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T EERITER] R ¢ TS TYI ST YT fThRIEET Q4% HUE T 10T THehdNATS! §¢ HS I TIE]

3TITfR ST &R

(i11) TEuH ISt 3Tfefeh el deareos ST 371, HIT ShehaiT 0T &R =11 S SATeies forermesy
eHTeRTET e HerTes 9o, % RIS TUY Afefeh St Tl

( JEUTS! T 34§ TS T 2R,

(%) aerefl, SfEa STRet AT e (SJI-TaR 302 %/®eqq 42/ 399 3 ) He Uig et o (el
TH. FJ9G AR ) TIR T TeIe5eaos G o STRIETSTI ekl Aiel T 3T, T STIUth STIeTH sher TS|
BT 2T FHST 907 27T,

(R9) AT, T 02%-24 T “UMHehE <q Weloenerd, AR 9 T A FH-o=H Teferiet fSeand
SheTedT Sad AT § %< Afgelen TERAT quriies 37 T Aieeli=al diemes shiyd o1eldl 3Ted o/ fagqa
ST, T I S HRIoaerd d TIUMer, ARTQR AT fadieh o4 H, 084 o STEATgER Bl F el Hames
T QRO STl JEYd ShehilT, T hehdT, TIhIATIRAT, SRUTGATRET STa! I 20T ST HHIeHT 3718,

(¢) wane7eft, Sfaes TR Hele-=a1 Review of Areca (Betel ) nut and Tobacco Use in the Pacific,
A technical report THR daTg 7M1 FURT Ha STBUAIG! Hewarl Haw:

YR TTEIG5CATes ShehdT 1T, AN TIEd TRy e hedTHos Tehi SIudr=T €eh dredl. @e dard, gt
YoTeR 3T1c3] SEfUaTHIe! SR fHURITE STaeehdT 3T,

() 3Tl SMIfeh SR See-= foieh 2§ fediar, 02 % = HAGMUTIHR TSI Erderel Hfdeemges
AT IUCTSEAT STUT e 4t SNeges YRS Jeshi=a STRIFITER Se URom e 378,
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S BTfehH SeHe SRl 31t Ufecteheal Heehai- STTdeh STRIF Hee-=T “Shel SHTthd X Sfea” o et
THTOT ST [eEATAT ATRITE ¥ Selt 3718 31 7 Higtoe] 378,

Sfeh SR Fee-H |Id AT (3T, f9eR, TR, e, Wi Ue¥, HeRTg J IerdT) 31T I
TSTET! &L Sheledll ST 319 O STl 3718 3, ST¥ Qv [ewraard §He 3= (/3% ) 318 3T
T FATTH d STaes1a (]%% ) e, Te@IEe YRAE Jashi= SRS =il 378,

T ST T 39S T 3T i, T STE Safos T AIRIeR TTe USell 31, W-Hehst heted
AT AR Y& A d T Alhiql (¥ % ) HifiIder Tl Sat SIedH o HHl FHI0Id Te@l @rard o Higar
IO (R0% ) ST 318 TEU0T 311 ht, TRePRA U dameel 3T ehel ScdTeH, fersht 27ifor feraor fcaifera
et TIfEs,

TFenft St ue e (T, e ste w2 wif, Sif=q gfufeh~q semen Thet 31 Ufseish e, Hex
i< SRR UM ) A, “Tgdeh e@l WoR darg faehd BT STed ST T IHAe o Siaf dieArerie] o
YA ST, AT Tdehed-- saral 391 ST Jeier TRUMHTER Hfdehel IRUMH 2Id 378", 3T W= S9RT feeT 31e.

