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August 11, 2003
Dockets Management Branch (HFA-305)

Food and Drug Administration – H.H.S.

5630 Fishers Lane, Room 1061

Rockville, Maryland 29852
RE: Docket No. 96N-0417

Proposed Rule – Comments

Current Good Manufacturing Practices

In Manufacturing, Packing, or Holding

Dietary Ingredients and Dietary Supplements  
. 
We have carefully reviewed the proposed rule, pursuant to the Dietary Supplement Health and Education Act of 1994, to modify the Food Drug and Cosmetic Act to implement Good Manufacturing Practices (GMPs) for Dietary Supplements and Dietary Ingredients. Overall, we are generally supportive of the agency and your proposals, as we have been advocates for over a decade to elucidate, publish, implement and enforce GMPs for dietary supplements. We commend the agency for the comprehensive and thoughtful nature of the proposal, and regret that the proposal was not forthcoming sooner. 
We do, however, have significant concerns with several specific revisions, as well as some of the economic impact forecasts. As we cannot afford the benefit of professional economists, we are unable to refute the agency’s forecasts. We have however, provided real-world projected costs for our company to implement this rule as proposed. The projected costs would, indubitably, raise our operational costs to the point of making our entire business completely unprofitable.
The agency requested comments on the proposed rule. Our attached comments, which are submitted for us and for the benefit of our parent company and affiliates, delineate our concerns, make specific requests, state specific opinions, and provide rational and justification for them. Our comments are based on our extensive experience in several arenas of dietary supplement GMPs: developing and implementing GMPs in our own company and in a wide variety of contracted manufacturers, and in developing industry-wide GMPs for various trade associations including CRN, NNFA, AHPA and TABD. We appreciate the opportunity to provide these comments, and hope that they facilitate your work to finalize the rule to provide maximum benefits at minimum costs for our health-conscious citizenry.

Regards & Health,

Karl Riedel - President 
Cc: Nutraceutical Corporation, National Nutritional Foods Association, Council for Responsible Nutrition, American Herbal Products Association 
Proposed Rule – Comments

Current Good Manufacturing Practices

In Manufacturing, Packing, or Holding

Dietary Ingredients and Dietary Supplements
21 USC 111 – Title: and 21 USC 111.1 – Subject:
Although the agency did not request comments on the title or subject of the rule, we submit that the agency should restrict the rule only to dietary supplements, and not include dietary ingredients. The agency is establishing precedent, for which we submit they lack legislative authority, to regulate the inputs for regulated products, as opposed to the final products themselves. The agency stated that they reviewed the applicability of both Drug and Food regulations to develop this proposed rule, yet neither Food GMPs nor Drug GMPs offer precedent or guidance on the regulation  of inputs. We request that the agency revise not only the Title and Subject of the regulations, but throughout the entire rule, to limit the rule to dietary supplements only.
21 USC 111.3 – Definitions:
Component: Although the proposed definition as revised by the rule appears innocuous, there is no mention of nor definition of component in food GMPs, nor in the 1997 ANPR; and as noted in the agency’s backgrounder: “Such regulations shall be modeled after CGMP regulations for foods.” We request, therefore, that this definition be deleted as unnecessary. The agency failed to provide any rationale for, nor did it ask for comments on, the inclusion of this definition; and we submit that the current definitions encoded in the Act for dietary ingredients and “other” ingredients, and the requirements for their disclosure suffice.
Consumer Complaints: Although the proposed definition as revised by the rule appears innocuous, there is no definition of a consumer complaint in food GMPs, nor in the 1997 ANPR; and as noted in the agency’s backgrounder: “Such regulations shall be modeled after CGMP regulations for foods.” Additionally, the agency does not define “related to” in the backgrounder nor in the proposed revision. Almost all of the specific “product quality related to” instances cited by the agency may just as easily be “related to” post-consumer handling, contamination or adulteration, as may be “related to” GMPs. As noted above, consumer complaint handling requirements do not currently exist under GMPs for foods.  However, Nature’s Life believes that this issue is equally important and relevant to not only dietary supplements, but also to foods in general and to cosmetics as well. Because of this, Nature’s Life supports the development of a comprehensive system to track and analyze adverse event reports.  We understand that such a system is under development within the agency.  This new system should replace the current patchwork of existing adverse event reporting systems.  We are concerned that FDA’s proposal, which does not specifically address adverse event reporting but which does address the broader category of consumer complaints and which does require companies to investigate “adverse event reports”, may simply create more confusion and may contradict the overall objective of a comprehensive adverse event reporting system, which should be to develop a harmonized system for all FDA regulated products, including all over-the-counter drugs, foods, cosmetics and dietary supplements. We therefore suggest that this section be removed from this proposal and be dealt with separately, as part of the proposed CAERS system.

