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Introduction
Hippocrates is well known for his statement “Let your 
food be your medicine and your medicine be your food,” 
highlighting the significance of utilizing food to support 
well-being and recovery. Ancient Indian medicine known 
as Ayurveda strongly emphasizes the role that diet plays 
in both health and disease.[1] Nutraceuticals are foods or 
dietary components which are said to provide therapeutic 
or health benefits, such as avoiding disease or alleviating 
its symptoms by addressing the underlying source of the 
issue. The term “nutraceuticals” describes goods made 
from vitamins, minerals, herbal remedies, and different 
nutritional components internally used for medicinal 
purposes or to strengthen resistant to disease. The term 
“nutraceutical,” which combines the words “nutrition” 
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Nutraceuticals, comprising supplements, herbal medicines, vitamins, and minerals, claim therapeutic 
benefits in addressing disease causes. Coined in 1989, the term denotes compounds promoting health. 
Projections suggest India’s nutraceutical business will reach USD 18 billion by 2025, necessitating robust 
oversight. Food Safety and Standards Authority of India (FSSAI), established under Food Safety and 
Standards Act of 2006, governs approvals. This study aimed to collate data on approved, refused, and 
withdrawn nutraceutical products and ingredients in India from 2020 to 2023. During this period, 58 
out of 110 applications, constituting 52.7%, gained approval. Notably, 20 to 40% of applications related 
to nutraceuticals faced refusal or withdrawal within the preceding four years. Factors contributing 
to rejections and withdrawals include sorting S-adenosyl-L-methionine (SAMe) as a pharmaceutical 
compound, non-compliance with recommended dietary intake, potential drug-like properties, misleading 
labeling, and insufficient evidence of product efficacy. Withdrawals often result from issues like adulteration, 
substandard ingredients, and non-compliance with good manufacturing practices (GMP) regulations. To 
surmount these challenges, FSSAI must establish rigorous regulations and guidelines for nutraceutical 
promotion, including public notifications for any modifications, with a concurrent expectation for industries 
to adhere to these guidelines in promoting public health. The collaboration of applicants/nutraceutical 
industry, and FSSAI would foster stable expansion, as evident in India’s CAGR for nutraceutical products 
and ingredients.
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A B S T R A C TA R T I C L E  I N F O

and “pharmaceutical,” was coined in 1989 by Dr. Stephen 
De Felice. Nutraceuticals are specific formulations that 
are meant to meet needs and support heath prevention.[2] 
A nutritional supplement is a food item/component 
claimed to deliver therapeutic or medical assistance, 
such as illness treatment or avoidance. Nutraceuticals 
are “natural” pharmaceutical substances that are refined 
or derived from food. Research has been done on several 
traditionally grown foods in an attempt to discover 
natural remedies that can prevent the illnesses.[3] Dietary 
substances may also constitute nutraceuticals, such as 
fish oil with omega-3, which is obtained from cold-water 
fish such as salmon, or it can be a food that is naturally 
high in nutrients or has therapeutic qualities, like garlic 
or soybeans.[4,5] Trendy nutraceuticals include omega-3 
eggs, ginseng, echinacea, folic acid, glucosamine, cod 
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liver oil, orange juice with calcium added, and green tea, 
Growol.[6-8] Nutraceuticals are food-based products with 
additional health advantages besides their fundamental 
nutritional value.[9] They can be categorized according to 
a number of factors, as illustrated in Fig. 1.
Since most nutraceuticals have several therapeutic effects, 
much work has been done to decentralize them within the 
current study according to their primary indication for a 
particular condition. The illnesses listed below were all 
connected to nutraceutical benefits (and/or found to act 
as): (a) cardiovascular agents; (b) anti-obesity agents;[10] 
(c) antidiabetics; (d) anticancer agents; (e) immune system 
boosters;[11] (f) chronic-inflammatory disorders; and (g) 
degenerative diseases. Nutraceuticals were suggested to 
improve the body physiologically or guard against certain 
illnesses.[12]

