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THE AMERICAN HERBALISTS GUILD

ON THE PROPOSED RULE FOR

Current Good Manufacturing Practice in Manufacturing, Packing, or Holding Dietary Ingredients and Dietary Supplements

Introduction

We greatly appreciate the efforts of the Food and Drug Administration to increase public safety and manufacturer accountability regarding dietary ingredients and dietary supplements. Herbal practitioners represent a unique sector of the herbal industry, distinct from the commercial manufacturer that will nonetheless be significantly affected by the proposed FDA GMPs for the interstate commerce of botanical products. On behalf of the 1100 members of our professional organization, the American Herbalists Guild (established 1989), we respectfully request that the FDA exempt botanical medicine practitioners from these GMP requirements. International precedents for the exemption of herbalists from manufacturer GMPs already exist, evidenced by existing statutes and proposals in countries such as Australia, Canada, and the United Kingdom. We request that the FDA similarly consider herbalists as distinct from industrial manufacturers, and provide exemption accordingly.

Unique Concerns of Herbal Practitioners

The following comments express the concerns of practitioners regarding the dispensing of herbal products as part of the practitioner-client relationship. We feel that consideration of these concerns warrants FDA attention; practitioner organizations such as the AHG, whose members are affected by these rulings, were not consulted in the development of the proposals. The following comments do not apply to the sale of products outside of the practitioner-patient relationship in which the ability to identify potential toxicities in the patient is impaired.

A large proportion of health care practitioners have patients that, during the course of their care, relocate to different states but remain under the care of the primary health professional, or who, unable to find a practitioner in their own community, cross state lines to obtain health care services and then must receive their products across state lines.  Thus botanical practitioners must, not infrequently, engage in the interstate sale and distribution of botanical products. Many practitioners will be affected and the care of many patients will be undermined if herbal practitioners are subject to the proposed GMPs. 

Yet the context of product development, production, and distribution is dramatically different for the herbal practitioner than the industrial manufacturer. The highest ideal of the herbal medicine practitioner is to prepare and compound an individualized herbal product for a specific patient. Herbal practitioners are the sole body of professionals engaging in this practice, and are trained accordingly. To require that individual practitioners meet the same GMP standards proposed for mass market manufacturers is tantamount to destroying this most vital aspect of herbal medicine, as it would make it impossible for qualified practitioners who dispense herbs to serve their interstate patients' needs. Herbal practitioners simply do not possess the financial resources or facilities necessary for successfully meeting the proposed GMPs. Similar considerations have arisen for compounding pharmacists in the face of FDA proposed GMPs; the Department of Commerce has consistently supported the right for compounding pharmacists to remain exempt from GMPs that would infringe upon their ability to formulate and distribute for their clients. 

At present approximately 41 states regulate the practice of traditional Chinese Medicine and 12 states regulate the practice of naturopathic medicine. The dispensing of herbal medicines is an explicit right of most of these practitioners under their scope of practice. A TCM practitioner, for example, is typically trained in 325 herbs and 125 herbal formulas, many of which have been in continual use for thousands of years. In most instances a practitioner will use a traditional formula as a base and modify it according to the needs of the patient. Similarly, an herbalist or naturopathic physician will tailor a formula to the patient’s needs. Such individualized products are impossible to obtain in the commercial market. Thus herbal practitioners typically maintain a small dispensatory for the sole purpose of dispensing products to their clients. 

Minimal Risk from Individually Prepared and Dispensed Formulae

The risk to public safety is minimal when individualized herbal products are dispensed directly to a patient compared to risk associated with the production of large quantities for mass distribution and use in an unsupervised setting. Botanical formulation, pharmacy, labeling, and record keeping are standard aspects of professional herbal training, and in the relatively small context of a practice, patient adverse events are relatively easy to track. When practitioners are obtaining the raw materials intended for formulation for their patients from manufacturers that have complied with FDA GMP guidelines, the risk to patients from end products thus formulated by the practitioner should be minimal, and this should preclude the need for practitioners to follow manufacturing GMPs. For example, if a voucher specimen for plantain is used to positively identify this herb at the point of harvest and this is corroborated appropriately by the broker, and then again by the manufacturer, and proof of identity for the plantain is obtained by the herbalist, there is no possibility of dispensing the dangerous plant foxglove in the herbal practice. This very same accidental substitution that occurred several years ago in the herbal manufacturing industry would not be possible in the clinic had the adulteration been identified at the appropriate industry levels. 