Ingredient: Although the proposed definition as revised by the rule appears innocuous, there is no mention of nor definition of ingredient in food GMPs, nor in the 1997 ANPR; and as noted in the first paragraph of the agency’s backgrounder: “Such regulations shall be modeled after CGMP regulations for foods”. We request, therefore, that this definition be deleted as unnecessary. The agency failed to provide any rationale for, nor did it ask for comments on, the inclusion of this definition; and we submit that the current definitions encoded in the Act for dietary ingredients and “other” ingredients, and the requirements for their disclosure on product labels, is sufficient. 

Sanitize: The definition is different from that in food GMPs; and as noted in the first paragraph of the agency’s backgrounder: “Such regulations shall be modeled after CGMP regulations for foods.” In addition, the agency’s comments in the backgrounder discussion of the definition state that we must “validate that the control measure are both appropriate to their operation and scientifically sound”. Although we have no issue with the definition as proposed, the agency’s backgrounder comments would place an unnecessary and costly burden on us, and we request that the backgrounder comments be stricken when the rule is published as final.
21 USC 111.12 - Personnel:
In response to the agency’s request for comments on a requirement for documents and records regarding employee training, we submit that the final rule should NOT include such a requirement. The rule should stay focused on end results and not process. GMPs for dietary supplements should comply with congressional intent to “ensure access to safe dietary supplements”, Executive Order 12866, The Small Business Regulatory Enforcement Act, and the Regulatory Flexibility Act, and NOT impose additional requirements that are better left to normal business practices than government regulation.
Likewise, in response to the agency’s request for comments on a requirement for documents and records regarding contracting consultants, we submit that the final rule should NOT include such a requirement. The rule should stay focused on end results and not process. GMPs for dietary supplements should comply with congressional intent to “ensure access to safe dietary supplements”, Executive Order 12866, The Small Business Regulatory Enforcement Act, and the Regulatory Flexibility Act, and NOT impose additional requirements that are better left to normal business practices than government regulation.
21 USC 111.13 - Supervisors:

In response to the agency’s request for comments on whether there is a minimum number of qualified personnel needed, we submit that the final rule should NOT include such a number. The rule should stay focused on end results and not process. GMPs for dietary supplements should comply with congressional intent to “ensure access to safe dietary supplements”, Executive Order 12866, The Small Business Regulatory Enforcement Act, and the Regulatory Flexibility Act, and NOT impose additional requirements that are better left to normal business practices than government regulation.
21 USC 111.15 – Sanitation:

