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PRESENTATION OUTLINE



INTRODUCTION

DRUG FOOD

Food-Drug Interphase Products (FDI)



ACT & REGULATIONS

FOOD ACT 1983
FOOD – every article
manufactured, sold or represented
for use as food or drink for human
consumption or which enters into
or is used in the composition,
preparation, preservation, of any
food or drink

Regulated by Food Safety and 
Quality Division (FSQD)

Approval is not required before the 
product is marketed

Food
CONTROL OF DRUGS AND 
COSMETICS REGULATIONS 
1984
**

Regulated by National 
Pharmaceutical Control 
Bureau (NPCB)

Approval is required 
before the product can be 
marketed

Drug



DEFINITION

‘Product’ as defined in the Regulations:

Control of Drugs and Cosmetics 1984

A ‘drug’ in a dosage unit or otherwise, for use wholly or mainly by
being administered to one or more human beings or animals for a
medical purpose.
A ‘drug’ to be used as an ingredient of a preparation for a medicinal
purpose;

Sale of Drugs Act 1952

‘Drug’ includes any substance, product or article intended to be
used or capable, or purported or claimed to be capable of being
used on humans or any animal, whether internally or externally for a
medicinal purposes

PRODUCT



DAIRY PRODUCTS, MILK BASE PRODUCTS, 
MALT PRODUCTS

INSTANT (3 IN 1) DRINK

SOFT DRINKS, CANNED DRINKS, FRUIT JUICES 

FOOD PRODUCTS



∗ Products with conventional drug presentation and
use (100 % active ingredient and/or in pharmaceutical
dosage form such as capsule, tablet, softgel or
sublingual) shall be classified as drug and need to be
registered.

∗ This category of products shall be regulated by 
National Pharmaceutical Control Bureau (NPCB).

DRUG 



PRESCRIPTION PRODUCT: 
opium, cannabis

HEALTH SUPPLEMENT 
PRODUCTS

TRADITIONAL PRODUCTS

DRUG PRODUCTS

OTC PRODUCT: cough syrup, 
laxative products



∗ FDI Products : Products for oral consumption
containing a combination of food ingredients with
active substances

FOOD-DRUG INTERPHASE (FDI)

•Fruit and vegetables
•Milk, cocoa, cereal
•Meat

Food 
Ingredients

•Vitamis and minerals
•Herbs
•Enzymes, amino acids, peptides, fatty acids

Active 
Substances



FOOD-DRUG INTERPHASE 
COMMITTEE

∗ FDI Committee- Since 2000
∗ To assist both NPCB & FSQD in classifying, in a

consistent manner, FDI products which are not clearly
defined either as a food or drug product.

∗ The Committee also serves as a platform in
strengthening and updating the relevant regulations
as well as to provide scientific input on these
products.

∗ Classification of FDI product by single authority NPCB
• For consistency in decision making



A. Food based products with/without the addition of active 
ingredients (eg: herbs, vitamins and minerals)

B. Energy/Isotonic drink, Sports Nutrition and Food for Special 
Purpose

C. Conventional Food Forms
 (Eg: Cake, Chocolate, Sweets, Gummies,  Noodles)

D. Products used for cooking and food preparations
 (Eg: Olive Oil/Palm Oil/Sunflower Oil,  Turmeric)

E. Herbs and spices in crude form

Controlled by Food Safety and Quality Division 
(FSQD)

FOOD PRODUCTS



I. Instant drink 
with sugar and 

creamer
(Eg: 3 in 1 coffee, 
Chocolate drink)

II. Essence 
Product (Liquid) 

(Eg: Chicken 
essence, Fish 

essence)

III.Ready to drink 
beverages

(Eg: 
Canned/Boxed 

drink)

FOOD PRODUCTS
A. Food based products with/without the addition of active 

ingredients (eg: herbs, vitamins and minerals)



FOOD PRODUCTS

IV.Cordial
(Eg: Red dates 

essence, 
Grape 

essence)

V. Vinegar 
(Liquid)

(Eg: Apple 
cider vinegar, 

Dates vinegar)

VI.Honey
(Liquid)

(Eg: Pure 
honey, Honey 

with herbs)