 A review of the toxicology and adverse reports literature indicates that adulteration and contamination at the endpoint of product formulation in the herbal clinic are rarely a problem. The ability to test individual products, typically dispensed in 1, 2, 4, and 8 ounce bottles, is impossible for the individual practitioner. Further, in herbal medicine patient formulas may be changed as often as every few days to every few weeks, depending upon the nature of the condition. This adds an impossible burden to the herbal practitioner to test every new reformulation individually. We believe that these issues alone warrant an exemption for herbal health care practitioners. An impossible burden of standards should not fall to practitioners, the point in the herbal supply chain least likely to be a source of adulteration, contamination, or poor quality control or production standards. If GMPs are otherwise applied appropriately throughout the herbal industry, products supplied by herbal practitioners to their clients should pose minimal, if any, risk, if the raw materials obtained for dispensing in the clinic have been subject to industry GMPs at every other point. 

Insuring Herbal Product Quality

The current GMP proposals provide no guidance as to what constitutes a quality botanical medicine. Adequate controls for ensuring authenticity of the plant are barely addressed and those proposed appear inadequate. The most seminal point at which the authenticity, purity, and quality of an herb can be controlled is at point of harvest, cultivation, or processing while still in its raw form. The proposed GMPs exempt raw material suppliers from these requirements while  placing an unreasonable and unobtainable burden on practitioners. 

Additionally, the proposed GMPs only require that manufacturers and marketers adhere to their own specifications and lack any requirement for meeting an external quality standard. 

There are national and international standards already established for a large number of botanicals commonly in trade. These have been developed and are continually being refined by organizations such as the American Herbal Pharmacopoeia, European Pharmacopoeia, 

United States Pharmacopoeia, and the World Health Organization. The standards of identity and purity between these authoritative sources are more similar than different and provide valuable guidance for both the industry and regulators. Most importantly, requirements to follow one of these authoritative standards will begin the process of moving the industry toward adhering to independent standards that have been shown to reflect product quality.

Multi-tiered  GMP  Standards

We believe there must be a multi-tiered system for various sectors of the herbal products supply chain.  Each level of the system would require accountability appropriate to the level of risk, and the financial and structural capabilities for each sector and not greater. Without such a multi-tiered system, practitioners will be unable to survive GMP regulations.  Wildcrafters and cultivators minimally must be able to provide documentation of the authenticity of their material through the development of identification specifications and a voucher and retention sample program, a low-tech and entirely accessible approach that is appropriate to this level of responsibility and financial capability. They must also be able to document the relative purity of their product by adhering to either national or internal specifications for foreign organic and inorganic matter, as well as have procedures outlining the manner in which the products are cleaned and dried. 

Similar requirements must be placed on those who broker and distribute large quantities of botanicals. Most importantly, every time a botanical is reduced in particle size or changed materially in form, appropriate testing requirements must be in place. Once a product is reduced to its cut and sifted, or more importantly, powdered form, a battery of additional tests that may not have been necessary previously are now required. The milling or powdering process may introduce flow agents that are not an inherent part of the plant material. The percentage of this mixture that constitutes the original drug is no longer possible to determine. While the requirement to have authentic and quality products is equally important for practitioners and manufacturers, the ability to do so in a manufacturing and a clinical setting are completely disparate.  

Herbal practitioners, similarly, might be subject to minimal GMPs related to botanical practice, and developed in cooperation with members of the botanical medicine practitioner community. We respectfully propose the following definition be inserted where appropriate: "Manufacturer" indicates an individual or company engaged in the fabrication or processing of a natural health product for the purposes of sale, and excludes “health care practitioners” who, at the request of a patient and as an extension of a patient consultation, compounds a botanical supplement for the purpose of sale to that patient. 

