
Jenny Butler 
Dockets Management Branch 
Food and Drug Administration, Room 106 1 
5630 Fishers Lane 
Rockville, MD 20852 

I have cc: this letter to several people. All of whom, have been a participant in my 
crusade, willingly or unwillingly. This letter is in answer to Joseph Famiglietti, 
Compliance Offrcer with FDA, regarding an entry at customs. You have somehow 
participated in this matter and I hope one of you will take the time to read it &roughly and 
realize that I am not the “bad guy” here. 

As I said before, FDA Regulations does not always protect the consumers. I beleive, most 
people I have had to deal with in this matter, have been protecting themselves rather than 
protecting the consumers. You be the judges! 

Joa!ii?i$*Gervais 



October 7,2003 

Joseph A Famiglietti, Compliance Officer 
U.S. Food and Drug Administration 
300 Pearl St. Suite 100 Olympic Toweres 
Buffalo, NY 14202 

Joanne Gervais 
JM Investment Inc 
3 19 Third Ave. 
Melbourne Beach, FL 32951 

Re: Entry Number 3 10-5362527-s 

I need directions and answers. On September 25,2003 when I spoke to you on the phone 
regarding this entry, I explained the extenuating circumstances surrounding my case. I 
will now put this on paper. 

On August 26,2003 a Notice of FDA Action was mailed to JM Investment Inc. 14 14 S 
Federal Hwy, Dania, Fl. Because the letter was mailed to my corporation it was put 
aside. 
On September 25,2003, I received my mail including the above Notice of Action. When 
I read it I saw the name of the person I had to contact was you. I proceeded to call you for 
direction. You told me to look up the date on the notice I had to respond, regarding the 
admissibility of the articles. When I looked it up, I realized it said September 16,2003. 
That day had already past. I then explained what had happenned. The business Lucky 
“7” Food Store was sold on July 14,2003, the same day of the entry. The entry was held 
at custom for two weeks and was then allowed to enter. When it was received into the 
store, the new owner assumed everything was ok. They did not know or realized there 
was a problem with some of the articles and that they had to wait for the release from 
custom. This is not an excuse but they are only human. They had just purchased the 
business and there was so many things they had to learn that when and if a detained 
notice was received by them, normally by fax, it was probably put aside not realizing 
what the document meant. 

Unfortunatly, because of these circumstances I was not made aware of it until September 
25,2003. This is when I called you. After I explained everything, you told me I had to 
deal with custom to clarify the matter. Now today, after trying for a week to clarify 
everything with custom, they tell me I have to talk to you. As I said before, all I want are 
directions. I don’t know where to turn to anymore. 



Prior to this, back in January when I spoke to you, the problem with the products was the 
labels. On my own, I research what could be done and on April 4th I sent a petition to the 
FDA Commissioner at the Department of Health and Human Services requesting an 
exemption. On May 14, I sent a letter with additional informations to be added to my 
petition. Unfortunatly the petition and the letter were dealt as separate issues. At the end 
of August after numerous and when I say numerous I mean dozens and dozens of phone 
calls to get an answer to my petition I am told that if I withdraw my petition and all they 
have to deal with is the letter ( to me the letter and the petition were part of the same) it 
would expedite the matter and I could get an answer immediatly..So I did what I was told 
by the Department of Health and Human Services. It still took two weeks but I finally 
received an answer. They would not give me an exemption but under section IO 1.15 I 
could temporarily put stickers to correct the labels. Personnaliy. I feel I was deceived to 
withdraw the petition so they would not have to deal with it and all they did was answer 
the so called “letter” that was really part of the petition, not a separate issue. As of today I 
am resubmitting the petition and wait the 6 months to a year it will take them to answer it. 

Back in January 2003, the labels were always the issue. After, I have done everything to 
correct this issue now there is a problem with an FCE #. All the companies 
manufacturing the can product are registerd with FDA and have a FCE#. The products 
that are registered have labels for the US. The products I import I have to correct the 
labels so naturrally they are not registered otherwise the labels would have already been 
made for the US. Some of the manufacturers have been in operation for almost a century. 
I don’t think the way they process food to be sold in Canada is any different than the food 
that is made for the US! 

