REGULATING
“SUPPLEMEN'TS” FOR A
l HEALTHY NATION
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OBJECTIVES

®» Provide an overview of the Ministry’s position on the
regulation of “supplements” in Jamaica.

» Update parficipants regarding status of regulatory
framework governing “supplements” locally.

» Briefly indicate challenges faced in regulatfing the
“supplement” Industry.




The best prescription for
disease preventionis a
healthy lifestyle

i
1
gating

s

®
"] im

t

i

sssssssss

d
A
i

iy 1t
3
=4
T
L]
ﬂ;f

£
-
0"
TF
@iasi el
—_ &

: ‘

]
iT

g
hea

servings
dally maercin

Ve



INTRODUCTION

WHO Perspectives:
= Health is a human right

» Access to essential drugs
stitutes part of the human right
to health

Therefore:-

“YAccess to essential drugs is a
human right”




STATE RESPONSIBILITY that protects

=PUBLIC HEALTH
= INTEGRITY OF INDIVIDUAL CHOICE




REGULATION

Mutual reinforcement of numerous
activities all directed at promoting and
protecting health. The activities vary
from couniry to country in scope and
implementation but usually include
common functions.

(WHO, paraphrased)




REGULATION

» WHO
Providers :

» Health practitioners

» manufacturers/suppliers of health care products

nsumers — public education

Products

» Drugs, foods, supplements, herbal preparations, devices etc.

=» WHERE

» Facilities/Institutions

» Ports of entry



REGULATION

» Sets standards
» Protects people
» Provides redress

= Ensures supply of products and ingredients from
reputable sources

= Ensures practitioners take responsible, informed
approach regarding safety



Nutrition - Categories Excluding Food Products

(Health Supplements, TCM's, Health Foods and items considered
“Drugs/Medicines”)

=Notification or No Registration Market

=Registration Market (low/med complexity )
B - Registration Market (med/high complexity )



International Regulations

= USA

» Dietary supplements are regulated as “foods” within
the meaning of the Dietary Supplement Health and
Education Act

Does not require pre-market notification or registration
f products, except for new dietary ingredients

Prior to DSHEA, FDA tactic was to declare “dubious”
supplements as “unapproved food additives”

DSHEA prohibits FDA from doing this

Since DSHEA, no FDA enforcement jurisdiction unless
can prove supplement is “unsafe”

» (significant or unreasonable risk of injury)



International Regulation

Canada

» Regulatory Authority - The Natural and Non-Prescription Health
Products Directorate (NNHPD)

» All products and their manufacturers must be licensed unless the
products are made by health care practitioners who compound
products on an individual basis for their patients or by retailers of
ral health products.

Food supplements are regulated as foods, and the legislation
focuses on vitamins and minerals used as ingredients of food
supplements.

EU-wide maximum and minimum levels set for each vitamin and
mineral

Companies wishing to market a substance not included in the
permitted list need to submit an application to the European
Commission



International Regulations

Australia

Most dietary supplements are regulated under a category of
complementary medicines, which includes vitamin, mineral,
herbal, aromatherapy, and homeopathic products

Complementary medicines may be either listed or registered,
depending on their ingredients and the claims made

China
Dietary supplements are regulated as health foods.

The new Chinese Food Safety Law (enacted in 2015) includes 13
items related to health food regulation.

The China Food and Drug Administration (CFDA) then
implemented regulatory system changes, covering the
registration and notification processes, creafion of a health
function claim catalog and an ingredient catalog for health
foods, and labeling




Supplement Definition - US

» \What is a dietary supplement in the US?

» As defined by the United States Congress in the Dietary

Supplement Health and Education Act (DSHEA), which became
law in 1994, a dietary supplement is a product (other than
tobacco) that

* isintended to supplement the diet;

e contains one or more dietary ingredients (including vitamins,
minerals, herbs or other botanicals, amino acids, and “other
substances’”) or their constituents;

. i; infrgnded to be taken by mouth as a pill, capsule, tablet, or
iquid;

e and is labeled on the front panel as being a dietary
supplement.




