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CHAPTER 17 INTRODUCTION

Background

In December of 2006, the Permanent Representative / Ambassador of India to the United Nations
Offices in Geneva, Shri Swashpawan Singh, requested that the International Trade Centre (ITC)
formulate a Country Cooperation Strategy for India. To inittate process, it was agreed to first

start with a specific intervention at sector level and later move on to a long term strategic
perspective on what technical assistance could be provided by ITC to improve export performance
particularly at the grass rtslevel.

Il n this context, the His Excellency Ambassado
Seek Support from ITC for Development of International Trade of Indian Natural Medicinal
Productso as a for mal r e g Department af AYWISH (Ayarve@o v e r |
Yoga & Naturopathy, Unani, Siddha, and Homoeopathy) for assistance from ITC. In addition, and
based on the good results achieved by ITC in the spices sector it was felt that additional assistance
should be provided to thisaer focusing on its link with the Natural Medicinal Products sector and

the promotion of community based tourism. The Concept Paper in encloAppgeaslix1.

This was followeeup with a visit to India, in October 2007, by the ITC Executive Director, Ms.
Patricia Francis, where she met represergatof theDepartmenbf AYUSH (Ministry of Health)

the Spices Board (Ministry of Commerce), and Ministry of Tourism in Keralaamong otbrs.

Two Frameworks for Cooperation were signedthg ITC Executive Dector during this mission;

one with Department of AYUSH and one with the Spices Board. These frameworks of cooperation
provide a platform for initiating andnobilizing resources for new TRTA programs@ India
focusing specifically on the following s&tt: spices and medicinal plants, and Ayurvedic medicine
products, starting with undertaking a market assessment study for Ayurvedic prothets.
Framework for Cooperatioconcerning this studig enclosed as Appendix II.

During the project mission in Apr2008, the ITC consultant worked closely with representatives of
the Departmenbf AYUSH andthe National Medicinal Plants Board (NMPB)s well as with
Central Council for Research in Ayurveda and Siddha Medicine (CCRAS), Central Council for
Research inJnani Medicine (CCRUM),Ayurvedic Drug Mamuf act ur er s AssoCcCi
andFoundation for the Revitalisation of Local Healtraditions (FRLHT), among others.

. Products Coverage

In the initial Concept Papamd subsequeramework for @operationthe questionwas raised as
towh et h e r HSIcodihg sysiesn nesdo have separatead egor i es for ADI et
Products bHeal t h Food aMbdédobatl s Medioci nal Product s

The Ayurvedic Product Manuf aciewng the moject fegogofc i at
anHS Codes Study that had beensgmnsored bi)NMPB and Minstry of Commercesubmitted to

NMPB that the HS Codehaptersof greatest significance to the Ayurvedic producidustry and
relevant to current commerce (exportsl amports) arehapters 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 Tra@&5ET), ADMA identified several massigned codes

that ould be utilized ADMA prepared and submitted a proposed revision of HS Codes which
included recommended codes and commodity descrgptibareof for a range ofmportant
Ayurvedic botanicals and extracts in chapters 12 and 13, herbal dietary suppleatkrdtgin

chapter 21, and herbal pharmaceutical products in chaptdrsB@uld be noted however that many
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botanicals that are used as active medicinal ingredients in Ayurvedic products also appear in other
chapters, particularly in HS Code Chapter 09.

NMPB has since been informed that the addition of any currently unassigned HS Codes requires
that the productust meet a minimum export value thitesld of Rs Crore 200. This is a rather
steep minimum level thaf enforced would exclude many important boiaal raw materials,
extracts and/or finished products from gaining a unique HS Code identifier.

The International Trade Centre (ITC) has also been asked to prepaxpeahopinion on the best
categorizatiorg§) and grouping(s) of Indian medicinal herh@loducts for purposes of trade
aralysis. The Indian Trade ClassificatiqihiTC) Harmonized System (H3)ready differentiates by

the system of medicine. For example HS 3003 includes separate subsets for Medicants of
Ayurvedic System (not put up in measukases), Unani System, Siddha System, Homoeopathic
System, and Bihemic SysteniSee Table 1)Correspondingly HS 3004 includes separate subsets
for Medicaments of Ayurvedic System (put up in measured doses), as well as Unani System),
Siddha System, Homopathic System, and Biohemic SysteniSee Table 2)

During the project mission howevenitas made clear by representatives of Department of AYUSH
that the scope of this study should not be limited only to products in these chapters. It has been
suggestedhat the products of India cannot be exported successfully outside of the context of Indian
Systems of Medicine. Therefore the Indian Systems thenssalveg with Ayurvedic eduation
curriculum, clinical practice and treatment centres must accompamatiketing of theproducts.

Table 1: ITC HS Codes for Medicants of Indian Systems of Medicine

Chapter Chapter HS ITCHS

No Title CODE HS CODE CODE ITC HS CODE
Sul_) Description (DGFT) Item Descriptbn
heading
(WCO) (WCO) (DGFT)

Medicaments (excluding
goods of heading 3002,30(
or 3006) consisting of two
or more constituents whicl|
30 Pharmaceutical 3004 have been mixeq togethet
Products for therapeutic or
prophylactic uses, not put
up in measured doser in

forms or packingsot for

Ayurvedic, UnaniSiddha
300490 Homoeopathic or biehemic
systems medicaments :

retail sale
30049011 Of Ayurvedic System
30049012 Of Unani System
30049013 Of Siddha Systems

30049014 Of Homeopathic Systems

30049015 Of Bio-Chemic Systems

SOURCE:Ayur vedic Drug Manufacturersdéd Association.
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Table 2: ITC HS Codes for Medicaments of Indian Systems of Medicine

Chapter Chapter HS ITC HS

No Title CODE HS CODE CODE ITC HS CODE
Suo Description (DGFT) ltem Description
heading
(WCO) (WCO) (DGFT)

Medicamentgexcluding
goods of heading 3002,3005
3006) consisting of two or

Pharmaceutical more constituents whih have Ayurvedic, Unani Siddha
30 3003 been mixed together for 300390 | Homoeopathic or bi@hemic
Products 4 : . .
therapeutic or prophylactic systems medicaments :

uses, not put up in measurel
doses or in forms or packing;
for retail sale

30039011 Of Ayurvedic System

30039012 Of Unani System

30039013 Of Siddha Systems

30039014| Of Homeopathic Systems

30039015| Of Bio-Chemic Systems

SOURCE:Ayurvedic Drug Manufacturersd Association.

It should be clearly noted however thihé codeghatareused by the importing countries may not
identify these products as ASU products. For example, in the Harmonized Tariff Schedule of the
United State$,HS 300490 medicamen{®ut up in measured doses or in forms for retail)sale
describedt bl § @mbsarimaceut i c &8{andl® digk godds assignedt h n
according tothe therapeutic indications for use the productIn the USA,other pharmaceutical
products for veterinary use are listed under HS 3004.%¥dxtive medicamentseacoded under

HS 3004.909135, dermatological agents and local anestfaticsmider HS 3004.909145, laxatives

(e.g. psyllium or senna products) under 3004.909150, and cough and cold preparations under HS
3004.909176, among others.

C. Objectives
The specift objectives of this project include

1 Mission to India to conduct a Needss&ssmenStudywith cooperation of th&overnment

of India, Department of AYUSH.

Identify a national consultant to assist with programme developimeetond phase.

Based on theutcome of the Needs Assessment Study, formulate a sector development

programme with emphasis on international competition.

1 Carry out a second mission in India to present the results of the Needs Assessment Study to
the Department of AYUSH.

1 Based on the doome of second mission in India, prepare a programme document outlining
the specific programme that is recommended for India to undertake to promote the export of

1
1

! United States International Trade Commissléarmonized Tariff Schedule of the United States§p&&vision 2.
Washington, DCUnited States International Trade Commission 2008.

3
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Ayurvedic, Siddha, and Unani (ASU) medicinal products and other Indian natural health
produds and services.

D. Methodology

The methodolgy used for this study is based on | TC6O
A Met hodol ogical Approach and Road Map. o

The specificmethods usely the ITC International Consultaimicluded:

91 Discussions with @vernment Agencies and Trade Associatiosie Department of
AYUSH, PHARMEXCIL, ASSOCHAM, and ADMA respectively, organizedarious
focused meetings during the mission in India, some of which were luncheons or dinners
with government officials and industsgakeholders, including representatives from several
of the leading producers and exporters of Indian natural medicinal products. Additionally
there was a full day of presentations made at thee&eh Councils Complex.h& ITC
Consultant met with represetives of the Central Council for Research in Ayurveda and
Siddha (CCRAS), Central Council for Research in Unani Medicine (CCRUM), and Central
Council for Research in Yoga and Naturopathy (CCRYN).

1 Participation as a Speaker and Panelist aR@@8 Hi-MAPS Herbal International Summit
and Expo on Medicinal, Aromatic Products and Spidée ITC Consultant was an invited
speaker at the ASSOCHAM conference and made a presentation on the topic:
AUnderstanding the USA Natural Products Markaata, Opportunyt, Approach, Strategy
and Regulatoryimplications of U.S. GMPs for Indian Exports ASU Natural Ingredients
and Finished Natural Product® At t he Conf er esewes asatpdnelistl T C
took questions from stakeholders in attendance, waedinced to a large number of
industry stakeholders by representatives of ASSOCHAM and ADMA, held discussions with
enterprises exhibiting at the concurrent trade exhibiaod, also met with representatives of
PHARMEXCIL. List of stakeholders met on missiinindia is enclosed as Appendik

1 Site visits and Interviews with Selected Enterpris®ie visits took place at Arya Vaidya
Sala Kottakkal (Delhi), Maharishi Ayurveda Products Pvt. Ltd. (New Dedimyl Natural
Remedies (Bangalore). A fourth sitsit was scheduled with The Himalaya Drug Company
(Bangalore), but this compamgnceled the appointmeat the last minute.

1 Meetings with other ConsultantdMeetings were held with various consultants. A-fldly
meeting was held with Drs. D.K.Ved a@lS. Goraya, of the Foundation for Revitalisation
of Local Health Traditions (FRLHT) in Bangalore, and authors of the NMRBlyst
fDemandand®p y of Medi ci nal ?Thdsaavnsstantsave offenedioa 2 0
play a role in the assessment of sirsaility and conservation status for key ingredients of
targeted products for export. Other consultantsin@tided Anant P Singh, CE@nd Uma
Shuklag Technical Advisor,of Apex Cluste Development Service Pvt. LtdDon
Greenberg Team Leader of DAl SHE Financing and Development Project behalf of
GTZ, Janak Raj Rawal, Managing Director of Rawal Medherb Consultants Pvt. Ltd., and
Pushp Jain, CEO of Nature & People Research and Support Group.

1 Questionnaire Desigand Distribution:The Enterprise Suryewas designed by the ITC
International Consultant based on input from the mission to India and followed the
framework defined in Annex | The Export E

2Ved DK, Goraya GSDemand and Supply of Medicinal Plants in Indehra Dun, India: Bishen Singh Mahendra
Pal Singh. 2008. Also available at website of NMBBp://nmpb.nic.in/DS_study.htm

4
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Assessment and Programme Deign technical paper (March 200€)draft survey was
reviewed and commented upon by tMaketNeWwE Con
Service MNS) Coordinator, and by representatives from both Department of AYUSH and
ADMA. The review comments were used to create the final versiochwvas disseminated

by ADMA and PHARMEXCIL to their respective membershipfie Enterprise Survey is
enclosed agppendixIV. The List of Survey Respondents is enclosed as Appendix V.

1 Secondary Researclsaurces used to collect ananalyze other relevan data included
various existingeports andtudies such as

0 Consultancy Development Center (CDQ)echnology Status on Isabgol Based
Industry. New Delhi: Department of Scientific and Industrial Research, Government
of India. July 2005.

o Government of Idia Planning CommissiorAnnexure 3: Report of the Steering
Committee on AYUSH for the Eleventh Fivéear Plan (20072012).New Delhi:
Government of India Planning Commission. December 2006.

o ITC SouthSouth Trade Promotion Programnhedia: Supply and Derand Survey
on Pharmaceuticals and Natural ProdustDecember 2007.

o Lohar DR. Legal Status of Ayurvedic, Siddha & Unani Medicine§$shaziabad:
Pharmacopoeial Laboratory for Indian Medicine.

0 SubratN, lyer M, Prasad RThe Ayurvedic Medicine Industry: Curnet status and
sustainability New Delhi: Ecotech Services (India) Pvt. Ltd. 2002.

0 Technopak Advisors Pvt. Lt&tudy on Medicinal and Aromatic PlantsNew Delhi:
Agricultural and Processed Food Products Export Development Authority
(APEDA), Ministry of Canmerce & Industry, Government of India. October 2007.

0 Ved DK, Goraya GSDemand and Supply of Medicinal Plants in IndiaNew
Delhi: National Medicinal Plants Board. 2008.

o Wight P. Integrated CommunityBased Export Development Project in Kerala,
India. Geneva: International Trade Centre / UNCTAD/WTO. November 2007.

1 Data Analysis and Report Writing
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CHAPTER 217 TRADE ENVIRONMENT

A. Natural Medicinal Products Market and Demand:
a. Botanical Raw Materials

The National Medicinal Plants Board (NMEBWinistry of Health & Family Welfare, Department

of AYUSH,i nit i ated a study fADemand and %ahiphpvasy o f
carried out by Drs. D.K.Ved and G.S. Goraya, of the Foundation for Revitalisation of Local Health
Traditions (FRLHT) This study provides an estimation of the annual demand of botanical raw
drugs, the annual trade value of botanical raw drugs, the annual domestic turhdwezbal
industry in India and an estimation of annual production and supply of botanical raw dmgag

other important data points for trade analy&RLHT estimatedthe annual demand of botanical

raw drugs aB19,500 MTfor the year 200®6. This estimate reflectssynthesis of data related to
estimates of consumption of botanicals by the doméstibal industry, the rural households and
the volume of botanicals recorded in the explatbbaseluring the year 20695.

Estimated Annual Demand of Botanical Raw Drugs* (Dry Wt. in MT) for 200506
Herbal Industry Rural Households Exports** Total
177000 86,000 56,500 319,500
* The demand estimates pertain to botanical entities

demand on account of entities that have their major usage as spices, fruits, vegetables and cereals.

** Data pertains to the year 2005.

SOURCE: Ved DK, Goraya GSDemand and Supply of Medicinal Plants in Indizehra Dun, IndiaBishenSingh
Mahendra Pal Singh. 2008. Also available at website of NME&B:/nmgb.nic.in/DS_study.htm

Explanatory notesThe demand estimates in respect of the domestic herbal insesprepared

t

based on the compilation and analysis of dat a

188 herbal manufacturing units. Thendand estimates in respect of rural households of the country
wereprepared based on analysis of sample survey of 1,223 rural householed Incastates.

The FRLHT researchers also noted that while amla fiiityllanthus emblicais the highest
consumed botanical raw drug by the domestic herbal industry, 70% of total botanical raw material
exports (by volume) are made jyst a few species, namgbgyllium husk Plantago ovaty senna

leaf and pod Cassia angustifolia henna leaf & powderL@wsona inermig, and the three
myrobalans: amla fruitRhyllanthus emblica belleric myrobalan fruit {erminalia bellerica, and
chebulic myrobalan fruitTerminalia chebula

FRLHT estimated arannual trade valuef Rs. 1,069 crores based on their estimaadual
demandof 319,500 MTcalculated as aynthesis of trade values worked out separately for each of
the three consumption sectors.

Estimated Annual Trade Value of Botanical Raw Drugs (Rs. in Crores) for 20006
Herbal Industry * Rural Household$ Exports® 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 mat&l 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.

% Ved DK, Goraya GSDemand and Supply of Medicinal Plants in Indizehra Dun, IndiaBishenSingh Mahendra
Pal Singh. 2008. Also available at website of NMBBp://nmpb.nic.in/DS_study.htm
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It should be notedhat manysupply and demand surveys, limting the FRLHT study, limithe
inclusion criteriafor natural ingredientsnainly to those listed in HS Chapter 1211, and selectively
addingcertain botanical exudates and gums listed in HS Chapter 1301, sagpaimnextracts in

HS Chapter 1302, some botanicals in HS Chapter 1404, and only a fewnakdmd aromatic
plantsthat ardisted in HS Chapter 09.

Table 3shows the reported export values (Rs. Lacs) for four main general categories of natural raw
materials, Chapter 0902 through 0910 (spices and tea leaf), Chapter 1211 (plants used in pharmacy
and perfumery), Chapter 1301 (exudates, gums and resins), Chapter 1302 (saps & extracts and
mucilages), and Chapter 1404 (vegetable products NESOI; incheses leaf, myrobalan fruits

and soapnut).

Table 4shows the totaduantities of selectelderbal méerialsof various HS Chaptermsxported by
India during the agricultural seasons of April through March, 2003 through 2007. .

TABLE 3: Natural Raw Material Exports / HS 4-Digit Code Chapter/ Apr-Mar 2005-2007 /
Value: Rs. Lacs / % Growth

Apr-Mar Apr-Mar
Chapter HS CODE 20052006 20062007

Rs. Lacs | Rs. Lacs

SPICES & TEA LEAF 0902 - 0910

( ‘
(= Chapter 09 excluding Coffe 288248.5¢ 396686.0: +37.62
PLANTS & PARTS OF PLANTS 1211
INCLD SEEDS & FRUITS USEI 35103.2( 38977.5¢ +11.04
FOR PERFUMERY & PHARMACY
LAC; NATURL GUMS, 1301
RESINS,GUMRESINS & 42557.91 23776.4(  -44.13
OLEORESINS
VEG SAPS & EXTRACTS; PECTI! 1302
SUBSTANCES; AGARAGAR & 134042.2¢ 151589.9¢ +13.09
OTHER MUCILAGES
VEG PRODUCTS N.E.S. O 1404 .
INCLUDED 8283.3¢ 10195.87 +23.09
Total Value (Rs. Lacs): 508235.4« 621225.8. +22.23

SOURCE: Government of India Ministry of Commerce & Industry, Department of Commerce, Export Import Data Bank:
http://commerce.niai
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TABLE 4: Selected Botanical Exports:Herb Name / HS 8Digit Code / Apr-Mar 2002-2007 /
Quantities: kilograms (kg) / % Growth

Apr-Mar | Apr-Mar

HS
HERB NAME CODE | 20032004 | 20042005 | 20052006 | 20062007
| kg | kg |
Amla fruit (Phyllanthus emblice | 14041061 303,210 160,160 196,880 89,360 | -54.61
Asafetida gum resin 1301901: 744,210 731,640 723,200 491,070 | -32.10

(Ferula ass&foetidg

Belleric & Chebulic myrobalan fruits| 1404106€| 2,377870 | 3,849,700 | 973,900 414,160 | -58.19
(Terminalia bellerica& T. chebuld

Chicory root, roasted 2101301C| 798,000 1,029,290 | 2,233,020 | 2,672,740 | +19.69
(Cichorium intybu}

Chirata whole plantQwertia chirayitd | 12119091 35,350 415,570 34,030 19,230 | -43.48
Ginger rhizomeZingiber officinalg¢ | 091010 | 4,602,570 | 14,908,130| 10,890,430 9,661,340 | -11.29
Coriander fruitCoriandrum sativun | 090920 | 18,344,220 30,632,290 26,398,730 27,321,880, +3.50
Garcinia extract@arcinia cambogin | 1302191¢, 920,160 541,690 672,650 946,880 | +40.77

Green tea leaflQamellia sinensjs 090210 | 1,384,920 | 1,860,680 | 2,061,630 | 7,446,490 |+361.1S
090220

Guar gum 1302322(| 115,869,90(| 126,593,96(| 183,571,85(| 189,111,86(| +3.02
(Cyamopsis tetragonoloba 1302323(

Gymnema leafGymnema sylvesfre | 12119024/ 88,180 118,530 59,224 53,140 -10.27
Henna leafl(awsonia inermik 14041011, 209,700 488,300 217,240 264,670 | +21.83
Henna powderl@awsonia inermis | 1404101¢| 2,913,680 @ 3,601,130 | 4,320,640 | 3,767,700 | -12.80