In response to the agency’s request for comments on a requirement that sanitation procedures be written and followed, we submit that the final rule should NOT include such a requirement. The rule should stay focused on end results and not process. GMPs for dietary supplements should comply with congressional intent to “ensure access to safe dietary supplements”, Executive Order 12866, The Small Business Regulatory Enforcement Act, and the Regulatory Flexibility Act, and NOT impose additional requirements that are better left to normal business practices than government regulation. In addition, there is no such requirement in food GMPs, nor in the 1997 ANPR; and as noted in the first paragraph of the agency’s backgrounder: “Such regulations shall be modeled after CGMP regulations for foods”. 
21 USC 111.25 – Equipment:
(b) > (d) – Calibration: The agency proposes detailed procedures be written and followed for both calibrating instruments and controls, and documenting those procedures. We agree that the final rule should include a requirement that instruments and controls be calibrated, but submit that the final rule should NOT include detailed procedures specifying methods or documentation requirements. The rule should stay focused on end results and not process. GMPs for dietary supplements should comply with congressional intent to “ensure access to safe dietary supplements”, Executive Order 12866, the Small Business Regulatory Enforcement Act, and the Regulatory Flexibility Act, and NOT impose additional requirements that are better left to normal business practices than government regulation. In addition, there is no such requirement in food GMPs, nor in the 1997 ANPR; and as noted in the first paragraph of the agency’s backgrounder: “Such regulations shall be modeled after CGMP regulations for foods”.
(e) – Storage: The agency proposes detailed procedures be written and followed for both cleaning and storing equipment and utensils, and documenting those procedures. We agree that the final rule should include a requirement that equipment and utensils be clean, but submit that the final rule should NOT include detailed procedures specifying methods or documentation requirements. GMPs for dietary supplements and dietary ingredients should comply with congressional intent to “ensure access to safe dietary supplements”, Executive Order 12866, The Small Business Regulatory Enforcement Act, and the Regulatory Flexibility Act, and NOT impose additional requirements that are better left to normal business practices than government regulation. In addition, there is no such requirement in food GMPs, nor in the 1997 ANPR; and as noted in the first paragraph of the agency’s backgrounder: “Such regulations shall be modeled after CGMP regulations for foods”.
21 USC 111.30 – Automatic Equipment:
In reply to the agency’s request for comment on a proposal to include in the final rule requirements to establish and follow written procedures for the calibration, inspection, checking and verification of automatic equipment, and whether such procedures should vary from those for non-automatic equipment, we submit that the final rule should NOT include such detailed procedures. We agree that the final rule should include a requirement that all equipment, automatic or not, be calibrated, inspected and checked to ensure that it performs according to requirement and specifications, but submit that the final rule should 

NOT include detailed procedures specifying methods or documentation requirements. GMPs for dietary supplements should comply with Executive Order 12866, The Small Business Regulatory Enforcement Act, and the Regulatory Flexibility Act, and NOT impose additional requirements that are better left to normal business practices than government regulation. In addition, there is no such requirement in food GMPs, nor in the 1997 ANPR; and as noted in the first paragraph of the agency’s backgrounder: “Such regulations shall be modeled after CGMP regulations for foods”.
21 USC 111.35 – Process Controls:
(d) Substances: 
Although the agency did not specifically solicit comments on this point, the agency proposes detailed criteria that appear to circumscribe allowable substances for use in a dietary supplement or dietary ingredient. Text in subsection (4) is particularly troublesome as it appears to be contradictory to current regulations. As noted in the first paragraph of the agency’s backgrounder: “Such regulations shall be modeled after CGMP regulations for foods”. In addition, according to 21 USC 109, dietary supplements must comply with all the requirements of foods, plus other additional requirements. This proposed rule revision redefines what is allowable as an ingredient in dietary supplements, thus contravening current law and congressional intent. We strongly object to the inclusion of this entire section and respectfully demand that it be deleted in the final rule, and allow current regulatory definitions to prevail. The agency, in the backgrounder on this part, strongly stated that they “ will view” any product that contains a substance that is not specifically authorized as a food additive or as GRAS, through rule-making, for inclusion specifically in a dietary ingredient or dietary supplement, to be adulterated under Section 402(g) of the Act, and therefore illegal. Such a “viewpoint”, in our opinion, violates both current regulation and law as noted above. 
This section proposes that every substance or component in a dietary supplement, that is not a dietary ingredient, must be either an approved food additive or prior sanctioned ingredient, an approved color additive, or GRAS.  If a non-dietary ingredient component is GRAS, there must be a citation to the agency’s regulations or an explanation for this claim.  This proposed definition is unnecessary and should not be included as a CGMP for dietary supplements.  The law already requires that non-dietary ingredients in dietary supplements be either approved food additives, approved color additives, or GRAS.  See FDC Act § 201(s).  This proposed requirement has nothing to do with good manufacturing practices, as evidenced by the absence of a similar provision in food GMPs. The proposed requirement for a certification or explanation of GRAS is unnecessary and redundant, and should not be included in this rule as it is not a requirement of food GMPs.
 21 USC 111.35 – Process Controls: (d) Substances: (con’t)

