M"CK \Cd— CC-'-\Q«\O\J(\L_.

SERVICIO NACIONAL DE SANIDAD, INOGUIDAD Y CALIDAD AGROALIMENTARIA
NO. DE OFICIO BOO. .
0639

SECRETARIA DE AGRICULTURA,
canaperia, vEsARRGLLO RURAL,
PEECA Y ALIMENTACIHSY

Murray M. Lumpkin, M.D., M. Sc.

Deputy Commissioner

International and Special Programs

US Food and Drug Administration

US Department of Health and Human Services -
HF-Room 14-62

5600 Fishers Lane

Rockville Maryland

USA-20857
19 April 2007

Dear Dr. Lumpkin,

I have the pleasure to reply to your proposal to adopt the following amendments to the Memorar.aum
of Understanding Between the Food and Drug Administration, Department of Health and Human Services of
the United States of America and Servicio Nacional de Sanidad, Inocuidad y Calidad Agroalimentaria of the
United Mexican States Concerning Entry of Mexican Cantaloupes into the United States of America signed
October 26, 2005 (MOU).

1. In Section II(B), definition of “Category 1 Firms,” the last sentence is amended to read, “Those
firms are listed in an attachment to Import Alert #22-01.”

2. In Section Ill, the heading is amended to read, “lll. BASIC INTENTIONS OF THE
PARTICIPANTS,” and in the first paragraph (chapeau) of Section Ill, the word “paities” is
amended to read “Participants.”

3. In Section Ill, at the end of the first paragraph (chapeau) the following sentence is added:
“Testing should be done in accordance with FDA methodology found in the current version of the
FDA Import Produce Assignment.”

4. In Section IlI(A)(2), the sentence inside the parentheses is amended to read, “(see copy of Good
Agriculture Practice Lineamientos in both English and Spanish languages attached as
Attachment B to this MOU).”

5. In Section lI(A)(3), the provision is amended to read, “SENASICA intends to only certify firms .
that are in compliance with either the FRP or the Good Agriculture Practice Lineamientos. as
appropriate, and that commit to shipping only their own product and not commingling: ineir
product with that of other firms.”

6. In Section IlI(A)(5), in the second sentence, the words, “from that firm have been” are inserted
after the words, “5 consecutive shipments”.

7. In Section llI(A)(6), the first sentence is amended to read, “SENASICA intends to certify and
audit seasonally both Category 2 and Category 3 firms that have been reclassified as Category
1 firms under the terms of this MOU to ensure that these firms continue to be in compliance with
the FRP or Good Agriculture Practice Lineamientos, as applicable.”

8. In Section 1lI(A)(7), the words “whose products are found to bear or contain Salmonella or other
pathogenic species or” are deleted.
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9. Section llI(A)(8) is renumbered as Section llI(A)(9) and a new Section llI(A)}(8) is added as
follows:

“8. SENASICA intends that any firm classified as either:

a) Category 1 but whose products are subsequently found to bear or contain
Salmonella or other pathogenic species; or

b) Category 3 after SENASICA certification but whose products are found to bear
or contain Salmonella or other pathogenic species,

will be reclassified as Category 2 unless all of the following occur, in which case the firm
will be classified as Category 3:

a) SENASICA inspects the firm and the inspection of the firm does not provide
evidence of deviations from the Good Agriculture Practice Lineamientos that
could have caused the contamination; and

b) SENASICA also investigates other probable non-Good Agriculture Practice
Lineamientos cause(s) of the contamination, such as weather events, etc.
including any hypothetical cause(s) specifically identified by FDA; and

c) the firm develops a corrective action plan that addresses any probable cause(s)
of the contamination; and

d) SENASICA invites FDA to participate in the inspections; and

e) SENASICA verifies the implementation of the corrective action plan developed
by the firm; and

f) SENASICA provides documentation of the Good Agriculture Practice
Lineamientos and non- Good Agriculture Practice Lineamientos inspections, the
firm’s corrective action plan, and the firm's implementation of the action plan;
and

g) FDA finds the inspection documentation, corrective action plan, and
implementation of the action plan acceptable to address any probable cause(s)
of the contamination.”