Supplement Definition: EU

» The European Union — working definition states the
following:

®» “As an addition to a normal diet, food business operators

market food supplements, which are concentrated
ources of nutrients (or other substances) with a nutritional
or physiological effect. Such food supplements can be
marketed in ‘dose’ form, such as pills, tablets, capsules,
liquids in measured doses etfc.”

®» The main EU legislation is Directive 2002/46/EC related to
food supplements containing vitamins and minerals.




Supplement: Definifion
Food & Drug Act and Regulations - proposed

®» “Any product other than tolbbacco taken by
mouth that is intended 1o supplement the
dieft, such as, vitamin, mineral, amino acid,
nzyme, neutraceutical, dietary substance or
concentrate, metabolite, constituent, extract
or combination of these ingredients”




INCREASING USE OF DIETARY
SUPPLEMENTS

» |n 2015, the global market was estimated to be US$109
billion and estimated to grow to US$180 billion by 2020,
with the Asia-Pacific, Europe, and North America
egional shares at 31%, 30%, and 25%, respectively.

Another projection for the global market was US$278
billion by 2024.

®» The range and composition of dietary supplements
are almost endless

®» common multivitamins are packaged for specific groups
by age, gender, physical conditions, and activity level




Driving forces

Several factors contribute to the increasing use of dietary
supplements:

®» An aging baby boomer population, with concerns for
wellness, fitness, and enhanced quality of life;

®» |ncreasing use of natural substances, while rejecting the so-
lled chemicals; alternative therapies and natural
emedies - (Wholistic Medicine)

Increasing cost of drugs and a suspicion that drug
companies have ignored “natural” products because their
use could not be protected by patents

» A willingness to “try anything” in the search for a cure for a
chronic disease



Driving forces contd.

®» Continuous infroduction of novel preparations
®» nofion that “natural” is synonymous with safe
( free from adverse/harmful effects)

ting of dietary supplements has expanded

» fMany thousands of products are advertised as being
beneficial for health, disease prevention, or even
enhancement of mental or physical performance.

» /Sufficient evidence exists for benefits —in some cases

- go %]gnificon’r value over carefully “planned and balanced
ie

Basis for regulation established




Concerns

» As the use of dietary supplements has increased, the
number of liver injuries reported as complications of
their use has also increased, and these complications
are usually dose related.

» Commonly implicated agents include anabolic
steroids used for body building, green tea extract, and
multi-ingredient nutritional supplements.

® |ncreasing use of dietary supplements raises public
health concerns about their efficacy and safety in
both short and long terms and demands a public
health approach to their regulation.




Power to help patients meet their lipid goals

£

When used with diet and exercise
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atorvastatin calcicm

POWER YOU

Important information:

LIPITOR® (atorvastatin calcium) is indicated as an adjunct to diet
to reduce elevated total-C, LDL-C, apo B, and TG levels and to
increase HDL:C in patients with primary hypercholesterolemia
(heterozygous familial and nonfamilial) and mixed dyslipidemia.
LIPITOR is contraindicated in patients with active liver disease
or unexplained persistent elevations of serum transaminases;
in women who are or may become pregnant or who are
nursing; in patients with hypersensitivity to any component of
this medication.

Due to increased risk of myopathy seen with LIPITOR and other
statins, physicians should carefully consider combined therapy
with fibric acid derivatives, erythromycin, immunosuppressive
drugs, azole antifungals, or niacin and carefully monitor
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patients for signs or symptoms of myopathy early during
therapy and when titrating dose of either drug.

It is recommended that liver function tests erformed
prior to and 12 weeks following both the initiation of
therapy and any elevation of dose, and periodically
thereafter. If ALT or AST values >3 x ULN persist, dose
reduction or withdrawal is recommended.

In clinical trials, the most common adverse events were
constipation, flatulence, dyspepsia, and abdominal pain.



