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Herbal and Traditional medicine.

Introduction
National recognition and regulation of Traditional medicine (TM) vary greatly amongst 123 countries surveyed by WHO in 2001. In general there is a wide spread and increasing appreciation of role of traditional medicine, Primarily because it’s used by large part of world population, who consider it more affordable and more in line with the patient’s ideology. Traditional medicine has proven efficacy in number of important treatment areas including mental health, Prevention of disease, treatment of non communicable disease and improved quality of life in elderly people and in person suffering from chronic diseases. 

With regard to the legal status of Traditional medicine, key countries could be divided in to the following categories.

In Argentina, Cuba, Italy, Japan, Germany, and Spain traditional medicine has become popular but allowed to be used or practiced by allopathic doctors.

In Austria, France, Malaysia, Nigeria, Switzerland, and U.S. TM is illegal but tolerated by law (Although some aspects such as herbal remedies, may be promoted through laws, Regulation or interim measures)

In Chile, Mexico, Peru, Philippines, South Africa, and Zimbabwe TM is being actively promoted with aim of making it part of national health care system.

In China, Germany, Ghana, India, Indonesia, Pakistan, Mali, Burma, republic of Korea, Thailand, U.K., and Vietnam Traditional medicine is already an integral part of National Health Care System. In most of these countries TM has been systematised and documented over long periods. In most of these countries TM exist in parallel to allopathic system and have National institute, Hospitals, and Universities, entirely or partly devoted to TM.  

Summary

Prospects and constraints for development of Ayurveda, Siddha and Unani 

The most likely countries for the Indian system of medicine (ISM) and Ayurveda, Unani, and Siddha (ASU) products to gain acceptance and popularity include the UK Commonwealth Member countries because in many of these countries the regulatory framework already exists or is evolving in ways to allow for the licensing of Traditional Medicine products and the clinical practice of various systems of Traditional Medicine. This is the case in Commonwealth countries like Australia, Canada, Malaysia, New Zealand, South Africa, and United Kingdom. Whereas countries like the USA will take much longer, if ever, for legal recognition and licensing of Traditional Medicine. For example in the USA, there is no existing framework or infrastructure for the practice of any of the Indian Systems of Medicine. There are colleges and institutes of Unani Medicine as well as Ayurvedic Medicine but these are non-accredited and therefore the graduates cannot enter into clinical practice unless they have some other State recognized practitioner license such as doctor of chiropractic (DC), doctor of osteopathy (DO), naturopathic doctor (ND), or medical doctor (MD). Practitioners of ISM in the United States are generally operating under one of these aforementioned practitioner credentials because there is no licensing for practitioners of Ayurveda, Siddha or Unani in the USA. On the other hand, practitioners of Traditional Chinese Medicine (TCM) may practice in certain States of the USA under the credential of licensed acupuncturist (LAc).

Prospects Promoting ISM practice to support export development: 

One prospect to consider would be the introduction of ISM studies into the curriculum of naturopathic colleges and universities. In some countries, for example North American countries, it could be within the scope of practice for a licensed ND to practice Ayurvedic or Unani Medicine and to stock the necessary medications in their clinic dispensaries.

An approach for the Government of India to consider would be the development of an exportable programme whereby a ready-made curriculum for ISM could be offered to western medical schools as a way to integrate the different systems. This would also require the export or offer of qualified professors and practitioners willing to relocate from India to join the faculty of western educational institutions in order to teach ISM in the classroom and in the clinical practicum.

Promoting condition-specific star products

Other prospects to consider would be to approach export markets via market segmentation as opposed to the export of ASU products couched within their holistic context of the Indian Systems of Medicine, philosophy and theory. This prospect would require expert assessments in each target country of the potential opportunities for selected star Indian natural products that could stand on their own as condition-specific products in competition with allopathic drugs and/or other natural medicinal products that share the same indications for use.
Constraints:
It is not yet possible for western health professionals and health regulatory agencies to accept or understand that the intentional use of metals in medicinal products (bhasmas) could be safe and/or effective, regardless of the levels of evidence provided. Therefore safety, quality and efficacy for metallic medicines must be proven using the same laboratory and clinical study methodologies of western evidence-based medical science.

Other relevant examples of regulatory hurdles for certain Indian medicinal natural products include: 

· In Australia, the Therapeutic Goods Administration (TGA) posts information on the topic of ―The Safety of Ayurvedic Medicines in Australia, as well as Adverse Drug Reaction Bulletins on the topic of ―Traditional Indian (Ayurvedic) and Chinese medicines associated with Heavy Metal Poisoning.
· In Canada, Health Canada has posted warnings in English and Hindi Language entitled ―Health Canada Reminds Consumers That Some Ayurvedic Medicinal Products Contain High Levels of Heavy Metals.
· In the UK, the Medicines and Healthcare products Regulatory Agency (MHRA) posts consumer warnings on the topic of ―Heavy Metals in Ayurvedic Herbal Medicines.
· India’s HS code classification