When FDA is talking about a low acid canned food or acidified food manufacturer they 
are always referring to mushrooms.. Yourself, back in January, explained that the process 
use for some vegetable can be very dangerous. No one ever said anything about gravy. 
Can you explained which cannned food is not a low acide canned food? Are all canned 
food a low acid food? Why in the above entry, item 036/001 B, 038/001 and 039/001 B 
are refused when they are 202 package of dry powdered gravy in envelop and they are 
treated the same as canned food? As I said before, I need answers and directions. 

I realize I don’t own the store any more but I feel I owe the Snowbirds ( Canadians and 
Americans even some from Buffalo who are use to cross the border to get these products) 
to help in providing a commodity at the Lucky “7” Food Store they have come to expect 
and appreciate. The state of Florida rely of these tourist for their economy. When I 
originally sent my petition it included a list with nearly one thousand signature from 
people who desire to continue to purchase the food they are familiar with. Isn’t there 
voice worth anything? After all, they are the consumers. 

In the mean time, the articles have been removed form the shelf in the store until further 
notice. Unfortunately, only what is left of them because under these extenuating 
circumstances I was not made aware there was a problem until now. 

One last thing; on Febuary 26, I sent a letter to Angla Pope (Low Volume / Small 
Business Exemption Questions) after finding her name on the internet. On this letter I 



which they would not qualify under the Small or Low Volume Business Exemption. How 
they can sell international food that is not labelled for the U.S. I asked her, “are they legal, 
illegal or exempt ?” I got her answer over the phone which was, “They haven’t got 
caught.” Very professional answer! In the mean time, the product has a sticker with the 
name of the importer, the products’ labels are in Spanish only and the metric conversion is 
not corrected. Is U.S. customs in Miami different from customs at the Canadian border, or 
is it because they rather close there eyes to accommodate a Latin0 community? The issue 
in my petition was never addressed! 

I have enclosed my correspondance with the Deparment of Health and Human Services ( 
the petition, the so called letter and their answer) also to customs prior to to the July 14 
entry and all other correspondance in connection with this matter. I would appreciate an 
answer to all my questions. 

cc: Tommy Thompson, Secretary of Health and Human Services 
Todd Manning, FDA Supervisor, Champlain Port of Entry 
Felicia B. Satchell, Director of Food Labeling and Standards 
Jenny Butler, Dockets Management Branch, Food and Drug Administration 
The Small Business and Regulatory Enforcement Ombudsman 
Denise Paquin, Lucky “7” Food Store owner 



LIST OF ALL CORRESPONDANCE PERTAINING TO THIS MATTER 

Schedule 1. Febuary 26,2003 
Letter to Angela Pope re: products allowed to be sold in Miami, that do not meet FDA 

I requirements as to proper labels, to accomodate the Latin0 community. 

Schedule 2. April 2,2003 
Petition was mailed to FDA Commissioner. 

Schedule 3. April 7,2003 
Receipt of my petition from the Department of Health and Human Services. 

Schedule 4. May 13,2003 
The so-called “letter” that was part of the petition. 

Schedule 5. May 14,2003 
Letter to Thommy Thompson that included the petition and the letter. 

Schedule 6. June 11,2003 
Fax to custom before entry # 3 lo-53625278 

Schedule 7. September 2,2003 
Answer from the Deparment of Healh and Human Services, Which they faxed to 
me but never mailed it. 

Schedule 8. August 22,2003 
Letterto Jenny Buttler to withdraw my petition, under pressure from Wanda Kelker, so 

I could get an answer for the so-called “letter”. 
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F r o m : J o a n n e  Gerva is  
Marce l  G rave l  
Lucky  “7 ” F o o d  S to re  
D a n k , F L  3 3 0 0 4  

February  2 6 ,2 0 0 3  

Te l  #  9 5 4 - 9 2 3 - 3 6 6 3  (w)  
9 5 4 - 9 2 4 - 8 5 2 5  (H)  

Fax  #  9 5 4 - 9 2 3 - 8 0 1 7  

T o : A n g e l a  P o p e  
L o w  V o l u m e  / S m a ll Bus iness  E x e m p tio n  Q u e s tions  

Fax  #  3 0 1 - 4 3 6 - 2 6 3 9  

I a m  wri t ing to  you , as  you  a re  m y last h o p e  to  save  m y business.  T h e  fo l low ing  
is to  br ief  you  o n  w h a t has  h a p p e n  in  th e  last fe w  m o n ths . 