If, however, this new definition is retained as part of the dietary supplement GMPs, then the agency should, at the very least, remove the requirement that “[a]ny claim that a substance is GRAS, other than a dietary ingredient within the meaning of section 201(ff) of the Act . . . be supported by a citation to the agency’s regulations or by an explanation for why there is general recognition of safety of the use of the substance in a dietary ingredient or dietary supplement.” 21 CFR § 111.35(d)(4).  The requirement of a “citation” or “explanation” is unclear and, if anything, implies that there are additional requirements imposed beyond what the Act requires.  
(e), (f) & (g) - Control Points: Specifications, Monitoring & Testing: Although the agency did not solicit comments on these points, their inclusion appears to be HACCP requirements without using that term. The agency, in backgrounder comments, stated that HAACP was considered but rejected for inclusion in this rule. Further, as noted in the first paragraph of the agency’s backgrounder: “Such regulations shall be modeled after CGMP regulations for foods”. For these reasons, we request that this entire point be removed from the final rule. GMPs for dietary supplements should comply with Executive Order 12866, The Small Business Regulatory Enforcement Act, and the Regulatory Flexibility Act, and NOT impose additional requirements that are better left to normal business practices than government regulation. In addition, there is no such requirement in food GMPs, nor in the 1997 ANPR.

(h) Testing: Although the agency did not specifically solicit comments on this point, the definition of an “appropriate test” is onerous in the extreme, and violates congressional intent: “Such regulations shall be modeled after CGMP regulations for foods and may not impose standards for which there is no current and generally available analytical methodology”. We strongly request that the rule be revised to remove the second sentence of 111.35.(h) “An appropriate test is a scientifically valid analytical method”. While we agree that appropriate tests must be conducted to ensure the product or ingredient complies with specifications, mandating specific methods is inappropriate. GMPs for dietary supplements should comply with Executive Order 12866, The Small Business Regulatory Enforcement Act, and the Regulatory Flexibility Act, and NOT impose additional requirements that are better left to normal business practices than government regulation. In addition, there is no such requirement in food GMPs, nor in the 1997 ANPR.

21 USC 111.37 – Quality Control: 

The proposed revisions reflect best industry practices and appear reasonable, with the noted exception that QC should NOT be responsible for (b)(6), (b)(7), (b)(8), (b)(11)(ii) and (b)(13)(ii) as these are the HACCP procedures proposed in 21 USC 111.35 that we requested be deleted from the final rule. While we agree that appropriate QC control must be exercised to ensure the product or ingredient complies with specifications, mandating specific methods is inappropriate.  GMPs for dietary supplements should comply with Executive Order 12866, The Small Business Regulatory Enforcement Act, and The Regulatory Flexibility Act, and NOT impose requirements that are better left to normal business practices than government regulation. In addition, there is no such requirement in food GMPs, nor in the 1997 ANPR.

21 USC 111.40 – Receiving:

In response to the agency’s request for comments that receiving procedures be written and followed, we submit that the final rule should NOT include such a requirement. GMPs for dietary supplements should comply with Executive Order 12866, The Small Business Regulatory Enforcement Act, and the Regulatory Flexibility Act, and NOT impose requirements that are better left to normal business practices than government regulation. In addition, there is no such requirement in food GMPs, nor in the 1997 ANPR; and as noted in the agency’s backgrounder: “Such regulations shall be modeled after CGMP regulations for foods”. 