Due to lifestyle choices and insufficient dietary intake, 
health disorders like obesity, anxiety, depression, coronary 
artery disease, high blood pressure, diabetes, cancer, and 
compromised immunity remain on the rise.[13] To mitigate 
this, demand from consumers indicates that food will not 
only satiate their appetite but also protect them from 
illnesses and maintain their physical and mental well-being. 
Consumers are suspicious of exaggerated health claims and 
require clarification over whether to see nutraceuticals 
as food or medicine due to a lack of knowledge. The 
development of this sector is impacted by the variations 
in regulations pertaining to nutraceuticals.[14,15]

Nevertheless, these hesitations, the world market 
for supplements and nutraceuticals has expanded 
rapidly over the last ten years, with estimates for 2019 
value approaching $353 billion USD. The pandemic of 
coronavirus 2 (SARS-CoV-2) that began in November 
2019 and continued towards the completion for the fiscal 
year caused the use of nutraceuticals and nutritional 
supplements to increase even more in the early part of 
2020. Global nutraceutical demand has surged on account 
of the COVID-19 pandemic.[16] Because consumers are 
now more aware of the growing expense of prescription 

drugs, the ineffectiveness of conventional medications, 
and the increased likelihood of side effects, nutraceuticals 
are emerging at a rapid pace. The dearth of effective 
treatments and prevention options for chronic illnesses, 
the impersonal nature of interactions with healthcare 
professionals, the need for customized medications, the 
aging patient population, and the renewed emphasis on 
preventive medicine have all contributed to the trend 
toward alternatives to pharmaceuticals.[17]

India’s nutraceutical business, valued at USD 4-5 billion, 
is expected to lead the world. According to reports and 
experts, it is anticipated to rise to over USD 18 billion by 
2025. According to studies, the dietary supplements market 
in India is anticipated to arrive at an approximate value 
worth USD 10,198.57 million by 2026, from USD 3924.44 
million in 2020. Based on the information provided the 
industry is experiencing a growth rate of 22%. Since the 
acceptance of preventative healthcare and rising consumer 
awareness, the Indian nutraceutical industry has grown 
quickly, with a compound annual growth rate (CAGR) of 
21% over the previous five years.[18,19]

Demand for complementar y therapies and rising 
consumer knowledge of traditional substances found 
in nutraceuticals provide an emerging market to the 
nutraceutical industry.[20,21] Consequently, rigorous, 
and efficient laws are needed to regulate the import, 
production, distribution, and marketing of nutraceuticals, 
given the extent of Indian market, which is expected to 
increase. Under Food Safety and Standards (FSS) Act - 
2006, the Indian government formed Food Safety and 
Standards Authority of India (FSSAI) to ensure sufficient 
availability of safe and efficient food ingredients. The 
regulatory system governing foods, functional foods, 
and dietary supplements started to evolve and advance 
at fair pace with the founding of the FSSAI. The FSSAI’s 
primary objectives are to supervise food manufacturing, 
processing, transportation, marketing, and imports while 
establishing science-based food standards to guarantee 
that food is safe for human consumption. FSSAI, that 
was formed under the FSS Act of 2006, is the authority 
in India that authorizes nutraceuticals. The FSS Rules of 
2011 were published in the Indian Gazette on May 5 2011, 
and entered into effect on August 5, 2011.[22] According to 
the regulations known as FSS (Nutraceuticals, Functional 
Foods, Special Nutritional Use Foods, Medicinal Purpose 
Foods, and Novel Foods) which were established in 2016, 
there are health supplements and nutraceutical standards. 
The eight types of functional foods covered by these laws 
are: novel foods, prebiotics, probiotics, foods containing 
plant or botanicals, special dietary use, special medical 
purposes food.[23,24]

The investigation’s goal was to obtain information 
regarding the approved, rejected, and withdrawn 
Nutraceutical products and ingredients in India under the 
FSSAI regulations over the course of the preceding four 
years (2020 to 2023).