Dietary supplement

Also regulated

Regulated as a
What ?
Natural Health

Product

 EDGE off thir chol erol—with

new Cardio-Edge,"exclusively from Douglas
Laboratories. Each daily dose of Cardio-Edge™
a contains 300 mg of Sytrinol,"a patented citrus-based
cu'di‘"u'. extract clinically proven to reduce cholesterol, as well

Plant Sterols snd
A Dy bt as 800 mg of plant sterols and 100 mg of pomegranate PN
< = €Xtract. There’s o other product like it! Call today Laboratories
for a free sample and more information. Raising the Standard for
WITH < X Nutrition and Wellness:*
—

1-888-DOUGLAB (1-888-368-4522) or 1-800-245-4440.

600 Boyce Road s Pittsburgh, PA 15205, U.S.A. « Phone: 412/494-0122« Fax: 41 2/494-0155 » www.douglaslabs.com

These statements have not besn evaluated by the Food and Drug Administration. This product is not intended to diagnose, treat, cure, or prevent any disease.

© 2004 Dougles Laboratories - 1100



Comparing Pharmaceuticals,
Dietary Supplements

Pharmaceuvuticals Dietary Supplements

» Chemical o] tural » Chemicalis derived from foods
synﬁ%'ﬁgol?yagen%eng bl plant or on?mo”fssues
» Generally, chemicals
Regulates as drugs » Reg Ia‘es as foods/ nutritional
products
r 5?5'Srr%seﬁ%’f'ﬂlﬁfyeﬁ{ggj@yrkef » liDrrneﬁrenéjrkeT assessment of risk is

: : » No assessment of efficacy
os’r—marke’rmﬁj surveillance (for
dverse reactions)

System is not perfect » System is not perfect

-, Sorq(e risks not identified until after » Sorr\<e risks not identified until after
marketfing markefing

» Some risks differ from pharmaceuticals

Y VIoxX

o W -



LEGISLATIVE FRAMEWORK

=» FOOD AND DRUGS ACT 1964 &
REGULATIONS 1975

» PHARMACY ACT 1966 & REGULATIONS
1975




COPE

= Food - “ any article used for food or drink by man,
including chewing gum and any ingredient that may
be mixed with food or drink for any purpose”

= Dryg - “any substance or mixture of substance
anufactured, sold or represented for use in -
» The diagnosis, treatment, mitigation or prevention of a

disease, disorder, abnormal physical state or the
symptoms thereof in man or animal;

®» Restoring, correcting or modifying organic functions in
man or animal;



Why Continue to Regulate
Products of Natural Origin

®» Profect product integrity-
®» Protect consumer interests— product claims

aintain requisite standards — batch to batch
consistency

Ensure public safety not compromised — toxicities

» Products, practices lead to positive clinical
outcomes, improved quality of life

» safe,
» cffective,

= good quality



Product Integrity-

» QUALITY:

®» Conformity assessment for proper identity
» Content verification

®» |mpurities/contaminants
= Heavy metals, aflatoxins, moisture

» Synthetic material added?
= Raw materials — source, processing, etc.
» GMP, GAP

» Product stability — studies conducted under the
appropriate conditions



Common problems noted

“* Misrepresentation of product contents.
% Different recommended dosages among products.

“ Inadequate information about how a company’s
herbs are grown and processed.

% Poorstandards of quality, product safety, or activity
of ingredients.

a result: governments and industries are working
10 develop high-quality manufacturing guidelines
ood Manufacturing Practices (GMP) for all dietary
supplements, including botanical products.



» Drug

» Utilize Pharm Good
Manufacturing
practices (GMP)

= Main focus on
consistency,

potency and purity.

Quality Standard Differences

= DS/Foods

= Utilize Food (GMP)

= Main focus on the
reduction of
contaminants
adulterants and

filth.



Good Manufacturing Practices (GMPs)

Good Manufacturing Practices for supplements
must cover:

product specifications, premises, equipment,
personnel, sanitation program, operations, quality
assurance, stability, records, batch samples, and

recall reporting

WWW.qmrs.com 9/17/2014



Integrity contd.