21 USC 111.45 – Master Manufacturing Records:
In response to the agency’s request for comments on expiration/shelf-life/best-before dating, we agree with the agency’s decision not to require such dating. We also appreciate the agency’s sensitivity to and understanding of the unique challenges posed by attempting to qualify and quantify the qualities of many natural source ingredients and supplements. Nevertheless, we think that consumer desire for such dating is preemptive, and we therefore encode all of our products with a “best before” date, but we do so as a best business practice and as a marketing advantage, and we do not feel the need for a regulatory requirement for such dating. Even single ingredient botanicals have such dating, because even though a “marker” compound is not declared, and therefore there is no “shelf-life” to confirm, the physical characteristics of the product may alter over time, and thus become non-compliant with the original product specifications. 

(d) In response to the agency’s request for comments on a requirement that Master Manufacturing Records procedures be written and followed, we submit that the final rule should NOT include such a requirement.  GMPs for dietary supplements should comply with Executive Order 12866, The Small Business Regulatory Enforcement Act, and the Regulatory Flexibility Act, and NOT impose additional requirements that are better left to normal business practices than government regulation. In addition, there is no such requirement in food GMPs, nor in the 1997 ANPR; and as noted in the first paragraph of the agency’s backgrounder: “Such regulations shall be modeled after CGMP regulations for foods”. 

21 USC 111.60 – Laboratory Operations:
(b)(1)(v) – Methods: Although the agency did not specifically solicit comments on this point, the “use of appropriate test method validations” is onerous in the extreme, and violates congressional intent: “Such regulations shall be modeled after CGMP regulations for foods and may not impose standards for which there is no current and generally available analytical methodology”. We strongly request that the rule be revised to read “Use of appropriate test methods”. While we agree that appropriate tests must be conducted to ensure the product or ingredient complies with specifications, mandating validated methods is inappropriate. GMPs for dietary supplements should comply with Executive Order 12866, The Small Business Regulatory Enforcement Act, and the Regulatory Flexibility Act, and NOT impose additional requirements that are better left to normal business practices than government regulation. In addition, there is no such requirement in food GMPs, nor in the 1997 ANPR.

(d) – Methods: Although the agency did not specifically solicit comments on this point, the “use of appropriate validated testing methodologies” is onerous in the extreme, and violates congressional intent: “Such regulations shall be modeled after CGMP regulations for foods and may not impose standards for which there is no current and generally available analytical methodology”. We strongly request that the rule be revised to read “Use of appropriate testing methodologies”. While we agree that appropriate tests must be conducted to ensure the product or ingredient complies with specifications, mandating validated methods is inappropriate. GMPs for dietary supplements should comply with Executive Order 12866, The Small Business Regulatory Enforcement Act, and the Regulatory Flexibility Act, and NOT impose additional requirements that are better left to normal business practices than government regulation. In addition, there is no such requirement in food GMPs, nor in the 1997 ANPR.

21 USC 111.65 – Manufacturing Operations:
In response to the agency’s request for comments on a requirement that Manufacturing Operations procedures be written and followed, we submit that the final rule should NOT include such a requirement. The rule should stay focused on end results and not process. GMPs for dietary supplements should comply with Executive Order 12866, The Small Business Regulatory Enforcement Act, and the Regulatory Flexibility Act, and NOT impose additional requirements that are better left to normal business practices than government regulation. In addition, there is no such requirement in food GMPs, nor in the 1997 ANPR; and as noted in the first paragraph of the agency’s backgrounder: “Such regulations shall be modeled after CGMP regulations for foods”. 

