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Modern 
Biotechnology

• rDNA technology 
• Direct injection
• Fusion of 

unrelated cells

GMO

With novel 
combination

Effective: 
April 15, 2016 



The regulatory steps for GMOs in the Philippines



GMO Development Requiring Approvals/Permits

Contained  use Confined test

Field trial
Commercial  
propagation

Direct Use as Food and Feed, or  
for Processing

DOST-BC DA



DOST Biosafety Committee (DOST-BC)

- formed in 2009 thru E.O. 514, s. 2006
- takes the lead in ensuring that the best available  science is utilized 

and applied in adopting biosafety policies,  measures and 
guidelines, and in making biosafety decisions.

- takes the lead in evaluating and monitoring regulated articles  
under contained use



National Committee on Biosafety of the Philippines (NCBP) Resolution 

on the assessment of NBT products



Modern 
Biotechnology

NoYes

GE (Classical) PBI (Case 1)

• rDNA technology 
with trans insert;

• Direct injection;
• Fusion of 

unrelated cells

• Site-directed Nuclease 1 (SDN1);
• SDN2;
• SDN3 with cis insert; 
• Oligonucleotide-directed mutagenesis (ODM); 
• Cisgenesis and Intragenesis;
• RNA-dependent DNA methylation (RdDM);
• Grafting with GM material;
• Reverse Breeding;
• Agroinfiltration of non-germline tissues; 
• Agroinoculation of germline tissues with cis 

insert; 
• Synthetic Genomics (cis-like sequence integration 

or faithful genome reconstruction)

GMO

With novel 
combination?

PBI (Case 2)

• SDN3 with trans 
insert; 

• Agroinfiltration of 
germline tissues with 
trans insert; 

• Synthetic Genomics 
(trans-like sequence 
integration)

• All of the 8 NBTs/PBIs can result in a 
non-GMO

• 4 have an intermediate GM stage  (in 
bold fonts) 

• 3 NBTs can also give rise to a GMO

Non-GMO



NCBP and DA-BC POSITION ON REGULATIONS 
OF PBI/NBTs

• If products are GM, it shall follow the rules and 
regulations of JDC 1

• If products are non-GM: It shall be regulated by one of 
the following:
➢ BPI partnering with DA and Non-DA Experts
➢ DA – Undersecretary for Regulations partnering with 

DA and Non-DA experts



Development of mechanized direct seeding 
technology to improve crop productivity 

DA-BC POSITION ON REGULATIONS OF PBI (Cont.)

1. Determination of the PBI product that if it contains a transgene 

by DA-BC;

2. If no transgene-Food and Feed or only Food Safety 

assessments not as rigorous as JDC 1 such as Proximate analysis 

by BPI and BAI or BPI only;

3. Or, outright issuance of Clearance that the product can be used 

as food, feed, food, and be propagated with no further 

regulations if there are no biosafety issues;

4. Environmental safety assessment if the product will be grown in 

the Philippines-BPI

5. Issuance of Clearance instead of Certificate of Safety issued by 

BPI or other competent office from DA



PROCESS FLOW FOR THE FORMAL DETERMINATION OF PBI PRODUCTS 
INTENDED FOR COMMERCIAL USE -Either for FFP or Propagation

Technology 

Developer

Covered 

under 

JDC1?

BPI 

Director

DA-

Biosafety 

Committee

BPI Biotech 

Secretariat

No

No
Yes

Complete?

•Technology Developer submits to 

BPI Biotech Secretariat Requests 

for Formal Determination (RFD) 

if its PBI product is covered by 

JDC1 based on the NCBP 

Resolution on PBI

• Submission includes:

a. Accomplished RFD Form, 

and

b. Technical dossier, if product 

is developed from abroad, or

c. DOST-BC Certificate of Non-

Coverage, if product is 

locally developed and has 

undergone contained use in 

the Philippines under the 

supervision of DOST-BC

•Pays the processing fee (Find 

legal basis)

• Within 2 days upon receipt, 

BPI Biotech Secretariat shall 

process and evaluate the 

completeness of the 

Submission

• If incomplete, returns it to 

the Technology Developer

• If complete, endorses it to 

the DA-BC

•Within 30 days upon receipt, DA-

Biosafety Committee convenes to 

evaluate the RFD Form and its 

attachments

•May get technical advice from external 

experts

•May schedule a meeting with the 

Technology Developer for questions 

and clarifications

•After its evaluation, makes a formal 

determination as to the nature of the 

PBI product based on the NCBP 

Resolution on PBI: if covered under 

JDC1 or not based on the NCBP 

Resolution on PBI; 

•Endorses the Submission and the 

Report on the DA-BC Formal 

Determination to the BPI Director 

•Within 5 days upon receipt, BPI Director

issues BPI Certificate of Non-Coverage

from the JDC1 but specifies in the 

certificate that said non-GM PBI product 

remains to be covered by other existing 

relevant regulations depending on its 

application and use or outright issuance 

of clearance

•Causes the safety assessment of the 

Product for Food and Feed or Food only 

or propagation

• If found to be substantially safe, the 

product is listed in the Registry of Non-

GM PBI Products for monitoring 

purposes and BPI issues  Safety 

Clearance

•The Technology Developer is 

encouraged to register and or Protect 

the Variety under the existing Seed Laws 

of the Philippines



Key Take-aways

• The Philippines now has a regulatory policy (NCBP resolution) on 
products of NBTs; fine details still to be developed by DA-BPI;

• For products of NBTs that do not possess foreign DNA insertions or 
novel combination of genetic materials, the existing GM regulation 
will not apply

• Any product coming from Australia would follow a determination 
step if is going to be covered by the GM regulation (JDC) or not. 

• Once, the NBT policy specific guidelines are formalized, a certificate 
of non-coverage can be obtained from DA-BPI for non-GM products 
of NBTs.