10. In Section 11I(B)(2), the second sentence is amended to read, “After these first successful jeint
inspections, FDA intends to consider the certificate of compliance with the FRP or the Good
Agriculture Practice Lineamientos, as applicable, by SENASICA alone as relevant to the
appearance of adulteration.”

11. In Section HI(B)(3), in the last sentence the words “or regulatory” are inserted after the words
“other applicable statutory.”

12. In Section 1lI(B)(4), in the last sentence the words “or regulatory” are inserted after the words
“other applicable statutory.”

13. In Section 11I(B)(8), the words “whose products are offered for import into the U.S.A. and that are
found to bear or contain Salmonella or other pathogenic species or any firm classified as
Category 1,” are deleted.

14. In Section l11(B)(8) the words “Category 2 firms” are amended to read, “a Category 2 firm.”

15. A new llI(B)(9) is added as follows:

“9. FDA intends that any firm classified as either:
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a) Category 1 but whose products are subsequently found to bear or contain
Salmonella or other pathogenic species; or

b) Category 3 after SENASICA certification but whose products are found to bear
or contain Salmonella or other pathogenic species;

will be reclassified as Category 2 unless all of the following occur, in which case the firm
will be classified as Category 3:

a) SENASICA inspects the firm and the inspection of the firm does not provide
evidence of deviations from the Good Agriculture Practice Lineamientos that
could have caused the contamination; and

b) SENASICA also investigates other probable non-Good Agriculture Practice
Lineamientos cause(s) of the contamination, such as weather events, etc.
including any hypothetical cause(s) specifically identified by FDA; and

c) the firm develops a corrective action plan that addresses any probable cause(s)
of the contamination; and

d) SENASICA invites FDA to participate in the inspections; and

e) SENASICA verifies the implementation of the corrective action plan developed
by the firm; and

f) SENASICA provides documentation of the Good Agriculture Practice
Lineamientos and non-Good Agriculture Practice Lineamientos inspections, the
firm’'s corrective action plan, and the firm’s implementation of the action plan;
and

g) FDA finds the inspection documentation, corrective action plan, and
implementation of the action plan acceptable to address any probable cause(s)
of the contamination.”

16. In Section 1V, after the first sentence add a new sentence as follows, “FDA retains the right to
conduct its own inspections of Mexican cantaloupe farms and/or processing facilities and
SENASICA retains the right to accompany FDA."

This reply and your letter constitute an amendment to the MOU effective on the datmmmnb%
& DESPACHADO
& Uk

2.0 ABR 2007

TRy &
ot & .
kL

DIRECCION EN JEFE
. groalimenﬁ‘n‘é d

y
7 / /
ZAUACTC

énidad Ino

o Municipiotibre377. Piso 7 Ala B. Col. Santa Cruz Atoyac. C.P. 03310, México DF
Tea L Tels: +52 (55) 9183 1000 Exts. 51037 y 51005. Fax +52 (55) 5905 1030



Propuesta de respuesta al correo del Dr. Lumkin, donde envia la carta de enmienda firmada.

Dear Dr. Lumkin,

First of all, I would like to thank you for your kind letter. Please know that I am pretty
interested in improving the communication between our institutions, and keep achieving
goals to benefit our trade relationship.

Please find enclosed a PDF file of the hard copy of our amendment letter to the cantaloupe
MOU. Every change has been carefully evaluated and I am glad to know that we have
reached a common conclusion that is beneficial for both of our institutions.

I will send to you the hard copy as soon as possible, so we can move on the next steps and
reactivate the cantaloupe offering to the USA of some of our exporters.

I would like to express my gratitude for the effort or your staff and yours on this matter. I
am sure this relationship will continue to be successful in every way and I will be glad to

meet you in person in the near future.

I here by give you my direct contact info. Please feel free to contact me at any time, on this
or any other matter of your concern.

Kind regards,