T h e  bus iness  I o w n  is a  smal l  conven ience  store. I a m  located in  sou th  Flor ida;  a n  
a rea  th a t a b o u n d s  with F rench  C a n a d i a n  tour ist  ca l led  “Snowb i rds” as  they  s p e n d  the i r  
w in te r  he re . T o  b e  ab le  to  serve  th e m  b e tte r , I have  b e e n  impor tin g  fo o d  p roduc ts from  
C a n a d a , as  they  a re  fa m il iar wi th th e m . 

For  th e  last 5  years,  F D A  A g e n ts have  visi ted th e  store o n  a  year ly  basis.  They  
a lways  e x a m i n e  th e  fo o d  in  th e  store, s o m e tim e s  m a d e  sugges tions  o n  a  m a tte r , b u t the i r  
a rea  o f concern  was  a lways  as  l ong  o f th e  p roduc ts h a d  Eng l i sh  label ing,  w e  we re  in  
comp l iance . C a n a d i a n  labe ls  a re  b o th  in  F rench  a n d  in  Eng l i sh . 

T h e  g o o d s  I carry  in  th e  store a re  pu rchase  from  dif ferent distr ibutors in  M o n treal, 
th e n  a  b roke rage  fu m  codes  th e  a r t icles fo r  cus tom a n d  th e n  it is sh ipped  to  us  by  
transport .  B a c k  in  N o v e m b e r  2 0 0 2 , w h e n  a  s h i p m e n t was  com ing  th r o u g h , s o m e  ite m s  
we re  d e ta ined  a t custom. O n e  m o n th  later w e  rece ived  a  “N o tice o f F D A  A ct ion”. O u t 
o f 2 6  p roduc ts 1 4  we re  d e ta ined  a n d  1 2  we re  re leased . M o s t o f th e  ite m  we re  d e ta ined  
because  o f m isbrand ing , i.e . th e  n e t con te n ts l isted in  m e tric un i ts, th e  labe l ing  fai ls to  
bea r  th e  requ i red  n u trit ion inform a tio n . F D A  adv ised  m e  th a t I h a d  th e  r ight  to  p rov ide  
ora l  o r  wri t ten tes tim o n y  to  th e , to  th e  F o o d  &  D rug  A d m inistrat ion regard ing  th e  
admissib i l i ty  o f th e  a r t icles o r  th e  m a n n e r  in  wh ich  th e  a r t icles can  b e  b r o u g h t into 
comp l iance . T h e  way  to  d o  th is  is f i l l ing fo r m  F D  7 6 6 . 

A fte r  m a n y  cal ls to  di f ferent m a n u f& % u rers, I was  ab le  to  col lect th e  m iss ing 
inform a tio n  o n  th e  labels.  I p r o c e e d e d  to  fi le fo r m  F D  7 6 6  prov id ing  th e m  with copy  o f 
st ickers to  b e  app l ied  o n  fo o d  p roduc ts, wh ich  wou ld  s h o w  th e  m iss ing inform a tio n . S e e  
a tta c h e d  copy  o f F D  7 6 6  fo r m s  th a t we re  submi tte d . Has  you  wil l  see , even  ite m s  with 
n u tri t ionaI inform a tio n  we re  den ied  because  ‘N u tr i t ion-Facts” was  n o t use . They  a lso  



refuse that I put a sticker with the conversion. 

When all of this happened, I had already file a Small or Low Volume Business 
Exemption as I qualify but FDA said it did not include products that was not 

. manufactured by me. I don’t understand, as on the form part 3. Type of Firm, we checked 
Retailer & Importer, under part 6. Report of units sold, we listed on a separate sheet the 
name of the Product, No. of Units, Manufacturer. See attached form. 

I have contacted different companies from Canada, which imports food in the US. 
Unfortunately, the labels have had a significant change to serve the American market but 
it is unknown to the Canadian Snowbirds as the nutrition information and ingredient is in 
English only. The format they are used to is different. 

