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Consumer Healthwe 
Products Associatian 

6 My 2004 

Division of Dockets Management (Hl?A-305) 
Food and Drug Administration 
5630 Fi&Grs Lane Room 1061 
Rockville, MD 20852 

Ke: FDA Docket Nos. 1994?&398 and 199SP-0241 Food Labeling: Nutrient ‘ 
Content Cl&as. General. Princir~les: WealU~ C1aim.s. General Reauinemqnts and 
Oth.er Soeci:fic Reauiremen@ f~for fndividual Me&b Claims; ReoDeninP of the 
Comment Period. 69 Fed. Rca. 2454i-24547 14 lkkv 2004) 

Dear SirBvladam.: 

The Consumer Healthcare Products Association (CRPA) j,s pl,eased to provide comments 
regarding the reopening of the comment periad. for Nutrient Content Cl&ms, General 
PrincGples; Health Claims, General Requirements and Other Specific Requirements for 
Individual Health Claims; Reopming o:Fthe comment Period, 69 Fed. Reg. 2454134547 (4 
May 2004). CHPA, founded in 1.881, is a national trade association representing 
ma.nu:fagcturers and distributors ofdietmy suppl,ements and over-the-counter drug products. 

CHPA weloomes the opportun,ity to provide cornrnents to this 2995 proposed rule on nutricnr 
content ad health claims and supports the Agency’s efforts to facilitate the communication of 
truth.ful and non-misleading inj7onnation to cansumers about he&h, claims on food and dietary 
supplements. CHPA previously sltbmitted comments to the Advance Notice of Proposed 
Rulemaking for Food Labaling: Health Claims and Dietary Guidance (FDA Docket No. 
2003N-0496). 

The Agency requested comment on several aspects of the proposed ~gulation. on nunient 
content c:lai.tns and healXh claims in order to pl-ovide additional flexibility in the use of these 
cIainls on foad pmlrducts. 

I. Abbreviated Health. Claims 

FDA is interested ia consumer research data or ofher information on consumer 
understandi,n,g of abbreviated h,ealth claims, whether abbreviated health claims 
wouId mislead conskuners, and whether and how the discontinu.ed use ofthe word 
“may” in health claims wou,ld &feet the use of, or need for, abbreviated claims. 
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CHPA supports the NNFA petition to permit abbreviattsd health claims in which a 
clear statement of the ability of the substance to reduce the risk of a disease or 
health-related condition can be @aced on the front of the package and any 
additional l,abeling requiremenIs of the health olaiim. can appear elsewhere on the 
label. We do not believe abbreviated health. claims will mislead consumers as long 
as the statements are trutlxEu1 an,d not: misleading, and There is a prominent and 
immediate adjacent reference that refers consumers to additional labeling which 
fulfillsthe elemenl;s ofthe model language. We are not aware of any specific 
testing of abbrevintod health cl.aims, but our experience from OTC! drug products 
teaches that the more simple and less complex the label statement, the easier it is 
for the cons~ner to oampreh~nd. the mesaage. TM&ore a simple statement such 
as “soluble fiber &am [ntmw soluble fiber source] reduces the risk of heart 

. disease” which is IMowed by a statement su& as “see addirional important 
information on the back [or side] panel,” shou,ld be permitted on the principal 
display panel of’ Ihe package. 

CElFA also supports the Task Force art Consumer Wealth Information for Better 
Nntrition recommaldation that FDA consider removing the requirements for use 
0-C the word %nay” or “might” in unqualified health claims. As described in the 
FDA conmeti@‘i,n the Federal Register annourtcement (69 Fed. Reg. 24544,4 May 
2004), the word %ay” could have several meanings. One use could be to indicate 
the nultifa~torittl nature of the disease in that the substance “may” reduce the risk 
of a disease or h~a,lth-x-elated condi,tion, while mother interpretation could be a 
reflection of the science supporting the claim. Thus, use of the same word with 
different: meanings is likely to lead to consumer co&%&on, especially if consumers 
are trying to decide if the health cl&n. represents an unqu.Gfied or qualified kdth 
claim. As stated above, a simpl.e declaration ofthc association of the substance 
with the disease or health-related ccmdi,tion for an unqualified health claim will be 
the clearest to the consumer. 

CHPA looks forward to continued cooperation with FDA in the development of a regulatory 
process for health claims. We welcome the opportunity to wqrk with the Agency and other 
interested parties towards this end. 

Respectfully submitted, 

DOuglaS Ws. Bierer, Ph<D. 
Vice President, Regulatory & Scientific Affairs 
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