\,,.m.a,r% : Document No.: BPI-QMS-BIOTECH-OP8

LA Bureau of Plant Indust

WA . by . .

}ﬁ( / OPERATIONAL PROCEDURES | Preparation Date: February 22,2023
Revision No.: 3 Page 1 0f 3

Operating Unit: BIOTECHNOLOGY OFFICE

Subject: OPERATIONALIZATION OF POST-APPROVAL MONITORING

1.0 Objective

To conduct post-approval monitoring particularly on the implementation of Insect
Resistance Management (IRM) Strategy.

2.0 Scope

This procedure manual only covers the operationalization of post-approval
monitoring which is a part of the post-approval conditions as indicated in the
Biosafety Permit for Commercial Propagation.

3.0 Definition of Terms

Biosafety Refers to the condition in which the
probability of harm, injury and damage
resulting from the intentional and
unintentional introduction and/or use of a
regulated article is within acceptable and
manageable levels.

Insect Resistance Management A management in which resistance
(IRM) development of major pests is controlled.

Post-approval monitoring Refers to activities done after issuance of a
biosafety permit for commercial propagation
for the purpose of insect resistance.

Post-approval monitoring Composed of BPI monitors designated for
group (PAMG) monitoring insect resistance in the field.
Sentinel site A certain designated site where post-

approval monitoring is done, representative
of field conditions in the region.

4.0 Procedure Details

PERSON/UNIT DETAILS

ki RESPONSIBLE

Prepared byt m\ﬁﬁ Approved by: GERONIMA P. EUSEBIO
Science Research Specialist 1, Biotechnology Office OIC-Head, Biotechnalogy Office

Date Signed: quc&{ 24 023

IS do e 5 al uniess ed as a 3 e v 0 nent Lontroller,




a

“\‘

Bureau of Plant Industry

’ﬂ OPERATIONAL PROCEDURES

Document No.: BPI-QMS-BIOTECH-OP8

Preparation Date: February 22, 2023

Revision No.: 3 Page 2 of 3

Operating Unit: BIOTECHNOLOGY OFFICE

Subject: OPERATIONALIZATION OF POST-APPROVAL MONITORING

y

Technology Developer will
provide monitoring schedule for
each sentinel site,

Technology Developers

The technology developer shall
provide a tentative monitoring
schedule of the Insect Resistance
Management (IRM) monitoring
and coordinate with the
assigned Post Approval
Monitoring  Group (PAMG)
member.

BPI Biotechnology Office will
finalize schedule for
monitoring and coordinate
with the technology
developers for logistics,

A

BPI Biotech Office

Confirmation of monitoring
activity shall be made at least 2
weeks prior to the schedule.

Monitors will gather data on
the sentinel site and will
accomplish monitoring form
with proper signatories.

y

BPI PAMG
RCPC
Technology developers

Harmonized forms shall be used
for data gathering. For bag-in-a-
bag (BIB) refuge scheme, 50
tagged plants from refuge and 50
tagged plants from Bt corn shall
be inspected following the X
pattern. For refuge-in-a-bag
(RIB) scheme, 100 tagged plants
will be inspected following the X
pattern.

In case of Asian Corn Borer
(ACB) damage, Bt strips
provided by the technology
developers shall be used for
gene check.

Submit to Secretariat for filing.

l

Fill out Customer Satisfaction
Form.

v

End

BPI Biotechnology Office

The monitors will submit the
accomplished monitoring forms
to BPI Biotech Office for filing.
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5.0 Forms Used and Records Generated

Monitoring forms
Tentative schedule of monitoring
Communication letters/ correspondence

6.0 References

DA Memorandum Circular No. 2 s2014 - “Enhancing the Insect Resistance
Management (IRM) Strategy for Bt Corn Targeting Asian Corn Borer (ACB)"

BPI Memorandum s2019 - “Guidelines in the Post-Approval Monitoring of Insect
Resistance Management (IRM) for Corn Events Approved for Commercial

Propagation”

7.0  Effectivity

The effectivity date of this document shall be five (5) working days after the
approval by the authorized signatory.
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