Fig. 1: Classification of nutraceuticals
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Methodology 
Through the use of the authorized FSSAI website, a review 
regarding the products and ingredients authorized by 
the regulatory body in India between 2020 to 2023 was 
performed. An investigation has been done on the list 
of applications under the regulations known as the FSS 
(Approval for Non-Specified Food and Food Ingredients) 
Regulations, 2017 that are approved, rejected, closed, 
withdrew, or in another status as of January 4, 2023. With 
a particular focus on ingredients and items associated 
with nutraceuticals, the evaluation involves classifying 
them according to data from the FSSAI’s business section’s 
Food Safety Compliance System (FoSCoS). The information 
acquired made it possible to determine India’s percentage 
of nutraceutical applications. Subsequently, a thorough 
evaluation of accepted, denied, and withdrew applications 
was carried out for comparative purposes.[25,26]

Registration Process
To enter the Indian market, one must register as a 
nutraceuticals with the FSSAI authority. The Food and 
Safety Authority of India (FSSAI) has several procedures 
to be followed to register as a dietary supplement in 
India. The stringent regulations and laws are making 
it increasingly challenging for businesses to get their 
nutritional supplements certified. However, adherence 
to all rules and regulations pertaining to registration 

procedures is necessary for the appropriate protection 
of public safety. To put their products on the market, they 
must fill out and get approved a number of forms, such as 
FORM A and FORM B. The examination of an application 
typically takes seven days from the date of receipt. Fig. (2) 
describes the specific steps associated with registering 
nutraceuticals in India.[27]

Statistical Findings and Discussion
Initial reports indicate that the FSSAI had received 110 
applications regarding authorization of nutraceutical 
products and ingredients during 2020 to 2023. These 
applications are divided in to three categories according 
to the specifics of approval: products and ingredients that 
were accepted, refused, and withdrawn. 
The percentage of applications that the FSSAI or the 
applicant authorized, denied, or withdrew between 2020 
and 2023 is represented in Table 1. Over the course of these 
four years, 58 applications or 52.7% of the 110 applications, 
received approval. Of the 110 applications, 20 to 40% 
pertaining to nutraceutical products and ingredients 
turned out to be amid the applications that were refused 
and withdrawn within the preceding four years (Table 1).  
Fig. 3 gives specific information about the proportion of 
applications throughout India were subsequently accepted, 
refused, and withdrawn from 2020 to 2023.
Table 2 shows detailed information regarding the number 
and percentage of applications submitted for approval to 

Table 1: Applications for nutraceutical products and ingredients

All Approved Rejected Withdrawn

Total (n) 110 58 38 14

Percentage 
(%) 110 52.7 34.5 21.7

n – number of applications, % - percentage of applications.

Table 2: Percentages of applications that were regulated during 
the years 2020 to 2023

Types
Total 2020 2021 2022 2023

n n % n % n % n %

All 
applications 110 15 13.6 34 30.9 37 33.6 24 21.8

Approved 58 8 13.7 17 29.3 20 34.4 13 22.4

Rejected 38 6 15.7 11 28.9 10 26.3 11 28.9

Withdrawn 14 1 7.1 6 42.8 7 50 0 0

n – number of applications, % - percentage of applications.

Fig. 2: Registration process of nutraceuticals in India

Fig. 3:  Applications for nutraceutical products and ingredients 
(2020-2023)
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the FSSAI related to nutraceutical products and ingredients 
from 2020 to 2023. Out of 110 applications, 15 applications 
were submitted in 2020, in which only 8 (14%) applications 
were approved, and percentage of applications that were 
rejected and withdrawn in the year 2020 were observed 
to be 6 (16%), and 1 (7%) (see Table 2). The quantity of 
applications filed in the following years was determined to 
have considerably increased in comparison to the amount 
filed in 2020, i.e., the percentage of applications submitted 
in the year 2021 to 2023 were 17 (29%), 20 (35%), and 13 
(22%). Figs 4-7 shows the percentage of all the applications 
that were approved, rejected, and withdrawn within the 
span of four years (2020–2023).
Since 2016, the Indian nutraceutical industry has 
experienced significant transformation, and the market 
has steadily expanded. Consumption of nutritional 
supplements and nutraceuticals increased considerably 
more in the initial months of 2020 as a consequence 
for the SARS-CoV-2 pandemic that began in November 
2019. Amidst the catastrophic worldwide pandemic, 
people looked for supplementary safeguards against 
viral infections and illnesses, believing that ingesting 
supplement products would have positive impacts on 
health or “immune-boosting” properties. The demand 
for supplements and nutraceuticals has shown strong 
growth tendencies, but such trends are unlikely to last. 
This devastating Covid-19 pandemic wave is predicted to 
significantly impact the nutraceuticals business in India, 
which is anticipated to increase at an estimated CAGR of 
up to 35%, from $4 billion in 2019 to $18 billion in 2025. 
Nutraceuticals are becoming essential in today’s world 
for managing certain health conditions as well as general 
well-being. This condition has allowed nutraceutical firms 
to better serve consumers by offering more accessible, 
high-quality, and customized supplements and nutrition 
to meet their unique needs. Nevertheless, there are further 
concerns about the industry’s regulatory control in terms 
of effectiveness, safety, and consumer exploitation, all 
of which have an immense impact on the well-being of 
consumers.[28]