In the initial Concept Paper and subsequent Framework for Cooperation, the question was raised as to whether India‘s HS coding system needs to have separate categories for ―Dietary Supplement Products, Health Food Products, and/or ―Herbal Medicinal Products.
The Ayurvedic Product Manufacturers‘Association (ADMA), after reviewing the project report of an HS Codes Study that had been co-sponsored by NMPB and Ministry of Commerce, submitted to NMPB that the HS Code chapters of greatest significance to the Ayurvedic products industry and relevant to current commerce (exports and imports) are chapters 30, 12, 13, and 21, respectively. And after studying the Indian Trade Classification (ITC) HS Codes that have been assigned thus far by the Directorate General of Foreign Trade (DGFT), ADMA identified several unassigned codes that could be utilized. ADMA prepared and submitted a proposed revision of HS Codes which included recommended codes and commodity descriptions thereof for a range of important Ayurvedic botanicals and extracts in chapters 12 and 13, herbal dietary supplement products in chapter 21, and herbal pharmaceutical products in chapter 30
NMPB has since been informed that the addition of any currently unassigned HS Codes requires that the product must meet a minimum export value threshold of Rs Crore 200. This is a rather steep minimum level that if enforced would exclude many important botanical raw materials, extracts and/or finished products from gaining a unique HS Code identifier.
It should be clearly noted however that the codes that are used by the importing countries may not identify these products as ASU products. For example, in the Harmonized Tariff Schedule of the United States, HS 300490 medicaments (put up in measured doses or in forms for retail sale) are described only as ―other pharmaceutical products with numerous 8- and 10- digit codes assigned according to the therapeutic indications for use of the product. In the USA, other pharmaceutical products for veterinary use are listed under HS 3004.9010, sedative medicaments are coded under HS 3004.909135, dermatological agents and local anesthetics fall under HS 3004.909145, laxatives (e.g. psyllium or senna products) under 3004.909150, and cough and cold preparations under HS 3004.909176, among others.

the volume of botanicals recorded in the export database during the year 2004-05. 

	Estimated Annual Demand of Botanical Raw Drugs* (Dry Wt. in MT) for 2005-06 

	Herbal Industry 
	Rural Households 
	Exports** 
	Total 

	177,000 
	86,000 
	56,500 
	319,500 


The FRLHT researchers also noted that while amla fruit (Phyllanthus emblica) is the highest consumed botanical raw drug by the domestic herbal industry, 70% of total botanical raw material exports (by volume) are made up just a few species, namely psyllium husk (Plantago ovata), senna leaf and pod (Cassia angustifolia), henna leaf & powder (Lawsonia inermis), and the three myrobalans: amla fruit (Phyllanthus emblica), belleric myrobalan fruit (Terminalia bellerica), and chebulic myrobalan fruit (Terminalia chebula).

	Estimated Annual Trade Value of Botanical Raw Drugs (Rs. in Crores) for 2005-06 

	Herbal Industry1 
	Rural Households2 
	Exports3 
	Total 

	627.90 
	86.00 
	354.80 
	1,068.70 


1. The aggregated procurement costs reported by four major manufacturing units (Dabur, Charak, Sami and Zandu) have been utilized for estimating the procurement value of 177,000 MT of raw drugs. 

2. Trade value of material consumed by the rural households has been estimated using a notional rate of Rs.10 per kg of dry material. 

3. Actual value as per DGCIS data. 
Finished Natural Health Products 
The ―Report of the Sub Group on Research & Industry of the Steering Committee on AYUSH for the Eleventh Five-Year Plan (2007-2012),4 in its proposed export-oriented scheme ―Schemes for Development of New Formulations, Technologies, Tools and Practices with Validation of Existing Products and Procedures, states that one of the measurable outputs for this scheme in the 11th plan would be a rise in exports of products put up for retail sales from the AYUSH sector to Rs 3000 Crore by 2012 from Rs 120 Crore in 2005.

Bureau of Indian Standards (BIS): The Bureau of Indian Standards Act of 1986 provided for the establishment of a Bureau for the harmonious development of the activities of standardization, marking and quality certification of goods. BIS standards exist for the following natural ingredients, among others: capsicum (chilli) fruit, cardamom capsules & seeds, celery fruit, coriander fruit, cumin fruit, fennel fruit, fenugreek seed, garlic bulb (dehydrated), ginger rhizome, and turmeric rhizome. 

However quality standards monographs for newer extracted forms of herbal drugs have yet to be established. The Crude Drugs and Herbal Products Committee of the Indian Pharmacopoeia Commission (IPC) plans to develop quality standards monographs for herbal extract ingredients that are largely exported by Indian extract manufacturers. In the coming two years, supplements to the IP 2007 will begin to include several herbal extract monographs. 

· Market Access 
A. Negative and Positive Lists of Substances 

Includes list of approved herbals, list of monograph in respective counties, and prohibited products along with useful links of the online database and guidelines.

Australia: 
The Australian Register of Therapeutic Goods (ARTG), a database maintained by the TGA, includes details of all therapeutic goods that are imported into, supplied in, or exported from Australia. There are approximately 16,000 complementary medicines included in the ARTG.