21 USC 111.70 – Packaging and Label Operations:

In response to the agency’s request for comments on Packaging and Label Operations procedures; the final rule should NOT include such a requirement. GMPs for dietary supplements should comply with Executive Order 12866, The Small Business Regulatory Enforcement Act, and the Regulatory Flexibility Act, and NOT impose additional requirements that are better left to normal business practices than government regulation. In addition, there is no such requirement in food GMPs, nor in the 1997 ANPR; and as noted in the agency’s backgrounder: “Such regulations shall be modeled after CGMP regulations for foods”.
21 USC 111.80 – Holding Operations: and 21 USC 111.82 – In-Process Holding Operations:

In response to the agency’s request for comments that Holding Operations procedures be written and followed; the final rule should NOT include such a requirement. GMPs for dietary supplements should comply with Executive Order 12866, The Small Business Regulatory Enforcement Act, and the Regulatory Flexibility Act, and NOT impose additional requirements that are better left to normal business practices than government regulation. In addition, there is no such requirement in food GMPs, nor in the 1997 ANPR; and as noted by the agency: “Such regulations shall be modeled after CGMP regulations for foods”. 

21 USC 111.85 – Returned Products:

In response to the agency’s request for comments that Returned Products procedures be written and followed, we submit that the final rule should NOT include such a requirement. GMPs for dietary supplements should comply with Executive Order 12866, The Small Business Regulatory Enforcement Act, and the Regulatory Flexibility Act, and NOT impose additional requirements that are better left to normal business practices than government regulation. In addition, there is no such requirement in food GMPs, nor in the 1997 ANPR; and as noted by the agency: “Such regulations shall be modeled after CGMP regulations for foods” 

21 USC 111.85 – Returned Products:

(b) – Salvage Criteria: This proposed section precludes re-stocking any product that has not been subject to comprehensive testing (b)(2), regardless if (b)(1) provides evidence that the product was not subjected to improper storage conditions. Standard industry practice is to accept returns for a variety of reasons (mis- shipment, incorrect order, excess inventory, delivery refusal). The vast majority of returned product is quickly evaluated by the Quality Control Unit inspecting the shipping container, product package and lot numbers to determine product dating. This evaluation suffices to ensure that the dietary supplement or dietary ingredient returned meets all specifications for identity, purity, quality strength and composition. Analytical testing is only needed when the Quality Control evaluation determines that the product package or age may compromise the product’s identity, purity, quality strength or composition. We strongly request that the agency, in its final rule, revise this section by changing the first two words of (b)(2) from “Tests demonstrate” to “Evaluation determines”. GMPs for dietary supplements should comply with Executive Order 12866, The Small Business Regulatory Enforcement Act, and the Regulatory Flexibility Act, and NOT impose additional requirements that are better left to normal business practices than government regulation. In addition, there is no such requirement in food GMPs, nor in the 1997 ANPR; and as noted by the agency: “Such regulations shall be modeled after CGMP regulations for foods”.
21 USC 111.90 – Distribution:

In response to the agency’s request for comments that Distribution records be made and retained, we submit that the final rule should NOT include such a requirement; as such records are already common industry practice not in need of another regulation. GMPs for dietary supplements should comply with Executive Order 12866, The Small Business Regulatory Enforcement Act, and the Regulatory Flexibility Act, and NOT impose additional requirements that are better left to normal business practices than government regulation. In addition, there is no such requirement in food GMPs, nor in the 1997 ANPR; and as noted by the agency: “Such regulations shall be modeled after CGMP regulations for foods”. 

21 USC 111.95 – Consumer Complaints:
In response to the agency’s request for comments that Consumer Complaint procedures be written and followed; that the final rule should NOT include such a requirement. GMPs for dietary supplements should comply with Executive Order 12866, The Small Business Regulatory Enforcement Act, and the Regulatory Flexibility Act, and NOT impose additional requirements that are better left to normal business practices than government regulation. In addition, there is no such requirement in food GMPs, nor in the 1997 ANPR; and as noted by the agency: “Such regulations shall be modeled after CGMP regulations for foods”. 

(e) - Complaints Related to GMPs: As noted in earlier comments on Definitions, we strongly object to the fact that the agency does not define “related to” in the backgrounder nor in the proposed revision. Almost all of the specific “product quality related to” instances cited by the agency may just as easily be “related to” post-consumer handling, contamination or adulteration, as may be “related to” GMPs. We request, therefore, that this definition be revised to be reworded to add the term “factually”, or alternatively, “specifically” immediately preceding “related to”. This revision will still ensure that any consumer complaint that is actually related to GMPs is properly reported, recorded and satisfactorily addressed, and provides qualified personnel involved in a quality control function to determine if a consumer complaint is actually related to GMPs before initiating the costly process of recording, reporting and addressing each consumer communication.