The current report presents a thorough overview of 
the issues concerning the FSSAI’s oversight of India’s 
nutraceutical rules, outlining which ingredients and 
products are permitted, rejected, and removed from 
sale between 2020 and 2023. 52.7% of the authorized 
nutraceutical applications submitted for marketing in 
India between 2020 and 2023 are shown statistically 

Fig. 4: Percentage of applications regulated by FSSAI  
during 2020-2023

Fig. 5: Percentage of approved products and ingredients during 
2020-2023

Fig. 6: Percentage of rejected products and ingredients during 
2020-2023

Fig. 7: Percentage of withdrawn products and Ingredients during 
2020-2023
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by the FSSAI, whereas the percentage of applications 
that had been withdrawn and refused within that same 
period were found to be between 20 and 35%. The 
statistical evaluation was presented via Fig. 3 and Table 1. 
A number of considerations were noted through a variety 
of sources in relation to the FSSAI’s and applicant’s refusal 
and withdrawal of nutraceuticals. The use of an ingredient 
known as S-adenosyl-L-methionine (SAMe), reiterated as 
a pharmaceutical compound, serves as one of the most 
prevalent explanations for FSSAI to reject applications 
for nutraceutical products. The industry’s reluctance to 
consider doses that have been mentioned as being higher 
than recommended dietary intake, exhibiting drug-like 
properties, misleading labelling, and advertising, and due 
to the absence of sufficient evidence to support a product’s 
efficacy were other common reasons for application 
rejection. Factors for withdrawal were observed to 
be associated with adulteration, use of substandard 
ingredients, and non-compliance with good manufacturing 
practices (GMP) regulations. 
To overcome these challenges, the FSSAI must establish 
more rigorous rules and guidelines for marketing of 
nutraceutical supplements in India. Additionally, it must 
notify the public through official gazette notification of 
any changes pertaining to the prohibition or removal 
of particular ingredients. According to the CAGR % 
for nutraceutical products and ingredients indicated 
above, the applicants or nutraceutical industry and 
FSSAI collectively contributed to a steady growth that 
characterizes the nutraceutical market in India. In 
order to conduct this study, data from the official FSSAI 
webpage was evaluated. This article relies on what the 
FSSAI has published in the given list since it cannot access 
the complete data. As a result, this evaluation might not 
accurately reflect the statistical analysis on the total 
number of nutraceutical applications that the FSSAI in 
India granted, refused, or withdrawn. 

Conclusion
In conclusion, there is a lot of room for expansion in 
India’s nutraceutical sector, which is expected to become 
the world’s largest. Based on application acceptance 
and rejection statistics, the FSSAI contributes to a 
critical regulatory role in this rapidly growing business. 
While FSSAI has approved a substantial percentage of 
applications, concerns linger regarding the effectiveness, 
safety, and consumer protection within the industry. 
Addressing these challenges is imperative to ensure the 
consumers well-being and consistent expansion of India’s 
nutraceutical market. Therefore, it is recommended that 
FSSAI fortify its regulatory framework, introducing 
more comprehensive rules and guidelines for marketing 
nutraceutical supplements. Transparent communication 
of any regulatory changes through official notifications 
will further enhance consumer awareness and confidence 

in the nutraceutical products available in the market. 
By doing so, India can better harness the potential of its 
nutraceutical sector, fostering a healthier and more robust 
industry landscape.

Acknowledgement
I express my gratitude to the Chalapathi Institute of 
Pharmaceutical Sciences for their unwavering support 
and to Mr. Koushik Yetukuri for his guidance and help in 
seeing this article through to completion.