The Therapeutic Goods Act 1989 (the Act) requires that therapeutic goods that are imported or manufactured for supply in Australia be included in the ARTG, unless they are specifically exempted from this requirement by Schedule 5 of the Therapeutic Goods Regulations 1990. It is an offence under the Act to import or manufacture for supply non-exempt goods that have not been entered in the ARTG. Medicines may be either ‘Listed’ or ‘Registered’ in the ARTG, depending on their ingredients or the intended purpose of their use. Schedules 3 and 4 of the Regulations outline those goods that must be listed or registered.
List of ―Substances that may be used in Listed Medicines in Australia http://www.tga.gov.au/cm/listsubs.pdf
Herbal Substances Australian Approved Names (AAN). http://www.tga.gov.au/docs/pdf/aan/aanherb3.pdf 

The Australian TGA also maintains a list of proprietary ingredients which have been used in Listed Medicines but which are not usable in ELF3 (Electronic Listing Facility) until further information regarding proprietary ingredient purpose, restricted ingredients and quantities of restricted ingredients have been supplied to the TGA; available on-line at: http://www.tga.gov.au/cm/elf3pring.pdf
Belgium:
The Belgian Federal Public Service (FÖD) for Health, Food Safety and Environment Food regulates dietary supplement products and food products that contain botanicals as defined in a royal decree 1997, which is available on-line (in Dutch, French, and German). https://portal.health.fgov.be/portal/page?_pageid=56,513211&_dad=portal&_schema=PORTAL
Canada: 

The Health Canada Natural Health Products Directorate (NHPD) maintains several lists of natural ingredients that may occur in natural health products (NHPs) either as medicinal ingredients or as non-medicinal ingredients. These lists are available on-line.

The Natural Health Products Ingredients Database (NHPID) is being developed to provide information on acceptable medicinal and non-medicinal ingredients used in NHPs in order to assist applicants with the submission of their application. The database contains the medicinal and non-medicinal ingredient information which the Natural Health Products Directorate (NHPD) has developed for ingredients that are considered to be acceptable when used under the conditions of use outlined in this database. 
The latest release of the NHPID is available (as of May 2008) at http://205.193.93.55/IngredientDatabaseV1_4 

The USER ID and PASSWORD are "nhpdemo" and "nhpd1," respectively. 

Denmark:
Denmark‘s National Food Institute maintains a ―Drogelisten, 
The Drogelisten lists botanicals by their Latin botanical name, Danish common name and plant part, with an estimated safe maximum daily dosage level if the botanical is permitted in Danish commerce. If the botanical is not permitted or has any restrictions for use these are noted. The document is available only in the Danish language. 
http://www.dfvf.dk/Admin/Public/Download.aspx?file=files/filer/publikationer/drogeliste/rapport.pdf
European Union:  
The European Medicines Agency (EMEA) is developing Community Herbal Monographs and a Community List of Herbal Substances for the registration, marketing authorization and labelling of traditional herbal medicinal products (THMPs) as well as well established use (WEU) medicinal products. These lists and monographs are available on-line.

Community Herbal Monographs. 

http://www.emea.europa.eu/htms/human/hmpc/hmpcmonographsdraft.htm
Community List of Herbal Substances, preparations and combinations thereof for use in traditional herbal medicinal products (THMPs).

http://www.emea.europa.eu/htms/human/hmpc/hmpclist.htm
Inventory of Herbal Substances for Assessment.22 This list shows the status (as of January 2008) of all herbal substances that have been prioritized for the development of a Community Herbal (therapeutic) Monograph. Available at: http://www.emea.europa.eu/pdfs/human/hmpc/49407907en.pdf
United Kingdom: 

The Medicines and Healthcare products Regulatory Agency (MHRA) maintains several lists which are available on-line.

List of Herbal Ingredients and their Reported Uses
http://www.mhra.gov.uk/home/groups/is-pol/documents/websiteresources/con009277.pdf
List of Herbal Ingredients which are Prohibited or Restricted in Medicines
http://www.mhra.gov.uk/home/groups/es-herbal/documents/websiteresources/con009294.pdf
United States of America:
Whether a natural ingredient may be present in a product is dependent on the regulatory framework for the finished product, i.e. cosmetic, dietary supplement, drug or food product. Some information is available on-line to help determine the status and framework for natural.


Cosmetic ingredients: For natural ingredients used in cosmetic products, the FDA provides guidance on basic requirements for colour additives and cosmetics at: http://www.cfsan.fda.gov/~dms/cos-col.html. The list of ingredients that are prohibited and restricted for use in cosmetics is available at: http://www.cfsan.fda.gov/~dms/cos-210.html. 