»FFFICACY

» Ability to effect label claim - indication/action
» Pharmacological activity
» Potency - justification for effective dose

» Rationale for combination therapy — combination
products a matter of concern

» Nature of claims - justification



Dietary Supplement

Drug




“Infended” Use Makes a Difference

Not ingested, Diagnose, cure, Intended
applied to the body or treat a disease use is food

COSMETIC DRUG FOOD

1 |

Ingested to affect

Ingested to
structure or supplement
function of body the diet

SUPPLEMENT

L, (I:IE‘I’tRY




Drugs vs. Dietary Supplement Claims

= Drug manufacturers = Dietary
may claim that their supplement
s s Wil manufacturers
diggnose, cure,
cannot legally

ffigate, treat or

revent a disease. make these
claims!



What can dietary supplement
manufacturers claim?e

» A dietary supplement or food product may contain
one of three types of claims:

YMaintains healthy circular system”

A nutrient content claim - “A good source of ..."”

= or A s’rr,t’n:“ture/func’rion claim - “calcium builds strong

bones.”, “antioxidants maintain cell integrity”;
“for muscle enhancement”



¥
E“[:

ERELEELN

i Binnn

: vitabase

Blood Pressure Support

Sppons o Heakhy Ciradotory 5™

b

Glucose

Health

@,
May Help

Support
Normal
Blood

Sugar

High Potency Magnesium

"|“3MM'CLJ“|‘:A ' PROVEX PROVENTOD

SIMPLY RIGHT
Welreas B Nutr

s rllbﬂlﬂh
-1 Cardl ovascufar heaith”
5

| f\sh oﬂ mlr“S
== g

Supports
Memory &

201V K LLC

.+ | ADVANTAGE
Concentration | &,

vitamin with More




Integrity contd.

» SAFETY
» TOXiCity
» Acute
®» | ong-term

» Mild, severe

» Reporting responsibility
» |hteractions, contraindications

= UUse in children




Safety categorization plays a
major rolel

Food <<<<<<<<<<<<>>>>>>>>>>>>>DrugS




Safety Assumptions

= Drugs - Health = Dietary supplements -
benefit vs. risk Components are

evaluation. Generally Recognized as
» (senerdlly regarded Safe

as unsafel




Adverse Events Associated with
Supplements: Examples

» | -fryptfophan and eosinophilia-myalgia syndrome

» 1989: 1500 cases, 27 deaths attributed to contaminant in
manufacturing process at a single facility in Japan

rexamples of supplements containing
unwanted addition of undesirable contaminants

» Digitalis poisoning resulting from plantain-derived dietary
supplement contaminated by digitalis lantana

» Studies have identified other environmenial
contaminants in dietary supplements

» Aflatoxins, lead, mercury, DDT as examples



Adverse Events Associated with
Dietary Supplements: Examples

®» Some dietary supplements may interact with
effects of pharmaceutical drugs

» St John's Wort

®» Can induce as well as inhibit liver enzymes involved in
e metabolism of drugs and other chemicals

» Cyclosporin

= [ndinavir

= Oral contraceptives

®» Tricyclic antidepressants
» Benzodiazepenes




Other Dietary Supplements

of Current Concern

» Plant alkaloids containing ephedrine
» Example of botanical: Ma Huang (ephedra sinica)

» Contains mixture of mainly ephedrine, other stimulant alkaloids
» Pseudoephedrine (common OTC decongestant)
» Widely marketed as dietary supplement
» Weight loss, athletic enhancement
acology, toxicology of ephedrine, related alkaloids

» ncreased heart rate, blood pressure (blood vessel constriction),
bronchodilator effects

me studies have demonstrated poor correlation between product
beling and actual dose of what appears in the product

» Conftrast with regulatory oversight over pharmaceuticals
» Good Manufacturing Practices (GMP’s)




Restricted herbs: considered toxic, and given their side
effects, should be avoided

» Chapparal: irreversible liver damage.