Indian frankincense gum 1301903~ 7,990 12,080 28,400 17,670 -37.79
(Boswellia serrata

Karaya gun(Sterculia urenks 1301901€ 429,690 832,100 1,269,420 | 932,220 | -26.56
Long pepper fruitPiper longun 0904111C, 940,430 812,770 718,570 320,750 | -55.36
Neem leaf Azadirachta indica 12119027 42,690 155,650 373,970 245,190 | -34.44
Opium exudatgPapaver somniferujn| 1302110C| 258,010 216,280 71,070 66,510 -6.41
Psyllium husk(Plantago ovata 1211903z 7,235,620 | 19,387,380| 24,959,900 19,926,060/ -20.17
Psyllium seedPlantago ovata 1211901 3,520,040 | 1,191,210 | 760,510 1,122,560 | +47.61
Senna leaf / po(lCassia angustifolip | 12119022 10,973,690 10,924,050 11,430,180| 9,398,890 | -17.77
Sickle-pod senna sed€assiatora | 0910991t 1,881,090 | 1,572,450 @ 2,083,280 @ 6,496,230 |+211.83

SOURCE: Government of India Ministry of Commerce & Industryefartment of Commerce, fart Import Data Bank
http://commerce.nic.in

b. Extracts, Oils and Oleoresins

Table 5shows in terms of reported value (Rs. Ladsidian exportof other saps and extracts listed

und HS Codel30219, castor oil listed under HS Code 151530, essential oils and oleoresins listed
under HS Chapter 3301, and mixtures of odoriferous substances listed under HS Chapter 3302. This
chapter includes wide range of botanical alcoholic extract solutionggpred from minor forest
products) that are grouped under HS 33029020 as part dighesh Krishi Upaj YojanéSpecial
Agricultural Produce Scheme.
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TABLE 5: SelectedExtracts and Oils Exports: Herb HS 4-Digit Code Chapter / Apr-Mar
20052007 /Value: Rs. Lacs/%Growth

Apr -Mar | Apr -Mar %
HERB NAME HS CODE 20052006 20062007 Growth
Rs. Lacs | Rs. Lacs

OTHER VEGETABLE SAP & 130219
EXTRACTS 24824 .44 32599.44 +31.32
Castor ol 151530 R
(Ricinus communjs 84502.87 98690.2¢ +16.79
ESSENTIAL OILS 3301
(CNCRTS/ABSLTS);RSNDS,EXTRTI 73454 5¢ 100538.6¢ +36.87
OLORGN,CNCNTRTS IN FATS ETC
MXTR/SLTN OF ODORFRS SBSTN. 3302
OF A KIND USD AS RAW MTRL IN 25673.71 27417.20 +6.79
INDSTRY
Total (Rs. Lacs): 208455.6: 259245.5¢ +24.36

SOURCE: Government of India Ministry of Commerce & Industry, Department of Commerce, Export Import Data Bank:
http://commerce.nic.in

C. Finished Natural Health Products

The AReport of thhk &ubnGusupyonoResbkhar 8t eerin
the Eleventh Fivé/ear Plan (20022012)* in its proposed expot r i ent ed scheme f
Development of New Formulations, Technologies, Tools and Practices with Validation of Existing
ProductsandPocedur es, 0 st at es t h afdrthis sceemdn the 1tf'lplan me a s
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

Another proposed scheme intheRort of the Sub Group on Resea
t o l denti fy, Promote and Develop AnStar prod
Promotion for the ASUsectord o me st i cal ly and inter medsurableal |y
outpus for the 11 plan would be annicrease of exports of value added from the sector to Rs
10,000 Crore from theurrent Rs1200 Crore

Table 6shows export valuesn(Rs. Lacs) for Indiamedicinal natural produc{®oth medicants &
medicamentsjor the 12month period of April 2006 through March 2QG¥hd the subsequent 3
month period of April 2007 through June 20Q0&s reported by the Government of India,
Department of Commerce Export Import Data Bahkis table is limited in scope to only those
medicind natural products that are classified under HS Code Chapters 3003 and Bef may

be finished products being exported under other codes for exaspdtural cosmetics or dietary
supplements, among other possibiliti€e total export value for thegnedicinal natural products

is reported atRs Lacs 28,128.36For all medicants and medicaments listed, the Ayurvedic
products coded under HS 30039011 and HS 30049011, respectively, maRe3¥%p of the total
export value.

* Government of India Planning Commission. AnnexureR&port of the Steering Committee on AYUSH for the
Eleventh FiveYear Plan (20071012).New Delhi: Government of India. December 2006.
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Table 6 Exports of Indian Finished Medicinal Natural Products / Value: Rs. Lacs / % Share
of Total Indian Exports

20072008
HS Code Commodity 2006200
| | | | (Apr-Jun)
3003901 MEDICANTS OF AYURVEDIC SYSTEM 9036.0¢| 0.015€| 1785.9% 0.0124
3004901 MEDICAMENTS OFAYURVEDIC SYSTEM | 16917.8(] 0.029€¢| 4461.3C 0.030¢
30039017 MEDICANTS OF UNANI SYSTEM 5.00/ 0.000C 2.52| 0.000C
3004901z MEDICAMENTS OF UNANI SYSTEM 65.05/ 0.0001 67.65 0.000%
3003901 MEDICANTS OF SIDDHA SYSTEM 1.11, 0.000C 0.00
3004901 MEDICAMENTS OF SIDDHA SYSTEM 0.96/ 0.000C 9.19/ 0.0001
3003901 MEDICANTS OF HOMOEOPATHIC SYSTEN 135.65/ 0.000z 5.61| 0.000C
3004901¢ HOMEOPATHIC MEDICINE 138.11) 0.000z 33.26/ 0.000z
3003901t MEDICANTS OF BIOCHEMIC SYSTEM 1494.35 0.002€ 614.32| 0.004:2
3004901 MEDICAMENTS OF BIOCHEMIC SYSTEM 334.24) 0.000€ 75.07, 0.000%
TOTAL VALUE in Rs Lacs 28128.3¢ 7054.8%

SOURCE: Government of India, Department of Commerce Export Import Data Bank.

B. Indian Standards:
Quality Standards forindian Natural Ingredients

 AGMARK Quality Grading and CertificatiochGrade standards for several botanical raw
materials, oils and other natural ingredients have been prescribed under the Agricultural
Produce (Grading and Marking)cA Quality grading and certification at farm level are
available for export and domestic trade. The AGMARK quality certification mark acts as
third party giaranee to quality certified. Table lists the sandardsare available oitine for
selected Indiamatural ingredients.

Table 7: Indian Natural Ingredients with AGMARK Standards

Common Name of Botanical Download Standard At:
Agar Agar http://www.agmarknet.nic.in/agaragargmr.pdf
Ajowan Seed http://www.agmarknet.nic.in/spices.pdf
Betel Nut http://www.agmarknet.nic.in/arecanutsgmr.pdf
Caraway and Black Caraway http://www.agmarknet.nic.in/Caraway.pdf
Castor Seed http://www.agmarknet.nic.in/oilseedsl.htm#CASTOR
Catechu (extractive of heartwoo http://www.agmarknet.nic.in/catechugmr.pdf
Cloves http://www.agmarknet.nic.in/Cloves.pdf
Compounded Asafoetida http://www.agmarknet.nic.in/CompoundedAsafotied. pdf
Essential Oils http://www.agmarknet.nic.in/Essential_Oils.pdf
Ghee http://www.agmarknet.nic.in/gheegmr.pdf
Guar Gum http://www.agmarknet.nic.in/guargumgmr.pdf

® Directorateof Marketing and Inspection, Department of Agriculture and Cooperatisnof Commodities for which
Grade Standards have been prescribed under the Agricultural Produce (Grading and Marking) A¢aslo8B1
3-08). Faridabad (Haryana): Ministry of Agulture. 31  March  2008. Available at
http://www.agmarknet.nic.in/lstcm1937.pdf
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Honey http://www.agmarknet.nic.in/honegu. pdf
Indian Cassia Leaf http://www.agmarknet.nic.in/tejpat.pdf
Jaggery http://www.agmarknet.nic.in/sugarcanegurgmr.pdf
Kangra Tea http://www.agmarknet.nic.in/kangrateagmr.pdf
Karaya Gum http://www.agmarknet.nic.in/gumkarayagmr.pdf
Linseed http://www.agmarknet.nic.in/oilseedsl.htm#LINSEEDS
Mace http://www.agmarknet.nic.in/mace.pdf
Myrobalan Fruit http://www.agmarknet.nic.in/myrobalangmr.pdf
Nutmeg http://www.agmarknet.nic.in/Nutmeggrading.pdf
Papain http://www.agmarkat.nic.in/papaingmr.pdf
Psyllium Husk http://www.agmarknet.nic.in/isubgoalhusk.pdf
Saffron http://www.agmarknet.nic.in/Saffron.pdf
Senra Leaves and Pods http://www.agmarknet.nic.in/sennaleavesgmr.pdf
Sheekakai Pods and Powder http://www.agmarknet.nic.in/sheekakaigpuf
Spices (capsicum, cardamom, http://www.agmarknet.nic.in/spices.pdf
celery seed, coriander, cumin,
fennel, fenugreek, ginger, peppe
turmeric):
Tendu Leaf http://www.agmarknet.nic.in/tenduleafgmr.pdf

f Ayurvedic Pharmacopoeia of IndigAPI) Standard® The Ayurvedic Pharmacopoeia of
India is a legal document of standards for the quality of Ayurvedic drugs and substances
included therai (under theDrugs and Cosmetic Act, 194 here are 418uality standards
monograpk published thudar in the API. See Appendix Vfor list of monograph
published in the APKas excerpted fronfiLegal Status of Ayurvedic, Siddha & Unani
Medicine®)”:

o Patl, Volume | contains 80 monographs

Part I, Volume Il contains 78ionographs

Part I, Volume Ill contains 100 monographs

Part I, Volume IV contains 68 monographs

Part I, Volume V contains 92 monograph

o O OO

The monographs deal with Pharmacognostical, Cheraiedl Ayurvedic standards of the
plant drugs used in Ayurveda. Each monograph describes macroscopic, microscopic
characters along with the permissible limit of foreign matter. Chemical standards of identity,
purity and strength have been developed on thés lmdsparameters like Total ash, Acid
insoluble ash. Alcohol soluble extractives. Water soluble extractives, etc. with the references
of important constituents present in it. The work on various monographs on all parameters
have been carried out at Pharmaoeial Laboratory for Indian Medicine (PLIM) and
approved by the Ayurvedic Pharmacopoeia Committee.

91 Bureau of Indian Standard8IS) The Bureau of Indian Standards Act of 1986 provided for
the establishment of a Bureau for the harmonious developmenheofadtivities of
standardization marking and quality certification ojoods BIS standards exist for the
following natural ingredients, among others: capsicum (chilli) fruit, cardamom capsules &
seeds,celery fruit, coriander fruit, cuminfruit, fennel fuit, fenugreek seed, garlic bulb
(dehydrated)ginger rhizomeandturmeric rhizome

® Ayurvedic Pharmacopoeia CommittéEhe Ayurvedic Pharmacopoeia of Indidart I, Volumes-V. New Delhi:
Governmenhof India, Ministry of Health & Family Welfare, Department of AYUSH.

" Lohar DR.Legal Status of Ayurvedic, Siddha & Unani Medicir@baziabad: Pharmacopoeial Laboratory for Indian
Medicine. Available athttp:/plimism.nic.in/Legal Status.pdf
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f Indian Pharmacopoeia StandarfisThe Indian Pharmacopoeia Commission (IPC) is an

autonomousnstitution under the Ministry of Health & Family Welfare, Govt. of India
dedcated for setting of standards for drugs, pharmaceuticals andhdazelt devices/
technologies, besides providing reference substancesanohg. While the variousother

official pharmacopoeias for the Indian Systems of Medicine already provide hurafreds
guality standards monographs for the test and release of botanical raw materials (Ayurvedic
Pharmacopoeia of India [API], Siddha Pharmacopoeia of India [SPI], and Unani
Pharmacopoeia of India [UPI]), the Indian Pharmacopoeia [IP] also provides official
standards for many naturaledicinalingredients. 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 t
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 monographsaddition to Indan
medicinal botanicals that already appear in the IP (eayice root,psyllium husk, senna

leaf and pod), several new herbal monographs have been entered into the IS&907
Table §.

Table 8 New Botanical Monographs added to the IP 2007

Common Name Description Also in API
Amalaki fresh fruit pulp ofEmblica officinalisGaertn. also in API Vol |
Amra dried seed oMangifera indicaLinn. also in API Vol lll
Arjuna stem bark off erminalia arjunaW.& A. also in APl Vol Il
Artemisia dried aerial prt of Artemisia annud.. not in API
Bhibhitaki dried ripe fruits ofTerminalia belericaRoxb. also in API Vol |
Bhringraj whole plant ofEclipta albaHassk. also in API Vol Il
Coleus dried mature root ofoleus forskohliBrig. also in API Vol V
Gokhru root of Tribulus terrestrisinn. also in API Vol |
Gudmar dried leaf ofGymnema sylvestiR.Br. also in APl Vol V
Guduchi dried maturesstem piecesf Tinospora cordifoliag(Willd.) Miers. also in API Vol |
Haritaki pericarp of mature fruits dfermiralia chebulaRetz. also in API Vol |
Kunduru exudate oBoswellia serrataRoxb. also in API Vol IV
Kutki dried rhizome with root dicrorhiza kurroaRoyle ex Benth. also in API Vol Il
Lasuna bulb of Allium sativurmLinn. also in APl Vol lll
Manijistha dried stem oRubia cordifoliaLinn. also in API Vol Il
Maricha fully mature dried fruit oPiper nigrumLinn. also in API Vol Il
Pippali dried immature, catkitike fruits with bracts oPiper longuni. also in APl Vol IV
Punarnava dried, matured whel plant ofBoerhaavia diffusd.inn. also in API Vol |
Sarpagandha | air dried root ofRauwolfia serpentinélLinn.) Benth. Ex Kurz also in APl Vol V
Shatavari tuberous roots ofAsparagus racemos\illd. also in APl Vol IV
Shati sliced, dried rhizomes ¢ledychium spicaturdlam. ex Smith also in API Vol |
Tulasi dried whole plant o©Ocimum sancturhinn. also in API Vol Il

§ Siddha Pharmacopoeia of Ind{$PI) Standards’ The Siddha Pharmacopoeia of India is a

legal document of standards for the quality @fdBa drugs and substances included therein
(under the Drugs and Cosmetic Act, 1940). There are 73 quality standards monographs
published thus far in theew SPIVolume | 2008

o Partl, Volume | contains 73 monographs

8 Indian Pharmacopoeia Commission, Central Indian Pharmacopoeial Laboraidign Pharmacopoeia 2007
Volume I. New Delhi: Government of India, Ministry of Health and Family Welfare. 2007

° Siddha Pharmacop@ CommitteeThe Siddha Pharmacopoeia of IndRart I, Volume 1. New Delhi: Government of
India, Ministry of Health & Family Welfare, Department of AYUSH.
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f Unani Pharmacopoeia of Indi€UPI) Standards™ The Unani Pharmacopoeia of India is a
legal document of standards for the quality of Unani drugs and substances included therein
(under the Drugs and Cosmetic Act, 1940). There are 250 quality standards monographs
published thus far in the UPI:

o Partl, Volume | contains 45 monographs

Part I, Volume Il contains 50 monographs

Part I, Volume Ill contains 53 monographs

Part I, Volume IV contains 50 monographs

Part I, Volume V contains 52 monograph

(ol eleolNe]

Quality Systemsor Indian Natural Products

91 Bureau of Indian Standard@IS) Code for Hygienic Conditions for Spices and Condiments
Processing Unit$' This code of hygienic practices applies to spices and condiments, whole,
broken or ground, spice blends or processed spice products. It also coversithenmi
requirements of hygiene for post harvest technology (curing, bleaching, drying, cleaning,
grading, packing, transportation and storage including microbial and insect disinfestation),
processing establishment, processing technology (grinding, bleredtrgction of essential
oils and oleoresins, frozen and freeze dried or dehydrated, etc), packaging and storage of
processed productayailable at:http://www.bis.org.in/bis/html/14216.html

1 National Medicinal Plants Board (NMPB) Good Agriculture Practices (GARS)
Medicinal Plants* The NMPB has formulated (draft) GAPs under a project financed by
World Health Organisation (WHO)These guidelines have been drafted on the model
guideines devealped and published by WHOhese guidelineseek to disseminate GAPs
for ensuring quality and safety of the AYUSH medicines. The guidelines have been drafted
by NMPB through a consultative process involving agronomists, practitioners of traditional
medicire, industry, R&D institutions and the concerned subject matter departments;
available athttp://nmpb.nic.in/Draft%20GAPs.pdf

1 Ministry of Health & Family Welfare (MOHFWB00d Manufacturing Practices (GR&)
for Ayurveda, Siddha and Unani Medicinédhe GMPs are published in Schedule T of the
Drugs and Cosmetic Act and Rules. The certificate of GMmanufacturers of Ayurveda,
Siddha or Unani drugs shall be issued to licensees who comply with the negptiseof
GMP of Ayurveda, Siddha and Unani drugs as laid down in Schedulevdilable at:
http://cdsco.nic.in/html/Drugs&CosmeticAct.pdf

C. Main Export Markets

The top four destinations for Aigvedic products in 2008007 for both HS 30039011 and HS

30049011, respectively, in terms of reported value (Rs. Lacs), were Russian Federation, Nepal,
United Arab Emirates, and United States of America, albeit not in the same order for each code. For
HS 30039011, the top ten destinations represented 73.5% of the total reported export value. For HS
30049011, the top ten destinations represented 63.4% of total reported export value. The current

19 Unani Pharmacopoeia Committdée Unani Pharmacopoeia of IndiRart I, Volumes-V. New Delhi: Government
of India, Ministry of Health & Family Welfare, Department of AYUSH.

1 Bureau of Indian Standards. 1S 1421%94: Code for Hygienic Conditions for Spices and Condiments Processing
Units. New Delhi: Bureau of Indian Standards. 2005.

12 National Malicinal Plants BoardGood Agriculture Practices (GAP$yr Medicinal Plants.New Delhi: National
Medicinal Plants Board. 2007. Available attp://nmpb.nic.in/Draft%20GAPs.pdf

13 Government of India Miistry of Health & Family Welfare. Schedule Good Manufacturing Practices (GMPs) for
Ayurveda, Siddha and Unani Medicinés. The Drugs and Cosmetics Act and Rukes amended up through 30
June 2005. New Delhi: Department of Health. 2005. Availatblietip://cdsco.nic.in/html/Drugs&CosmeticAct.pdf
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situation is important information to consider for the prination of selected export markets to
focus on for program developmefitable 9shows the top ten destinations for Ayurvedic exports
with their respective reported values in Rs. Lacs.

Table 9 Top ten export destinations for Ayurvedic Products / Value: RsLacs

“HsCode|  Commodty | | z0062007

30039011 MEDICANTS OF AYURVEDIC SYSTEM 9036.0¢
1 United States of America 1696.4¢
2 Nepal 1260.91
3 Russian Federation 1186.62
4 United Arab Emirates 1201.34
5 Kenya 314.5¢
6 Germany 278.82
7 The Nethelands 209.4¢
8 South Africa 190.22
9 Ukraine 151.82
10 United Kingdom 148.6€
Top Ten Total (Rs. Lacs): 6638.97 (73.5%)
30049011 MEDICAMENTS OF AYURVEDIC SYSTEM 16917.8(
1 Russian Federation 2745.0C
2 United Arab Emirags 1789.54
3 Nepal 1261.3¢
4 United States of America 1069.62
4 Ukraine 844.5C
5 Sri Lanka 822.4E
6 Kenya 538.6¢
7 Burundi 475.2E
8 Australia 421.1C
9 Malaysia 415.52
10 Kazakhstan 346.8¢
Top Ten Total (Rs. Lacs): 1072994 (63.4%)

SOURCE: Government of India, Department of Commerce Export Import Data Bank.

For Indian exports of botanical raw materials and extracts, the top ten destinations for natural
ingredients classified under Chapters 09, 1211, 1301, and 130z;thesigeare listed below.