I understand FDA concern as to inform consumers but the above approach would 
not serve the consumers, as they are French Canadian. The Canadian Government has 
made it mandatory for manufactuTer to include nutrition information on their labels and 
has given them 3 years to comply. Even after all my products have the nutrition 
information, the panel may not say “Nutrition Facts” which according to FDA makes it 
then illegal for sale in the US, 

I have done some research on the Internet and have found a Government Act 
called RFA (Regulatory Flexibility and Enforcement Act of 1980) and SBREFA (Small 
Business Regulatory Fairness and Enforcement Act of 1996). The title alone of these 
would suggest these Acts capable of helping me to continue to provide a service to the 
local tourist. 

To conclude this matter, today I went to this local market with millions of sales 
yearly, that would not qualify under the Small or Low Volume Business Exemption, who 
carries international foods with stickers for labels on some products, with a sticker for US 
unit conversions or with only foreign language on the product with no translation. See 
the attached photo of the products. Are they legal, illegal or exempt? 

I need answers to my questions. I don’t want to loose my business. I have already 
invested a lot of money and it has cost me a lot because of misleading information. 

Owner ( Owf& 



.,* 

To: FDA Commissioner, 
Dockets Management Branch 
Food and Drug Administration, Room 106 1 
5630 Fishers Lane 
Rockville, MD 20852 

From: Joanne Gervais & Marcel Gravel 
J. M. Investments Inc. D.B.A. Lucky “7” Food Store 
14 14 South Federal Hwy, 
Dania, Florida, 33004 
work # 954-923-3663 
home # 954-924-8525 

Re: Petition for special permission to import Canadian food products that 
do not meet FDA regulations for labeling. Food to be sold at the retail 
level only, at the Lucky “7” Food Store. 

We are located in the South Florida, an area which is filled with 
French Canadians. More than one million Canadian “Snowbirds” contribute 
to South Florida’s tourism economy. These Canadians are accustomed to 
their own products which are labeled in both English and French and safe 
for human consumption. 

Under the “Fair Packaging and Labeling Act,” chapter 39 section 
145 1 states, “Informed consumers are essential to the fair and efficient 
functioning of a free market economy. Packages and their labels should 
enable consumers to obtain accurate information as to the quantity of the 
contents and should facilitate value comparison. Therefore, it is hereby 
declared to be the policy of the congress to assist consumers and 
manufacturers in reaching these goals in the marketing of consumer goods.” 

This policy is not accomplishing its purpose, though. The French 
Canadian consumers are not protected since the information on the products 
available in this part of the US are only in English or English & Spanish. 

Under chapter 39 section 1454, (b) Exemption of commodities from 
regulations states, “If the promulgating authority specified in this section 
finds that, because of the nature, form, or quantity of a particular consumer 
commodity, or for other good and sufficient reasons, full compliance with 



all the requirements otherwis section 1453 (Requirements 
of Labeling; Placement, Form, and Contents of Statement of Quantity; 
Supplemental Statement of Quantity) of this title is impracticable or is not 
necessary for the adequate protection of consumers, the Secretary or the 
Commission (whichever the case may be) shall promulgate regulations 
exempting such commodity from those requirements to the extent and under 
such conditions as the promulgating authority determines to be consistent 
with section 145 1 of this title.” Under chapter 39 section 1454, (b), I am 
asking for an exemption to section 1453. 

My store is your typical little corner store you familiarized with to go 
and buy candies when you were a kid. Our customers are French Canadians. 
They are familiar with the products because they grew up with them and so 
did their parents and grand-parents. My consumers are not entirely 
Americans, and they are not protected with the American labels. 

I have contacted different Canadian companies who import into the 
U.S. The products are made in Canada, but labeled for the American 
market. Again, my consumers are not protected as the labeling is in English 
only. Section 145 1 is not be&g accomplish. 

I: know this is a special request I am asking of you, but I want to be 
able to give the Canadian tourists spending 3 to 6 months in Florida, this 
service. This area of Florida offers Canadian tourists a variety of services 
which is a reason why they return every year. In our area, the following 
services are offered in French; banking, medical clinics, hospitals, 
chiropractic clinics, dental clinics, real estate, accounting, lawyers, gas 
stations, newspapers, hair dressers, restaurants, motels, and the list goes on. 
Being able to accommodate them with their food is an added service to 
attract them in Florida and continue to contribute to the economy in this 
area. All these services would not be available unless their was a demand 
for them. 