YR TR TR Hikh{ ek SR Tiehrd T =Ie] Saall STl ST d &lieh aTR & Jad 31, 319
ST HAES I 7 3718 9 TAlehioh - Gagd aTuR ShHT U e Taei=l TR STHeT STI0T Aresi-eh ST
TRETUTHTS AT TR SRt R0l SMeReh ST & Hd 37,

A ST e STeiel T8 qe Jelersr —

o TS, TG e Ha MR TG STAHHeh TGl e i Ui A0 shed ¥ad: e
AT, T, Q4 Tk el Yo HIUTR el T-HehT Shelell el WEl .

o AR Lo T [T WIVIR ik, e ai] AATshi-T Tew HeUar Hed il STHeTEed HeHd STed. AT

e Q0] &G 0T R ST R AIhi=T el Hol §G FHIUATHIS! Jae ohel TG,

o T TS e WUl HIScTedl Tliehi=T Seieh TSaq Hie SHIUI, ( ¥8-£L% ) 3T8aTe o7 foh, “Tewn

o Ti-ThS Sheled e fhid S areeiel 2Te.
o foRYhIcs GHRHIAR T-HehsT et HewiTe Saciell 3Meeg STel e,

STTHIATRAIAT RASIER 31T W-TehsT e foshiohe deset STed. eaAT= 1 qaier oo el
TR HIOM-il ST Yy [hiehies daresT= qereii=n fashadi e@rearaT Teehi=al arawer qRumT o
T S SUCTSHdT ATeR HoeTuT ShiudTd 3Tel. ¥y o fhiehles SATIRY ST W% TRl SAehr=ide
AT SHOTR STTERRY SAIOT HIHTTSTeh 1 ShOT=a HeeT o i<ITeld shlH Sh0TR RNk Fl freror
e T AT ST Hifedl SuaTd 3T,

o W T Ush FhRAT TCE U T 31 ST 3 SAUTHIhieHad fHid shetl STl a JRAme af
Tl ek BIUaTd S R Hesh 3T, AT HIdeh SCIGHcS HTesti-eh STRFETER B0 GURUTHi=T HHR
ST STeTeh S <A ShTesld HRAT e ¥el TS Tt ScireH, forshl a faawor arer ufde et 31,

(30) TR, VTR S HRlfTaierd o SIeT, AT FiT AT HelieT SIS Taie ST ek shehiT fenTT-oe
% TR 028 JSHT et FALTINT &£ o FEhIUIUhT 4o FERUIHEY ( R\6.¢ 2o ) STRTT HgehH ThIRTsT el JFHTOT
3Ees 3Tl 3. A1 el SAKNHE VR TV 9 TE&Ad: 30 Tui@meiel daRIeie Seril 3T@es ST, S Tidh @i
T AT T IO STRE FeT e I SeTel ATe! o AMes i1 @R, Tea, T HETel o Grferd gart
R S ETervET T ohell 3T,
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(32) AT, ST FHR 0 T GATCIC heri TN TSI oRTTooT TT & Sk Hi-T JsaTd Jeare)
ST TR Gl STavash STHTATYes Ha dia] hidd oo qamesT YardiaR sie) STevdeh STeaared -
fordlt oheTelt 3T, <41 <41 S%elT/ SeRil (SfaeX) Fi-T A1 HRledi-T 2l fordl shefl 311 e Ueh Ud 1. 3T
& ST A1 3-HeA 3R foeredt e

(3R) waretefl, SR 3o 3T aToRel O Hal TR J Thedu] Heheld Jsof STTOT senateft ufaeer 7 shiar SR e
ST TR e feett 0 Fearean 7o afasrdier fUer 2R Lierd Jga.

(33) Hreel, A1 Hared A sediaRd et (i) i 2/020 e &k 33 AR
R02& STl feTeT STIQRITd HT. Haied =Arerd 371 Y&l d HIeh HaT R0 o€ o o foma R0 d fram 2.3.%
(wfcrerer eTfoT forshiadier fefer) =it wfaenfen Mieerr=ai-t qoTell faeTasaul FHvarErad o qudiel §e T
Hiei=T ATeTad 91, Felted =AATeTard 9q Jeiet areTad (e 22.22.2028 ) TG HUFEEd STSRIT el
B, FJER HERISG TS o+ Hiereli-l Laeast AT, Felied =Aramerard qRael el 278 o AT, Folied =ramer
et TR Tt Shl TSl SE-ehReh ST Ot TsaTel STaraen] 3718,