Chapter 09 Destinationsin terms of reported values, the top ten destinations for natural raw
materials listed under HS Chapter 09 are the USA, Italy, Malaysia, UK, Russia, Germany, UAE, Sri
Lanka, Bangladesh, and Australia.
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Chaper 1211 DestinationsThe top ten destinations for HS Chapter 1211 exports are the USA
(accounting for about 35% of total), followed by Pakistan, Germany, Japan, Indonesia, UAE, Spain
UAE, Australia, and the PRC.

Chapter 1301 DestinationsThe top ten d&tinations for HS Chapter 1301 exports are the USA,
Indonesia, Pakistan, Germany, Egypt, UAE, Bangladesh, Mexico, UK, and Spain.

Chapter 1302 DestinationsThe top ten destinations for HS Chapter 1302 exports are the USA
(accounting for 40.6% of total), fiowed by PRC, Germany, Japan, Italy, South Africa, Belgium,
Australia, Netherlands, and UAE.

CHEMEXCIL, which represents natural product categories includiggrbattis (herbal incense
sticks), castor oil & derivatives, herbal cosmetics & toiletries, dyege intermediates, chemicals
(menthol), maintains a record of the top countries, thdit@pbeing the USA, the PRC, Indonesia,

Germany, and the UKTable 10Shows t he Top 25 Countries of EX

through 2005 in terms of vald&s. in million).

Tableld Top 25 Countries of @R puwilions)of Chemexci

Countries 200405 200304 200203
U.S.A. 38487 32821 30427
CHINA P.RP. 17590 11651 9286
INDONESIA 14985 8178 4438
GERMANY 10501 15108 12145
U.K. 9996 8803 7847
PAKISTAN 9977 3187 2187
NETHERLAND 8829 6372 6654
SINGAPORE 8619 1570 4324
U.A.E. 7832 6571 5958
RUSSIA 7601 7145 5778
JAPAN 6788 6566 5348
MALAYSIA 6465 1791 3420
SPAIN 6092 4307 4320
ITALY 6045 5957 5450
THAILAND 5155 3003 4457
FRANCE 4456 2855 4796
BANGALADESH 4421 1647 3109
KOREA REP. 4258 1436 3490
TURKEY 4188 4000 2126
IRAN 4171 4404 2480
BELGIUM 3924 2713 3192
SRILANKA 3760 3582 3832
SWITZERLAND 3680 3400 3212
SOUTH AFRICA 3267 2153 2887
KENYA 1643 1704 1730
TOTAL 202730 150924 142893

SOURCE: CHEMEXCIL: http://www.chemexcil.gov.in/stats/documents/12 doc.doc
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D. Market Access Barriers
a. Negative and Posive Lists of Substances

Many countries publish their own negative and positive lists of substances for use in various classes
of goods (cosmetics, dietary supplements, foods, medicines). There is however no comprehensive
global listing or database ancetlkefore one must check each individual list for each targeted export
market. The following are a few examples of negative and positive lists from selected countries of
relevance to exporters of Indian natural medicinal products.

Australia: The TherapeutiiGoods Administration (TGA) annual
that may be used in ListedMedicines in Australi@y which is available oiline at:
http://www.tga.gov.au/cm/listsubs.ptff These substaes are eligible for use in medicines Listed

on the Australian Register of Therapeutic Goods for supply in Australia. The list includes the
approved role of the substanage (active, excipient, and/or component), and any restrictions and
conditions thatapply to the substance when used in Listed medicines. Some substances are
permitted as food excipients only. These substances @pple, pear) refer only to edible
substances fit for human consumption as a food. Only certain preparations are permittedtfo

food excipients: fresh dry or powdered plant material and fresh, dried or concentrated juices. Juice
preparations may only be named where the fresh planhasud high water content.

Further details are providedApmr d \hed iNMemdal (A5
the TGA Approved Terminology for Medicineswhich is available ondine at:
http://www.tga.gov.au/docs/pdf/aan/aanherb3Bdfhe list does not include substasdiat may

be used as homoeopathic preparations. The Office of Complementary Medicines is currently
conducting a review of homoeopathic substance permittestéa medicinesThe Australian TGA

also maintains a list giroprietary ingredients which haween used in Listed Medicines but which

are not usable in ELF&EIlectronic Listing Facility)until further informatiornregarding proprietary
ingredient purpose, restricted ingredients and quantities of restricted ingredients have been supplied
to the TGA available orline at: http://www.tga.gov.au/cm/elf3pring.pdf

Belgium: The Belgian Federal Public Servi¢EOD) for Health, Food Safety and Eneitment

Food regulates dietary supplement productsfaad products that contain botanicals as defined in

a royal deree1997 which is available oifine (in Dutch, French, and German)The appendix to

this decree covers 3 lists: List 1: Botanicals tmaty notbe used in foods or dietary supplement
products List 2, Part 1. Cultivated edible mushrooitsat may be usedList 2, Part 2: Wild
mushrooms which may be used so long as they are not threatened species; List 3: Botanicals that
may be usedut only with premarketing authorizatioand with specified yper dosage linis. The

FOD also reglates medicinal herbal products which require-agketing authorization either as

new drugs, traditional herbal medicinal products (THMP), or-estiablished use (WEU) herbal
medicinal products.

14 Therapeutic Goods AdministratiorBubstances that may be used in Listed Medicines in Austhl@den: Australian
Government, Department dflealth and Ageing, Therapeutic Goods Administration. 12 December 2007. Available at:
http://www.tga.gov.au/cm/listsubs. pdf

5 Therapeutic Goods Administratiotderbal Substances AAN Lisin: TGA Approwed Terminology for MedicinesNVoden:
Australian Government, Department of Health and Ageing, Therapeutic Goods Administration. July 1999. Available at:
http://www.tga.gov.au/docs/pdf/aan/aari®pdf

% Therapeutic Goods AdministratioRroprietary ingredients which have been used in Listed Medicines but which are not usable in
ELF3 until further information is providedWoden: Australian Government, Department of Health and Ageing, The@peuti
Goods Administration. 15 July 2004. Available fatp://www.tga.gov.au/cm/elf3pring.pdf

I Albert 11, King of Belgium. Kéniglicher ErlaR tiber die Herstellung von und den Handel mit LebensmittelrPfiinzen oder
Pflanzenpréparate enthalten oder daraus bestehen. BRissetaler Offentlicher Dienst (FOD) Volksgesundheit, Sicherheit der
Lebensmittelkette und Umwelt. 29 August 1997. Available at:
https://portal.health.fgov.be/portal/page? pageid=56,513211& dad=portal& schema=PORTAL
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Canada The Health Caada Natural Health Products Directorate (NHPD) maintains severadflists
natural ingredients that may occur in natural health products (NHPs) either as medicinal ingredients
or as normedicinal ingredients. These lists are availabldirma

1 List of singk ingredient monographs for natural health products (NHPs). These
monographs may be used to help speed up the evaluation of the safety and efficacy of
medicinal ingredients commonly used in NHPs sold in Canada. They can also serve as
reliable sources of rpduct information for consumers. Available dittp://www.hc
sc.gc.ca/dhpmps/prodnatur/applications/licggarod/monograph/mono_list_e.html

1 List of product monographs for natural health products (NHPs) Available at:
http://www.hesc.gc.ca/dhpmps/prodnatur/applications/licearod/morograph/product_ mono_produit_e.html

1 List of acceg)table noamedicinal ingredients for natural health products (NHPS)
Available at*® http://www.hesc.gc.ca/dhpnps/prodnatur/legislation/docs/mimn_list1_e.html

1 Summary of NHP/DRUG Classification of Therapeutic Products Directorate (TPD)
Category IV Labelling Standards Ingredients'® Available at: http://www.hc
sc.gc.ca/dhpmps/prodnatur/applications/licggrod/monograph/list_mono4_e.html

1 The Natural Health Products Ingredients Database(NHPID) is being developed to
provide information on acceptable mada and normedicinal ingredients used in NHPs
in order to assist applicants with the submission of their application. The database contains
the medicinal and nemedicinal ingredient information which the Natural Health Products
Directorate (NHPD) has deloped for ingredients that are considered to be acceptable when
used under the conditions of use outlined in this database. A medicinal ingredient is any
substance that has been classified as an NHPD as per Schedule 1 of the NHP Regulations. A
nonmedichal ingredient is any substance such as a birddoring agent orflavor added
to an NHP that is necessary for the formulation of the dosagemsditinal ingredients
should not exhibit any pharmacological effects of their own, and, where applicaildg sh
not exceed the maximum concentration allowed. Information on ingredients for
homeopathic applications is not yet part of the NHPID, but will be available in a subsequent
release. The proper name and common name of all medicinal ingredients as thell as
common name and purpose of all fordicinal ingredients must be provided on the
Product License Application. The NHPID includes nemedicinal ingredients that are
generally regarded to be of minimal toxicological concern. Where appropriate, certain
limitations regarding quantity, dosage form and route of administration are listed.
Respecting any specified limitations, Aoredicinal ingredients found in the NHPID require
no further assessment. For any #oedicinal ingredient not contained in the NHP®D
used outside of the stated limitations, NHPD may require safety assessment. If there is a
particular safety concern with a nomedicinal ingredient, the NHPD may request additional
information. The applicant should provide information supporting itsmedicinal use for
all proposed nomedicinal ingredients when submitting an application for a product
license. The Ilatest release of the NHPIB available (as of May 2008) at
http://205.193.93.9gredientDatabaseV1. 4The USER ID and PASSWORDare
"nhpdemo" and "nhpdilrespectively.

18 Natural Health Products Directorate. List of Acceptable Nmulicinal Ingredients. Ottawa: Natural Health Products
Directorate. 2004. Available at:http://www.hesc.gc.ca/dhymps/alt formats/hpflolgpsa/pdf/prodnatur/nmi
imn_list_e.pdf

19 Natural Health Products Directiie. A Summary of NHP/DRUG Classification of Therapeutic Products Directorate
(TPD) Category IV Labelling Standards Ingrediertawa: Natural Health Products Directorate. 2006. Available
at: http://www.hesc.gc.ca/dimps/alt_formats/hpfliolgpsa/pdf/prodnatur/list mono4 e.pdf
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1 Food ingredients and food additive ingredientsare listed in theFood and Drug
Regulations. Available ahittp://laws.justice.gc.ca/en/ShowTdm/cr/C.Rd3870///en

1 Novel foods and/or novel food ingredientsrequire premarketing notification and
authorizationby the Directorate Available at:http://laws.justice.gc.ca/en/showdoc/cr/C.R.C.
c.870/bega:l_B-gb:l_28//en#anchorbga:l_B-gb:l 28

Denmark Denmar k6s Nat i ofredevardinetituttptmb h 8 t abragslistendl’ f
which is a safety assessment of medicinal and aromatic plants and mushrooms for use in foods,
food supplements and herbal teas. Thiegelistenlists botanicals byheir Latin botanical name,
Danish common name and plant part, with an estimated safenmaxdaily dosage level if the
botanical is permitteth Danish commercdf the botanical is not permitted or has any restrictions

for use these are noted. The document is available ot Danish language.

1 Drogelisten: Vurdering af planter, svampe adele heraf anvendt i kosttilskud og urtete
http://www.dfvf.dk/Admin/Public/Download.aspx?file=files/filer/publikationer/drogeliste/rappdfi.

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 labeling of traditional herbal medicinal products (THMPs) eéisas well
established use (WEU) medicinal products. These lists and monographs are availiaele on

1 Community Herbal M onographs These monographs provideharmonizedapproach to
the scientific assessment of herbal medicinal products in the EU, andethber States
shall take them into account when they examine an application relating to a product for
which a Community monograph has been establishedvailable at
http://mww.emea.europa.eu/htms/human/hmpc/hmpcmonographsdraft.htm

1 Community List of Herbal Substances, preparationsand combinations thereof for use
in traditional herbal medicinal products (THMPs). This list is established by the
Committee on Herbal MedicinaProducts (HMPC), in accordance with Directive
2001/83/EC as amended. The list is being gradually developed through entries of structured
information relating to individual herbal substances or preparations. Available at:
http://www.emea.europa.eu/htms/human/hmpc/hmpclist.Atne principle underlying the
development of the positive list is to remove the need for many companies each to have to
produce similar evidence of traditional usedasafety where this has already been clearly
accepted. There will be an agreed list of herbal substances accompanied by the therapeutic
indication, specified strength, route of administration and any relevant safety information.
An applicant seeking to géster a product containing a substance on the list in the form and
for the indications as specified on the list could then refer to this list rather than have to
demonzsltrate traditional use and safety. The applicant would still need to demonstrate
quality.

f Inventory of Herbal Substances for Assessment This list shows the status (as of
January 2008) of all herbal substances that have been prioritized deuwbl®pment of a

2 Gry J, HallasMigller T, Pedersen E, Pilegaard K, Strube Rubus fruticosud.. In: Drogelisten: Vurdering af
planter, svampe odele heraf anvendt i kosttilskud og urtef@benhavn: Fadevaredirektoratet. 2000. Available at:
http://www.dfvf.dk/Admin/Public/Download.as@file=files/filer/publikationer/drogeliste/rapport.pdf

2 Medicines and Healthcare products Regulatory Agency (MHRA). Frequently asked questions: What is the role of the
positive list? London: MHRA. 2008.

% European Medicines Agency (EMEA) Committee Herbal Medicinal Products (HMPC)nventory of Herbal
Substances for Assessmebbndon: European Medicines Agency HMPQO January 2008. Available at:
http://www.emea.europa.eu/pdistman/hmpc/49407907en.pdf
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Community Herbal (therapeutic) Mnograph. Available at:
http://www.emea.europa.eu/pdfs/human/hmpc/49407907en.pdf

United Kingdom The Medicines and Healthcare products Regulatory Agency (MHRA) maintains
several listsvhich are available cfine.

 List A: > Consoidated List of Substances which are present in Prescription Only Medicines
(POM), with exemptions for Pharmacy Sale or Supply (P). Available at:
http://www.mhragov.uk/home/groups/d/documents/websiteresources/con009484.pdf

 List B:** Consolidated List of Substances which are presewutiorized Medicines for
General Sale (General Sales List (GSL) Medicines). Available at:
http://www.mhra.gov.uk/home/groups/aldocuments/websiteresources/con009485. pdf

 List of Herbal Ingredients and their Reported Uses” This is a listing of botanical
ingredients which are predein aromatherapy products, cosmetics, foods, and medicines in
the United Kingdom. Available at:  http://www.mhra.gov.uk/home/groups/is
pol/documents/websiteseurces/con009277.pdf

1 List of Herbal Ingredients which are Prohibited or Restricted in Medicinesin the
United  Kingdon?®  Available  at:  http://www.mhra.gv.uk/home/groups/es
herbal/documents/websiteresources/con009294.pdf

United States of AmericaWhether a natural ingredient mag presenin a product is dependent
on the regulatory framework for the finished product, i.e. cosmetic, dietary supplementor
food productSome information is available dime to help determine &status and framework for
natural.

1 Cosmetic ingredients:For natural ingredients used in cosmetic products, the FDA provides
guidance on basic requirements for color addiiveand cosmetics at:
http://www.cfsan.fda.gov/~dms/ca®l.html The list of ingredients that are prohibited and
restricted for use in cosmetics is availablehétp://www.cfsan.fda.gov/~dms/cé&d 0.html

1 Dietary Supplement ingredients: For a natural ingredient to be permitted for use in a
dietary supplement product there must be documentary evidbatesuch speciewas
marketed in the United®tates prior to 15 Octobet994. 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
consumptiondo 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 Her bal Product s Aldesbe of iCantmergems @ ndA}

% Medicines and Healthcare Products Regulatory Agency (MHRA). Li€okisolidated List of Substances which are
present in Prescription Only Medicines (POM), with exemptions for Pharmacy Sale or Suppbyn@n: MHRA.
March 208. Available athttp://www.mhra.gov.uk/home/groups/aldocuments/websiteresources/con009484.pdf

% Medicines and Healthcare Products Regulatory Agency (MHRiAt B: Consolidated List of Substances which are
present in Authorized Medicines for General SaleLondon: MHRA. December 2007. Available at:
http://www.mha.gov.uk/home/groupshal/documents/websiteresources/con009485. pdf

% Medicines and Healthcare Products Regulatory Agency (MHR#&). of Herbal Ingredients and their Reported
Uses London: MHRA. 31 March 2005. Available at:http://www.mhra.gov.uk/home/groups/is
pol/documents/websiteresources/con009277.pdf

% Medicines and Healthcare Products Regulatory Agency (MHR) of Herbal Ingredients which are Prifited or
Restricted in Medicined.ondon: MHRA. 28 October 2005. Available http://www.mhra.gov.uk/home/groupsfes
herbal/documents/websiteresourcesfifii?94. pdf
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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 maiketed

the USA prior to 1994, it is classified as New Dietary Ingredient (NDI) and is subject to the
1997 regul ation APremar ket No tingrédiembat i on
http://www.cfsan.fda.gov/~Ird#97923e.htmf®

1 Drug ingredients: For a natural ingredient to be permitted for use in an-thecounter
(OTC) or prescription drug product, the ingredient, if the active pharmaceutical ingredient,
must be classified by the FDA as Generally Recognizefadie and Effective (GRASE) and
included in a positive therapeutic monograph publisheditie 21 ofthe Code of Federal
RegulationsZ1 CFR) which are available dime.”® Some ingredients, however, are not yet
entered in the current edition of the CFRdacan be found listed in a tentative final
monograph. These monographs are posteti onn e a't the ARul emakin
prescription Products: Drug Category Ldst available at:
http://www.fda.gov/cder/otcmonographs/rulemaking_index. iNatural ingredients that are
classified as GRASE active ingredients in the CFR monogr@mbs Castor Oil, Karaya
Gum, Psyllium Husk, Senna Extract, among othaes)e corresponding qualityastdards
monographs published in the United States Pharmacopeia {USP).

1 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
Geneally Recognized as Safe (GRAS) for use in foods. The FDA Center for Food Safety
and Applied Nutrition (CFSAN) maintains a food additive database known as the
fEverything Added to Food in the United StatesE AFUS) , 0O diveadt:| a bl e
http://vm.cfsan.fda.gov/~dms/eafus.hthe EAFUS list of substances contains ingredients
added directly to food that FDA has either approved as food additives or listed or affirmed
as GRAS. Nevertheless, it containdyoa partial list of all food ingredients that may in fact
be lawfully added to food, because under federal law some ingredients may be added to
food under a GRAS determination made independently from the FDA. The list contains
many, but not all, of the &stances subject to independent GRAS determinations. For
information about the GRAS notification program please consult the Inventory of GRAS
Notifications at: http://www.cfsan.fda.gov/~rdb/opgrashtml. Additional information on
the status of Food and Color Additives can be obtained from the Food Additive Status List
at: http://www.cfsan.fda.gov/~dms/ompa.html or the Color Additive Stats List
(formerly called Appendix A of the Investigations Operations Manual), available at:
http://www.cfsan.fda.gov/~dms/ogpc.html

b. Quality Standards & Limits in SelectedDestination Markets
Australia / New Zealand
Australia and New Zealantlad proposed to establish an Australia New Zealand Therapeutic

Products Authority ANZTPA) and joint regulatory scheme. As of 16 July 2007, the project has
been postponed but may resume in the future. Qath time as there is agreement to resume the

%" McGuffin M, Kartesz JT, Leung AY, Tucker AO (edsAmer i can Herbal Products As
Commerce2"™ Edition. Silver Spring MD: American Herbal Products Association. 2000.
% Food and Drug Administration. Premarket Notificatian & New Dietary Ingredient. Final RulEederal Register
23 September 1997;62(184)49888392. Available athttp://www.cfsan.fda.gov/~Ird/fr97923e.html
% Food and Drug Administration. Title 2fFood and Drugs. InCode of Federal RegulationsVashington, DC:
National Archives and Records Administration. 2008. Availablati://www.gpoaccess.gov/cfr/index.html
30 United States Pharmacope@onvention.United States Pharmacopeia National Formulary (USP 31INF 26).
Rockville, MD: United States Pharmacopeia Convention. 2008.
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process to establish ANZTPA and the joint regulatory scheme, stakeholders are advised to refer
instead to the separate national authorities, the Australian Therapeutic Goods Administration (TGA)
and the New Zdand Medicines and Medical Devices Safety Authority (Medsafe).

