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This Memorandum Clrcular covers the basic procedures for carrylng cut risk
assessment of plant products or commodities canying stacked genes whch are
Imported for direct use as food and feed or for processing. Risk assessmient of
stacked gene plant products or commodities tmported for direct usa as fo xd and
feed or for processing shall be tonsistent with the approval process estahii;hed In
the relevant provisions of existing blosafety polices of the Cepartmant of
Agriculture such as Administrative Order No. 8 s. 2002 and Memorandum Circular

NO. 6 5. 2004, “Risk Assessment of Plants Carrying Stacked Genes fur Relese into
the Envireniment’. .

This Memorandum Circular does not cover food and feed safety risk assessment
of plant products derived from locally propagated stacked gene plant. Said

process [s incorparated In the approval process established for locally re eased
stacked gene plants as per Memorandum Grcular No. 6 s. 2004,

I. Plant Products or Commaodities Carrying Stacked Genes

Plant products carrying stacked tralts are commodities from plants derlvec! from
the use of modem blotechnology which have multiple stacked genes encoding
different traits. As per Memo Circular No. 6 s. 2004, gene stacking in plan s can
be conferred either through genetic engineering or conventional breeding.

o

11, RGJ::: Assessment of Imparted Plant Products or Commeodities Carrying St icked _
85

A full sk assessment as o food and feed or processing shall be condi cted,
consistent with Part V of AQ No, 8, “Approval Process For the Importation of
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Regulated Articles for Direct Use as Foad and Feed or For Processing”, for plant
* products with multiple traits conferred thraugh: ‘
(a) genetic engineering, or :
(b) conventional breeding, where the Indlvidual tralts have no grior approval
from the Bureau of Plant Industry (BPI) for direct use as foof] and feed or
processing. 3 :

For plant products with multiple traits conferred through conventichal breeding,
with all indlvidual events granted prior approval and Included In the Approval
Registry, a notification shall be submitted by the tachnology develoger to the BPI,
which shall conduct an evaluation In accordance with the relevant criterla In
Annex I of this Memorandum Circular, The list of data contzined It Annex 1 wiil
not preclude the inclusion of ather Issue and concerns that will be raised by the
BPI and the Sclentific and Technital Review. Panel (STRP) during the course of the
desktop review. _ :

The relevant protocols Implementad by the BPI for the risk assessinent of plant
products for direct use as food and feed or for processing shall llkewise apply.
111. Notification Requirement for Plant Products Carrylng Stacked Genes

Al technology developers shall submit a notification to the Bureau of Plant

Industry of their developed plant products carmying stacked genes and shall be
required to comply with the relevant approval process listed above. |

The Bureau of Plant Industry shall issue a certificate as to the approval of the
stacked gene products and shall lkewise Include the transformation events in the
cffidal appraval registry of plant products for food and feed Or processing.

This um Cireular shall take effect tnmed!ately.

ARTHUR C. m?
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ANNEX I

Risk Assessment Procedure for Plants Carrying Stadmd Genes Conferred
Through Conventional Breeding: A Desktop or Documentary Review for
Expected or Possible Interactions .

Basic Information Required:

Applicant Name:
Address:

Contact Person and No.: _
Transformation Events, Description of Traits, and Approval Dates:
Breeding History:
List of Countries where Individual Traits and/or Plant Carrying Multiple Traits
Have Been Approved —
For Food:
For Feed:
For Propagation:

Phase I: Determination of Interaction between/among traits

A. Gene Interaction

1. Is there any interaction of the resulting products such that a new
allergen or a new toxin could be produced?.

2. Will the compartmentalization of the expressed products be affected by
stacking?

3. Other than the introduced trait, will the stacking influence other
phenotypic characteristics of the plant? '

B. MetabolicPathways
1. Isﬂ'sefeaoompleeedescripﬁonofmemodeofactionofead\gene
product? - '
2. Isﬂmenwdeofmofeadlgeneproduadiﬁumt?
3. Are the products involved in the same metabolic pathway?
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2. A the marker genes transfened ang expressed also In the plants
containing the stacked genes? &

D, Other Concerns ldentified by the STRP or the BPI

B
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Risk Assessment Procadure for Imported Stacked Gene Products wli h
the Following Attributes: (8) Multiple traits have been conferred lry
convantional breeding; (b) Inuividual walts have prior approval from
the Bureau of Plant Industry; and (c) Commodities camrying tralts are
used directly for food and feed or for processing

For applkcations for the plant products canrying stacked genes with the above
atbibutes, a deskdop or documentary risk assessment on the possible or expect 2d
interactions between genes shall be conducted by the BPI. The feview will take
Into account existing data avaliable and will be conducted according to the criteia
enumerated below, as relevant. This list does not preclude the Inciusion of ol er

Issues that will be ralsad by the BPI and the STRP during the course of the
review. ' :

Baskc Information Required: )

Applicant Name: '
Address: _
Contact Person and No,: A
Transformation Events, Description of Tralts and Appraval Dates:
Breeding History:
List of Countries where Individual Tralts and/or Plant Praducts Carrying
Multiple Traits Have Bean Approved -
. For Food: ‘
For Feed:

Phase I: Determination of Interaction between/among Tralts

A. Gene Imteraction -

1. Is there any Interaction of the resulting products su¢h that a |iew
allergen or new toxin could e produced?

2. Wl the compartmentallzation of the expressed products be affecte:| by
stacking?

3. Other than the Introduced tralt, will the stacking influence o her
phenotypic characteristics of the plant?

8. Metabolic Pathways

1. Is there a compiete description of the mode of action of each (ene
product? .
2,

_ 1s the mode of action of each gene product different?
3. Are the products Involved In the same metabolic pathway?

C. Gene Expression and Performance

1. Are the expression lavels of the Individual protein products the sare as
the individually approved transformation events? ‘
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C. - Gene Expression and Stability
Do the genes perform the same way in the stacked genes as in the plants
containing the individual traits? This may be determined by:

1. Gene Expression (and/or 2)
a. Are the expression levels of the individual protein products the same
as the individually approved transformation events?
b. Are the marker genes transferred and expressed also in the plants
containing the stacked genes?

2. Field Performance

a. Is the field performance of the stacked gene plant equivalent to the
relevant field performance- of plants with individually approved
traits/transformation events?

b. Are the agronomic characteristics of the stacked plant equivalent to
the agronomic characteristics of Individually . approved
traits/transformation events?

c. Is the expression of the multiple traits based on the field trial
performance as stable as those expressed in the same plant when
these are individually carried?

D. Agricultural Management
1. Wili the presence of the traits cause a change in the cultural

management of the crop except for the intended changes? If yes,
describe the change.

E. Other Concems Identified by the Proponent and Sdentific Technical Review
panel (STRP)

Phase IL If inter-action is demonstrated, the plants camying stacked genes
conferred through traditional breeding shall undergo the appropriate
level of risk assessment as per AO 8 s. 2002,