Dietary Supplement ingredients: For a natural ingredient to be permitted for use in a dietary supplement product there must be documentary evidence that such species was marketed in the United States prior to 15 October 1994. It is also the responsibility of finished product manufacturers and distributors to ensure that the particular natural ingredients that they use as components of dietary supplement products are safe for human consumption, do not contain contaminants, are properly identified on the label, are legally marketed, and conform to all governing regulations. Although the FDA does not endorse the American Herbal Products Associations‘ (AHPA) publication ―Herbs of Commerce, 2nd Edition (2000), for the purpose of determining whether a botanical was in U.S. commerce prior to 1994, the Herbs of Commerce does provide a very good indication that the ingredient was likely in commerce prior to 1994. If a natural ingredient was not marketed in the USA prior to 1994, it is classified as New Dietary Ingredient (NDI) and is subject to the 1997 regulation ―Premarket Notification for a New Dietary Ingredient‖: http://www.cfsan.fda.gov/~lrd/fr97923e.html
Drug ingredients: 
Natural ingredients that are classified as GRASE active ingredients in the CFR monographs (e.g. Castor Oil, Karaya Gum, Psyllium Husk, Senna Extract, among others) have corresponding quality standards monographs published in the United States Pharmacopeia (USP)

List available at: http://www.fda.gov/cder/otcmonographs/rulemaking_index.htm
Food ingredients: For a natural ingredient to be permitted for use in a food product in the United States it must be classified by the U.S. Food and Drug Administration (FDA) as Generally Recognized as Safe (GRAS) for use in foods. The FDA Centre for Food Safety and Applied Nutrition (CFSAN) maintains a food additive database known as the ―Everything Added to Food in the United States (EAFUS), available on-line at: http://vm.cfsan.fda.gov/~dms/eafus.html
Additional information on the status of Food and Colour Additives can be obtained from the Food Additive Status List at: http://www.cfsan.fda.gov/~dms/opa-appa.html  or the Colour Additive Status List (formerly called Appendix A of the Investigations Operations Manual), available at: http://www.cfsan.fda.gov/~dms/opa-appc.html 

· USP monographs provide standards for drug substances including certain medicinal herbs and extracts; 

· USP-DS monographs provide standards for dietary supplement ingredients; and 

· USP-NF monographs provide standards for excepient ingredients. 

· Another resource is the Foods Chemical Codex (FCC), which includes monographs on many substances, such as salts that are used as sources of minerals used in both dietary supplements and conventional food. These monographs include limits on common contaminants, such as lead or other heavy metals.

FDA Guidance and Regulations on Quality Requirements 

	Quality 

	Cosmetic GMP Guidelines 
	http://www.cfsan.fda.gov/~dms/cos-gmp.html  

	21 CFR 110: Current GMP in Manufacturing, Packing, or Holding Human Food 
	http://www.access.gpo.gov/nara/cfr/waisidx_07/21cfr110_07.html  

	21 CFR Part 111: Current GMP in Manufacturing, Packaging, Labeling, or Holding Operations for Dietary Supplements 
	http://www.cfsan.fda.gov/~lrd/fr07625a.html  

	21 CFR 210: Current GMP for Finished Pharmaceuticals 
	http://www.access.gpo.gov/nara/cfr/waisidx_07/21cfr211_07.html  


Market Access: Comparison of basic requirements in the USA for natural products that are foods, supplements, or drugs 
	DIETARY SUPPLEMENT PRODUCT 
	FOOD PRODUCT 
	OTC DRUG PROUDCT 

	GMP: must be manufactured under DS GMP in a registered food facility 
	GMP: must be manufactured under food GMP in a registered food facility 
	GMP: manufactured under pharmaceutical GMP in a registered drug establishment 

	Foreign dietary supplement facilities must be registered as per the Bioterrorism Act 
	Foreign food facilities must be registered as per the Bioterrorism Act 
	Foreign drug establishments must submit Form FDA-2656 (Registration of Drug Establishment) to FDA 

	Ingredients must have been in U.S. commerce prior to 1994 (otherwise New Dietary Ingredient Notification); can be food-grade quality 
	Ingredients must be classified by FDA as Generally Recognized as Safe (GRAS) (otherwise GRAS petition); can be food-grade quality 
	Active ingredients must be classified as GRASE in a current CFR monograph; must be pharmaceutical-grade quality 

	Notification Letter must be mailed to FDA within 30 days of marketing 
	No product notification or registration required 
	Drug Product Listing (Form FDA-2657) must be mailed to FDA; FDA assigns NDC number for each drug 

	Substantiation File (evidence of quality, safety and efficacy) must be prepared in advance of marketing 
	No substantiation file required 
	No substantiation file required 


B. Quality Standards & Limits in Selected Destination Markets 

 AUSTRALIA / NEW ZEALAND
 The British Pharmacopoeia (BP) is the official standard for regulatory purposes in Australia
The complete BP 2008 Index is available at: http://www.pharmacopoeia.co.uk/2007/pdfs/BP%202008%20Index.pdf.  
BP 2008 Veterinary Index is available at: http://www.pharmacopoeia.co.uk/2007/pdfs/BP%202008%20Vet%20Index.pdf
Where there is a BP monograph, this must be followed for the active ingredients quality standards testing. All identification tests in the monograph must be complied with. In this case an authenticated voucher specimen is not essential. If there is no BP monograph, manufacturers should use the scientific literature (including current editions of other National Pharmacopoeias. National Pharmacopoeias such as the European (PhEur), United States of America (USP), Chinese (PPRC), German (DAB), Indian (IP) and Japanese (JP) etc.