(%) TIfOT SorsTel ARG W= Aet STRIFE Hewd fo=RId =idet 3118 711 Teud HHe o7 gRa 9
Ak AU, 00§ TR & TR STV fEdTHTS! ShIVTRTET 3T St e, Hraeur, faawor, aeqeh

9 forshl AT WfcTeer THRoATRRAT 3T F&T ST AT STATEER ERelel 3718 ST SATsTef 2T SIS FHeuarehicar Hell
IR IR et 30(R)(37) 3T Aifaradican M shet 31,

T T, ST GRET ST, 3T o SIe] T, eRIe I ATEN 217 ey 37for gurd it e R wifere,
A fehal hIoTcTe! I ST seRIed fHeesiaett STTd ST 1= ATaT AR fohall e, THHHTe, Ffee/
riferd e, Tatare/fed Gurl, STafigenged ScTted Teesvar e, S, a1 SedTd fohall 37=] SlTce]
AT FArEel SO fehdl o, ATEehIeT 0T oA HesTRe JoTs sisal 379N R foehere fhar faadid shetel
e /Aited deame ST STafgehger ScTad TeesuarH dame SUT Eafare/Grfed Fui, e, T, B,
AT & T qael Teh Ied1e W[ fehell f-RTes IcTe WU ST shetedl fohell et steeted 21for/foher ferhere
Tkt o, Attt AT, AraemT, foaor, arede ( HeRTE TSAHe J HeRIG Isarq ) fohal fasht I STHd=an SR
fedmedt femih R0 et 0% NI Ush ST SHICTAEIS! Tyl HERTSE saTd Hdsiferd i e,

AT TS, A

31T R 3T,
311 9 3T Y9, HeRTE 9.
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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 12th July 2024

Order
Foop SAFETY AND STANDARDS AcT, 2006, RULES AND REGULATIONS THERE IN

No. FSSA/Notification/ 581/2024/7, Dated-12/07/2024.—Whereas, It is one of the primary
duties of the State, inter alia, to improve public health, as mentioned in 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 III of Food Safety and Standards Act, 2006,
which includes an endeavor 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) Whereas, 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; either in the whole of the
State or any area or part thereof for such period, not exceeding one year, as may be specified in the
order notified in this behalf in the Official Gazette;

(4) Whereas, Tobacco, areca nut (betel nut), whether flavoured, scented or mixed with other
ingredients such as nicotine, heavy metals, anti-caking agents quiwam (kimam), menthol, kesar
(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(1)(j) of the Food Safety
and Standards Act, 2006;

(5) Whereas, the definition of Food is given at Section 3(1)(j) of Food Safety & Standards Act
2006, therefore chewing tobacco is food. Many High courts have 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 1631/2012; Dharival Industries Ltd v/s State of Maharashtra (Para No 21 to 23) & Hon. Supreme
Court in R.Krishna Murty V/s Tamil Nadu 1980 (I) FAC: AIR 1980 SC,538.

(6) Whereas, the addition of any one of several of the said additives particularly flavouring or
scenting ingredients to Tobacco and /or areca nut (betel nut) significantly increases their allure,
as raw unprocessed tobacco and areca nut (betel nut) are less inviting in taste or texture. Thus
consumption of raw and unprocessed tobacco and /or areca nut (betel nut) tends to increase when they
are flavoured, scented or when they contain 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 with areca nut (betel nut) that 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 having an impact even 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.
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(7) Whereas, in the Food Safety & Standards (Prohibition & Restriction on Sales) Regulation
2011, Regulation 2.3.4 states that “Product not to contain any substance which may be injurious to
health : Tobacco & Nicotine shall not be used as ingredient in any food products.”

(8) Whereas, by Notification No.FSSA/NOTIFICATION/496/7 dated 18/07/2023 issued u/s 30(2)
(a) of FSSA 2006, the Commissioner of Food Safety in Maharashtra had prohibited for one year, the
manufacture, storage, distribution , transport and sale of 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, or otherwise by whatsoever name called, whether packaged
or unpackaged and/or sold as one product, or packaged as separate products, sold or distributed in
such a manner so as to easily facilitate mixing by the consumer.