The Australian Regulatory Guidelines for Complementary MediciG@RGCM),** which are
available orine athttp://www.tga.gov.au/docs/htfargcm.htmhave been developed to:

T provide information to help sponsors of complementary medicines to meet their obligations
under therapeutic goods legislation;

1 help ensure that applications to theerapeutic Goods Administratiod GA) relating to
conplementary medicines uniformly meet all essential regulatory requirements so that
applications may be processed successfully within minimum timeframes; and

1 enhance clarity and transparency of processes leading to the Registration and Listing of
complemerdary medicines in the Australian Register of Therapeutic Goods (ARTG).

The British PharmacopoeigdBP) is the official standard for regulatory purposes in Australia. It
establishes a number of general standards for medicines and specific standards facts@me
ingredients and finished products. The BP has regulatory force in Australia, unless there is a
specific Therapeutic Goods Order (TGO) that overrides BP requirententsiatural medicinal
products(that areregulated as complementary medicimeg\ustralig, manufacturers should refer
to the specific herbal material monographs in the curBtfor the range of tests usually
employed. The BP 2008 contains many ew and revised monographs (including herbal
monographs),which set out the mandatory stands for active substances, excipients and
formulated preparations, together with General Notices, Appendices (test methodssreztgen
and Reference Spectra. The complete BP 2008 |Index is available at:
http://www.pharmacopoeia.co.uk/2007/pdfs/BP%202008%20IndexBRI2008 Veterinary Index

is available athttp://www.pharmacopoeia.co.uk/200dfs/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 specimemdg 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), Chinése (PPR
German (DAB), Indian (IP) and Japanese (JP) etc. The pharmacopoeias must be issued by or
endorsed by the relevant government authority. (Note that the word ‘pharmacopoeia’ in the title of a
text does not mean it is a governmentorsed text). Sponsabould contact the Australian Office

of Complementary Medicines (OCM) if they are unsure as to the suitability of a pharmacopoeia.

The British Pharmacopoeia Commission is presently directing resources towards the development
of monographs for some Ayurviedand Homoeopathic medicine&yurvedic monographs targeted

for inclusion in the BP 2009 includeerminaliaarjuna, Terminalia chebulaTerminalia belerica
andWithania somniferd?

Canada

#australian  Government Therapeutic Goods Administration (TGAustralian Regulatory Guidelines for
Complementary Medines (ARGCM). Woden: Australia. 2006. Available at:
http://www.tga.gov.au/docs/html/argcm.htm

32British Pharmacopoeial Commission. Summary Minutéspert Advisory Group: Herbal and Complementary
Medicines. London: BPC. 5 June 2007. Available atttp://www.mhra.gov.uk/home/groups/is
bp/documents/committeedocument/con2033239.pdf
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The Health Canada Natural Health Products Directorate (NHPD) guidan d o c Evitencetfor fi
Quality of Finished Natural Health Predc  available orline at: http://www.hesc.gc.ca/dhp
mps/alt_formats/hpfolgpsa/pdf/prodrtar/eapageng.pdf provides applicants (manufacturers,
packagerslabelers importers, distributors) with the details necessary to comply witiNgtaral
Health Products Regulatiorest the time of submitting the produatenseapplication (PLA) with
respect to the manufacture and quality requirements of natural health products (NHPS).

The procedures outlined in the NHRJDidance document apply to the quality assessment of all
types of premarket submissions of NHPs that fall under the purview of theulRegns. This
document should be read in conjunction with other NHPD guidance documents sucRasl thoe
Licensing Guidance Documerood Manufacturing Practices Guidance Documé&idence for
Safety and Efficacy of Finished Natural Health Produtsdance Documenand Evidence for
Homeopathic MedicinesGuidance Documentto ensure the product requirements are
comprehensively applied and documented in a proliteniseapplication. Further, reference has
also been made to a number of national andrnat®nal standards, such as tbaeited States
PharmacopoeidUSP),European Pharmacopoeig@hEu), andTherapeutic Goods Administration

of Australia (TGA) where it is recommended that these standards be applied. This guidance is
intended for use by appéots, as well as by scientific reviewers/assessment officers and
submission coordinators within NHPD and other stakeholders.

The NHPs available in Canada can be broadly classified (hjoSingle ingredient products; and

(2) Multi-ingredient productsThe general quality requirements are outlinedSection 2of the

NHPD guidancedocument. Specific quality requirements of products containing particular items
from Schedule 1 of the Regulations have also been included where they differ from the general
requrementsA multi-ingredient product is defined as a finished product containing more than one
item from Schedule 1 of the Regulatiodgppendix 3. Section 3of the NHPD guidancdocument
outlines specific test requirements for the finished natural hpadithuct in various dosage forms.
Section 4of theguidance document outlines the quality requirements for homeopathic medicines.

Table 11shows a list of all NHPD guidance documents that are availabliee@and may relate to
legislative quality requirenms

Table 11: NHPD Guidance Documents on Quality Requirements

Product Licensing Guidance Document http://www.hesc.gc.ca/dhpnps/alt_brmats/hpfb
dgpsa/pdf/prodnatur/licendieence guideeng.pdf

Evidence for Quality of Finished Natural http://www.hesc.q.ca/dhpmps/alt_formats/hpfh

Health Product§&uidance Document dgpsa/pdf/prodnatur/egageng.pdf
Evidence for Homeopathic Medicines http://www.hesc.gc.ca/dhpnps/alt formats/hpfb
Guidance Document dgpsa/pdf/prodnatur/ehmeprh-eng.pdf

Master File Procedurdsuidance Document http://www.hesc.gc.ca/dhymps/alt formats/hpfb
dgpsa/pdf/prodatur/egpageng.pdf

PostLicensing Guidance Document http://www.hesc.gc.ca/dmhmps/alt_formats/hpth
dgpsa/pdf/prodnatur/plgd_psdidr_Viedg.pd

Site Licensing Guidance Document http://www.hesc.gc.ca/dmhmps/alt_formats/hpth
dgpsa/pdf/prodnatur/slgdrle-eng.pdf

Good Manufacturing Practic&uidance http://www.hesc.gc.ca/dmhmps/alt_formats/hpth

Document dgpsa/pdf/prodnatur/grappf-eng.pdf

% Health Canada Naturadealth Products Directorat&vidence for Quality of Finished Natural Health Prodycts
Version 2. Ottawa, Ontario: Health Canada Natural Health Products Directorate. June 2007. Available at:
http://mwww.hesc.gc.ca/dhpmps/alt formats/hpflolgpsa/pdf/prodnatur/egaaeng.pdf
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European UnionMember States

For natural medicinaproducts exported to the EU, t is essential t o unc
fiGuideline on Specifications: Test Procedures and Acceptance Criteria for Herbal Substances,
Herbal Preparations, and Herbal Medicinal Products / Traditional Herbal Medicinal Produots

which is available otline at:http://www.emea.europa.eu/pdfs/human/qwp/282000eA?pdf

EMEA quality guidance documentslevant for herbal medicinal produetee listed below in Table
12 and arealso available ofine at: http://www.emea.europa.eu/htms/human/hmpc/hmpcquide.htm

Table 12. EMEA Guidance Documents on Quality Requirements

EMEA/HMPC/253629/07 Reflection paper on Markers used for quantitative and qualitative anal
Herbal Medicinal Products and traditional Herbal Medicinal Products

EMEA/HMPC/CHMP/CVMP/287539/0 Guideline on Declaration of Herbal Substances and Herbal Preparat
Herbal Medicinal Products/Traditional Herbal Medicinal Products in the

EMEA/HMPC/230249/2006 Overview of comments received during the consultation period for Guit
on Declaration of Herbal Substances and Herbal Preparations in
Medicinal Products/Traditional Herbal Medicinal Productshie §PC

EMEA/HMPC/CHMP/CVMP/214869/0 Guideline on Quality of Combination Herbal Medicinal Product
Traditional Herbal Medicinal Products (Deadline for comments 31 Oct 2

EMEA/HMPC/125562/06 Reflection Paper on the use of Fumigants (Adopted October 2006)

EMEA/HMPC/CHMP/CVMP/58222/06 Concept Paper on Quality of Combination Herbal Medic
Products/Traditional Herbal Medicinal Products (Released for consul
June 2006)

EMEA/HMPC/CHMP/CVMP/287539/0 Draft Guideline on Declaration of Herbal Substances and Herbal Prepal
in Herbal Medicinal Products/Traditional Herbal Medicinal Products ir
SPC (Released for consultation June 2006)

EMEA/HMPC/246816/05 Guideline on Good Agricultural and Collection Practice for starting mat
of Herbal Origin (Adopted January 2006)

EMEA/HMPC/11138/06 Overview of comments othe GACP Guideline

CPMP/QWP/2819/0@&ev 1 Guideline on Quality of Herbal Medicinal Products/Traditional He

Medicinal Products

EMEA/CHMP/CVMP/QWP/40683/06 Overview of comments on the Draft Guideline Quality of Herbal Medi
Products/Traditional Herbal Medicinal Products

CPMP/QWP/2820/0®Res 1 Guideline on specifications: Test procedures and Acceptance Crite
Herbal Substances, Herbal Preparations and Herbal Medicinal Prox
Traditional Herbal Medicinal Products

EMEA/CHMP/CVMP/QWP/40728/06 Overview of comments on the Draft Guideline on Test procedure:
Acceptance

Medicinal ingredients used in herbal medicinal products need to have written specifications for test
and release that are in conformance with #itial pharmacopoeial quality control monograph.

The European Pharmacopoeia (PhEur) contains quality standards monograph for these natural
ingredients. Additionally, there are natural ingredients quality standards monographs still official in
the variousnational pharmacopoeias of EU Member States. After each monograph is harmonized
between the pharmacopoeial commissions of the various EU Member States, the monograph is

%European Medicines Agency (EMEA) Committee for Medicinal Products for Human Use (CHMP) Committee for
Medicinal Products for Veterinaryse (CVMP).Guideline on Specifications: Test Procedures and Acceptance
Criteria for Herbal Substances, Herbal Preparations, and Herbal Medicinal Products / Traditional Herbal
Medicinal ~ Products London, UK: EMEA CHMP CVMP. March 2006. Available at:
http://www.emea.europa.eu/pdfs/human/qwp/282000en.pdf
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retired from the national pharmacopoeias as the new harmonized monograph is entetieel int
PhEur. Therefore, not all relevant monographs for natural ingredients are found in the PhEur and in
some cases the required quality standards for an imported natural ingredient will be based on a
monograph published in one of the national pharmadappefor example the British
Pharmacopoeia (BP), French Pharmacopoeia (PhFr), or German Pharmacopoeia (DAB), among
many others.

SeeAppendix MI for a list of natural ingredients with quality standards monographs published in
the PhEur.

United States of Ararica

The quality standards that are applied to natural ingredients and finished productdJimtéae
States of AmericalSA) are dependent on the regulatory framework for the productyhether it

is abotanical drug product, herbal dietary suppletn@onduct, natural cosmetic product, or natural
food product.Official monographs published ifhe United States PharmacopeiaNational
Formulary (USRNF)® designate that the article has an FBpproved or USRiccepted use. USP

NF botanical monographs afeéDA-enforceable and include descriptions, requirements, tests,
analytical procdures, and acceptance critefide USPNF includes three sections:

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

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

3. USP-NF monographs provide standards for excipient ingredients.

The Feder al Food, Drug, and Cosmetic Act (FD&
the official USP, the official NF, the official Homeopathic Pharmacopeia of the United States

any supplement to them. FDA may enforce compliance with official standatdSRhWNF under

the adulteration and misbranding provisions of the FD&C Act. These provisions extend broad
authoity to FDA to prevent entry to or remove designated products from the United States market
based on standards in t&SA NF. The identity of an official article, as expressed by its name, is
established if it conforms in all respects to the requiremenits anonograph and other relevant
portions of the compendia. The FD&C Act stipulates that an article may differ in strength, quality,
or purity if the difference is stated on the article's label. Official preparations (a drug product, a
dietary supplemenncluding nutritional supplements, or a finished device) may contain additional
suitable ingredient®

Dietary Supplement The Dietary Supplement Health and Education Act of 1994 (DSHEA)
amendments to the FD&C Act namdSP and NF as the official compendidor dietary
supplements. The amendments also provide that a dietary supplement may be deemed misbranded
if it is covered by a monograph in an official compendium, is represented as conforming to this
monograph, but fails to conform. The dietary supplenmems$t be represented as conforming to a

USRH NF dietary supplement monograph in order for the compendial standards to apply. This
contrasts with pharmaceutical products, wherein conformance to the monograph is mandatory
whether or not the product claimsdonform?’

3 United States Pharmacopeial Conventibhe United States PharmacopeiaThe National FormularfUSRNF).
Twinbrook Parkway, MD: Unite®&tates Pharmacopeial Convention. 2008.

3 United States Pharmacopeial Conventidhe United States Pharmacopéiarhe National Formularf(USRNF).
Twinbrook Parkway, MD: United States Pharmacopeial Convention. 2008.

37 United States Pharmacopeial Convemtidhe United States Pharmacopéiarhe National FormularfUSRNF).
Twinbrook Parkway, MD: United States Pharmacopeial Convention. 2008.
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Additionally, the FDA has clarified in itsiCurrent Good Manufacturing Practice in
Manufacturing, Packaging, Labeling, or Holding Operations for Dietary Supplemé&htbat

dietary supplementseed not conform to pharmaceutical quality standaudgan be composed of
food-gradeingredients. And for the purpose of setting specifications including maximum allowable
limits for contaminants, certain food ingredient monographs can be incorporated by industry. FDA
stat es: AWe do mmce" policg foresucl unavoidatder contaminahte but we have
issued some regulations and guidance to address certain common contaminants. We also have
issued a booklet entitledAction Levels For Poisonous Deleterious Substanc&s Human Food

and AnimalFeed"*® The booklet is a useful resource for manufacturers who seek information about
common contaminants that may adulterate a dietary supplement product or lead to adulteration.
Another resource is the Foods Chemical Co@&C), which includes monogps on many
substances, such as salts that are used as sources of minerals used in both dietary supplements ar
conventional food. These monographs include limits on common contaminants, such as lead or
other heavy metals. In adibih, the regulations in22 CFR Rrt 109 provide information about
certain c olThe FoodiChemitdlssCodex (FC&)s a compendium of internationally
recognized standards for purity and identity of fogrdhde substances. Published since 1966, FCC
allows manufacturers of fopdood chemicals, and food additives to comply with standards that
have been created and vetted by a highly rigorous and transparent scientific process. The United
States Pharmacopeia (USP) acquired FCC from the Institute of Medicine in 2006, with tbé goal
providing full support for the continuing revision and updatéhe compendium.

Drugsd USP's goal is to have substance and preparation (product) monogr&BR MF for all
FDA-approved drugs. USP also develops monographs for therapeutic produejsprmted by

FDA, e.g., prel938 drugs, dietary supplements, and compounded preparations. Although
submission of information needed to develop a monograph by the Council of Experts is voluntary,
compliance with &JSA NF monograph, if available, is mandatdfy

Quality requirements in the USA are described in the GMPs for each product group (cosmetics,
dietary supplement, foods, or druggable 13provides the links to the various GMPs where quality
requirements can be viewe8eealso Appendix VII for a list of natural ingredientshat have
guality standards monographs published in the NEP

Table 13: FDA Guidance and Regulationon Quality Requirements

Cosmetic GMP Guidelines http://www.cfsaan.fda.gov/~dms/cegmp.html

21 CFR 110: Current GMP in Manufacturin¢ http://www.access.gpo.gov/nara/cfr/waisidx_07/21cfr110 07.html
Packing, or Holding Human Food

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

21 CFR 210: Current GMP for Finished http://www.access.gpo.gov/nara/cfr/waisidx 07/21cfr211 07.html
Phamaceuticals

3 United States Food and Drug Administrati@urrent Good Manufacturing Practice in Manufacturing, Packaging,
Labeling, or Holding Operations for Dietary Supplemeritederal Register25 June 2007;72(121):34731958.
Available at:http://www.cfsan.fda.gov/~Ird/fr07625a.html

39 United States Food and Drug Adnsimation. Action Levels For Poisonous Or Deleterious Substances In Human
Food And Animal Feed. Washington, DC: Industry Activities Staff, Center for Food Safety and Applied Nutrition,
U.S. Food and Drug Administration. August 2000. Availabl&#gp://www.cfsan.fda.gov/~Ird/fdaact.html

0 Food Chemicals Codes" edition. Twinbrook Parkway, MD: United States Pharmacopeial Convention. 2008.

1 United States Pharmacopeial Conventidhe United StatePharmacopeia The National FormularfUSRNF).
Twinbrook Parkway, MD: United States Pharmacopeial Convention. 2008.
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C. Legislative Marketing Authorization Requirements

Different regulations and requirements areplace cosmetics, dietary supplements, foods, and
pharmaceuticals. It is conceivable that a single natural ingredient could be utilized in all four of
these product categories, therefore an awareness of legislative requirements for each is useful for
the Indian exporterof natural medicinal producté&s an example, Tabl®4 provides a comparison

of the basic pranarketing submission (omotification) requirements fotypical (orakingestior)

natural medicinal produsin four different foreign markets; Atralia, CanadaizU, and USA

Table 14: Market Access: Comparison ofbasic premarketing submissionrequirements
for registration of herbal productsin Australia, Canada, EU, and USA

Submission AUSTRALIA CANADA EU USA
Packet Complementary Natural Health Traditional Herbal (Herbal) Dietary
Contents Medicine Product Product (NHP) Medicinal Product Supplement Product
(CMP) (THMP) (DSP)
Application CMP registration NHP license THMP registration | DSP rotification letter
Forms application form& application form application form within 30 days
administration info
Index Index of contents Index of contents Index of contents No
Overview Overview report No No Substantiation file
should contain an
interpretative
summary
Fees Application fee; No THMP registration No
Processing fee; Annug fee;
charge; Evaluation fee THMPD registration
for assessing fee Manufacturer
information or license feelnspection
documentation relating fee
to the safetyGMP Annual fee
audit fee;
Manufacturer license
fee
Labeling Artwork read for Proposed label text | Mock-up of outer label  Notification letter
printing or draft WORD document or and thePatient should include thesit
labeling examples an mockup of label Information Leaflet | of the claim statemen
Consumer Medicine (PIL) that is being made
Information (CIM) product name &
document ingredients
Readability No No PIL readability test No
Test results
Braille No No Yes No
Labeling
Summary of No No Yes No
Product
Characteristics
Efficacy Evidence of efficacy | Evidence Summary Evidence of Substantiation File
Evidence expertreport Report traditional use mustcontain expert
CTD format not NHP format expert report evidence report
required but CTD format
encouraged
Safety Evidence of safety Safety Summary Evidence of safety Substantiation File
Evidence expert report Report expert eport must contain product
CTD format not NHP format CTD format safety evidence
recuired but
encouraged
References Full copies of all Full copies of all Bibliography of Substantiation File
relevantreferencegno | relevantrefererces(no Traditional Use should include list of
abstracts) abstracts) Evidence Sources references
Quality Evidence of quality Quality Summary Quiality dossier Substantiation file
Evidence expert report Report CTD format must include an
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CTD format not NHP format assurance d6MP
required by compliance
encouraged

Quiality Pharmacopoeial Grad Pharmacopoeial Grad Pharmacopoeial Grad Food Gradg¢FCC)
Standards (BP) (BP, PhEur or USP) (PhEur)
GMP Products manufacture| Products manufacture Products manufacture| Products manufacture|

under Australian
GMPs for medicinal

under NHP GMPs in
licensed site(s)

under pharmaceutica
GMPs in licensed

under DSP GMPs in
registered sites

products site(s)
Site Licenses Manufacturersite Manufacturer, Manufactu No site license
license, GMRicense Packager, Labeler, Importer required
Importer, Distributor, Authorization
Contract Laboratory| Wh ol esal e
license Contract
Laboratory

Qualifications

Expert reports must b
prepared by a pson
with appropriate
qualifications and

Expert reports must by
prepared by a persor
with appropriate
qualifications and

CVs of experts who
prepared the evidenc
reports; CVs of
Qualified Person@P)

Quialifications of the
experts who prepare
and review the
substantiation file

experience experience and Qualified should be included in
Pharmacovigilace the file
Peison (QPPV)
Other Claim N/A Copies of Ecological and Social  Not required with
Evidence certifications Certification claims | FDA natification letter

(FairTrade, Kosher,

Organic)

not permittecbn

medicine labels

The specific product licensing or registration requirements for each country are generally available
online. For exampleTable 15shows the Canadian NHPD product license application requitsmen

sorted by application type.