The British Pharmacopoeia Commission is presently directing resources towards the development of monographs for some Ayurvedic and Homoeopathic medicines. Ayurvedic monographs targeted for inclusion in the BP 2009 include Terminalia arjuna, Terminalia chebula, Terminalia belerica and Withania somnifera.

CANADA
The Health Canada Natural Health Products Directorate (NHPD) guidance document ―Evidence for Quality of Finished Natural Health Product,‖33 available on-line at: http://www.hc-sc.gc.ca/dhp-mps/alt_formats/hpfb-dgpsa/pdf/prodnatur/eq-paq-eng.pdf provides applicants (manufacturers, packagers, labelers, importers, distributors) with the details necessary to comply with the Natural Health Products Regulations at the time of submitting the product license application (PLA) with respect to the manufacture and quality requirements of natural health products (NHPs).

European Union Member States 

For natural medicinal products exported to the EU, it is essential to understand the EMEA‘s ―Guideline on Specifications: Test Procedures and Acceptance Criteria for Herbal Substances, Herbal Preparations, and Herbal Medicinal Products / Traditional Herbal Medicinal Products,‖ which is available on-line at: http://www.emea.europa.eu/pdfs/human/qwp/282000en.pdf
· Ayurvedic & Naturopathic Physicians Licensure and Regulation: 

Canada 

Board of Natural Medicine Doctors and Practitioners North America & Natural Medicine Certification Council: http://www.boardofnaturalmedicine.org   

Federation of Naturopathic Physician Licensing Authorities: http://www.fnpla.org  

North American Board of Naturopathic Examiners: http://www.nabne.org 
Malaysia

The Government of Malaysia T/CM Division, MoH, maintains a list of practitioner approvals including practitioners of Indian Systems of Medicine, available on-line at: http://tcm.moh.gov.my/uploads/list_of_practitioners_approved_in_2007.htm.

· Table 19[main report] : Lists the Practitioner Bodies Recognized by Government of Malaysia T/CM Division
South Africa 
Allied Health Professions Council of South Africa (AHPCSA) is a statutory health body established in terms of the Allied Health Professions Act, 63 of 1982. The AHPCSA maintains a list of practitioners of Ayurvedic medicine including Ayurvedic Practitioners, Ayurvedic Primary Health Care Advisors, Ayurveda Yoga Therapists, Panchakarma Technicians, and Maharishi Practitioners, available at: http://www.ahpcsa.co.za/practitioners.htm
Schools of Indian Systems of Medicine:  Reports includes following countries [Available in main file]  
Australia / New Zealand:, Canada, European Union, Malaysia, South Africa
Treatment Centres and Clinics of Indian Systems of Medicine: Reports includes following countries [Available in main file]  
Australia / New Zealand, Canada, European Union, Malaysia, South Africa, United States of America
Indian Medicinal Natural Products already in Market. Reports includes following countries [Available in main file]

Australia / New Zealand, Canada, European Union, Malaysia, South Africa, United States of America.

· ENTERPRISES’ NEEDS

Findings from Enterprise Interviews of Mission in India 
Education: One enterprise indicated that they believe that the introduction of Ayurvedic medicine in the curriculum of foreign naturopathic colleges and/or as an elective at conventional medical schools could help the export promotion of Indian Ayurvedic medicinal products.

Importable Botanical and Natural Substances: One enterprise emphasized the need to have a comprehensive handbook that lists the importable substances (positive lists) and non-importable substances (negative lists) for each of the targeted export market countries.

Modernization: Enterprises also mentioned the well-known problem of differing purity standards that exclude whole classes of Indian medicinal natural products such as bhasmas. The legal definitions of what constitutes adulteration, contamination, acceptable purity, and maximum allowable limits for heavy metals, pesticide residues, and microbiological quality, etc, are very real problems for the Indian industry to contend with.
Regulatory Affairs: One enterprise suggested that AYUSH should provide access to a list of pre-qualified international regulatory affairs consultants (who reside in India) for trainings and to handhold during the product licensing processes with the various foreign regulatory authorities.

Research Collaborations: One larger enterprise strongly indicated that success for Indian natural medicinal products in the European and American markets will be depending on solid laboratory and clinical research that is published in peer-reviewed international bio-medical journals and contributes to scientific literature on the topic of quality, safety and efficacy of Indian medicines.

· Enterprise Survey 

The Enterprise Survey was disseminated electronically by ADMA and PHARMEXCIL to their respective memberships. ADMA sent the survey to 203 members. During the five week period that was designated for response, a total of 13 survey responses were received by the consultant.
· Selected questions for summary
Q. Describe any need your enterprise has for increasing exports in areas of production technology, product quality, packaging, inventory control, staffing, etc..:
Products and Production Needs for Increasing Exports 
	Needs reported by Respondents 

	1 
	None needed 

	2 
	None needed 

	3 
	None needed 

	4 
	Need support from Government bodies specifically in areas of regulatory updates, production technology and product quality to improve exports. 