In asking for an exemption for health care practitioners, we are not suggesting that said professionals should not be subject to minimal GMPs in the clinic. We would propose the following as examples of the limited GMPs that might be applied to health professionals: 

1. Maintenance of sanitary practices when mixing and dispensing botanical products.

2. Maintenance of careful labeling on products stocked in the botanical pharmacy and dispensed to patients.

3. Maintenance of knowledge of compliance with federal GMPs from all suppliers from whom the practitioner purchases raw materials, botanical extracts, and other botanical products.

4. Maintenance of a tracking system for all products dispensed from the pharmacy, enabling the practitioner to identify the batch and source of raw materials that are included in each formula produced and dispensed. 

5. Restriction of exemption to those products sold to patients actively receiving care from the practitioner or the practitioner’s practice. 

6. Minimal training in herbal pharmacy (see attached American Herbalists Guild Education Guidelines) for all those filling and dispensing herbal products in the practitioner’s pharmacy. 

Summary

While we recognize the proposed GMP regulations apply only if a product is subjected to interstate commerce, this nonetheless poses a significant problem for herbal practitioners. Herbal practitioners are not required to follow manufacturer GMPs for products sold within their state; there is little chance for adulteration or substitution when these same products are sold across state lines. The risk posed by products formulated and distributed by the practitioner directly to the patient are minimal, particularly if the manufacturer from whom the herbal practitioner purchases raw materials and bulk products strictly adheres to FDA proposed GMPs. We therefore request practitioner exemption from manufacturer status and thus exemption from the proposed FDA GMPs. We also request that should the FDA determine it appropriate to establish a multi-tiered system of GMPs, that herbal practitioners  be consulted in the development of a practitioner level of GMPs. 

Appendix 1: American Herbalists Guild Education Guidelines

AHG Educational Guidelines were developed to provide a framework for individuals and schools seeking to develop a comprehensive botanical medicine educational curriculum. These guidelines recommend the core competencies of herbal education, and are not meant to be either educational requirements nor the whole of a complete herbal education. It is expected that individuals and schools will add elective courses to the core competencies outlined below. 

A curriculum should have a minimum of 1600 hours of total study, 400 of which should be in actual clinical work. Because many schools do not have clinical supervision courses, you may have to seek to fulfill your clinical requirements elsewhere (see below). 

The didactic courses should contain the following:

Basic Human Sciences
(200 hrs)

Anatomy


Physiology



            Pathology


Biochemistry
 


Medical Terminology 
 
Nutrition


Botany and Plant Identification(60 hrs)


Basic field identification and recognition of plant anatomy; differentiation of 

commonly used and toxic species.


Materia medica/Therapeutic Herbalism  (400 hrs) 

To include dosages and dosage forms, historical uses, botanical names, plant constituents, the parts used, therapeutic applications and actions, indications, contraindications and actions, herb-drug interactions, toxicology and side effects, review of the literature, harvestable status, plant families and use with particular groups such as the elderly, pregnant etc. 

Pharmacy, Pharmacognosy and Dispensing (80 hrs)

To include basic principles of medicine making, plant chemistry and pharmacology herbal formulation, modes of administration and delivery, maintaining a dispensary, raw material identification, laws regarding labeling and dispensing, and dispensing strategies.


Clinical Skills (400 hrs)

To include training in counseling skills, professionalism, physical assessments, constitutional analysis, laboratory findings, general assessments, dosing strategies, interviewing and case taking skills,record keeping, wellness counseling, nutritional and dietary counseling and informed consent and full disclosure. 

Career Preparation/Practice Development/Ethics (20 hrs)

To include ethics, maintaining records, professional networking and scope of practice, legal issues (both national and local), confidentiality, small business management, and promoting and marketing an herbal business.

History & Philosophy/Introduction to Research (40 hrs)

History  to include the philosophy of western herbalism, the history of American herbalism and world models of herbalism. Research to include interpreting historical and scientific data, understanding what constitutes evidence-based medicine.

