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September 10, 2003

Dockets Management Branch (HFA 305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD  20852

RE:  
DOCKET NO. 96N-0417, GOOD MANUFACTURING PRACTICES


FOR DIETARY SUPPLEMENTS


TOPIC:  ECONOMIC IMPACT OF THE PROPOSED RULE

This is an addendum to the comments submitted on September 9, 2003, by the Council for Responsible Nutrition regarding the economic impact of the above-mentioned proposed rule.  This note provides some additional information and clarification on points raised in yesterday’s submission, but does not modify any recommendations or conclusions contained in those comments.      

EQUIPMENT COSTS 

CRN’s comments made the point that FDA’s estimate of likely equipment costs associated with the proposed GMP rule were grossly understated.  We provided some data on the cost to a small or very small company of establishing and equipping a new laboratory and on the cost to any company of expanding existing laboratory capability due to the proposed increase in testing requirements.  We referenced the combined cost of major pieces of equipment but did not provide detail on typical costs of specific items.  The attached table provides more detail on typical equipment costs.  While we note that these costs are substantial, no line item is included in our economic analysis for overall equipment costs.  Thus, our estimate of industry costs is understated to the degree that it fails to fully incorporate equipment costs.    

CAPITAL EXPENSES FOR RENOVATION OF FACILITIES

We provided information on estimated capital expenses.  FDA initially estimated that about 10% of a company’s physical plant will require renovation, but then applied a reduction factor assuming that most companies would not in fact have to make any modifications in their facilities.  CRN believes 10% is a reasonable estimate of the likely impact, and some of our member companies believe a more realistic figure would be 15 to 20%.  We also believe virtually all companies will need to do some renovation, if the proposal remains unchanged.  Assuming that 10% of the square footage will need modification, the capital expenses turn out to be the largest single item of cost to the industry -- more than twice the cost of all the recurring expenses for process controls including testing.  

In our comments, we identified the requirement for “smooth, hard surfaces” in all portions of the facility as one of the factors contributing toward potential capital expenses.  Another aspect of the proposed rule that our members have identified as potentially requiring additional capital investment is the apparently blanket requirement for temperature and humidity control, without flexibility to determine whether such controls are necessary to protect the integrity of the product.  

HEALTH BENEFITS OF INCREASED SUPPLEMENT USE

CRN’s comments provided information regarding estimated health benefits of increased supplement use and relied on several economic analyses of particular nutrient/disease relationships as the basis for some very conservative estimates of potential savings to the health care system.  These estimates were stated in terms of the health costs that could be avoided if one percent of the target population started using the relevant supplement on a regular basis, because of increased consumer confidence in the product category after implementation of new GMPs.  

We wish to emphasize that our estimates are extremely conservative in several respects.  First, we only provided analyses for three nutrient/disease relationships for which FDA has already approved an NLEA health claim or permitted a qualified health claim.  Second, our analyses in all cases were based on the potential benefits to a very narrow segment of the population:  women 75 years of age and older in the case of osteoporosis, men 45 and over in the case of B vitamins and heart disease, and people who have experienced a myocardial infarction in the case of the omega-3 fatty acids.  These populations were selected because the available economic analyses or the particular studies chosen as the basis for our calculations dealt only with these populations.  Third, in the case of the B vitamins, the beneficial economic impact of supplement use was attenuated by the fact that the United States already has made the decision to add folic acid to enriched grain products, so the calculated benefit from supplementation is limited to the incremental impact above and beyond the effect of fortification.  

For these reasons, the CRN estimates of potential benefit are highly conservative and will tend to underestimate the true benefit that may be realized.  Even so, the impact is substantial.  We were not able to predict what percent of the population would initiate or increase its usage of dietary supplements as a result of increased confidence in the category.  It is for this reason that we provided our estimates in terms of the benefit that would be observed for each one percent of the target population that adopted supplementation with the relevant nutrient.  One can easily apply a multiplier to this figure in order to estimate the overall effect of a given level of increased use.  

As we noted in our comments, CRN member companies have additional research in progress to identify the potential health care savings that could be achieved from optimal use of dietary supplements.  If that research becomes available during the time FDA is reviewing the comments on this proposed rule, CRN will submit it to the agency.  

CONCLUSION

Finally, CRN would like to recognize and emphasize that the objective of this entire effort to develop GMPs is to strengthen the framework within which the dietary supplement industry operates and to permit consumers to have greater confidence in the quality of the products they are purchasing.  While costs and benefits are meaningful measures of the rule’s impact on the industry and on consumers, the goal is not merely to juggle cost/benefit figures but to help FDA and the industry identify the best approach to achieving quality products.  CRN got the ball rolling on improved GMPs for dietary supplements back in 1995, and we want to be part of the team that sees the effort through to a successful conclusion in the relatively near future.  We look forward to working with the agency in this direction.

Sincerely,
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Annette Dickinson, Ph.D.

President

TYPICAL COST OF EQUIPMENT 

REQUIRED FOR QUALITY ASSURANCE INCLUDING 

TESTING OF DIETARY SUPPLEMENTS

HPLC system






$  35,000 to 75,000

HPLC columns (many different types required)
 
         500 to 750 each

HPLC vials







20 to 100 (per 100)

Gas chromatograph (GC) system



$   30,000

GC/MS (mass spectrometry) system



$   70,000

Atomic absorption (AA) system



$   40,000 to 80,000

Inductively Coupled Plasma (ICP) system


$  100,000 to 150,000

Gravimetric/titration systems

(glassware, chemicals, reagents)



$      2,000 to 5,000

Disintegration system





$      8,000 to 12,000

Disintegration system, automated



$     40,000 

Dissolution system





$     12,000 to 25,000

Hardness tester





$     40,000

Analytical balance





$       3,000 to 12,000

Digital thermometer





$       5,000

Computer 






$       5,000

Printer







$       5,000

Hot plate/stirrer





$          300

Latex gloves (case of 200)




$          300

Box of filter papers





$          100
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