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UNDERSTANDING THE DIETARY
SUPPLEMENT AND HEALTH
EDUCATION ACT OF 1994

In 1994, a landmark piece of legislation
fundamentally reshaped how Americans
access  and  use  vitamins,  minerals,
herbs,  and  other  nutritional  products.
The Dietary Supplement And Health
Education  Act,  commonly  known  as

DSHEA,  established  a  new  regulatory
framework for dietary supplements that
continues  to  influence  the  health  and
wellness industry today. For consumers,
manufacturers,  and  healthcare
professionals  alike,  understanding
DSHEA  is  essential  for  navigating  the
complex  world  of  dietary  supplements
safely and effectively.
Before  DSHEA,  dietary  supplements
were  regulated  similarly  to  food
products, but the lines were often blurry.
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Manufacturers  faced  uncertainty  about
what  claims  they  could  make,  and
consumers  had  l imited  access  to
information  about  the  products  they
were taking. The Dietary Supplement
And Health Education Act changed all
of that by creating a distinct category for
dietary  supplements  and  establishing
clear  rules  for  their  marketing,  safety,
and labeling.

WHAT IS THE DIETARY
SUPPLEMENT AND HEALTH
EDUCATION ACT?

The Dietary Supplement And Health
Education Act is a federal law passed
by  the  United  States  Congress  and
signed into law by President Bill Clinton
on  October  25,  1994.  This  legislation
amended the Federal  Food,  Drug,  and

Cosmetic  Act  to  define  dietary
supplements as a separate category of
food products. Under DSHEA, a dietary
supplement  is  defined  as  a  product
intended  to  supplement  the  diet  that
c o n t a i n s  o n e  o r  m o r e  d i e t a r y
ingredients, including vitamins, minerals,
herbs or other botanicals, amino acids,
enzymes,  or  other  substances  used to
supplement the diet.
The Dietary Supplement And Health
Education Act established that dietary
supplements  are  to  be  regulated  as
foods,  not  drugs.  This  distinction  is
crucial  because  it  means  supplements
do  not  need  to  undergo  the  same
rigorous  pre-market  approval  process
that  pharmaceutical  drugs  require.
Instead,  manufacturers  bear  the
responsibility for ensuring their products
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are safe and accurately labeled before
they reach consumers.

Key Provisions of
DSHEA
The Dietary Supplement And Health
Education  Act  contains  several  key
provisions  that  have  shaped  the
supplement industry over the past three
decades. Understanding these provisions
helps consumers make informed choices
about the products they use.

Definition of dietary
supplements: DSHEA formally
defined what constitutes a dietary
supplement, including vitamins,
minerals, herbs, botanicals, amino

acids, and other dietary
substances.
Safety responsibility: The law
placed the burden of safety on
manufacturers, requiring them to
ensure their products are safe
before marketing them to
consumers.
Labeling requirements: DSHEA
established specific labeling rules,
including the requirement to list all
ingredients and include a
"Supplement Facts" panel.
Structure-function claims: The
law allowed manufacturers to
make certain types of claims about
how their products affect the
body's structure or function,
without needing FDA approval.
New dietary ingredients:
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DSHEA required manufacturers to
notify the FDA before introducing
new dietary ingredients that were
not marketed before October 15,
1994.

HOW DSHEA CHANGED THE
SUPPLEMENT INDUSTRY

Before  the  Dietary Supplement And
Health Education Act became law, the
supplement  industry  operated  in  a
regulatory  gray  area.  Products  were
often  pulled  from  shelves  if  the  FDA
deemed them unsafe, but there was no
clear framework for what was allowed.
DSHEA brought  clarity  and  stability  to
the market, which had both positive and
negative consequences.
On  the  positive  side,  the  Dietary

Supplement  And  Health  Education
Act  gave consumers access to a wide
range of products that might not have
been  available  under  stricter  drug
regulations. Herbal remedies, amino acid
supplements, and specialized nutritional
products  flourished.  The  law  also
e n c o u r a g e d  i n n o v a t i o n ,  a s
manufacturers  could  develop  new
products  without  going  through  the
lengthy  and  expensive  drug  approval
process.
However,  critics  argue  that  DSHEA
placed  too  much  responsibility  on
manufacturers  and  not  enough  on
regulatory  oversight.  Because  the  FDA
does  not  pre-approve  supplements  for
safety or effectiveness, consumers must
rely  on  manufacturers  to  self-regulate.
This has led to concerns about product
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quality,  contamination,  and  misleading
claims in some corners of the industry.