	5 
	Funding for R&D to develop value added botanical extracts which are clinically proven. Quicker licensing approval for importing herbal raw materials. 

	6 
	Bridge financing services to industry. 

	7 
	Production technology and packing technology. 

	8 
	In terms of product quality the important issue that needs to be addressed is finalization of acceptable limits of various parameters like trace heavy metals, residual organo-chlorine / organo-phosphorous pesticides, microbiological counts and aflatoxins. Currently they are varying in different countries making it difficult for exporters to adhere to such standards. 

	9 
	Use of new production technology using ultra sound assisted continuous extraction avoids high temperatures and can result in enhanced component extraction at lower temperatures and in a shorter time. Thermal degradation of the actives is thus significantly minimized in this process. It is believed that the cost of production can be reduced by as much as 30%. A reduction of 30% can make a substantial difference in the market share. Similarly use of other extraction technologies like supercritical, microwave extraction and pressurized solvent extraction also increase the export market share. 

	10 
	Technology: Fully automated equipment (capsule filling, blister packing, etc…) 

	11 
	Suppliers conforming to global standards in packaging for all formats is a prime requirement. Product quality certification & pre-shipment inspection agencies within reach too are needed on basis on bi-lateral agreements with various importing countries. 

	12 
	None needed (we have best qualify of products, packaging, production technology, etc) 

	13 
	Our need is to get good quality botanical raw materials. 


Q. Please list the Specific Tests that are performed on your Exported Finished Products, the Specifications and Limits, and the Costs if Carried out by Outside Laboratories: 

The responses to this question are difficult to analyze and it may be possible that some of the respondents misunderstood the intent of the question. About half of the companies report that they subject their finished products (or extracts) to complete testing for conformance to written specifications that are specific to the dosage form and composition. The other half of companies report only minimal testing for release of finished products, for example mainly an identity test (TLC) or tests for contaminants (heavy metals and microbiological quality). Table 26 shows examples of the tests that are carried out by the survey respondents. 
For those survey respondents also trading in natural ingredients, Table 28 shows the top medicinal natural ingredients prioritized by the survey respondents for export development. 
 Top Medicinal Natural Ingredients Prioritized for Export Development 
	Common Name 
	Plant Part 
	Botanical Name 
	Form 

	Andrographis 
	Herb 
	Andrographis paniculata 
	Powdered extract 

	Ashwagandha 
	Root 
	Withania somnifera 
	Powdered extract 

	Bacopa 
	Whole plant 
	Bacopa monnieri 
	Powdered extract 

	Forskohlii 
	Root 
	Plectranthus barbatus 
	Powdered extract 

	Neem 
	Seed 
	Azadirachta indica 
	Extract 

	Neem 
	Seed 
	Azadirachta indica 
	Oil 

	Psyllium 
	Seed husk 
	Plantago ovata 
	Dried husk 

	Shatavari 
	Root 
	Asparagus racemosus 

	Tribulus 
	Root 
	Tribulus terrestris 
	Powdered extract 

	Triphala 
	Fruits 
	Phyllanthus emblica, Terminalia bellerica, Terminalia chebula 
	Powder 

	Turmeric 
	Rhizome 
	Curcuma longa 
	Powdered extract 

	Velvet bean 
	Seed 
	Mucuna pruriens 
	Powder 


Q. Which Harmonized System (HS) Tariff Codes are you using for your top five exported products? 

Table 29 Shows the HS Codes that the survey respondents are using for their main exports. In some cases it appears that there are discrepancies between the HS Codes being used by some of the enterprises verses the description of the HS Codes of the Indian Trade Classification (ITC) system. Also, it is worth noting that Chyawanprash is exported as both ―put up for retail sale‖ (HS 3003.9011) and ―not put up for retail sale‖ (HS 3004.9011).
HS Codes used by Survey Respondents 
	HS Codes 
	Product(s) 
	Notes from ITC HS Codes 

	1211.9013 
	Psyllium Husk 
	1211.9013 is psyllium seed but 1211.9032 is psyllium husk 

	1302.1919 
	Standardized herbal extracts 
	All ―other‖ extracts 

	2309.9020 
	Veterinary feed supplements 
	Concentrated for compound animal feed 

	3003.9011 
	Ayurvedic medicines put up for retail sale, Ayurvedic veterinary medicines, Amrit Kalash Tablet, Amrit Kalash Nectar, Chyawanprash, Nature Care, Shilajit Capsules, Triphala Plus, Worry Free Tablet 

	3003.3900 
	Vatika Hair Oil 
	Other medicaments containing hormones or other products of heading 2937 excluding antibiotics 

	3004.9011 
	Ayurvedic medicines not put up for retail sale, Chyavanaprasam, Dasamularishtam, Dhanwantharam Thailam, Isova Powder, Kultab Tablet, Nilibhringadi Kerathailam, Pep-up Tablet, Rasnairandadi Kashayam, Zeal Plus Ayurvedic Lozenges 

	3006.1020 
	Personal Care Products 
	Sterile Laminaria & Laminaria tents & Sterile Absorbable Surgical Dental Haemostatics 

	3305.30 
	Trichup Oil 
	Hair lacquers 


Q. Identify current support received from technology extension centres, standards bureaus, public sector institutions, technology consulting firms, business training institutions.