A. Food based products with/without the addition of active 
ingredients (eg: herbs, vitamins and minerals)



B. Energy/Isotonic drink, Sports Nutrition and Special 
Purpose Food

FOOD PRODUCTS

ENERGY DRINK

SPECIAL PURPOSE FOOD

SPORTS NUTRITION



C. Conventional Food Forms
∗ (Eg: Cake, Chocolate, Sweets, Gummies,  Noodles)

FOOD PRODUCTS
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D. Products used for cooking and food preparations
∗ (Eg: Olive Oil/Palm Oil/Sunflower Oil,  Turmeric)

FOOD PRODUCTS



E. Herbs and spices in crude form

FOOD PRODUCTS



∗ The classification of FDI products are based on 
criteria, as outlined below:  
∗ the presence of ingredient listed in Negative List For

Food and/or
∗ any medicinal claims which fulfill the definition of

medicinal purpose according to the Sale Of Drugs Act
1952

FDI PRODUCTS CLASSIFICATION



NEGATIVE LIST FOR FOOD

NEGATIVE LIST 
FOR FOOD

•Gamat
•Gypsum Fibrosum
•Red Yeast Rice 
•Natto extract 
•Placenta 
•Bile (Hempedu) 
•Glucosamine 
•Hyaluronic acid 
•Glutathione 
•Gamma-amino Butyric 

Acid (GABA) 
•Resveratrol
•Pearl

NEGATIVE LIST 
FOR FOOD

•Actaea
•Artemisia Spp. 
•Azadirachta indica
•Brucea javanica, Brucea

amarissima
•Bufo gargarizans Cantor, Bufo

melanostictus Schneider, Bufo
vulgaris Lour 
•Chelidonium majus
•Conium maculatum
•Coptis chinensis, Coptis teeta
•Croton tiglium L

NEGATIVE LIST 
FOR FOOD

•Datura spp
•Digitalis spp.Dryobalanops

lanceolata Burck
•Fritillaria spp.
•Gelsemium semperi virens
•Hypericum perforatum
•Mahonia aquifolium, Mahonia

repens, Mahonia nervosa
•Melanorrhoea usitata Wall.
•Mucuna pruriens
•Mylabris phalerata, Mylabris

cichorii
•Nerium indicum
•Nerium oleander

NEGATIVE LIST 
FOR FOOD

•Phellodendron amurense, 
Phellodendron chinense
•Plumbago indica
•Plumbago zeylanica
•Psilocybe cubensis
•Sanguinaria canadensis
•Scilla sinensis
•Sophora tomentosa
•Spigelia marilandica
•Strophanthus spp.(all 

species)
•Symphytum peregrinum
•Strychnos ignatii, 
•Strychnos lucida, 
•Strychnos roberans



Notes: 
∗ This list :

∗ is a compilation by the food-drug interphase (FDI) committee.
∗ is comprehensive and non-exhaustive.
∗ shall/ can be amended from time to time
∗ shall be read in conjunction with the current laws and regulations together with other relevant 

legislations, where applicable, governing pharmaceutical and natural products for human use in 
Malaysia, which include but not limited to the following:

a) Sale of Drugs Act 1952;
b) Control of Drugs and Cosmetics Regulations 1984;
c) Dangerous Drugs Act 1952;
d) Poisons Act 1952;
e) Medicines (Advertisement & Sale) Act 1956;
f) Patents Act 1983;
g) Wildlife Conservation Act 2010 (Laws of Malaysia Act 716); and
h) International Trade in Endangered Species Act 2008 (Act 686).
i) Food Act 1983 (Act 281) & Regulations

∗ The written laws shall take precedence over this guidance document in any event of discrepancy.

NEGATIVE LIST FOR FOOD



HEALTH/MEDICINAL CLAIM
CDCR 1984
∗ "product" means—

(a) a drug in a dosage unit or otherwise, for use wholly 
or mainly by being administered to one or more human 
beings or animals for a medicinal purpose; or 
(b) a drug to be used as an ingredient of a preparation 
for a medicinal purpose. 