21 USC 111.125 – Records & Recordkeeping:
While we appreciate the agency’s expressed desire and claimed need to access our records to facilitate their enforcement activities, we believe that the agency already has adequate statutory powers under the Act to obtain requisite records, and that the addition of another regulatory process and additional requirements are not needed and not specifically authorized by DSHEA. We respectfully submit, therefore, that proposed section 111.125 be removed form the final rule.

IV – Plain Language:
In response to the agency’s request for comments on the new plain language format of the proposed rule: THANK YOU!

V – Paperwork Reduction:

In response to the agency’s request for comments on (1) the necessity and utility of the information; (2) the estimate of the burden; (3) ways to improve; and (4) ways to minimize the burden: we submit that the information requested, generated as recordkeeping requirements,(1) is NOT necessary and has minimal utility; (2) the agency underestimated the burden to record and keep the information; (3) why improve if it is unnecessary; and (4) minimize by not mandating the information. The agency’s blithe assertion that there are no capital costs or operating costs ignores both expensive human resources and fixed business expenses which can be better utilized making products than keeping records of minimal value. 

The RTI survey and the agency’s “institutional experience with drugs” also highlights the huge differences in scale between dietary supplement and drug manufacturers.  The high-volume drug batches are larger by a factor of 10 > 100 or more compared with the small batches of dietary supplements. The longer shelf life of artificial drug ingredients versus natural dietary ingredients also influences the larger sized batches of drugs. The estimated 260 batches per year for the 1,566 firms covered by this rule is incorrect. There are over 3,000 dietary supplement and dietary ingredient manufacturers as defined by the agency (Sourcebook for  Dietary Executives) and each actual product or ingredient producer manufactures, on average, 1,000 batches annually (extrapolated from proprietary survey of 25 contract manufacturers). This means that dietary supplement and dietary ingredient manufacturers produce approximately 3,000,000 batches annually. Even using the agency’s low estimates for hours needed for the annual recordkeeping burden, the actual total hours is closer to 4,000,000 than the FDA’s estimated 500,587. 
VI – Economic Impact:

In response to the agency’s request for comments on the economic impact of the proposed rule, we are requesting an extension of sixty (60) days. The agency has done a commendable job in presenting evidence but we have only just assembled raw data that must still be collated and then analyzed, using the agency’s own rationale and formulae, by professional economists, which experts we do not have on the staff of our small company. Although we do not have comments ready for the total economic impact, we can comment on the agency’s estimated costs to comply with some of the proposed rules on product testing.

The agency proposed two different options for product testing, and requested comments on both the testing and their economic impact. We agree with the agency’s decision not to estimate the cost of developing new, validated tests methods because the agency lacks adequate information about the costs for this requirement and the number of such tests that need to be developed. We are still gathering evidence ourselves to provide information to the agency on validation costs, and again request an additional sixty (60) day in which to respond with comments. 
We have, however, estimated the costs for product testing, based on the more restrictive of the two options broached by the agency o require testing for in-put materials, in-process materials and manufactured dietary ingredients and dietary supplements.. The costs for such testing, for our company, would total $2,555,513.00 annually, an amount equal to greater than 20% of our actual product costs. If such testing requirements are included in the final rule, as noted in our cover letter, the rule would therefore necessitate excessive price increases that would effectively force us out of the marketplace, and lead to the closure of our business and the termination of approximately 150 direct and contracted employees. Attached as evidence for our estimates is a table that details the analytical laboratory costs for a representative sample of our products. We estimated analytical assay costs for each of our products using the attached format, and the totals are as reported above. 

Attachments:

Sample Laboratory Assay Costs
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