(9) Whereas, flavoured/scented tobacco is not available freely in the market due to above
prohibition order & therefore it is noticed that the consumption of manufactured chewing tobacco
with additives is on the rise & this manufactured chewing tobacco which is not scented/flavoured
is also available in very attractive packets/sachets and it is being marketed and advertised very
aggressively and in alluring manner because of which mainly youngsters and others are attracted
towards it. This Manufactured chewing tobacco is often mixed with arecanut and is consumed, thus
leading to increase in its consumption which again gives rise to serious health hazards. Therefore
along with Gutkha /Panmasala, Scented/Flavoured Tobacco & Scented Flavoured Areca nuts, such
Manufactured Chewing Tobacco with additives should also be prohibited.

(10) Whereas, overwhelming scientific evidence shows that food products which have tobacco
and/or areca nut (betel nut) as their basic ingredient, whether or not containing the said additives,
and whether going by the name of Gutkha, Pan Masala, Flavored/Scented Supari, 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,

(11) Whereas, after going through various scientific reports and opinions, it was noticed that
Gutkha, Pan Masala, Flavoured/Scented Tobacco, Chewing Tobacco, Flavoured/Scented Supari,
Kharra and similar products containing either tobacco or areca nut (betel nut), 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 ;

(12) Whereas, the harmful effects of Tobacco, areca nut (betel nut), and several of the said
additives, often found in the form of Gutkha 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 :—

(1) Research done at Tata Memorial Hospital; Areca nut use is considered to be the most
important etiological factors for OSMF (Review article J.Oral Pathol Med 1995);

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

(ii1) A study conducted by Dr. James E. Hamner and Others, found that precancerous
lesions progress to carcinoma (Oxford University Press, Mumbai 1992);

(iv) Reports by the Government Dental College, (Nagpur 2012) consumption of Gutkha or
Pan Masala, etc.; causes oral sub mucous fibrosis. (Year 2013);

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

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

(viii) Article published in Reproductive Toxicology [36 (2013) 12-17] Statethat tobacco and
areca nut chewing alone, together or with other ingredients had reproductive toxic potential,

(ix) Review article published online [8 December 2012] by Saeed Akhtar, Dept. of
Community Medicine and Behavioral Science, Kuwait University, Kuwait Statethat Areca nut
chewing was significantly and independently associated with an increased risk of esophageal
Squamous cell carcinoma in Asians;

(x) Article by Mr. Rajeshwar N. Sharan published in PLOS one (August/2012/ Vol. 7 issue
8/e42759) Betel Nut, and its components primarily the alkaloid arecoline, as carcinogen, these
substances not only have general mutagenic, cytotoxic and enotoxic properties, result in the
development of carcinogenesis at various sites, specifically in the oral cavity;

(xz) IARC monographs (Vol. 85), areca nut causes oral sub mucos fibrosis, a precancerous
condition in human;

(xit) 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 of which more than 16 crore
peoples are users of only smokeless tobacco;

( x2iz) Urmila Nair and others (Mutagenesis vol. 19 no. 4 pp. 251-262, 2004) found that
due to use of betel quid relationship between Oral Sub mucous Fibrosis, oral cancer has been
established . It was found that and heavy users have a significant mortality rate due to betel quid,;

(xiv) Gupta and Ray, (2003) Several case control studies in India have shown a high risk
for OSMF among areca nut chewers; over 70% of the cases were under 35 yr. old;

(xv) Chu, 2001 states that areca nut chewing is an addictive habit;

(xvi) Sinor et al. 1990 found that mawa chewers and those who chewed mawa along with
other chewing habit showed very high relative risk of OSMF and relative risks increased with
increase in frequently as well as the duration of chewing habits” ;

(xvit) Shah and Sharma, 1998, found that “chewing of areca nut/quid or Panmasala
(a commercial preparation of areca nuts, lime, catechu and undisclosed colouring, flavouring
and sweetening agents) was directly related to OSMF”;

( xviii) Babu et al. 1996 found that “Symptoms of cancer appeared at an early age in
youngsters”;