Ten of the thirteen respondents (76.9%) reported that they receive no support at all from any of these types of institutions. However one enterprise reported that collaborative works are being undertaken with institutions like CCRAS, ICMR, and CSIR. One company reported that they have received a loan from the Technology Development Board. Another company reported that they receive occasional support in the form of one-day seminars and small exhibitions. And one company reported that they do receive good support from technology consulting firms, business training institutions and technology extension centres.
Q. Describe any needs your Enterprise has for Transport, Warehousing, Freight Forwarding, Telecommunications, Customs, Freight Insurance, Distribution and Logistics Staffing. 

Six of the thirteen respondents reported no needs in this area. The remaining seven respondents provided some interesting comments. One in particular made an important remark with regard to the need for warehousing the destination countries in order to provide better and faster service to customers as well as serve just-in-time buyers who cannot wait for the long lead-time of sea freight. Here are the various short responses to this question: 

· Need warehousing facility in destination country (e.g. USA) for quicker delivery. 

· Transportation time to long distance countries like USA, Canada, Scandinavian countries-Norway, Denmark and to other European countries, due to lack of immediate connections from the respective hub points, time taken to reach the destination is more than 6 days. It should be reduced to 48 hrs to 72 hrs maximum. Customs – Being EOU, permission needs to be taken for DTA and Third party shipments. File movement for permission in the Customs Dept., should be improved. Permission should be granted within 48 hrs of submission as against prevailing minimum 1 week. 

· No separate needs other than speedy movements of papers in Customs. 

· Interfacing with Customs Dept, Airlifting of consignment. 

· With increase in exports the need for all of these support services would go up. The critical among them would be telecommunication, tracking of shipments & secure warehousing. Most critical would be market data regarding procurement of input materials. 

· We are managing transportation, forwarding etc at our own. Warehousing at the port whenever required. 

· No export is done from our company, but we would like to export if demand for our products, and for the same we definitely in need of export support from concerned agencies. 

Q. Describe any needs for export promotion, market access conditions, sales and marketing staffing. 

Eleven (84.6%) of the thirteen survey respondents provided very insightful and detailed responses to the question of needs in this area of marketing and promotion. The responses are separated below by subheadings of financial needs, Market intelligence needs, Regulatory affairs needs, and Sales & Marketing needs. 
Financial needs 
· One of the primary needs for us and any exporting company is that the Financial Institutions in India should provide funding for business development / Market Access and Business Promotions. 

Market intelligence needs

· Market estimates, demands for various product categories. 

· Exploration of overseas market and overseas market channels. 

· Need of market survey report of our competitor. 

· Non availability of competent ORG / market survey bodies to understand the upcoming needs of the Nutraceutical / food industry. 

Regulatory affairs needs 
· Interface with regulatory domains of importing countries. 

· Regulatory knowhow for different countries. 

· With the changing regulatory scenario and compliance norms / guidelines being framed and implemented, the company needs to be updated and actively supported for export promotion. 

· Novel Food Registration at EU regulation should be made easier with a reasonable / affordable cost. 

· Non availability of list of medicinal plants those are registered / non-registered as Novel Food neither at EU regulation nor with any other competent body. Same fate with FDA / NDI registration at US FDA. 

· License to companies for manufacturing exportable products should be given only if they meet the international standards in all respect, i.e., manufacturing facilities, R&D service, Analytical labs, etc. This encourages export of GMP produced products from the sub-standard products being exported. 

· Legalization of documents for exports should be made more time and cost saving. There is no competent State Govt. Body to provide for legalization, it should be sent to Ministry of Commerce, Delhi. Govt. can at least have Ministry of Commerce offices at metro / major cities. 

Sales and Marketing needs 
· Participation in trade shows, building awareness of Ayurveda & capabilities of India in this field are some of the vehicles that can be deployed. Establishment of India Distribution Hubs and Contract Sales Force would also be of help. The point is to have a concrete effort to build and sustain a ―India Ayurveda Brand. 

· Proper arrangements (facilities) and higher grants (50 to 75% of total cost – including accessories) for participation in international expos. 

· Providing promotional materials in local languages. 

· Appointment of Country manager. 

· Market staffing for ethical promotion of our products and marketing agencies for our single herb products. 

· Warehouse in export country. 

	Summary of Industry Recommendations to Government of India for Export Promotion of ASU Products

	1
	Government of India should assist the small scale sector of Manufacturers to give concessions for Registration Fees charged by Importing Countries with the help of Embassy of India, High Commission of India, Permanent Mission of India.