References
1.	 Dudeja P, Gupta RK. Nutraceuticals. In Food safety in the 21st 

century 2017 January 1; pp. 491-496. Academic Press. Available 
from: doi.org/10.1016/B978-0-12-801773-9.00040-6. 

2.	 Puri V, Nagpal M, Singh I, Singh M, Dhingra GA, Huanbutta K, 
Dheer D, Sharma A, Sangnim T. A comprehensive review on 
nutraceuticals: therapy support and formulation challenges. 
Nutrients. 2022;14(21):4637. Available from: doi.org/10.3390/
nu14214637

3.	 Krasina IB, Filippova EV, Kurakina AN, Krasina EV. The influence of 
mechanochemical activation on organoleptic and physicochemical 
parameters of dietary supplements obtained from dry stevia leaves. 
Research Journal of Pharmacy and Technology. 2021;14(12):6693-8. 
Available from: doi.org/10.52711/0974-360X.2021.01156

4.	 Trottier G, Boström PJ, Lawrentschuk N, Fleshner NE. Nutraceuticals 
and prostate cancer prevention: a current review. Nature Reviews 
Urology. 2010;7(1):21-30. Available from: doi.org/10.1038/
nrurol.2009.234.

5.	 Resu NR, Manju MS, Kondaveti S, Kumar SB. Neutraceuticals 
and nutrivigilance–Present scenario in India. Int J Food Biosci. 
2019;2(1):35-40. DOI not available.

6.	 Rajasekaran A, Sivagnanam G, Xavier R . Nutraceuticals as 
therapeutic agents: A Review. Research Journal of Pharmacy and 
Technology. 2008;1(4):171-174. DOI not available.

7.	 Maharini FS, Amridjati M, Poddar S. Standardization of Growol 
processing and the effect of different processing processes on 
the potential of Growol as functional food. Research Journal of 
Pharmacy and Technology. 2023;16(2):615-20. Available from: doi.
org/10.52711/0974-360X.2023.00105 

8.	 Zorin SN, Sidorova YS, Petrov NA, Perova IB, Malinkin AD, Bokov 
DO, Bessonov VV, Mazo VK. A new functional food ingredient 
enriched by Phytoecdisteroids and Polyphenols from quinoa 
grains (Chenopodium quinoa Willd.). Research Journal of 
Pharmacy and Technology. 2021;14(8):4321-8. Available from: doi.
org/10.52711/0974-360X.2021.00750

9.	 Nawale K, Namdeo AG, Gaware D. Current regulatory requirements 
for registration of nutraceuticals in India and Japan. World Journal 
of Pharmacy and Pharmaceutical Sciences. 2020;9(4):183-205. 
Available from: doi.org/10.20959/wjpps20204-15477

10.	Sura NK, Hiremath L . Hydrox ycitr ic Acid (Hca)-A Potent 
Nutraceuticals. Research Journal of Pharmacy and Technology. 
2019;12(7):3163-8. Available from: doi.org/10.5958/0974-
360X.2019.00533.X

11.	Mohanty S, Pal A, Si SC. Flavonoid as Nutraceuticals: A Therapeutic 
approach to Rheumatoid Arthritis. Research Journal of Pharmacy 
and Technolog y. 2020;13(2):991-8 . Avai lable f rom: doi .
org/10.5958/0974-360X.2020.00184.5

12.	Praneetha KP, Sritaja PS, Durga KS, Bhavya M. A. A regulatory 
overview on nutraceuticals and regulatory compliances in INDIA 
and USA. World Journal of Pharmacy and Pharmaceutical Sciences. 
2022;11(8):496-512. Available from: doi.org/10.20959/wjpr20228-
24560

13.	Park JH, Moon JH, Kim HJ, Kong MH, Oh YH. Sedentary lifestyle: 
overview of updated evidence of potential health risks. Korean 

https://doi.org/10.1016/B978-0-12-801773-9.00040-6


Thammisetty and Yetukuri

Int. J. Pharm. Sci. Drug Res., March - April, 2024, Vol 16, Issue 2, 273-278278

journal of family medicine. 2020;41(6):365-73. Available from: doi.
org/10.4082/kjfm.20.0165