(xix) Jeng et al., 2001 have depicted,” the mutagenic, clastogenic and carcinogenic properties
of areca nut, the major constituent of Pan masala”;

(xx) Dave et al., 1992, states that “Arecoline, the most important areca nut alkaloid, is
present at 1% of the dry weight and has been shown to be genotoxic”;

(xxt) Shirname et al., 1983, 1984, states that, “Areca nut extract was mutagenic to
Salmonella typhimurium strains in the presence and absence of an exogenous metabolic
activation system”;

(xxiz) Rosin et al., 2002, states that “Exposure to aqueous areca nut extract induced mitotic
gene conversion at pH>10 (Rosin et al., 2002)”;

( xxzi7) TARC, 2004, found that areca nut chewing has been classified as carcinogenic to
humans (IARC, 2004);
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(xxiv) Polasa et al., 1993, states that “Aqueous extracts of various brands of pan masala
were mutagenic in S. Typhimurium strains”;

(xxv) 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;

(xxvi) Dave et al., 1991, Exfoliated buccal mucosa cells of pan masala and Gutkha consumers;

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

(xxviii) Kayal et al., 1993, states that ,” Type of chewing, had significantly higher frequencies
of micro nucleated cells in exfoliated oral mucosal cells ”;

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

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

(xxxi) 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 6567, Sh. Dhirendra N. Sinha & et al.);

(xxx1i) IARC has concluded that there is sufficient evidence for carcinogenicity of smokeless
tobacco for mouth, oesophagus & pancreas; (Dhiren N. Singh; International Journal of Cancer
2015).

(xxxiiz) As per the data of the Secondary analysis report of National Family Health
Survey -4 (2015-2026),it is indicated that 8.3% of pregnant women consumed tobacco in any
form. Data of 32,428 “currently pregnant” women aged 15-49 years was obtained from the
National Family Health Survey (NFHS- 4) 2015-16. Prevalence of hypertension among pregnant
tobacco users (7.5%) was significantly higher than that of non-users (6.1%).

(13) Whereas, 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.

(14) Whereas, 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.

(15) Whereas, during the period of 2003 to 2011, Food and Drug Administration , Maharashtra
State tested Gutkha, Panmasala etc. and found that ,1153 out of 1173 samples of Gutkha, Pan Masala
etc. contain magnesium carbonate in violation of the Food Safety and Standards (Food Products
Standards and Food Additives) Regulations, 2011 ; 717 prosecutions were initiated by Food and Drug
Administration, Maharashtra State in courts of law based on samples collected during 2003 to 2011
and large stocks of Gutkha and Pan Masala seized were destroyed .

Ministry of Health and Family Welfare , (Food Safety and Standard Authority of India ) New
Delhi, issued notification on 5th September , 2016 regarding Food Safety and Standards ( Food
Product Standard and Food Additives) Regulation 3.1 (Food Additives) which came into enforcement
from 1st July 2017, in which Regulation 3.1.1(3) States the Foods in which Additives may not be
used — Food categories or individual food items in which the use of food additives is not allowed, or
where use should be restricted, are defined by these Regulations.

AT <N-ch-—&R -3
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(16) Whereas, Subsequent to the Notification dated 19th July 2012, large quantities of, inter alia,
Gutkha 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 stocks which were brought to sale in Maharashtra are seized in the tune of Rs.386
crores 03 lakh in the time frame from 2012- 2024. In the same period 9095 First Information Report
(FIR) are filed in police stations and 9863 cases are filed in Courts.

(17) Whereas, over the years it is observed that manufacturing / production/transportation and
sale of prohibited food articles are stealthily and illegally going on in Maharashtra State, since the
ban from 2012. And we find all these prohibited food articles in small shops, godowns, distributors,
suppliers, wholesalers, retailers etc. across the market and majority in transport vehicles. We
have been taking action from 2012 on transportation still it is increasing day by day and hence
required stringent action to stop these people across Maharashtra. Therefore, with prior approval of
Maharashtra State Government, Food and Drug Administration with help of RTO issued a circular
to cancel the driver’s and vehicle’s license, transporting prohibited food articles .