Table 15 NHPD Product License Application Requirements

Requirements

Application Type

Compendial Traditional Claim Non- Homeopathic TPD Homeopathic| Transitional
Regular |Pharmacopoeial|traditional Specific Non-specific | Category DIN DIN
(NHPD | stream stream Claim | Recommendec| Recommendec
Monograph) use Use
Labelling
Standard

ProductLicense ¥ v v v v v v v v
Application
form
NHPD Label | v v v v v v VA VA
text
Evidence Not v Not applicable ¥ Not applicable |Not applicable [Not Not Not
Summary Repo applicable Applicable Applicable |applicable
References B C H D E, F F G Not Not

applicable  |applicable
Safety Summar Not v v v Not applicable Not applicable [Not Not Not
Report applicable applicable |applicable  |applicable
Animal Tissue v v v v v v v v v
form
(if applicable)
Quality Not v v v v v v v v

Summary Repor applicable

(including
finished product
specifications)

A - Also a copy of the most recent version of the label approved by the Therapeutic Products Directorate.
B - Attest to NHPD Monograph from tf@ompendium of Monographs
C - Minimum of two traditional references (e.g. text books). Photocopy the relevant pages, including cover page
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D - Minimum of two pieces of evidence to support product (e.g. full text journal article). Note that abstracts will not terlacckpy references;

howeve they may be included in addition.

E - Photocopied and underlined evidence from at least one homeopathic reference to support the recommended use or punpestcofaach

ingredient.

F - For each medicinal ingredient, a photocopy of the monographtfiferpharmacopoeia to which the applicant attests.
G - Reference to the TPD Labelling Standard or Category IV monograph in cover letter
H - Only one approved pharmacopoeial reference @hgrmacopoeia of the People's Republic of Choré&tate Drug Staghard) is required.

Reference must meet criteria outlined in Appendix 7 ofaWidence for Safety and Efficacy of Finished Natural Health Prodpgtiance document

A summary of the basic differences in legislative market access requirements for foreign

manufacturers of natural products marketed in the USA is provided in T&bkorted by the
category of product (dietary supplement product, food product, and OTC drug product).

Table 16: Market Access: Comparison of basic requirements in the USA for natudgproducts
that are foods, supplements, or drugs

DIETARY SUPPLEMENT
PRODUCT

GMP: must be manufactured under
DS GMP in aregistered food facility

Foreign dietary supplement facilities
must be registered as per the
Bioterrorism Act

Ingredients must have been in U.S.
commerce prior to 1994 (otherwise
New Dietary Ingredient
Notification); can be foodjrade
quality

Notification Letter must be mailed tc
FDA within 30 days ofnarketing

Substantiation File (evidence of
quality, safety and efficacy) must be
prepared in advance ofarketing

FOOD PRODUCT

GMP: must be manufactured under
food GMP in a registered food
facility

Foreign food facilities must be
registered as per the Bioterrorism A

Ingredients must be classified by
FDA as Generé Recognized as
Safe (GRAS) (otherwise GRAS
petition); can be foograde quality

No product notification or
registration required

No substantiation file required

OTC DRUG PROUDCT

GMP: marufactured under
pharmaceutical GMP in a registerec
drug establishment

Foreign drug establishmentsust
submit Form FDA2656
(Registration of Drug Establishment
to FDA

Active ingredients must be classifie(
as GRASE in a current CFR
monograph; must be pharmaceutice
grade quality

Drug Product Listing (Form FDA
2657) must be mailed to FDA; FDA
assigns NDC number for each drug

No substantiation file required

28



Support to sustainable export promotion of Indian natural medicinal pumtls: A needs asssment study

CHAPTER 317 TRADE PATTERNS AND EXPORT POTENTIAL

A. Export Channels

During interviewson first mission in India, some enterprises provided typical export flowshéar
exported medicinal natural productsor example,one Indian enterprise operating in a Special
Export Zone (SEZ) provided an example of their U.S. trade chanfibéy export to a single
exclusive master distributor who in turndestributes intodur different channels:

Manufacturing Facilityn SEZ 3 Exclusive / Master Distributor in the USA

1) Whol esal e Distribution Companies servicing

2) Whol esale Distribution Companies servicin
Chiropractic, Naturopathy, and Osteopathy, amathgrs)

3) Mail Order Companies servicing consumers

4) Own Company Outlets (health stores, nutritional consultants (Vaidyas) and spas);

Another interviewee stated that they do not export directly at this time but their authorized dealers
are exporting their pducts to countries including Malaysia, UAE, and USA. This product
manufacturer desires to eventually export and market its products directly to selected foreign
markets. They are also aware that there may be some risks involved with the present situation
products being exported only via secondary distributors. In the current scenario the manufacturer is
selling to about 2,000 franchised retail pharmacies in India. Some of these franchises are exporting
products directly to clinics and doctors in foreigarkets including the UK. The manufacturer may

not even know how many Indian retail pharmacies are exporting its products and under what
conditions. It is also possible that some pharmacies may have notified or registered the
manufactureroéosapnofiocesgnncoentries without t
case, neither the Indian retail pharmacy exporter nor the foreign clinic or physician importer will
have the capacity or resources for proper legal notification and registration ofntleesznal
products. Therefore, the product manufacturer is considering how to take control over its current
export business which is presently occurring outside of their control.

B. Indian Export Promotion Structure

Presentations made at the-MAPs Conferace 2008 organized by ASSOCHAM and NMPB,
clarified the Indiaexport promotion structuréor natural medicinal products under three separate
export promotion organizations as show able17:

Table 17: Indian Export Promotion Organizations and Product Groups

Name of Council Product Categories

CHEMEXCIL agarbattis (herbal incense sticks), castor oil &
Basic Chemicals, Pharmaceuticals & Cosmetics derivatives, herbal cosmetics & toiletries, dyes & dy
Export Promotion Council intermediatesghemicals (methiol)
PHARMEXCIL bulk drugs and intermediates, formulations, herba
Pharmaceuticals Export Promotion Council medicinal productsAyurvedic, Lhani and

Homoeopathic medicines, nutraceutical products,
biotech and biological products
SHEFEXCIL dyeing substancggyrobalans)gum resinsjacs,
Shellac and Rest Poducts Export Promotion Counc mixtures of odoriferous substancesgjatages oil
cakespleoresins and otheesins,vegetable saps and
herbal &tracts
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Thelist of items covered under Minor Fordatoduce which are under the purview of SHEFEXCIL
and included under the Vishesh Krishi Upaj Yojana schemeavailable ofine at:
http://www.shellacepc.com/products.html

C. Indian Export Strategy for Natural Medicinal Products

The fiReport of the Sub Group on Research & Industfythe Steering Committee on AYUSH for
the Eleventh Fiverear Plan (200220122 have proposetivo export-oriented schemest Sc h e me s
for Development of New Formulations, Tediogies, Tools and Practices with Validation of

Existing Products and Proceegspand A Scheme to I dentify, Promot
for t he Il nternational mar ket 0 aindbme&icabynadd Pr o
internationally. o

Thecentralobjectives of the Schemes for Development of New Formulations, etc, would be to (1)
Provide funding for AYUSH Industry / entrepreneurs who are desirous of launching new products
and aiding their technical development amatidation as per GLP, GCEBMP and other norms for

a world class product dossier; (2) Provide funding for research & development of new products
that fall within the classification of nutritional and dietary supplements; and (3) Promote
development of technologies, tools, practiaed implements to aid the growth of AYUSH/THS
practices. The measurable outputs for this Scheme in thelaa would be the (1) Development

of globally acceptable standardized AYUSH formulations catering to immense global demand for
natural products tlugh PPP model; (2) Acceptance of AYUSH products for foreign drug control
and food regulatory authorities for marketing and distribution; (3) Rise in exports of products put
up for retail sales from the AYUSH sector to Rs 3000 Crore by 2012 from Rs 128iG12005;

and (4) Diagnostic tools and implements for a minimum standard of AYUSH practices in the
country. The total outlay for this Scheme for th& plan (5 years) is estimated at 50 Crore.

The centr al objectives ofandheDefivSeclhoepmefi Stoa rl dper
follows:

1. To identify A star product (s)o from India
for the international market;

2. Establishment of a Export Certification mechanism for accrediting individual Product
Dossiers for ease in Registration in foreign countries and guarantee -shipraent
Quality Assurance;

3. Establishment of a market penetration and assistance fund for promotion of brands in the
export market

4. Establishment of a National Fund for creating braqdity in AYUSH mark and TQS for
domestic and foreign markets

5, Participation as AAYUSH AROGYAO pavilions
products expositions in the world

6. To promote bilateral discussions between Health Ministries of foreign couatiiesdia,
for automatic acceptance of AYUSH registered products and AYUSH practitioners

7. Promotion of value added exports of medicinal plant portions and herbal extracts

The measurable outputs for this scheme for tffeplan would be:
1. Emergence of AYUSHbroducts havingnternational standing

2. Prevention of adverseeports regarding Quality oAyurvedic formulations inforeign
markets

2 Government of India Planning Commission. AnnexurBé&port of the Steering Committee on AYUSH for the
Eleventh FiveYear Plan (20071012). New Delhi: Government of India. December 2006.
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3. Establishment of a bilateral dialogue between Indiateadth authorities foacceptance of
AYUSH products

4. Promotion ofAYUSH brand through awarenesampaigns undertaken major markets
for naturalproducts

5. Facilitation for AYUSHIndustry to participate iglobal trade fairsgxpositions and gain
insighton global benchmark

6. Establishment of a netwoi laboratories asssentiatechnologicalnfrastructures to aid
andassist TQS and scientifigork in our country

7. Increase of exports of valaelded from the sector to R§,000 Crore from theurrent Rs
1200 Crore

8. Establishment ofaASU Brand promotion agencgnd progamme in interesbf AYUSH
sector in Indkand internationally

The total outlay for this Scheme for the™glan (5 years) is estimated 280 Croreg260 Crore
Gouvt. + 40 Croredndustry) The specific details of this proposed budget are found on [gagé 5
Annexure 3 of the Report.

The fiReportof the SubGroup on Medicinal Planbof the Steering Committee on AYUSH for the
Eleventh FiveYear Plan (2002012f° has identifiedthree exportoriented areas of priority
concern that need to be addressed dweilith Five Year Plan period:

1 Quality Control and Certification That accredited quality assurance and certification
mechanism to further the cause of export of botanicals neetls tleveloped and put in
p | a cLack offquality control, standardizationnd noravailability of accredited
certification mechanism form one of the me
trade of botanicals. Even for the national trade, the same very factors keep many a potential
clients away from the classical formtitasns. The need for putting in place a quality
assurance regime and a certification mechanism need no emphasis. It assumes greater
significance in view of the WTO guidelines. Quality assurance and certification mechanisms
will be studied and an appropriatystem put in placeo

1 Enabling Legal and Administrative MeasuresThat enabling legal and administrative
provisions for cultivation and export of medicimall ant s needs tohebe p
medicinal plant sector at present is governed under a migitiplof rules and guidelines.
No wonder that these legal and administrative provisions have failed to regulate the
collection, cultivation and marketing medicinal plants. Issues like price harmonization
between cultivated and collected medicinal plants puatting in place a cultivation friendly
regulatory regime in place for medicinal plants on the restricted list of exports are some of
the major areas requiring attention. There is thus a felt need to study all these provisions
and evolve national guideles to promote this sector. Natianse policy studies will be
initiated and representatives of various stakeholder groups involved in formulating policy
guidelines for development of this sectar

1 Special Medicinal Plant Processing ZonesiThe herbal seor has remained neglected
over a long period and needs a kick start to give it developmental push. It is proposed to set
up agroeclimatic regionwise medicinal plant processing zones (MPPZs) to promote
organized collection from wild and cultivation of pity species. These MPPZs will also be
provided with facilities for post harvest management, storage,-jgeroessing, quality
checks, packaging and trade. It is intended to gradually reduce the exploitation of the
gatherer and the farmer engaged in meaitiplant collection and cultivation and to ensure
better returns to him. The MPPZs will, in future, become centres for production and
procurement of quality botanicals. With the setting up of the processing facilities it is aimed

3 Government of India Planning Commission. AnnexurBé&port of the Steering Committee on AYUSH for the
Eleventh FiveYear Plan (20071012).New Delhi: Government of India. December 2006.
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to reverse the presenttra of exports of raw to finished product from 70:30 to 30:70 if not
completely eliminate export of raw herbs by the end of 11thdlan

It is also noted that part of the Terms of Reference for the Sub Group on Medicinal Plafit$ was
To suggest a plan icollaboration with EXIM Bank and reputed scientific institutes for the
preparation of monographs on prioritized medicinal plants to help India to register selected Indian
medicinal plants with Food and Drug Administration authorities in importing counties
assisting Indian industry to enhance its export and promoting via backward linkages, income and
employment for farmers in rural areas; (2) To outline the composition of a representative Task
Force and designate effective nodal agencies to take nabpiby for implementation of the
program; and (3) To advise on budget outlay for this program.

D. Export Markets with Supportive Structure for ASU Products & Services

In a 2004 article from the South Asia InstititeGeorg Berkemer asks an important dioes
relevant to identifying export markets with a supportive structure for ASU products and services
fiHow does Ayurveda perform in a global envimeent dominated by economic interests, scientific
biomedicine and in which ceomers can shop around foreatments? What have the cures
advertised in lifstyle magazines in common with Caraka, Susruta and the elder Vagbhata?
Furthermore, he writes that a new project is being planned under the directorship of Prof. G.
DharanpalFrick in cooperation with Ref. W. Eckart (History of Medicine) that aims to look at
how Ayurvedaconstituent elements have been adapted to the new challengesdtobalaworld.

flt plans to analye this on the fundamental level of its categories of causality, healing methods,
ageris and rituals, and spitual discipline. A comparison with the development of western medical
history is necessary in order to understand how Ayurveda is being perceived through the eyes of its
western patients, few of whom are familiar with its raots

In addition tothe specific examples shown below of export markets with a supportive structure for
ASU products and servicethe Department of AYUSH also maintains a database of active NGOs
in foreign countries working for AYUSH Systems, which is avadabbnline at:
http://indianmedicine.nic.in/fNGOs_working_abroad_for_propagation_of AYUSH_Systems.htm

a. Ayurvedic & Naturopathic Physicians Licensure and Regilation:
Australia / New Zealand

According to a 2003 report by the Expert Committee on Complementary Medicities Health
Systeni™ the number and type of healthcare practitioners who supply or provide advice to
consumers on complementary medicines igdand varied. The group ranges from complementary
healthcare practitioners such as naturopaths, traditional Chinese medicine (TCM) practitioners, and
herbalists, to medical practitioners who may or may not provide complementary medicines to
patients but eed to be aware of the complementary medicines that patients may be using. There are
only rough estimates of the size of the complementary healthcare workforce.

In 2003, a workforce survey was undertaken of Western herbalistsaamapaths. It is estimed

that there are approximately750 individualspracticingthese professions, who account for 1.9
million consultations per yeaiThe Committee has not been able to obtain any other reliable
information on thenumbers of practitioners in complementaryaltigcare disciplines. There are

4 Berkemer G. Ayrveda in a global environment: Proposal for a new project. South Asia Institute Report 2004. 2004.
Available at:http://www.sai.uniheidelberg.de/saireport/20@4if/sai_report2004 low_res.pdf

5 Expert Committee on Complementary Medicines in the Health Sy§&templementary Medicines in the Australian
Health System: Report to the Parliamentary Secretary to the Minister for Health and AGeinigerra, ACT:
Australian Government. September 2003. Availabld#p://www.tga.gov.au/docs/pdf/cmreport.pdf
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essentially two approaches to the regulation of healthgaretitioners: statutory regulation and
seltregulation. Ceregulation is a hybrid othese approaches and is on the continuum between
statutory regulation andelfregulation.The primary objective of statutory regulation is to ensure
that the practice of anyjorm of health care is safe to the public. When mutual recognition
legislation wasntroduced across all States and Territories in the early 1990s, the mtimyale

for occupational regulation of the health professions was clarified.

Canada

In Canada, Ayurveda is still an unregulated modalityere are schools for practitioner training and
practitioners do work as health consultants but no licensure tdceracedicine is available. It is
conceivable that Ayurveda could become incorporated into the curriculum of naturopathic schools
and therefore it could be within the legal scope of practor a Naturopathic &ctor (ND) or
Doctor of Natural Medicine (DNMjo practice Indian Systems of Medicineteir clinical practice

in Canada in the future.

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

Federation of Naturopathic Physician Licensing Authoritlesp://www.fnpla.org

North American Board of Naturopathic Examindnip://www.nabnerg

European Union

The practice of Ayurvedic medicine is recognized only in some member states of the Buropea
Union. For example in Hungary as per governmental decree 40/1997, available at (in Hungarian):
http://net.jogtar.hu/jr/gen/hjegy_doc.cgi?docid=99700040.KOR

According to theHungarian Ayurveda Medat Foundation PUO, in 200he Foundation accepted
anassignment of the Government of India to create the Ayurveda Cododir@enter of Europe
(ACCE), a web database (atww.ayurveda.hyito enhance the cooperati@nd daily contact
between the gurveda organizations, companies and practitioners working in Eufbpéetter of
Assignment to thédungarian Ayurveda Medical Foundation PUs3uedby H.E. Mr. Ranjit Rae,
Ambassador of Ind to Hungaryto establish the Ayurveda Coordination Centre of Europe (ACCE)
is enclosed a8ppendix X.One of the aims and tasks of the ACCE is to establdntral database
on the status of Ayurveda in the countries of Europe. This database is iopteset and available
ontline at: http://www.ayurveda.hu/eu.html

In Britain, practitioners must undertake a thigsar BSc, followed by a 1,0€@ur internship under
an Ayurvedic doctor, in order to be regieed with the British Association of Accredited Ayurvedic
Practitioners BAAAP, 47 Nottingham Place London, W1M 3Rl 0207 7224 6070).

Malaysia

Five main groups of Traditional and Complementary Medicfi@CM) are recognized and
approved by the Governme of Malaysia Traditional and Complementary Medicine Division,
Ministry of Health(MoH). The various practices that are being adopted by the local and foreign
practitioners can beategorizednto 5 main groups, namely:

1. Traditional Malay Medicine Perubaan Herba Tradisional Tempatan, Urutan Tradisional
Melayu, Rawatan Patah Tulang, Rawatan Perbidanan, Rawatan Tenaga Batin, Rawatan
Sakit Puan, Rawatan Resdung, Rawatan Penyakit Kayap, and Rawatan Pawang.
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2. Traditional Chinese MedicineChinese Physician Prac#, Chinese Herbal Medicine,
Acupuncture and Moxibustion, Tuinalogy, Acupressure, Chinese Foot Massage, and
Cosmetology.

3. Traditional Indian MedicineAyurveda, Siddha, and Unani.

4. Complementary Therapies Aromatherapy, Chiropractic, Colour Therapy, Colon
Hydrotherapy, Crystal Healing, Naturopathy, Psychotherapy, Qigong, Reflexology, Reiki,
and Thai Traditional Massage.