Sale of Drugs Act 1952
∗ ‘Drug’ includes any substance, product or article

intended to be used or capable, or purported or claimed
to be capable of being used on humans or any animal,
whether internally or externally for a medicinal
purposes



MEDICINAL PURPOSE
Sale of Drugs Act 1952

∗ (a) alleviating, treating , curing or preventing a disease or a pathological 
condition or symptoms of a disease; 

∗ (b) diagnosing a disease or ascertaining the existence, degree or extent 
of a physiological or pathological condition; 

∗ (c) contraception; 

∗ (d) inducing anesthesia; 

∗ (e) maintaining, modifying, preventing, restoring, or interfering with, 
the normal operation of a physiological function; 

∗ (f) controlling body weight; 

∗ (g) general maintenance or promotion of health or wellbeing; 



∗ A circular regarding this  classification guide is available at NPCB’s website. 

∗ Drug Registration Guidance Document (DRGD)

∗ This  classification guide is effective starting from 9 JULY 2014.

CIRCULAR









∗ Application form for FDI product classification is
available at www.bpfk.gov.my → Industry →
Application Form→ BPFK 300

∗ Complete application form can be submitted either
through:
- Email: classification@bpfk.gov.my or
- Fax : 03 - 7958 1312 or
- Mail : Centre for Product Registration, National Pharmaceutical

Control Bureau, Lot 36, Jalan Universiti, 46200 Petaling
Jaya, Selangor.

∗ Any enquiries & correspondence, please email to
classification@bpfk.gov.my

CLASSIFICATION APPLICATION
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CLASSIFICATION APPLICATION



CLASSIFICATION APPLICATION



Summary
∗ Food products are not categorized as FDI products 

A. Food based products:
I. Instant drink products containing sugar and creamer
II. Meat essence products (liquid)
III. Ready to drink products (beverages) without dosing instruction in cheered pack/ 

canned / packet drinks. 
IV. Cordial products with recommended dilution ratio
V. Vinegar products (liquid)
VI. Honey products (liquid). 

B. Energy/Isotonic drink, Sports Nutrition and Food for 
Special Purpose

C. Conventional Food Forms
D. Products used for cooking and food preparations
E. Herbs and spices in crude form



∗ Classification for FDI products are based on criteria,
- Negative List for food
- Medicinal/ health claim

Summary



DRUG NON-DRUG
Contain active ingredient and with 
medicinal/health claim 

Not containing Active ingredient from 
Negative List For Food and NO 
medicinal/ health claim 

Contain Active ingredient listed in Negative List for 
Food with medicinal/ health claim 

Contain Active ingredient listed in Negative List for 
Food without medicinal/ health claim

Formulated in pharmaceutical dosage form (eg. 
tablet, capsule, liquid,softgel, sublingual, etc) 

When there is greater uncertainty regarding the
safety of an FDI product, such shall be regulated by
NPCB. This is to enable closer monitoring of such
products, so as to safeguard the interest of the
consumer.

Summary Table of FDI Classification



CLASSIFICATION FLOW CHART




	CLASSIFICATION OF�FOOD-DRUG INTERPHASE (FDI) PRODUCT
	PRESENTATION OUTLINE
	INTRODUCTION
	ACT & REGULATIONS
	DEFINITION
	FOOD PRODUCTS
	DRUG 
	DRUG PRODUCTS
	FOOD-DRUG INTERPHASE (FDI)
	FOOD-DRUG INTERPHASE COMMITTEE
	FOOD PRODUCTS
	FOOD PRODUCTS
	FOOD PRODUCTS
	FOOD PRODUCTS
	FOOD PRODUCTS
	FOOD PRODUCTS
	FOOD PRODUCTS
	FDI PRODUCTS CLASSIFICATION
	NEGATIVE LIST FOR FOOD
	NEGATIVE LIST FOR FOOD
	HEALTH/MEDICINAL CLAIM
	MEDICINAL PURPOSE
	CIRCULAR
	Slide Number 24
	Slide Number 25
	Slide Number 26
	CLASSIFICATION APPLICATION
	CLASSIFICATION APPLICATION
	CLASSIFICATION APPLICATION
	Summary
	Summary
	Summary Table of FDI Classification
	CLASSIFICATION FLOW CHART
	Slide Number 34