This store has been in operation for 30 years. It has been under our 
ownership for the last 5 years. Because it is a small business, we qualify 
under the “Small Business Exemption” for nutritional information, but this 
exemption does not exempt us corn the rest of the requirements in section 
1453. It also does not exempt us if a product contains nutritional 
information that is not in compliance with the FDA regulations. The 



Canadian Government has m r Canadian companies to 
list nutritional information 0 hey have three years to 
comply. Under this exemption as soon as a product has a nutritional claim I 
lose my exemption and no longer can I carry it in my store. This is ironic, as 
soon as a Canadian product offer nutritional information for the protection 
of the consumer it then becomes illegal because it is not title “NUTRITION 
FACTS” and never will because it is not feasible for a French and English 
label. It will always say “NUTRITIONAL INFORMATION 
NUTRITIONNELLE” which accommodate much easier the French and 
English language. 

I have enclosed copies of news paper and magazine available in the 
area for French Canadians. I have pulled some advertisements with English 
translation for your viewing. Pictures of our store so you can see that we are 
only a small business offering a service to the French Canadians. Also, we 
have gathered a petition from our customers wishing the products available 
in our store will still be there when they come back next winter. Without 
those products, we no longer have a business. All that is left is to close the 
store. 

I hope I have convince you that the service I am offering is not 
offending any Americans, it is only attracting a consumer who is a major 
contributor to the tourism economy in this area. Laws cannot always 
accomplish its purpose under every situation. I don’t mean any disrespect to 
the FDA regulations but under these circumstances they are not 
accomplishing their purpose for the protection of this unique consumer. 

I certify, to the best of my knowledge, all the information I have 
provided in this petition are true. If you require additional information or 
material to support this petition, I will gladly forward it to you. 

Port of Entry 
Neil Baisi, Canadian Embassy, Foreign Affair and International Trade 



DEPARTMENT OF-HEALTH tit HUMAN SERVICES 

Food and Drug Administration 
Rockville MD 20857 

April 17, 2003 

Joanne Gervais & Marcel Gravel 
J.M. Investments, Inc. D.B.A. 
Lucky n7t8 Food Store 
1414 South Federal Hwy. 
Dania, Florida, 33004 

Dear Ms. Gervais: 

Your petition requesting the Food and Drug Administration for special 
permission to import Canadian food products that do not meet FDA regulations 
for labeling, was received by this office on 04/04/03. It was assigned 
docket number 03P-0162/CPl and it was filed on 04/02/03. Please refer to 

' this docket number in future correspondence on this subject with the Agency. 

Please note that the acceptance of the petition for filing is a procedural 
matter in that it in no way reflects an agency decision on the substantive 
merits of the petition. 

Sincerely, 

d Lb-2 H- 
Helen K. Harris 
Dockets Management Branch, 





chedul May 14,2003 

Tommy Thompson 
The U.S. Department of Health and Human Services 

.200 Independence Ave, S. W. 
Washington D.C. 20201 

For your viewing, I have enclosed copies of correspondence to the Food and Drug 
Administration requesting a special permission to import Canadian food that do not 
meet FDA label regulation. 

The first letter was sent on April 4,2003, followed by a second letter on May 13,2003. 

I would greatly appreciate your comment on this matter. You can e-mail me at 
Luckv7foodstore@aol.com or by mail at 1414 S. Federal Hwy,sDania , FL 33004. 
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SOP-W-03 01:32pm From- T-418 P 02102 F-425 

bar Ms. Germis: 

Sincerely yam, 



. . 

. 



To: Jenny Butler c e 
08/22/03 

Dockets Management Branch 
Food and Drug Administration, Room 106 I 
5630 Fishers Lane 
Rockville, MD 20852 

From: Joanne Gervais & Marcel Gravel 
J.M. Investments Inc. D.B.A. Lucky “7” Food Store 
14 14 South Federal Hwy. 
Dania, Florida, 33004 
work # (954) 275-3293 
home # (321) 724-1329 

Re: Docket Number 03P-0 162/CPI 

With this letter, take notice that I wish to withdraw my petition 
submitted 04/02/03 docket number 03P-0 162/CPI. 

At the time this petition was filled, I was unaware of the right 
procedure that should have been taken. A letter to the Food Labeling 
Administration was sufficient and the petition was not necessary. 

Could you please not@ Wanda Kelker at the Food Labeling 
Administration 301-436-237 1 of my decision to withdraw this petition. 

Yours Truly, 

Joanne Gervais 