14.	Jadhav HB, Sablani S, Gogate P, Annapure U, Casanova F, Nayik GA, 
Alaskar K, Sarwar N, Raina IA, Ramniwas S, Mousavi Khaneghah 
A. Factors governing consumers buying behavior concerning 
nutraceutical product. Food Science & Nutrition. 2023;11(9):4988-
5003. Available from: doi.org/10.1002/fsn3.3518

15.	Kannan S, Naha A, Singh RR, Bansal P, Nayak VC, Goud S, Rani U. Role 
of dietary supplements in sports performance. Research Journal of 
Pharmacy and Technology. 2020;13(12):6259-65. Available from: 
doi.org/10.5958/0974-360X.2020.01090.2

16.	Lordan R. Dietary supplements and nutraceuticals market growth 
during the coronavirus pandemic–Implications for consumers and 
regulatory oversight. PharmaNutrition. 2021; 18:100282. Available 
from: doi.org/10.1016/j.phanu.2021.100282

17.	Ray A, Joshi J, Gulati K. Regulatory aspects of nutraceuticals: An 
Indian perspective. In Nutraceuticals 2016 January 1; pp. 941-946. 
Academic Press. Available from: doi.org/10.1016/B978-0-12-
802147-7.00066-8

18.	Naresh K. Impact Of Nutraceutical Sector in Post COVID Era. Food 
Safety Standard Authority of India (FSSAI). 2021. Available from: 
https://www.fssai.gov.in/in-the-media-all.php?pages=7

19.	Sanjaya M. Accelerating the growth of the Indian Nutraceutical 
Sector – speed in execution is must . 2022. Available from:  
https://health.economictimes.indiatimes.com/news/industry/
accelerating-the-growth-of-the-indian-nutraceutical-sector-speed-
in-execution-is-a-must/96186084

20.	Shinde N, Bangar B, Deshmukh S, Kumbhar P. Nutraceuticals: 
A Review on current status. Research journal of pharmacy and 

technology. 2014;7(1):110-3. DOI not available.
21.	Razzouk MT, Ali FA. Comparative study of several Analytical 

methods for determination of Manganese content in some 
dietary supplements in Syrian market. Research Journal of 
Pharmacy and Technology. 2021;14(1):162-6. Available from: doi.
org/10.5958/0974-360X.2021.00028.7

22.	Food Safety Standard Authority of India. Available from: https://
fssai.gov.in/cms/act-2006.php

23.	Bhupathiraju K, Krishnaraju AV, Sengupta K, Golakoti T, Akolkar 
SK, Datla P. Regulations on nutraceuticals, functional foods, and 
dietary supplements in India. In Nutraceutical and functional food 
regulations in the United States and around the world 2019 January 
1; pp. 445-464. Academic Press. Available from: doi.org/10.1016/
B978-0-12-816467-9.00029-0

24.	Sravya A, Lalitha PT, Juturia RK. Nutraceutical Regulations 
and Market in India: Current Opportunities and Challenges. 
International journal of Pharmacy and Pharmaceutical Research, 
2020;18(4): 765-88. DOI not available. 

25.	Food Safety Standard Authority of India (FSSAI). Available from: 
https://fssai.gov.in/cms/non-specified-food.php

26.	Food Safety Compliance System (FoSCoS). Standardized food 
Products. Available from: https://foscos.fssai.gov.in/

27.	Food Safety Standard Authority of India (FSSAI). Food business 
registration process. Available from: https://fssai.gov.in/cms/
registration.php

28.	Rao AR, Naha A, Kannan S, Asagoankar S. A review on dietary 
supplements: Delivery systems, applications and regulations. 
Research Journal of Pharmacy and Technology. 2019;12(8):4002-6. 
Available from: doi.org/10.5958/0974-360X.2019.00689.9

HOW TO CITE THIS ARTICLE: Thammisetty N, Yetukuri K. Insights and Compliance Challenges for Nutraceutical Regulations in the Indian Market. 
Int. J. Pharm. Sci. Drug Res. 2024;16(2):273-278. DOI: 10.25004/IJPSDR.2024.160218


	Introduction
	Materials and Methods
	Materials
	Methods