	2 
	No response to this question. 

	3 
	No response to this question. 

	4 
	1) Government should give incentives to the exporters of finished Ayurvedic Products on similar lines as VKUGY scheme (up to 5 – 10% of FOB value of exports) 2) Encouragement and support to develop this sector for adoption of modern technology. 3) More rewards and benefits for investment in this sector. 

	5 
	Please refer to an article authored by Jayesh Chaudhary on a similar subject.The article is attached as Appendix X of the report. 

	6 
	Government of India should approach and interact through AYUSH to the countries where Ayurvedic products are recognized already or can be accepted by AYUSH efforts. 

	7 
	1. Identify 50 products from each which meet environmental considerations and develop common monographs on their quality safety and efficacy and get registered with governments of importing countries. 2. Introduce Ayurveda cosmetics and supplements and promote these sectors. 3. Reward investments. 4. Make uniform standards, common pharmacopoeia, Common curriculum for Ayurveda Studies.  


	8 
	No response to this question. 

	9 
	Same response as for Questions 37 and 38. See Question 37 results. 

	10 
	Support for clinical research and drug development. Helping the units for registration of their products in other countries. Financial support for adopting new technology in drug development and production. 

	11 
	Some and most of our suggestions to upgrade ASU Industry for domestic and export markets is summarized in our Annexure 3, which is submission to Government of India through the Planning Commission for outlay in XIth Plan Period. 

	12 
	Government of India should provide worldwide recognition to Indian Pharmacopoeia because the specifications mentioned in IP are not acceptable in foreign countries because of which most of the Ayurvedic products are not allowed to import in target countries. Flexibility to Indian exporters to export in EU Countries, USA and CIS Countries Strict norms for counterfeiting and drug adulteration Government of India should have all the necessary documents regarding product registration in foreign countries. Details should be provided to exporters on paid basis. Training Programme regarding Export procedures should be given to New Companies 

	13 
	1. Government of India should promote Traditional Medicines (Ayurvedic, herbal) while having bilateral talks with other country. 2. The medicinal plant growers should get encouragement and incentives from Govt. to get quality Raw material. 3. Our GMP certification should have reorganization from WHO. Govt. should take such steps as it is questioned again and again. 


· PRIORITY OBJECTIVES 

The priority objectives are the shared views of all interested partners about the priorities to be addressed and in which order, with due consideration being given to the issues of ownership, absorptive capacity and sustainability. Therefore this section of the study can be finalized after a Priority-Setting exercise between AYUSH and ITC and possibly other interested parties. Preliminarily, listed here below are some potential areas to consider and to expand upon following the Priority-Setting exercise. 

What do the Indian enterprises need to do? 

Publication: Indian enterprises need to submit their laboratory and clinical research papers to international peer-reviewed biomedical journals to collectively contribute to the scientific medical literature in ways that demonstrate the efficacy, quality and safety of Indian medicinal natural products, especially those products that have significant market access obstacles in western countries due to the traditional use of ingredients that are controversial and/or illegal in some western countries.

 What does the Government of India need to do?

 Common dossier: Industry would find it helpful if the Government of India were to prioritize the development of common dossiers for classical formulations which could be available to Indian enterprises to include in their submission packets for product listings or registrations with foreign regulatory agencies. Education: Industry would benefit from the Government of India initiating formal contact with accredited colleges or universities of naturopathic medicine in selected export destination countries. It is within the scope of naturopathic medicine education to offer students dual tracks of naturopathy with other training, for example acupuncture and oriental medicine, homoeopathy, midwifery, and nutrition. Naturopathic institutions should be interested in adding training in Indian Systems of Medicine to their curriculum so long as expert support and resources from governmental educational institutions in India were available. 

Lobbying: Industry would benefit from continued lobbying efforts made by Government of India to their regulatory counterparts in selected export markets for the purpose of promoting and supporting the establishment of legal frameworks in those countries for the education and licensing of practitioners of Indian Systems of Medicine, accreditation of schools of Indian Systems of Medicine, licensure of practitioners, and a corresponding regulatory framework that permits the import, wholesale distribution and retail sale of natural medicinal products necessary for the practice of Indian Systems of Medicine. Additionally, the Government of India can play a role in educating their regulatory counterparts with high levels of evidence in support of the efficacy, quality and safety of natural medicinal products exported by Indian manufacturers. Market access handbook: Industry would find it helpful if the Government of India were to produce a technical handbook for exporters that outlines the specific legislative requirements of selected foreign countries for the licensing, listing, notification, or registration of Indian natural medicinal products. Pharmexcil has already prepared some country reports covering Drug Product Registration requirements of the countries, with information on local pharmaceutical importers, mostly based on reports received from Embassies of India located in those countries. However these reports are not exhaustive, may not be up-to-date, and do not cover all export destination countries of relevance to the Indian medicinal natural products sector. Trainings and workshops: Industry would benefit from Government of India sponsored trainings and workshops for exporters on the legislative market access requirements and non-legislative expectations of selected foreign markets.
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