5. Homoeopathy

The practitioner bodthat isrecognizedy the Government of MalaysidCM Division, MoH, that
is responsible for Indian Systs of Medicine practitioners isalled the Pertubuhan Perubatan
Traditional India Malaysia®

The Government of Malaysia/CM Division, MoH, maintains dist of practitioner approvals
including  practitioners  of Indian Systems of Medicine, available -bme at:
http://tcm.moh.gov.my/uploads/list_of practitioners_approved_in_2007.htm

South Africa

Allied Health Professions Council of South Africa (AHPCBAg statutoryhealth body established

in terms of the Allied Health Professions Act, 63 of 1982 in order to control all allied health
professions, which includes Ayurveda, Chinese Medicine and Acupuncture, Chiropractic,
Homoeopathy, Naturopathy, Osteopathy, Phytotherdmerapeutic Aromatherapy, Therapeutic
Massage Therapy, Therapeutic Reflexology and Um#h. The AHPCSAIncludes aProfessional
Board for Ayurveda, Chinese Medicine and Uraitib (PBACMU) and a Professional Board for
Homoeopathy, Naturopathy and Pityterapy (PBHNP)http://www.ahpcsa.co.za

The AHPCSA maintains a list of practitioners of Ayurvedic medicine including Ayurvedic
Practitioners, Ayurvedic Primary Health Care Advisors, Ayurveda Yoga Therapists,aRanoh
Technicians, and Maharishi Practitioners, availablétgb://www.ahpcsa.co.za/practitioners.htm

United States of America

The United State®f America has no national standard for certifgiror training Ayurvedic
practitioners, although a few t&es have approved Ayurvedic schools. Some Ayurvedic
professional organizations are collaborating to develop licensing requireth@tes.licensure of
practitioners of naturopathic medicine is possiinl several State#.is conceivable that schools of
Naturopathic Medicine could incorporate an Ayurvedic curriculum in the future.

California Bureau of Naturopathic Medicinkttp://www.naturopathic.ca.gov

Federation of Naturopathic Physician Licensing Authorithesp://www.fnpla.org

North American Board of Naturopathic Examinertp://www.nabne.org

Oregon Board of NaturopathiExaminers http://www.obne.state.or.us

6 Government of Malaysia Traditional and Complementary Medicine Division Ministry of Health. IPsacfitioner Bodies
Recognizedy T/CM Division. In:Foreign Practitioner Application Guideline&uala Lumpur, Malaysia: Traditional and
Complementary Medicine Division Ministry of Health. May 2006. Available at:
http://tcm.moh.gov.my/uploads/list_practitioner_edit.pdf

7 National Center for Complementary and Alternative Medicine (NCCAM). What is Ayurvedic medicine? June 2007. Available at:
http://nccam.nih.gov/health/ayurveda/ayurveda.pdf
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b. Ayurvedic & Naturopathic Physicians Associations

Australia/ New Zealand Table 18 shows thdraditional and complementary medicipectitioner
associations that are kst in Schedule 1 of the Australian Therapeutic Goods Regulations.

Table 18 Practitioner Associations Listed in Schedule 1 of Therapeutic Goods Regulations

[Column 1 - Item No.  |[Column 2 - Body |
|1 ||Acupuncture Association of Australia |
2 ||[Acupuncture Ethics ahStandards Organisation |
2A ||Association of Natural Health Practitioners Limited |
3 ||Association of Traditional Health Practitioners Incorporated |
3A |[Aust-China Acupuncture and Chinese Medicine Association Inc. |
3B ||Australasian Federation of Natural Thesagilnc. |
4 ||Australian Acupuncture Association Ltd. |
5 ||Australasian Association of Ayurveda Incorporated |
5A ||Australian Association of Exercise and Sports Scientists |
6 ||Australian Association of Professional Homoeopaths |
|7 ||Australian Committee of NaturahErapies Inc. (SA) |
o ||Australian Federation of Homoeopaths |
oA ||Australian Federation of Homoeopaths (QId.) Inc. |
9B ||Australian Federation of Homoeopaths (WA) Inc. |
10 ||Australian Natural Therapists Association Ltd |
111 ||Australian Naturopathic PractitionenscaChiropractors Association |
[11A ||Australian Society of Homeopaths Inc |
112 ||Australian Traditional Chinese Herbalists Association (QId) |
113 ||Australian Traditional Chinese Medicine Association Inc. |
114 ||Australian Traditional Medicine Society |
[14A ||AustralianUnani Medicines Society Inc. |
115 [Chinese Medicine Association Pty Ltd |
[15A |[Chinese Medicine Association of Australia Inc. |
116 [Complementary Medicine Association |
16A ||[Federation of Chinese Medicine and Acupuncture Societies of Australia |
117 |[Homoeopathic Ectation and Research Association |
117A |[International Association of Trichologists |
117B |[International Christian Association of Natural Therapists Ltd ICANT) |
18 |[National Herbalists Association of Australia |
18A |[Naturopathic Physicians Association of Austdltic. |
) [Queensland Naturopathic Association |
20 ||Register of Acupuncture and Traditional Chinese Medicine |
21 |[Society of Natural Therapists and Researchers [SNTR] Inc. |
22 |[Society of Classical Homoeopathy Ltd |
23 |[Traditional Medicine of China Society Awalia |
24 |[Society of Chinese Medicine and Acupuncture (Vic) Inc. |
25 |[Naturopathic Practitioners Association Inc. |
26 [The Acupuncture Association of Australia, New Zealand and Asia |
26A [The Alumni Association of Natural Medicine Practitioners Inc. |
26AA |[The Australian Association of Homotoxicology Incorporated |
268 [The Australian Podiatry Association (NSW) |
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26BA [The Homoeopathic Medicines Associations Inc. |
27 [The New South Wales Research Association of Traditional Chinese Medicine |

There are two Ayurvediorganizations registered as incorporated societies with the Government of
New Zealand Companies Office, a business unit of the Ministry of Economic Development. In New
Zealand, an incorporated society is a group of at least 15 people who have applksgistoation

as an incorporated society under the Incorporated Societies Act 1908.

Once registered the incorporated society becomes a separate legal entity distinct from its members.
This means that the member s ar ebtsrcontractpce otleo n a |
obligations.Likewise, members do not have any personal interest in any property or assets owned
by the society. An incorporated society will continue in existence as long as it files certain
documents with the Registrar of Incorpted Societies, or until its members, or a creditor, decide to
bring the society to an end.

The following Ayurvedicorganizations are registered with Government of New Zealand with
listings and incorporation documents maintained at the Societies and Onkte website:
http://www.societies.govt.nz/pls/web/dbssiten.main

1 Australasian Ayurvedic Practitioners Association (New Zealand and Australia)

Incorporated
1 The New Zealand Ayurvedisciation Incorporated

One Ayurvedic organization was struck from the registry in February 2008:

9 International Council of Ayurvedic Medicine Incorporated

The New Zealand Ayurvedic Association Inwas formed in 2003 to support Ayurveda and Yoga
studentsschools, suppliers, practitioners and enthusiasts. The emphasis was a democratic structure
that gave equal voice to all members, and teabgnizedtraining from all backgrounds. The
association has since been involved in raising awareness about edlctodards that suit the

New Zealand and international environment. Some of the main activities of the NZAA include
working to further the interests of natural health practitioners and working closely winatheal

Health Councilto establish standasdf education and practice, which will encourage acceptance of
Ayurvedic Medicine within the proposed Integrated Medicine model of national health. Website:
http://www.ayurveda.org.nz

Both the Australasian Ayurgdic Practitioners Associatioinc and theNew Zealand Ayurvedic
Association Incare affiliates of theNew Zealand Charter of Health Practitioners Inc (NZCHP)

The NZCHP was formed in October 1993 to represent the varied modalities involved in the natural
healthcare profession of New Zealand including practitioners of Ayurvedic Medfaimeng other
activities, the NZCHP makesilsmissions and representatido NZ Government Bodies on behalf

of all members regarding the Health Practitioners CompetenceakssuBill (HPCA), Proposed
Regulations to Create a New Zealand Register of Medical Devices, Inquiry into the proposal to
establish a Tranfasman agency to regulate therapeutic products. Representation to the Health
Select Committeeand Representation taneetings of the Codex Alimentarius Commission
Website:http://www.healthcharter.org.nz

Canada

Avurvedic Medical Association of Canaddthealth@followme.com
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British Columbia Naturopathic Associatiohttp://www.bcna.ca

Canadian Association of Naturopathic Doctongtp://www.naturopathicassoc.ca

Canadian Order of Practitionersf Naturopathy and Naturotherapigttp://www.ocpnn.ca

International Council of Ayurvedic Physiciargtp://www.herbalists.on.ca

National Association of Naturopathsttp://www.naturopathie.ca

Ontario Herbalists Associatiorttp://www.herbalists.on.ca

European Union

Association of European Ayurveda Practitioners and Therapists (8&AT) is made up of
gualified medical doctors, traditional healers, and therapists, specialized in Ayurvedic Medicine.
Website:http://www.ayurvedaverband.eu

Ayurvéda en Francéittp://www.ayurvedgrance.org

Ayurvedic Practitioners AssociatiqAPA) has been established to achieve the following key aims
and objectives: (1Yo establishAyurveda asa distinct, credible and relevant system of traditional
medicine in he UK; (2 To help createa regulatory environment in which the full range of
Ayurvedic healthcare modalities can be authentically, safely and effecpixedyiced and (3)To
empowerAyurvedic practitioners to deliver best practice solutions via a agmtis programme of
professional development. Websikgtp://www.apa.uk.com

British Association of Accredited Ayurvedic Practitiocn¢BAAAP) 47 Nottingham Place London,
W1M 3FETel 0207 7224 6070).

British AyurvedidMledical Council No contact details available.

European Ayurveda Association W&A), Website: http://www.euroayurveda.comhas been
established to: (1) promote Ayurveda as a traditional holistic medicine systenmis of the WHO
definition; (2) develop Educational standardsognizedoy medical associations, associations for
nontmedical practitioners, other healtbrganizations (e.g. physiotherapists, masseurs) and
government health services; (3) establish iypiatandards for Ayurvedic products to ensure public
safety and lobby for these standards to be accepted by EU regulatory authorities; and (4) support
National Ayurvedarganizationsn Europe®

For therealizationof its Purposesthe EUAA supports andrpmotes the following and takes other
measures consistent with the intention of the statutes taking into account European Union law and
the national laws of European member states:

1 Directives and laws in Europe are being implemented in Member Statesthadcatropean
Union parliamentary level without sufficient consideration of or communication with the
Ayurvedic community. The EUAA will lobby on behalf of the Ayurvedic community and in
case of any restrictions imposed upon it.

8 European Ayurveda Association (EUAA). EUAA Statutes. Bell, Germany: European Ayurveda Association. 12 February 2008.
Availableat: http://euroayurveda.com/Downloads/Satzung%20EUAA 12.11.07.pdf
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1 The EuAA supports the fundeental right of free choice of therapy and promotes Ayurveda
as a natural, traditional, diagnostic and therapeutic system for the improvement of health
and weltbeing of the individual and of society.

1 The EuAA supports the application of Ayurveda in itsnpteteness thusontributing to an
optimization of the health systems in the Europsamtries and relieving their health
budgets.

1 The EuAArecognizeshe need to create education standardayaorvedic practitioners and
therapists to practice safely amtmpetently and will develop curriculum suitable to
safeguard theublic.

1 The EuAA is an umbrella for Nation&rganizations | nst i tsINP@&sand obh& O 6
Associations connected to Ayurveda.

European Herbal & Traditional Medicine Practitioners Asstion (EHTPA) was set up in 1994

as an umbrella body for professional associations across Europe wanting to benefit from joint
working and strengthening a role of the herbal profession. The EHTPA currently represents
practitioners from Ayurveda, ChineseetHbal Medicine, Tibetan Herbal Medicine, Traditional
Chinese Medicine and Western Herbal MedicM&Dbsite:http://www.ehpa.eu

General Council and Register of Naturopathiited Kingdomhttp://www.naturopathy.org.uk

Hungarian AyurveddMedical Founation PUQ founded in 1996, Budapest, Hungary, coordinator
of the Government of India sanctioned project Ayurveda Coordination Centre of Europe (ACCE).
Website: http://www.ayurveda.huThe ACCE database should be utilized to find links to many
other relevant European Ayurveda organization, availabltat//www.ayurveda.hu/eu.htmnl

Unified Regster of Herbal Practitioners(URHP), United Kingdom, includes practitioners of
Ayurvedic, Western Traditional, Unani Tibb, Traditional Chinese Mediditt@://www.urhp.org

Malaysia

The Malaysia Ministry of Health haslassified thepractices and culturesf Traditional &
Complementary Medicine (T&CM)nto 5 main groups, hence the formation of 5 practitioner
bodies; Malay, Chinese, Indian, Complementary and Homeopathy in 1999. As a result,
representatives from each dfese practitioner bodies were elected to assisiTthditional and
Complementary MedicinBivision, Ministry of Health,and contribute towards the development of
T&CM activities. The primary functions of these bodies are to develop criteria and stanflards
practice and to seliegulate their respective practices and practitioners in accordance with the
guidelines set by MOH.

Table 19 shows the list of practitioner bodie®cognizedby the Government of Malaysia
Traditional and Complementary Medicine Dias, Ministry of Health!® The practitioner body
responsible for Indian Systems of Medicin®&rtubuhan Perubatan Traditional India Malaysia.

9 Government of Malaysia Traditional and Complementary Medicine Division Ministry of Health. List of Practitioner
BodiesRecognizedy T/CM Division. In:Foreign Practitioner Application Guidelineskuala Lumpur, Malaysia:
Traditional and Complementary Medicine Division Ministry of Health. May 2006. Available at:
http://tcm.moh.gov.my/uploadsHispractitioner edit.pdf
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Table 19 List of Practitioner Bodies Recognizedby Government of Malaysia T/CM Division

Traditional &
/Complementary
Medicine Practice

Practitioner bodies and their respective
representative

Address / Contact Number

1. Traditional Malay
Medicine

Persekutuan Perubatan Tradisional Melayu
Malaysia (PUTRAMAS)

A Tuan Haji Hamzah Al

A Tabi b SBamgbahMoh s i n

No ; 251 2, Jalan PJU 5/10, PJU 5
Dataran Sunway, Kota Damansara
47810 Petaling Jaya, Selangor

Tel : 036140 9777

Fax: 036140 9778

2. Traditional Chinese
Medicine

(Choose to register with
either one)

Federation of Chinese Physiciaarsd Medicine
Dealers Associations of Malaysia (FCPMDAM

106-2 & 107-2, Jalan 1,
Pusat Niaga Batu Caves,
68100 Batu Caves.

A Mr Tan Kee Huat Selangor Darul Ehsan.
Tel : 036189 5188
Fax: 036189 5199
www.fcpmdam.org
Federation of Chinese Phggins &| 780A, Jalan Sentul,
Acupuncturists  Association of Malays| 51000 Kuala Lumpur.
(FCPAAM) Tel/ Fax : 034041 8027
A Mr Ng Poh Kok

Chinese
(MCPA)

Physiciands

A Mr Liow Tuck Soon

2, Jalan Hang Jebat,
50150 Kuala umpur.
Tel : 032078 0636
03-2070 3848

Fax: 032031 2118

3. Traditional India
Medicine

Pertubuhan Perubatan Traglital India Malaysia
(PEPTIM)

A Datod Dr. Dorai Raj

d/a Darsham\yurvedicCentre,
No 32, Queen Street,

10200 Penang.

Tel: 042625875

Fax: 042633194

4. Complementary
Medicine

The Malaysian Society for Complementary
Therapies (MSCT)

A Dr Mohamad | shak S)

Room No 1, g‘FIoor,
Bangunan Sultan Salahuddin Abdul
Aziz Shah,

16, Jalan Utara,
46200 Petaling Jaya.
Selangor Darul Ehsan.
Tel : 037954 4521
Fax: 037955 7541
Malacca Office:

Tel: 062835878
Fax:062815344

5. Homeopathy
Medicine

Maijlis Perubatan Homeopathy Malaysia
(MPHM)
A Tuan

Haj i Mohamed |

No 4, Jalan Kemajuan,
Desa Rahmat

81200 Tampoi, Johor Bharu.
Johor Darul Takzim.

Tel: 07-2350251

Fax: 072345478

South Africa

National Ayurveda Medical Association of South Africkh@icon.co.za

South African Naturopathy Associatidritp://www.naturopathy.org.za
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South African Registered Yoga Therapy Teachers Association (SARMII@ mweb.co.za

Souh African Tibb AssociatiarContact details not available.

United States of America

American Association of Naturopathic Physiciani$p://www.naturopathic.org

California Association of Ayurvedic Medicine (CAABYpports the establishment and growth of
Ayurveda as anndependent healing profession in the state of California. As aprodi
professional organization, CAAM aims to safeguard the quality and integrity of Ayurvedic practice.
Furthermore, CAAM serves to bring this ancient healing science into our commuhioesg)h
education. CAAM goals include professional peer support and review and public and legislative
education about Ayurveda. The Association's founding members are professional Ayurvedic
practitioners, teachers, and students who have joined to wor&rdothese goals. Website:
http://www.ayurvedacaam.org

California Naturopathic Doctors Associatiohttp://www.calnd.org

National Ayurvedic Medical Association (NAMAg a national organization representing the
Ayurvedic profession in The United States of America. Its mission is to preserve, protect, improve
and promote the philosophy, knowledge, science and practice of Ayurveda for the benefit of
humanity. The purpose oféhAssociation is to provide leadership within the Ayurvedic profession
and to promote a positive vision for Ayurveda and its holistic approach to health and wellness. We
will carry out our mission by creating and implementing a dynamic strategic plarstioeetie
professional growth and success of Ayurveda. Welisitp://www.ayurvedanama.org

Oregon Association of Naturopathic Physiciangp://www.oanp.org

Schools of Indan Systems of Medicine
Australia / New Zealand

Australasian Institute of Ayurvedic Studies (AlA@&¥s founded in 1999 in Auckland, New Zealand,
and offers same Aurvedic courses both in New Zealand & Australia. Al#sSa Registered
Training Organisationlelivering nationallyecognizedjualifications in Australia under the HLT02
Health Training Package and in New ZealandNlesv Zealand Qualifications AuthoritiNZQA)
approved Courses. Websitgip://www.aiasnstitute.comThe NZQA has posted @Quality Audit
Summary on the Australasian Institute of Ayurvedic Statfleshich concludes the following:
fAustralasian Institute of Ayurvedic Studies is providing a learning experience that sumpghbrts
quality learmng outcomes. Students are appropriately supported throughout their stadidsere
is a body of evidence to confirm that students are satisfied with the courses tifid¢raccand that
there are appropriate resources available. Despite the requiseaigA Standard One for goals
and objectives and their achievement not being met, the organigasobstantially meeting the
requirements of QA Standard Ode.