» Comfrey: liver toxicity, carcinogenic effects, and damage to fetus if
used during pregnancy.

» Ephedra: hypertension, myocardial infarction (Ml), seizure, stroke,
psychosis. 155 deaths and over 16,000 side effects.

» Germander: liver damage and death.
» Kava: liver damage, especially risky for those with liver problems.

» |obelia: breathing problems, rapid heartbeat, low blood pressure,
coma, or death.

» Willow bark: Reye's syndrome in children, and allergic reaction in
adults.

» Wormwood: seizures, numbness of legs and arms, delirium, and kidney
failure.

= Yohimbe: hypotension (low blood pressure), heart conduction
disorders, kidney disorders, nervous system disorders, death.

A\



egulatory Requirements

» Result of consultative process:
» MOH, Wholistic Herbal Assoc.,

» Open fora with Select Committee on Human
Resources & Social Development

» Reference by MOH 1o legal approach taken by
ompetent Authorities in Australia, Canada,
ermany, England, United States, others.

Reference to WHO Guidelines on the Assessment
of Herbal Products. Definitions adapted - in use.




Present Regulatory Framework

» Recommendations based on collaborative work.

» Proc(zljucT classification scheme identified, presently
used.

» Food & Drug Act to be amended
» Regulations being developed

» Adyisory Panel Mechanism for Complimentary
Medicines to be re-established,

» [ood Advisory Committee established 2006,
ctober




cope of Amendment to F&D Act

= Natural Health Products Division

=» New categories of substances:
= Herbs
= Herbal Materials
= Herbal Remedies
= Finished Herbal Products

= Health Foods to include dietary supplements
and Nevutraceuticals

= Drugs, Foods - status remain unchanged




erbs:

Include plant material e.g. leaves, flowers, seeds, fruit, stems,
wood, bark, roots, rhizomes or other plant parts ,which may be
entire, fragmented or powdered.

| Material:

Inglude in addition to herbs, fresh juices, gumes, fixed oils, essential
ils, resins, dry powders of herbs.




Herbbal Remedy:

Any botanical product consisting of a
substance produced by subjecting a plant
/plants to drying, crushing or any other
process or mixture whose sole ingredients are
two or more substances so produced.

May have potential to be used for risk
reduction, therapeutic or freatment purposes.
Include fraditionally used and new ones.




Health food:

“Any product other than tobacco taken by
mouth that is intended 1o supplement the
dieft, such as, vitamin, mineral, amino acid,
enzyme, neutraceutical, dietary substance or

oncentrate, metabolite, constituent, extract
or combination of these ingredients”



Reauiren
Products

» Statement of content

= Concentration, source, dose
Posology
Rationale for combinations
Toxic/side effects

ests to confirm quality, potency
Verification of label claim

= Clinical trials, data or references to published studies, journals,
pharmacopoeias, and fraditional resources

= Approval in country of origin
» Scientific support of shelf life
\ » Samples




Note:

» All products regulated except

=» Homeopathic preparations more dilute than a one thousand fold
dilution of a mother tincture.

» Herbal teas except where there are claims.

ucts which exist and function principally as food if they
ake no therapeutic claims e.g. garlic

» Fees required for passive assessment
Il injectable presentations registered as




HALLENGES

» Pyblic Perception remains unchanged
®» Regulatory intervention
» Gap in public education programmes

®» |nsufficient information for many herbs presents
barfier 1o proper scientific review

» |filadequate laboratory support
»/requisite documentation often not supplied



Challenges

» Many supplements contain multiple ingredients,
change composition over tfime, or are used
intermittently at doses difficult to measure.

® |t may fake a long time for the current systems of
voluntary adverse event reporting to detect public
health problems associated with inappropriate
supplement use.




Expectations:

®» Maximum benefits to the consumer

» No double standards in quality

®» Honest communication to the public

®» Pyblic health & safety not compromised



The best prescription for
disease preventionis a
healthy lifestyle
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