 2014) across seven
States (Assam, Bihar, Gujarat, Karnataka, Madhya Pradesh, Maharashtra and Orissa) and the National
Capital Region, there is very high support (92%) for Gutkha bans and almost universal agreement (99%)
that such bans are good for the health of India’s youth; and the bans have reduced product availability and
consumption; and a majority of respondents favour banning the manufacture, sale and distribution of other
forms of smokeless tobacco; and Gutkha, a major cause of oral cancer in India, has accordingly been banned
across all States.

ECONOMIC BURDEN OF TOBACCO-RELATED DISEASES

(23) Whereas, The report on the “Economic Burden of Tobacco-Related Diseases”, prepared by the Public
Health Foundation of India with the support of the Ministry of Health and Family Welfare, Government of
India and the WHO Country Office for India, records that: (i) the total economic cost attributable to tobacco
use from all diséases in India in 2011 for persons aged 35—-69 was Rs. 1,04,500 crore (US $ 22.4 billion), of
which 16% was direct and 84% indirect cost; (ii) four States — West Bengal, Maharashtra, Andhra Pradesh
and Uttar Pradesh — together bore 60% of the tobacco-attributable cardiovascular-disease burden; and (iii)
the report strongly recommends prohibiting the sale and manufacture of all forms of smokeless / chewing
tobacco. L

(24) And whereas, The 2014 study of the economic burden of tobacco-related diseases across thirteen
States records, for the State of Maharashtra, that: (i) the cost related to tobacco products in 2011 for persons
aged 35-69 was Rs. 2,290 crore (62% direct medical services, 38% indirect); (ii) the cost of four specified
diseases was Rs. 769 crore — cardiovascular disease Rs. 449 crore, respiratory disease Rs. 154 crore,
tuberculosis Rs. 98 crore and cancers Rs. 68 crore; and (iii) for cancers and tuberculosis, the collective cost
in females due to smokeless tobacco (Rs. 70.4 crore) exceeded that in males (Rs. 35.6 crore).

(25) And whereas, As per the scientific article published in the Indian J ournal of Cancer (July—September
2014, Vol. 51) by Datta S., Chaturvedi and others, there is a significant correlation between chewing tobacco
and cancer of the oral cavity, oropharynx and hypopharynx.

ENFORCEMENT HISTORY AND THE MENACE OF CLANDESTINE TRANSPORT

' (26) Whereas, During 2003 to 2011, the Food and Drug Administration, Maharashtra State tested Gutkha
and Pan Masala and found that 1,153 of 1,173 samples contained magnesium carbonate in violation of the
Food Safety and Standards (Food Products Standards and Food Additives) Regulations, 2011; and 717
prosecutions were launched and the large stocks seized were destroyed.

(27) And whereas, Subsequent to the notification dated 19th July 2012, large quantities of Gutkha and Pan
Masala were brought into Maharashtra on the pretext of onward transport to places outside the State, stored
in trucks, vehicles and other transport facilities, and leaked into local markets; and stocks of prohibited food
articles seized in this period aggregate Rs. 530 crore 98 lakh (from 2012 to 2026); 9992 First Information
Reports have been registered and 10254 cases filed in Courts.

(28) And whereas, The manufacture, sale and transport of prohibited food articles continue clandestinely
and illegally through small shops, godowns, distributors, suppliers, wholesalers and retailers, and
predominantly through transport vehicles; and as transport enables offenders to shift storage locations
rapidly and shields the principal owners, the Food and Drug Administration, with the prior approval of the
State Government and the assistance of the Regional Transport Office, has issued a circular for cancellation
of the driving licence and the vehicle licence of persons transporting prohibited food articles; and action
has been taken against 2273 vehicles till March 2026, making stringent and continuing action against such
offenders essential.
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(29) And whereas, The Hon’ble High Court of Bombay upheld the prohibition on transport of prohibited
food articles in Vishnu Pouch Packaging Pvt. Ltd. v. State of Maharashtra, Writ Petition (Civil) No. 9865 of
2012, and in S.J.J. Exports Company v. Food Safety Commissioner, Writ Petition (O) Lodging No. 2266 of
2012.

(30) And whereas, The Central Government has prohibited products containing tobacco and nicotine
under Regulation 2.3.4 of the Food Safety and Standards (Prohibition and Restrictions on Sales)
Regulations, 2011.

DIRECTION OF THE HON’BLE SUPREME COURT AND THE DUTY OF THE STATE

(31) Whereas, By order dated 23rd September 2016 in Transfer Case (Civil) No. 1 of 2010, the Hon’ble
Supreme Court of India directed the Secretaries of all States to file affidavits regarding compliance with the
Food Safety and Standards Act and Regulation 2.3.4 (Prohibition and Restrictions on Sales); and
accordingly, the Secretary, Medical Education and Drugs Department, Government of Maharashtra, filed
an affidavit before the Hon'ble Supreme Court, it being the responsibility and duty of the State to obey the
said order.

(32) And whereas, More than twenty institutions and persons working in the field of cancer in the State
have requested the Government to continue the prohibition on Gutkha and similar products as essential for
public health, and copies of such requests, addressed to the Hon’ble Chief Minister, have been furnished to
the Commissioner of Food Safety.

(33) And whereas, If the said food articles were permitted to be used without prohibition, human health
and welfare would be gravely endangered, and the health of the present and future generations would be
placed at risk.

(34) And whereas, The Constitution of India recognises the importance of human health, and Parliament
accordingly enacted the Food Safety and Standards Act, 2006, holding the Commissioner of Food Safety
accountable to prohibit, in the interest of public health, the manufacture, storage, distribution, transport or
sale of any article of food; and I am duly authorised and duty-bound under Section 30(2)(a) of the Act to
make this Order.

Therefore, I, the Commissioner of Food Safety, Food and Drug Admiinistration, Maharashtra State, in
exercise of the powers conferred upon me by, and in discharge of the duty imposed upon me under, Section
30(2)(a) of the Food Safety and Standards Act, 2006, and being satisfied that it is necessary in the interest
of public health, hereby prohibit, for a period of one year with effect from the 20th day of July,
2026, throughout the whole of the State of Maharashtra, the manufacture, storage,
distribution, transport (into, within and through the State of Maharashtra) and sale of
gutakha, panmasala, tobacco and areca nut (betel nut) --which is either flavoured, scented or mixed with
any of the said additives — and whether going by the name or form of Gutkha, Pan Masala,

flavoured /scented tobacco, flavoured/scented Supari, manufactured chewing tobacco with additives,
kharra, mawa, or by whatever other name called, whether packaged or unpackaged, and whether sold as
one product or packaged as separate products but aold or distributed in such a manmerastq easily facilitate
mixing by the consumer for consumption.

TUKARAM H. MUNDHE (1.a.8.),
Commissioner of Food Safety,
Maharashtra State, Mumbai.
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