Equals Irstitute of Integrated Therapies (EllT@stablished in 1991, is amternationallyrecognized
and Registered Training Organisation (registered with the Australian Qualityirig Framework).
EIlT offers nationallyrecognizedand industry accredited Ayurvedic training at the Certificate IV

0 New Zealand Qualifications Authorit@Quality Audit Summary on th&ustralasian Institute of Ayurvedic Studies
Wellington, New Zealand: New Zealand Qualifications Authority. November 2007. Available at:
http://www.nzga.govt.nz/ngfdocs/providezports/7624.pdf
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and Advanced Diploma leveEIIT programs coverAyurvedic Nutrition, Ayurvedic Cooking,
Kitchen Pharmacy, Herbal Therapy, Pulse Diagnosis, Yoga & Pranayama, Ayurvedic Massage &
Aromatherapy, Meditation & Mantra therapy, Chakra and Gem therapy, Vastu Shastcar§ore

of Feng Shui), Lifestyle Counseli, Astrology, and Vedic Psychology. Website:
http://www.equals.net.au/ayurveda

The College of Natural Therapies (SAds established in 1976 to set up educational programs and
to provide natural therapy dntraditional medicine components @overnment accredited
vocational coursesPostGraduate andCograduate Educational programs include acupuncture,
Chinese Herbal Medicine, Unani Medicine (Gradgabic Medicine), Naturopathic Science, and
Western HerbaMedicine.Website:http://www.traditionalmedicine.net.au/college.htm

Wellpark College of Natural Therapieis a New Zealand Qualifications Authority (NZQA)
registeredprivate training estaishment. It offers tertiary education in Naturopathy, Herbal
Medicine, Massage, Aromatherapy, Ayurvedic Medicine, Yoga and Medical ScidineeslZQA
has conduat éd ya Aidi t Summary on the Weutthepar k
report is not publically available because thé&ellpark College of Natural Therapies has not
consented to the publication of this informatidVellpark College Ayurvedic programmes
are formally recognized by the NZ government. The Diploma of Ayurvedic
Lifestyle Management (1 year) and the Diploma of Ayurvedic Medicine (3 years)
arerecognizedqualifications with theNew Zealand Ayurvedic Associatiand the
Australasian Ayurvedic AssociatiorFrom 2008, the curriculum will include two
pre-eminent teachers from Indiavery year providing an opportunity to develop a
relationship with them leading to internships in India. An integral part of the
program will be assisting oa Panchakarma retreat each year. There will also be an
optional annualinternshipin India to experience Ayurveda in action in hospitals
and teaching centres. The focus of the thyear Diploma will continue on the
academic aspect of Ayurveda but students will at the same time be expogskd to
lifestyle of successful Ayurveda practitioners. Websilétp://www.wellpark.co.nz

Canada

Association of Accredited Naturopathic Medicine Colledd®://www.aanmc.org

Canadian College of Naturopathic Medicingtp://www.ccnm.edu

Centre for Ayurveda & Indian Systems of Healing (CAISH) Educational & Wellness Centre
Toronto, Ontario, is accredited by: The Examining Board of Natural dwezliPractitioners
(EBNMP), The International College of Alternative Medicine (ICAM), and Westbrook University
in New Mexico. Websitehttp://www.caish.ca

European Union

The database of the Ayurveda Coordination Ceotreurope (ACCE) can be utilized for links to
Ayurvedic educational institutions throughout European countries. Some of the schools of
Ayurveda are listed here below. The database is availalié@t/www.ayrveda.hu/eu.html

College of Ayurveda Middlesex Universitynited Kingdom offers a unique programme, delivered
jointly by Middlesex University and the College Afurveda thatprovides students who already

1 New Zealand Qualifications AuthorityQuality Audit Summary on the/ellpark College of Natural Therapies
Wellington, New Zealand: New Zealand &dfications Authority. July 2007. Available at:
http://www.nzga.govt.nz/ngfdocs/providezports/8341.pdf
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have a degrekevel qualification in Ayurvedavith the advanced knowledge and skills to enable

them topracticeprofessionally and independently as practitioners of Ayurvedic medicine. Website:
http://www.mdx.ac.uk/PIPupload/PG/PGmplementary%20Health/MSc%20Ayurvedic%20Medicine/011B390.asp

Europeaninstituteof Vedic StudiedJnited Kingdomhttp://www.dreya.com/uk/about/institute

Manipal Ayurvedic University of Europeffers accredited university degree programmes: BSc
(Hons) in Ayurveda, BSc (Hons) in Yoga and MBA in Humanistic Management. Website:
http://www.ayurvedagb.com/ayurvediccollege/home.htm

Mayur The Ayurvedic University of Euromdfers a Bsc (Hons) Ayurveda programme, which
provides students with the opportunity to acquire health assessment and diagnostic skills,
knowledgeof treatments and an ability to appraise their effectiveness in maintaining the health and
well being of the individual. MAYUR envisages this degree to be a platform for further education
and practice, which would eventually lead to registration as diggwaer of Ayurvedic Medicine

by the statutory regulatory body for Herbal Medicine in the UK. Website:
http://www.theayurvedicuniversity.co.uk

Malaysia

Malaysia has d\ational Policy on Traditionaland Complementary Medicitfewhich includes
recommendationfr education and training for the clinical practice of Indian Systems of Medicine
(Ayurveda, Siddha, and Unani). The Traditional and Complementary Medicine (T/CM) Division of
Ministry of Health Malaysia has established T/CM Umbrella Bodies which are national bodies that
are registered with the Registrar of Societies, and appointed by the Ministry of Health (MOH) to
accredit the curriculum and training institutions, register andreglilate T/CM practitioners
through the compliance of standard codes of practice and conduct of identified modalities. There
are five umbrella bodies at present, namely, the Malay, Chinese, Indian, Complementary and
Homoeopathy T/CM group®©ne of the specific objectigeof the National Policy isducation and
training of practitioners to:

1 Ensure all T/CM practitioners undergdaamalizedsystem of education and training.

1 Putin place a process for accreditation.

1 Ensure modern medicine providers have adequate awarandsknowledge of T/CM to
allow for healthy ceexistence and mutual understanding with T/CM practitioners.

1 Ensure the general public has appropriate and adequate knowledge of T/CM to make
informed decisions and choices of T/CM modalities.

To support the gbctives of education and training, the following strategy is outlined in the
National Policy:

Presently there is no system for formal education and training locally (in Malaysia) and no
standardizatiomnd accreditation of overseas training programmasties in a lack of confidence

on T/CM by the general public, especially by modern medicine providers. To ensure quality of
education and training in T/CM, the following strategies are suggested:

1 Establishment oformalizedgovernment and private T/CM tramg institutions locally by
the Ministry of Education, Corporate Bodies, NGOs or T/CM Associations.

2 Ministry of Health Malaysia Traditional and Complementary Medicine RiwisNational Policy on Traditional /
Complementary MedicineKuala Lumpur, Malaysia: Ministry of Health Malaysia. 2001. Available at:
http://tcm.moh.gov.my/uploads/national policy elstt pdf
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1 Recognition, accreditation and credentialing of T/CM Institutions and practitioners, trained
locally and overseas by the National Accreditation Board.

1 Enouragement of T/CM twinning training programmes between local and overseas
institutions.

1 Introduction of Continuing Professional Development as a requirement for practitioners.

There is currently a lack of confidence by medical doctors on T/CM due tpaheity of
information on T/CM and inadequate access to scientific evidence in T/CM practices. In order to
instill confidence and enhance cooperation and smart partnerships, modern medicine providers
should have adequate knowledge of T/CM through:

1 Incorpoition of relevant T/CM modules into the undergraduate andgrasuate modern
medicine medical curriculum and allied health science training programmes in the local
training institutions.

1 Introduction of T/CM in the Continuous Medical Education programrmaésmodern

medicine practitioners.

Exchange of visits of model premises of both practices.

Provision of sponsorships of T/CM training programs with participation from NGOs, T/CM

Associations and corporate bodies.

1 Creation of incentives for training for sipecialtiesvith scholarships or special financial
education packages.

= =4

The increasingitilization of T/CM products and practices by the public are due to the extensive
promotion of T/CM products, the holistic nature of many T/CM modalities and the imgyeas
demands for alternatives in healthcare. To enable the public to make informed decisions the
following are suggested:

1 Greater efforts hag made to improve awareness through dissemination of accurate
information to the general public on the approprisge of T/CM.

1 Incorporation of information on T/CM as an essential component of the Mass
Customized and Personalized Health Information and Education of Telehealth
(MCPHIE).

South Africa
Ibn Sina Institute ofibb foundedby the Bhikha Family Trust in 199% a norprofit organization,

supported academically by both Hamdard University (Pakistan) and Jamia Hamdard University
(India). Websitehttp://www.tibb.co.za

University of the Western Cape School of Natural Medisra Governmenapproved provider of
education and training in Allied Health Professions includiigytotherapy (Western Herbal
Medicine) (B Phyd, Unani - Tibb Medicine (BUTM), Chinese Medicine and Acupuncture
(BCMA), and Naturopathy (B Nat). The Degre¢ Bachelor of Science in Complementary
Medicinei.e. BSc CHS is awarded after 3 years. Thereafter the School providesniltraining

for Professional Practitioner Status leading to the award of a professional Two Year Bachelors
Degree in Phytotherapy Naturopathy and Unani - Tibb Medicine. Website:
http://olduwc.uwc.ac.za/faculty _school/school_natural _medicine/index.htm

United States of America

American Institug of Unani Medicinehttp://www.unani.com
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Association of Accredited Naturopathic Medicine Colledgé®://www.aanmc.org

Ayurvedic Healing Arts Institute of the Medicine Buddha lilHgaCentre a nonprofit 501(c)3
religious organization offerboth Ayurvedic Correspondence Course (Herbal Distance Learning)
and inperson Classrootbased Ayurvedic college training in Berkeley, California. Website:
http://www.ayurvedeacalifornia.com

Ayurveda Institute of Americaas founded in 1996 in Dallas Texas with one branch in Houston,
TX. AIA moved its main campus to Foster City California in 2000. With a California state
approval, AlA startedte training program in Foster City. To fulfill the requirements of the
National Ayurvedic Medical Association, the AIA Diploma program was upgraded to 500 credit
hours instead of 350. Two years ago, AlA started the Diploma Program at branches in Los Angele
and in Hawaii. Websitenttp://www.ayurvedainstitute.com

California College of AyurvedéCCA), Nevada City, Californids a stateapproved school offering
one, two and three year programs leading tafmation as aClinical Ayurvedic SpecialisCAS).
Website:http://www.ayurvedacollege.com

Dhyana Center of Health ScienceSebastopol, California, offers an Ayurvedic Certification
Programme. Websitéittp://www.dhyanacenter.com/ayurvedgiertification/index.html

Kerala Ayurveda Academywvith five centres in the USA (Los Angeles, California; San Diego,
California; San FranciscdCalifornia; Santa Cruz, Califaia; and Seattle, Washington), offers a
Level 1 Certified Ayurvedic Wellness Counselor (AWC) programme (500 hours) and a Level 2
Certified Ayurvedic Wellness Practitioner (AWP) programme (1,000 hours). Website:
http://www.ayurvedaacademy.com

Kripalu School of Ayurvedé&KPA), Stockbridge, Massachusg offers two levels of certification:
Ayurvedic Consultant and Ayurvedic Yoga Specialist. The curriculum for Algervedic
Consulant certification programprovides a comprehensive foundation in the principles and
practices of Ayurveda. Weekend coursework emphasizes both theoretical understanding and
experiential work. Homeatudy assignments require students to integrate their qbvglo
knowledge of Ayurvedic principles by applying them to a wide variety of situations. Website:
http://www.kripalu.org/article/351

Mount Madonna Institute College of Ayurved&atsonville, California, flers three programs
leading to Ayurvedic Lifestyle Counselor Diploma, Ayurvedic Practitioner Certificate, or Master of
Arts in Ayurveda. Thdiploma Progranprepares the student for a career as an Ayurvedic Lifestyle
Counselor, integrating body/mind asse®nt, nutrition, use of herbs, and lifestyle counseling.
Graduates of the Diploma Program may practice independently as Ayurvedic Lifestyle Counselors
under the provisions and conditions of the California Health Freedom Act, join the staffs of Yoga
studbs or spas, or become licensed as massage therapists and work in health reS0erifichée
Programprepares the student for a career as an Ayurvedic Practitioner, integrating body/mind
assessment, nutrition, herbal medicine and lifestyle counseGngduates of the Certificate
Program may practice independently as Ayurvedic Practitioners under the California Health
Freedom Act, join the staffs of some hospitals offering complementary modalities, or become
licensed as massage therapists and work stalp health resorts. The Certificate program offers
on-site, supervised clinical internship in Ayurvedic Medicine in the Kaya Kalpa Wellness Center as
well as externships offsite. Thilaster of Arts Progranoffers comprehensive education and
training in Ayurveda. It combines classroom education and clinical training with an emphasis on
creating a skilled Ayurvedic Practitioner. Th
Ayurvedic medical theory, diagnosis, philosophy and treatment modaleslents learn herbal
medicine, constitutional analysis, nutrition, Yoga, and rejuvenation therapies in the clinic and

44


http://www.aanmc.org/
http://www.ayurveda-california.com/
http://www.ayurvedainstitute.com/
http://www.ayurvedacollege.com/
http://www.dhyanacenter.com/ayurvedic-certification/index.html
http://www.ayurvedaacademy.com/
http://www.kripalu.org/article/351

Support to sustainable export promotion of Indian natural medicinal pumtls: A needs asssment study

classroom. The Master of Arts Ayurveda program offers clinical internship in Ayurvedic
Medicine,  externships offsiie and a required aMdt er s O Thesi s.
http://www.mountmadonnainstitute.org/index.htmi

National College of Natural Medicin®ortland, Oregorhttp://www.ncnm.edu

National Institute of Ayurvedic Medicin®IAM) was established in 1982 by Scott Gerson, M.D.,
Ph.D. (Ayurveda). Dr. Gerson has worked principally as a physician specializing in combining
Ayurveda and conventional medicine for the past more than twenty yeaebsité/
http://niam.com/corpveb/index.htm

Southwest College of Naturopathic Medigifiempe, Arizonahttp://www.scnm.edu

The Ayurvedic Institutevas founded in 198# Santa Fe, New Mexico, as a 501(c)(3) educational,
nonprofit corporation with a purpose to provide authentic education in a supportive environment
that encourages the integration of Ayurveda by individuals into their daily living and by health care
professionals into their clinical practices. Websitep://www.ayurveda.com

University of Bridgeport College of Naturopathic Medicih#&p://www.bridgeport.edu

. Treatment Centres and Clinics of Indian Systems of Medicine
Australia / New Zealand
As an example, here is a rerhaustive list of linkso some treatment centres:

Ananda Clinic & SpaChristchurch, New Zealantittp://www.pgnchakarma.co.nz

ChaMunda Ayurvedic ClinjcChristchurch, New Zealandttp://www.ayurveda.net.nz

Prema Clinic of Wellpark College of Natural Therapie§rey Lynn, New Zealand:
http://www.wellpark.co.nz/srv_premaclinic.asp

Shree Ayurvedic Rejuvenation Cen#eickland, New Zealandttp://www.shreeayurveda.co.nz

Canada
As an example, here are links e treatment centres Canada:
Centre for Ayurveda & Indian Systems of Healing Wellr@sstre provides complete health &

wellness care through Ayurveda & Yoga therapies and Pancha Karma treatment. Website:
http://www.caish.ca/wellness.html

Salt Springs Spa RespBritish Columbia. Websitenttp://www.saltspringspa.com/ayurveda.html

European Union

The database of the Ayurveda Coordination Centieuwbpe (ACCE) can be utilized for links to
Ayurvedic treatment centres throughout European countries. The database is available at:
http://www.ayurveda.hu/eu.htmi

Malaysia
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According toinformation providedin the Government of Malaysiélobal Information Hub on
Integrated Medicine (GlobinMed),>® Traditional Malay medicine (TMM), traditional Chinese
medicine (TCM) traditional Indian medicine (TIM), homeopathy and other complementary
systems are among thegbest modalities being practicénl Malaysia In 2004, the Malaysian
Ministry of Health conducted a study ametutilization of traditional and complementary medicine
(T/CM) in local populationThe survey showed th&6.6% of Malaysians have never useg &imd

of T/ICM in the past 12 months prior to the stu@igble 20showsthat a big percentage of the
population surveyed was using biologicaliggsed therapy for health problem

Table 20 Utilization of T/CM by the Malaysian population based on categorig®

T/CM Categories % of sample
population
citing usage of T/CM
for health problems

Biologically-based therapy (e.g. herbs, vitamins supplement) 88.9
Manipulative & bodybased (e.g. massage, reflexology, chiropractic) 27.0
Mind-body medicine (e.g. hypniss prayer, meditation, yoga, taichi) 11.1

Whole medical system (e.g. acupunctusgrvedg homeopathy, Chinese 1.9
medicine)

South Africa
As an example, here are links to some treatment centres in South Africa:

SanAguam Retreathe AQ Group (Pty) Ltdhas partnered with this leading Ayurvedic company to
bring qualified and experienced Ayurvedic doctors, therapists and technologists to SanAquam.
Through this partnership, SanAquam can serve a spectrum of clients who are seeking leisure,
rejuvenation, destressing, detoxification, health maintenance, disease prevention or disease reversal
and lifestyle and antageing therapies. Websitiettp://www.sanaquam.com

United States of America

The first national data to answthe question of how commasthe use of Ayurveda in the USA

came from a survey released in May 2004 by the National Center for Health Statistics and the
National Center for Complementary and Alternative Medicine (NCCAM). More than 31,000 adult
Americars were surveyed about their use of CAM, including specific CAM therapies such as
Ayurveda. Among the respondents, fdanths of 1 percent had ever used Ayurveda, anetenib

of 1 percent had used it in the past 12 months. When these percentagessaeel &oljnationally
representative numbers, about 751,000 people in the United States had ever used Ayurveda, and
154,000 people had used it within the past 12 motiths.

As an example, here are links to some treatment centres in the USA:
California College & Ayurveda Healthcare CentefGrass Valley, California, uses diet, herbs,

aromas, sound (mantra), Pancha Karma, lifestyle counseling, yoga and meditation. Website:
http://www.ayurvedacollege.od/'clinic/index.htm

%3 Institute for Medical Research Ministry of Health Malaysia. Traditional and Complementary MediciiGiolad
Information Hub on Integrated MedicinéGlobinMed). Kuala Lumpur, Malaysia: Institute of Medical Research.
2007. Available athttp://www.globinmed.com/IMRContent/tcm.aspx?contentid=CTN00812

* Siti Zuraidah Mahmud, Ami Fazlin Syed Mohamed, Tahir Aris et al. Pattern of Traditional and Complementary
Medicine Utilization by the Malaysian Public. 21Annual Seminar of Malaysian Natural Products Society222
Nov. 2005.

% National Center for Complementary and Alternative Medicine (NCCAM). What is Ayurvedic medicine? June 2007.
Available at:http://nccam.nih.gov/health/ayurveda/ayurveda.pdf
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Dhyana Center of Health Sciengcé&ebastopol, California, offers Pancha Karma retreats. Website:
http://www.dhyanacenter.com

Himalayan Institute Total Health Centddonesdale, Pennsylvaniaffers Pancha Karma services.
Website:http://www.himalayaninstitute.org

Kaya Kalpa Wellness CenteWatsonville, California, offerSwedanaShirodharaand Abhyanga
treatmentsWebsite:http://www.mountmadonna.org/projects/kayakalpa/index.htmi

Kerala Ayurvedic Clinic and Wellness Centvath three locations in the USA (Aptos, California;
Foster City, California; and Seattle, Wasjton) provides a range of comprehensive Ayurveda
based natural healing programs that include customized nutrition & lifestyle guidelines, healing
herbs, gentle detoxification with Panchakarma cleansing, appropriate exercise & yoga postures,
special dailyand seasonal health routines, rejuvenative Rasayana therapy, aroma therapy, music
therapy, Pranayama and Meditation. Typical Ayurvedic treatments incRuwlee Diagnosis &
Consultations Herbal & Nutritional PrescriptionsPanchakarma Cleansing & Rejuagion,
Panchakarma  Detox Cleansjng and Weight Management Programs Website:
http://www.keralaayurveda.biz

Medicine Buddha Healing Cenir8erkeley and San Francisco, California, offers East Indian and
Tibetan Ayurvedic Medicine, Traditional Chinese Medicine and Acupuncture. Website:
http://www.ayurvedeberkeley.com

National Institute of Ayurvedic MedicinBlew York City,offersPanchaKarma retreats and day spa
services. Websiténttp://niam.com/corpeb/index.htm

The Ayurvedic InstituteAlbuquerque, New Mexicopffers Pancha Krma treatmentsWebsite:
http://www.ayurveda.com/panchakarma/index.html

. Indian Medicinal Natural Products already in Market :
Australia / New Zealand

1 Avyurvedic International Pty Ltd Life Science Rejuvenate Tribulus 9000; Australian
Register of Therapeutic Goods (ARTG) Numhbkt2089.

1 Catalent Australia Pty Ltd RPS Prune and Senna Capsules; Australian Register of
TherapeuticGoods (ARTG) Number: 26353. Websitétp://www.catalent.com

1 Dabur International Limitedfood products (honeyauces, spice extracts, syrups), hair care
products, oral care and skin care products, herbal formulatioMgebsite
http://www.dabur.com/en/exports/Network/Australia.asp

1 Keen HealthPty Ltd KEENMIND Bacopamonnieri 4g Tablet film coated Australian
Register of Therapeutic Goods (ARTG) Number: 80931. Sthedardizedrahmi extract
used in Keenmind products was developed by the CSIR/Central Drug Research Institute of
India in Lucknav and licensed exclusively to Keen Mind Pty Ltd. Website
http://www.keenmind.com.au/baccdrix.htm

1 Kerala Ayurveda Ltd A small amount of traditional Ayurvedic medicine products and
proprietary Ayurvedt medicines are sold directly to small Australian importers.