Since till date, department has taken an action on 1955 vehicles whoever transporting prohibited
food article, the figure shows that the offenders were transporting and selling prohibited food articles
under the name of Intra State transport. Transport by using vehicles is one of the major tools found
by such offenders to change the various places of storage immediately due to which the main offenders
/ owner of the prohibited food article remains safe. Due to which transport became one of the easiest
mediator in this business and there is need to take legal and stringent action against such offenders.

In Writ Petition Civil No. 9865/2012 Vishnu Pouch Packaging Private Limited V/s.State of
Maharashtra & Ors. and in Writ Petition ( O) Lodging No. 2266/2012 S.J.J. Exports Company V/s.
Food Safety Commissioner and Ors, Hon’ble Bombay High Court considered prohibition on transport
of prohibited food articles.

(18) Whereas, 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.

(19) Whereas, as per letter dated 28/06/2016 of Government Dental College and Hospital Nagpur
oral sub mucous 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 Sub Mucous
Fibrosis.

(20) Whereas, as per the record of Government Dental College and Hospital, Nagpur for year
2015-16; 151 patients of oral cancer were found, on an average 80% patients were of pre oral cancer
and 20% patient of oral cancer. In last six months of this year (2016); due to consumption of tobacco,
kharra and Gutkha the 859 patients of pre oral cancer and oral cancer are found.

(21) Whereas, as per the report of the Rashtra Saint Tukdoji Regional Cancer Institute, Nagpur
out of a total of 8335 cancer patients treated in their institution during the year 2020-22, 2620 (31%)
were oral cancer patients.

(22) Whereas, as per survey report dated 11.07.2016 of Salam Bombay Foundation, conducted
in 15000 school premises, products like Gutkha, Pan Masala are not available around the school
premises. It further states that prohibition of Gutkha and Panmasala has benefitted the youth of
the States of Maharashtra.

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

(24) Whereas, 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 ;
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(1) 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;

(i1) Four states (West Bengal, Maharashtra, Andhra Pradesh and Uttar Pradesh) together
contributed 60 per cent of the disease burden from tobacco attributable CVD;

(i1) The study also strongly recommends, prohibiting sale and manufacturing of all forms
of smokeless tobacco products SLT / chewing tobacco.

(25) Whereas, Ministry Health & Family Welfare, Govt of India conducted a study of the
Economic Burden of Tobacco Related 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

(Z) 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;

(iz) 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);

(i1i) 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).

(26) Whereas, 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.

(27) Whereas , in the year 2014-2015 Government Dental College, Nagpur & SEARCH in
coordination 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 Gutkha, Kharra increases the
chances of causing oral cancer, Leucoplakia , Erythroplakia etc.

(28) Whereas, World Health Organisation Review of Areca (Betel) Nut & Tobacco use in the
Pacific, A Technical Report, gives message that chewing of Supari causes Cancer & Chewing Supari
along with Tobacco further increases chance of cancer therefore policy decision must be needed to
curb it.

(29) Whereas, according to survey by World Health Organisation dated 16th December 2014,
Decision of States to prohibit Gutkha reduced its availability and consumption which has impacted
positively on Health of Indian Youth.

There are strong indications that State-level laws banning Gutkha are having a positive
impact — reduced product availability and a decrease in consumption of Gutkha, according to a
study conducted by World Health Organization Country Office for India in collaboration with Johns
Hopkins Bloomberg School of Public Health.

The study conducted in seven States (Assam, Bihar, Gujarat, Karnataka, Madhya Pradesh,
Maharashtra and Orissa) and the National Capital Region revealed that the support for gutkha bans
is very high (92%) across the studied jurisdictions and there was an almost universal agreement
(99%) that gutkha bans are good for the health of India’s youth.

“The study has revealed that product bans did impact use of the respondents who continue to
use pre-packaged gutkha, half (49%) reported they consume less since the ban, there was high degree
of unanimity (90% of the respondents) that the Government should ban the manufacturing, sale and
distribution of other forms of smokeless tobacco ” .
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Dr Pradeep Krishnatray, Director, Research and Strategic Planning at the Johns Hopkins
Bloomberg School of Public Health, Center for Communications Programs said, “Most of the
respondents are purchasing tobacco and mixing it with a packet of pan masala with Zarda. This
innovation has adversely affected the very purpose and consequent impact of the ban.”

