
President 
STEVE STElNHdFF 
WI Dept. of Agriculture 
Box 8911 
Madison, WI 53708 
(608) 224-4701 
FAX (608) 224-47 10 
steve.steinhoff@datcpl 
state.wi.us 

President-Elect 
R: D. (Doug) SAUNDERS 
VA Dept. of Agriculture 
1100 Bank Street, Rm 502 
Richmond, VA 23219 
(804) 786-8899 
FAX (804) 37 l-7792 
risaunders@vdacs.state.va.U~ 

Vice-President 
SHIRLEY B. BOHM 
MN Dept. of Agriculture 
Dairy/Food Inspec. Div. 
90 W. Plato Blvd. 
St. Paul, MN 55107 
(651) 296-l 590 
FAX (651) 297-5637 
shirley.bohm@state.mn.us 

Secretary-Treasurer 
TERENCE MACAIG 
VT Dept. of Health 
Env. Health Division 
P.O. Box 70 
Burlington,,VT 05402 
(802) 863-7227 
FAX (802) 863-7425 
tmacaig@vdh.state.vt.us 

29, 

Director of Public Policy 
,BETSY B. WOODWARD 
1238 Sedgefield Road 
Tallahassee, FL 32311 
(850) 878-7440 
FAX (850) 878-l 763 
betsy- 
woodwardQhotmail.com 

Executive Director 
DENISE C. ROONEY 
Association of Food and 
Drug Officials 
2550 Kingston Road 
Suite 311 
York, PA 17402 
(7 17) 757-2888 
FAX (7 17) 755-8089 
drooney@blazenet.net 

Association of Food and Drug Officials 
2550 Kingston Road, Suite 3 11. York, PA 17402 

Telephone (717)757-2888 l Fax (717)755-8089 
E-Mail: afdo@blazenet.net l Internet: www.afdo.org 

March 19,200l 

Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville, MD 20852 

RI?: Guidance for Industry: Voluntary Labeling Indicating Whether Fads 
Have or Have Not Been Developed Using Bioengineering J-b 

L.G 
The Association of Food and Drug Officials’ Board of Directors, herein re6Prred 
to as AFDO, is pleased to offer comments on this draft guidance document& 
assist the food industry about the voluntary labeling of food to indicate w&her 
or not the food was developed using bioengineering. F-y 
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Generally, we believe the guidance draft provides necessary and useful 
information to food businesses, that desire to voluntarily provide label 

@ 

information about whether or not bioengineering was used to deveIop or -2 
produce the food. Overall, the draft is quite complete and understandable.QYor 
this reason, we will limit our comments to few key points to emphasize our”-j 
support or point out areas where we have concerns or believe further guidance is 
necessary. 

We agree that whether or not a food is the product of bioengineering, or does or 
does not contain bioengineered components, is not a “material fact” which 
would trigger mandatory labeling. However, we also agree that this guidance is 
necessary and useful for those food businesses that desire to volurztarily provide 
label information about whether or not bioengineering was used to develop or 
produce the food. 

We note that the principles verification of label claims and evaluation of these 
claims in the context of the entire label’ are repeated throughout the guidance 
draft and believe theses premises provide the foundation essential to this 
guidance. We also find the concrete examples that are provided in the draft 
valuable in clarifying, expanding, and strengthening these principles. 

We agree that labels that indicate that the food contains no bioengineered 
ingredients will be very difficult to verify and equally difficult to present in a 
way that does not imply that the food is superior. We believe the draft’s 
suggestion is prudent that label claims about the absence of bioengineered 
ingredients should be restricted to comments about production or processing of 
the ingredients rather than their content. However, even claims about process 
need to be made cautiously to assure that these claims are both accurate and not 
misleading. Because we believe there is a high potential for labels to be 
misleading if a label claims either the total absence of bioengineered 
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ingredients or total isolation from the bioengineering process, we recommend that FDA 
, strengthen its language to “strongly recommend” that the term “Free” (e.g., “GM0 Free”) 

be used in bioengineering label statements. 
not 

Any claim about the absence of the use or effect of biotechnology in the production or 
processing of food should not be allowed unless there is a system in pltice to assure that a 
food or food ingredient produced or developed without the use of biotechnology are isolated 
throughout the processing and distribution system. For many agricultural commodities that 
are used widely as food ingredients (e.g., corn, soybeans), segregated handling is not the 
current norm. Developing preventive procedures and food handler understanding and 
compliance to ensure segregation of bioengineered ingredients from non-bioengineered 
ingredients will be a difficult and expensive process. 

Unless there is a reliable analytical test for the presence of a specific bioengineered ingredient 
or until a verifiable isolated handling system is in place from the field to the packaging or 
retail sale location, we believe that the use of affidavits attesting to “non-use of biotechnology 
would not be useful or effective and should not be allowed. The use of affidavits would be 
effective only if used at each point in the production-distribution continuum where the 
potential exists for commingling of ingredients developed with and without the use of 
biotechnology. If affidavits or other verifiable record ;system were not in place at every 
potential commingling point, the affidavit system would be ineffective and may cause the 
label to be misleading. 

We expect that in the future there will be an increased~ ability to analytically detect the 
presence (or absence) of bioengineered ingredients in ;support of label claims. To assist food 
businesses in developing labels that are not misleading when making claims about the 
presence or absence ingredients developed using biotechnology, we believe it would be 
helpful to both food businesses and consumers to establish a reliably attainable analytical 
threshold value that define the presence of bioengineeired ingredients whenever possible. This 
threshold should be periodically be redefined and communicated as the analytical ability to 
reliably detect lower levels of bioengineered ingredients increases. 

Whether voluntary label claims focus on the presence, or absence of biotechnically developed 
ingredients, direct or implied claims about benefits related directly to the labeled food should: 

n Use established criteria for scientific substantiation of the benefit claim 
m Be evaluated in the context of the entire label 
n Use the final version of this guidance in conjunction with existing requirements to assure 

that product labels are’accurate, complete and not misleading. 

As stated previously, we think this guidance is necessary, useful, and understandable. We 
appreciate and thank you for the opportunity to comment on this draft guidance. 
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