1 Mabharishi Ayurvedic Product LidVictoria, Australia. Email: mapaustralia@yahoo.com
Auckland, New Zealand.-ail: ayurveda@ihug.co.nz

1 Mediherb Pty Ltd Mediherb Bacopa Complex (N/F); Australian Register of Therapeutic
Goods (ARTG) Number: 10436Mediherb cefounder and Director of Research and
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Devel opment Ke r r y Clirdcal PApplicatiens afAytintedicr andoChinese
HerbsFor t he West er n Websitehatp:/wiw.nsedilteib.comawn er . 0

1 Natural RemediesAustralia and New Zealand represent about 33% of Natural Remedies
botanical extracts busines

1 Procter & Gamble Australia Pty LimitedMetamucil psyllium husk powder; Australian
Register of Therapeutic Goods (ARTG) 113016, as well as several other registrations for
different forms of this Indian medicinal plant.

Canada

The Natural Health Product®irectorate (NHPD)is working to completets Licensed Natural
Health Products Database (LNHP@nce available, the LNHPD will enable users to quickly and
easily search for information on natural health products (NHPs) that have been issued & produc
license(i.e. NPN or DINHM), including any Indian ASU products or Canadian NHPs that are
composed of Indian medicinal natural ingredients.

The LNHPDwill include information on: authorized health claims, medicinal andmedicinal
ingredients and risk infonation. Furthermore, the LNHPD will provide stakeholders more accurate
and upto-date information as it will be updated on a daily basis as opposed to mohteajth
Canada anticipates launching the LNHPD in summer 2008.

Here are examples of two Canadiicensed products that are composed of Indian medicinal
natural ingredients:

1 Procter & Gamble Inc Metamuci® (ispaghula) Fiber Wafers; Drug Identification Number
(DIN) 02241614 (cinnamon) and DIN 02241615 (apple).

1 Traditional Medicinals Inc Organic $hooth Move® (senna)Herbal Laxative; Natural
Product Number (NPN) 02243711. The senna leaf in this product is cultivated in Rajasthan.

European Union

The database of the Ayurveda Coordination Centre of Europe (ACCE) can be utilized for links to
companieghroughout Europe who are marketing Ayurvedic products. The database is available at:
http://www.ayurveda.hu/eu.html

Malaysia

91 Dabur International Limitedfood products (honeysauces, spice extracts, syrupair care
products, oral care and skin care products, herbal  formulations):
http://www.dabur.com/en/exports/Network/Asia.asp

1 Himalaya Drug Companias a strong presence in Malaysia in depant stores and retail
outlets:http://www.himalayahealthcare.com/globalnetwork/global_presence.htm#malaysia

1 Vasu Healthcare Pvt Lt¢traditional ASU medicinegatent & proprietary ASU medicines,
natural body care and cosmetic products); South Asian nations, including Malaysia and
Myanmar, represent about 7% of business for Vasu. One product is licensed in Malaysia,
Kumkumadi Tailam, Product License No. MALO7Q2ZBIK.

South Africa

1 Dabur International Limitedfood products (honeysauces, spice extracts, syrupair care
products, oral care and skin care products, herbal  formulations):
http://www.dabur.com/en/exports/Network/Africa.asp
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)l
)l

Himalaya Drug Companyis present department stores across South Africa:
http://www.himalayahealthcare.com/globalnetwgtiebal presence.htm#southafrica
Maharishi Aryuved Productgherbal formulations, body & bath, books, aromatherapy
products, foods, organic cotton). South Africa represents about 1% of busiadssishi
Ayurved is in the process of registration of produwnder the MCC Regulations.

United States of America

A good range of Indian natural products compaigsvell asU.S. companies marketing Indian
formulations or natural productsave a presencm the U.S.market The most visibleproduct
brands contaiing Indian herbs or herbal formulatioinsthe U.S. aréin alphabetical order)

T

il
il
il

= =

Arya Vaidya Saldtraditional ASU products; patent and proprietary ASU medicines); sold
only to patients through practitioner clinic dispensaries.

Auromere(skin & body careand spa productshttp://www.auromere.com
Ayurceutics®(standardized single herb extracts in capsulgf)://www.ayurceutics.com
Ayush Herbs Inc(herbal formulationsinassage oils, herbs and spices, teas, veterinary care
products, bulk botanical raw materials, extracts and dit§)://www.ayush.com

Bindi Ayurvedic Skin Caréaromatherapy products, herbal formulations, massaggestiin

& body care, bookshttp://www.bindi.com

Chandrika Ayurvedic Soamerbal soapshttp://www.chandrikasoaps.com

Dabur International Limitedfood products (honeyauces, spice extracts, syrups), hair care
products, oral <care and skin care products, herbal formulations):
http://www.dabur.com/en/exports/Network/America.asp

Garry & Son USA (herbal ®rmulations, aromatherapy products, massage oils):
http://www.garrysun.com

Himalaya Herbal Healthcare USferbal formulations, single herb products, body care
products)http://www.himalayausa.com

Himalayan Institute® Varcho Veda®herbal formulations, neti pots, books, DVDs):
http://www.organixsouth.com

Kerala Ayurveda Ltd A small amount of traditional Ayurvedic medicine prothi and
proprietary Ayurvedic medicines are exported to small importers in the USA.

Maharishi Aryuved Productdnternational (herbal formulations, body & bath, books,
aromatherapy products, foods, organic cottotip:/Avww.mapi.com

Nat ur eds F o(herpbal Foanulationd@rd Gody care, massage oil, and Indu® spa
products)http://www.naturesformulary.com

Organic India®(organic supplement formulations, organic foamgjanic herbs and spices);
http://www.organicindia.com

Organix South Inc. TheraVeda@®erbal formulations, body care and oral care products, pet
products, garden productsittp://www.organixsouth.com

Procter & Gamble Metamucil®psyllium husk ovethe-counter (OTC) drug products and
dietary supplement product$itp://www.metamucil.com

Shree Dhootapapeshwar L{draditional Ayurvedic medicines and patent & proprietary
ASU medicines)the USA represents about 16% of export business.

Traditional Medicinals® Organic Smooth Move® (sennabased laxative products):
http://www.tradtionalmedicinals.com

Yogi Tea®herbal dietary supplement teas and food beverage tegs)/www.yogitea.com
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Prospects and constraints for development of Ayurved&Siddha and Unani

At the moment the Indian Stems of Medicine (ISM) and the natural medicinal products that are
utilized in their clinical practicd Ayurveda, Siddha and Unani (ASU) producése well known
primarily in the countries of Bangladesh, India, Malaysia, Nepal, Pakistan and Sri, laantka
possibly others Outside of Southern and Southeastern Asian countries, the Indian Systems of
Medicine are not yet well knowhy consumers and patients interested in natural health Aare
awareness grows outside of Asia, the development of infrastrutttatecan support ISM in
educational institutions, practitioner licensing, and clinical practice will likely evolve in more
countries. There is evidence of growing consu@rg patientinterest in ISM in other countries
including, in particular, AustraliaCanada, South Africa, and United Kingdom, among otHers.

fact, a number of Commonwealth Member Nations do have regulatory frameworks that provide a
suitable pathway for Traditional Medicines such as ASU products.

The development and effective promotiof ISM and corresponding ASU products to other
countries will require a legal framework for clinical practice in conjunction with a supportive
infrastructure for the provision of higher education with clinical practicum, practitioner licensure,
and marketwuthorization and availability of the requisite ASU medicinal natural products. The most
likely countries for the ISM and ASU products to gain acceptance and popularity include the UK
Commonwealth Member countries because in many of these countries wheaggframework
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, Mgkia, New Zealand, South Africa, and United Kingdom.

Countries like the USA will take much longer, if ever, for legal recognition and licensing of
Traditional MedicineFor example in th&JSA, there is no existing framework or infrastructure for
the pracdte of any of the Indian Systems of Medicifidnere arecolleges and institutes of Unani
Medicine as well as Ayurvedic Medicirmut these ar@onaccredited and therefore the graduates
cannot enter into clinical practice unless they have some other &atmized practitioner license
such as doctor of chiropractic (DC), doctor of osteopathy (DO), naturopathic doctor (ND), or
medical doctor (MD). Practitioners 88M in the United States are generally operating undeiobne
these aforementioned practitioneredentials 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 ircertain States of th& SA under the crederti of licensed
acupunturist (LAc). In somecasesan L.Ac. may also have traininigp other systems of Traditional
Medicine andhereforemay incorporateéheseother systems into theirgctice including 1ISMas

well as traditionaEuropearsystems likeAnthroposophical Mediciner Homoeopathic Medicine,
among others.

Prospects

Promoting ISM practice to support export developmefitne prospect to consider would be the
introduction of ISM studies into the curriculum of naturopathic colleges and universities. In some
countries, forexampé North American countries, it could lgthin the scope of practice for a
licensed ND to practice Ayurvedic or Unani Medicine and to stocknduessarynedications in

their clinic dispensariesMany North American NDs, in addition to a standardungpathic
medicine approach, will also specialize in specific systems of traditional medicine, for example
Homoeopathic Medicine or TCMsome NDs already have training and experience in Ayurveda.

At the same time, schools of Ayurvedic medicine are emgrgin American and European
countries but graduates receive certificate or diplomas that do not necessarily lead to practitioner
licensing for legal clinical practice. These fledgling colleges and universities of Ayurveda must be
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supported towards a goal ggulatory changes that will permit graduates to be licensed for primary
health care clinical practice.

An approach for the Government of India to consider would be the development of an exportable
programme whereby a readyade curriculum for ISM couldeboffered 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 n order to teach ISM in the classroom and in the clinical practicum. Qualified
examiners would also be needed to service on ISM Boards of Examiners responsible for the
licensure and regulation of ISM practitioners in each country.

Promoting conditionspecfic 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 théndian Systems of Medicingyhilosophyand theory This prospec

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 corsgenific productsin
competition with allopathic drugs and/or other natural medicproducts that share the same
indications for useThe star product selection may likely vary from country to country due to
cultural differences and varying health concerns among the targets groups of consumers, as well as
regulatory differences conaeng the allowable indications for use for this class of products.

Constraints

Non-medicinal natural products According to a presentation by the Health Foods and Dietary
Supplement Association (HADSA) of India, the two main growth barriers for its mehipens:

1 Problems in imports and exports due to lack of clarity on product classification (food
supplement or medicine?), and

1 Severe competition, too many products in the market and increasing regulatory hurdles
through increasing legislative controls Hadher affected the market growth.

Constraints

Medicinal natural products For acceptance and legality of ISM practice and ASU products in
western countries, particularly those of North America and Western Europe, there are serious
constraints that argresently prohibitive for development It cannot be overemphasized that
significant differences in perception of safety, efficaapd quality exist between the health
authorities of India and their regulatory counterparts in Europe and North America, it He

clarified and harmonized-or examplejt is not yet possibldor 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 effectagardless of the levels of evidence provided.
Therefore safety, qualityand efficacy for metallic medicines must be proven using the same
laboratory and clinical study methodologies of western evideased medicadcienceThis point

can be illustratedby referringt o t he fAlLead Poisoning Preventio
York City Department of Mdeattiresh $eal t dn &e rHtyigti
Herbal Medicine Products Containing Lead and Mc u°®Tle.New York health officials ave

also posted a letter twealthcare providere nt i t | ed Al mported Her bal M
cont ain Lead, M &'r Gtherr pyactices that Wlr receiirei egcepbionally strong

* New York City Department of Mental Health & Hygiene. Indian Herbal Medicine Products Containing Lead and
Mercury. Available athttp://home2.nyc.gov/html/doh/html/lead/lebdrbalmeein.shtml

*’New York City Department of Mental Health & Hygiene. Imported Herbal Medicine Products known to contain Lead,
Mercury, or Arsenic. Availde at:http://home2.nyc.gov/html/doh/downloads/pdf/lead/kaadbalmed. pdf
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arguments for western acceptance include the intentiona@f@emal urine in certain preparations
and therapies. Until safety, quality and efficacy are conclusively proven according to western
criteria for levels of evidence, these practices will not be accepted.

Other relevant examples of regulatory hurdlescfantain Indian medicinal natural products include:

1 In Australia, the Therapeutic Goods Administration (TGA) posts information on the topic of
fiThe Safety of Ayurvedic Medicines in Australia as wel | as Advers
Bul |l et i ns oTnadtioraldndiandAyunedich and Chinese medicines associated
with Heavy Metal Poisoning®®

1 In CanadaHealth Canada hagosted warningsn English and Hindi Language entitled
AHeal th Canada Reminds Consumers That Som
Highlevd s of Heay Metals. o

1 In the UK, the Medicines and Healthcare products Regulatory Agency (MHRA) posts
consumer war ni nHeavy Metals in Ayarvetio Heibal Medlitines

CHAPTER4TENTERPRI SESO0 NEEDS

Findings from Enterprise Interviews of Mission in India

During the first mission in India there were opportunities to interview enterprises at their own
offices as well as at a trade exhibition and conferehbe.following subheadings are main points
made by interviewees concerning thede of the Indian manufacturers and marketers of medicinal
natural products.

Educationt One enterprise indicated that thesglievethat the introduction of Ayurvedic medicine

in the curriculum of foreign naturopathic colleges and/or as an elective atntiomzt medical
schools could help the export promotion of Indian Ayurvedic medicinal products. They would like
to see a comprehensive list of colleges and universities in the target export markets that already
offer some Complementary or Traditional Made& coursework, as well as a list of schools that
could conceivably integrate an ASU curriculum in the future. This list of schools would help the
exporters to assess the climate in target countries for the acceptancareédky medicine and
philosophy ly the population.

Importable Botanical and Natural Substance®©ne enterprise emphasized the need to have a
comprehensive handbook that lists the importable substances (positive lists) antpodable
substances (negative lists) for each of the targetpdrt market countrie3.his enterprisdelieves

that Department of AYUSH should engage a consultant to compile andrefessnce all of the
existing lists from various countries into an e&syise handbook for exporter§he handbook
should also prade guidance on the preparation of new or novel ingredient petitions or submissions
to get certain Indian ingredients removed from negative lists and/or added to positive lists.

In this regard, another company mentioned that their medicated ghee praectebn rejected in
some foreign markets due to ghee being classified as a dairy food product rather than as a medicinal
product.

%8 Australian Drug Reactions Advisory Committee. Traditional Indian (Ayurvedic) and Chineseimasdissociated
with Heavy Metal Poisoning. Australian Adverse Drug Reactions Bulletin. February 2007;26(1):2. Available at:
http://www.tga.gov.au/adr/aadrb/aadr0702.pdf

*Health Canada. HealthaBada Reminds Consumers That Some Ayurvedic Medicinal Products Contain High Levels
of Heavy Metals. 2008. Available dittp://www.hesc.gcca/aheasc/alt formats/cmedecmc/pdf/media/advisories
avis/2008/200§3-Hindi.pdf.
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A third enterprise made similar points and suggested that the Department of AYUSH should
proactively contact their counterpgrat each of the targeted foreign governments in order to
provide evidence reports of trade and human safety for all commonly use ASU ingredients which
presently appear on any negative lists.

Modernization One enterprise discussed the problem of exppriinaditional ASU products
because they may not meet the legal requirements in destination countries, for examytife shelf
stability testing and expiry dating. This enterprise suggested that the use of certain preservative
substances or other manufaabgritechniques that are not traditional per se might be necessary in
order to satisfy foreign market expectations and/or legal requirements.

Other enterprises also mentioned the skatbwn problem of differing purity standards that exclude
whole classes dhdian 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 verpndaéms for the Indian
industry to contend with. For example, while on the one hand the Department of AYUSH Office
Order of June 20G7to permit the use of gamma irradiation for microbial decontamination of ASU
herbs, drug and formulations could seene l& solution for exporterd fact certain methods of
sterilization, including irradiation and ethylene oxide, are illegal in many of the target export
markets for use on ingredients of medicinal herbal products and/or herbal dietary supplement
products.An understanding of the legal method of microbial reduction in each of the target export
markets should be clarified for the exporters in order to avoid product recalls and related bad
publicity if finished products are tested and found to contain ingnegiteat have been irradiated or
treated with ethylene oxide.

Regulatory Affairs One enterprise suggested that AYUSH should provide access to a list of pre
gualified international regulatory affairs consultants (who reside in India) for trainings and to
handhold during the product licensing processes with the various foreign regulatory authorities. The
idea here is for AYUSH to develop and publish a directory of qualified consultants who can be
contacted by industry.

Another enterprise suggested that ekgeonly enterprises, for example those operating with
Special Export Zones (SEZ), should not need Ayurvedic drug registrations with Department of
AYUSH if none of the products will be sold in the Indian local market. It would appear that the
regulatory rguirements of the destination countries for product registration, labeling, GMPs, etc.,
would be enough for expeanly products.

One enterprise suggested that the ASouth Afri
model from which AYUSH could nrgpare a similar standard reference for each target export
market. For example, such a document could provide information on what labeling standards are
required in each of the targeted foreign markets agleto Indian natural products.

Table 21providesan illustration of how a botanical ingredient entry could be presented in a export
market labeling standards handbook for industry.

0 Basant S. Office Order: Permission for use of Gamma Irradiation for Microbia@bM@amination of Ayurvedic,
Siddha & Unani (ASU) herbs, drugs and formulation®g. Nev Delhi, India: Government of India, Ministry of
Health & Family Welfare, Department of AYUSH. June 2007.
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Table 21 Example Entry foiASU Ingredient_abeling Standards in Selected Foreign Market

ASU Ingredient Botanical

Name
Country Standard  Positive Regulatory Quality Maximum Indications Cautions &
Common or Framework Standard Dose for Use Contra
Name Negative indications
List?
Australia Complementary BP
Medicine
Canada Natural Health  PhEur or
Product USPNF
EU Traditional PhEur
Herbal Medicinal
Product
USA Dietary USPNF
Supplement

Research CollaborationsOne larger enterprise strongly indicated that success for Indian natural
medicinal products in the European and American markets will pendéng on solid laboratory

and clinical research that is published in pestiewed international bimedical journals and
contributes to scientific literature on the topic of quality, safety and efficacy of Indian medicines.
To this end, this enterprideelieves that the Department of AYUSH should include support for
research in the context of PubRrivatePartnerships (PPPs) (e.g. studies that arduwcded
between the enterprise and CCRAS), whereby the enterprise has a temporary exclusive right to
marufacture and market the researched product. After an agreed number of years, the formulation
becomes available in the public domain similar to the patent system.

Another enterprise stated that they already have a research arm (Centre for Medicinal Plant
Research) working in collaboration with the Indian Council for Medical Research (ICMR) and the
Council for Scientific and Industrial Research (CSIR).

A third enterprise mentioned that they are participating in a CCRAS Gdidangle Project
Scheme to pravthe safety of metddased bhasma preparation and also to standardize bhasmas.

Risk analysisfor export scaleup: A reoccurring theme expressed by many stakeholders was the
lack of comprehensive legamarket, and supply chain intelligence in the contekunderstanding
the potential risks of scale up for export development. Knowledge gaps ineloeg others

1 Conservation status of all ingredients in selected finished products for export. Is there a
sustainable supply of quality raw materials

1 Legal status of all ingredients in selected finished products for export. Do any of the
ingredients appear on the negative lists of any destination countries? Would any of the
ingredients require the filing of new or novel ingredient submissions to the foddigr
safety regulatory agencies of any caig# prior to marketingquthorizatior?

1 Legal status of finished products. What regulatory frameworks do the Indian medicinal
natural products fall under in each destination country (cosmetic, dietary supplérodnt,
or medicine)? What are the legislative market access requirements in each case?

1 Market intelligence: What are the relative sizes of the markets in the destination countries?;
for medicinal natural products in general as well as for specific prodtegaries. Whais
the competition?

Concerning conservation status of natural ingredients used in ASU products, the experts at the
Foundation for the Revitalisation of Local Health Traditions (FRLHT), Bangalore, are able to
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