Expressing concern that smokeless tobacco use continues to be viewed as culturally acceptable
and that people continue to initiate use, Dr Menabde said, “More needs to be done to support people

to successfully quit using tobacco and there was need to continue to denormalize use to protect public
health”.

Some of the other key findings of the study are :—

e Post the bans, most gutkha users report purchasing ingredients separately and combining/
mixing their own gutkha. However, 15% of respondents continue to purchase pre-packaged
gutkha.

¢ Interest in quitting is high - approximately half of respondents reported attempting to stop
using guthka in the last year. Approximately 80% of respondents agree that the gutkha
bans will help people to quit.

e Of the respondents that quit since the bans, a substantial proportion in each State(from
41- 88%) reported that they “quit consuming gutkha because of the ban”.

e The cost of pre-packaged gutkha increased following the bans.
e There was virtually no retail outlet where pre-packaged gutkha was on display.

e More than one-quarter of tobacco product retailers interviewed reported that they had been
approached post-ban by a supplier to continue selling pre-packaged gutkha. Surveys were
conducted with 1001 current and former gutkha users and 458 tobacco product retailers to
gain insight into the effect of the ban on consumer use and product availability. Observations
of 450 retailers and 54 in-depth interviews with Government Officials, enforcement officials
and citizens working with civil society groups also informed the study.

Gutkha, a form of chewing tobacco flavored with spices and sweeteners, is a major cause of
oral cancer in India. In recent years, all states in India have banned the manufacturing, sale and
distribution of gutkha in an effort to address the astounding public health impacts caused by this
deadly product.

(30) Whereas, as per the survey conducted by Government Dental College And Hospital, Nagpur

in rural areas of Nagpur on occasion of World Cancer Day, 4th February 2019 Total 50 cases
(27.08%) of Oral Sub Mucous Fibrosis are detected out of 180 screened population. All cases had
habit of kharra chewing and was predominantly found in younger males lesser than 30 years. Not a
single case of Oral Sub Mucous Fibrosis was detected in non chewers of kharra. They requested to
impose ban on kharra, gutkha, panmasala and sweet supari.

(31) Whereas, more than 20 persons/institutions working for cancer in State, has requested
Government to prohibit Gutkha etc. in the State and it is essential for public health. Those Doctors/
Institutes submitted request to Hon’ble Chief Minister also submitted a copy of said request to Food
Safety Commissioner by email.

( 32) Whereas, 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.

(33) Whereas, In Transfer Case ( Civil) No.1/2010 on 23.09.2016 order Hon’ble Supreme Court
gave directions to file an affidavit regarding compliance of Food Safety and Standards Act, Rules
and Regulation 2.3.4 (Prohibition and Restriction on Sales) to all States Secretaries upto next
date (i.e.11.11.2016). Accordingly, The Secretary, Medical Education and Drugs Department of
Maharashtra filed an affidavit in Hon’ble Supreme Court.

Therefore, it is a responsibility and duty of the State to obey the order of Hon’ble Supreme Court.
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(834) Whereas, Constitution of India has considered the importance of human health and therefore
the Parliament passed the Food Safety & Standards Act 2006 & considered the Commissioner, Food
Safety accountable to prohibit in the interest of public health the manufacture, storage, distribution,
transport or sale of any article of food, and whereas I am duly authorized and duty bound under
section 30(2)(a) to make this order ;

Therefore I, the Food Safety Commissioner, Food and Drug Administration, Maharashtra
State, prohibit in the interest of public health, for a period of one year from 20th July 2024, the
manufacture, storage, distribution, transport (in and through Maharashtra State) or sale of 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, 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 in the whole State of Maharashtra .

ABHIMANYU KALE, 1.A.8.
Food Safety Commissioner, Food And Drug Administration,

Maharashtra State.
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