SAFETY AND QUALITY UNDER
DSHEA

A  central  question  surrounding  the
Dietary  Supplement  And  Health
Education  Act  is  how  it  addresses
product  safety.  The  law  requires
manufacturers to ensure their products
are safe, but it does not require them to
prove  safety  to  the  FDA  before
marketing.  Instead,  the  FDA  can  take
action against a supplement only after it
has been shown to be unsafe.
This approach has both advocates and
detractors.  Supporters  of  the  Dietary
Supplement  And  Health  Education
Act  argue  that  it  strikes  the  right
balance between consumer access and

safety.  They  point  out  that  the  vast
majority of supplements on the market
are  safe  when  used  as  directed.
Detractors,  however,  contend  that  the
law  creates  a  system  where  unsafe
products  can  reach  consumers  before
regulators can intervene.

Good
Manufacturing
Practices
To  address  quality  concerns,  the  FDA
established Current Good Manufacturing
P rac t i ces  ( cGMPs )  f o r  d ie ta ry
supplements  in  2007,  building  on  the
framework of the Dietary Supplement
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And  Health  Education  Act.  These
regulations  require  manufacturers  to
follow  specific  procedures  for  quality
control,  including testing raw materials
and finished products, maintaining clean
facilities, and keeping detailed records.
The cGMPs represent an important layer
of  consumer  protection  within  the
DSHEA  framework.  While  the  Dietary
Supplement  And  Health  Education
Act  does  not  require  pre-market
approval, it does set standards for how
products are made. Manufacturers that
follow cGMPs are more likely to produce
supplements  that  contain  what  their
labe ls  c la im  and  are  f ree  f rom
contaminants.

LABELING AND CLAIMS UNDER

DSHEA

One  of  the  most  significant  aspects  of
the Dietary Supplement And Health
Education Act is how it handles product
labeling  and  claims.  The  law  allows
manufacturers  to  make three types  of
claims  on  supplement  labels:  health
claims,  nutrient  content  claims,  and
structure-function  claims.
Health claims describe the relationship
between a substance and a disease or
health  condition.  These  claims  require
FDA  approval  based  on  significant
scientific  agreement.  For  example,  a
supplement  might  claim  that  calcium
reduces the risk of osteoporosis, but only
if  the  FDA  has  approved  that  specific
health  claim.
Structure-function claims describe how a
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supplement  affects  the  body's  structure
or function without mentioning a specific
disease. These claims do not require FDA
a p p r o v a l  u n d e r  t h e  D i e t a r y
Supplement  And  Health  Education
Act, but they must be truthful and not
misleading.  A  common  example  is  a
claim  that  a  supplement  "supports
immune  health"  or  "promotes  healthy
joints."
Manufacturers making structure-function
claims must include a disclaimer on the
label  stating  that  the  product  has  not
been evaluated by the FDA and is not
intended  to  diagnose,  treat,  cure,  or
prevent  any  disease.  This  disclaimer
helps  consumers  understand  the
limitations  of  these  claims.

CONSUMER EMPOWERMENT
THROUGH DSHEA

The Dietary Supplement And Health
Education  Act  was  designed  with
consumer  empowerment  in  mind.  By
giving  people  access  to  dietary
supplements and information about their
potential benefits, the law aimed to help
individuals  take  a  more  active  role  in
their own health and wellness.
Before DSHEA, many supplements were
classified  as  drugs  or  food  additives,
which  limited  their  availability.  The
Dietary  Supplement  And  Health
Education Act removed these barriers,
allowing  consumers  to  choose  from  a
wide variety of products. This has been
particularly important for people seeking
natura l  a l ternat ives  for  heal th
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maintenance,  as  well  as  those  with
specific nutritional needs that cannot be
met through diet alone.
However, consumer empowerment also
comes with responsibility.  The Dietary
Supplement  And  Health  Education
Act places the burden on consumers to
educate themselves about the products
they  use.  Unlike  prescription  drugs,
which  are  prescribed  by  a  healthcare
professional  who  monitors  their  effects,
dietary  supplements  are  typically  self-
selected.  This  means  consumers  must
be proactive about researching products,
understanding  labels,  and  consulting
with  healthcare  providers  when
appropriate.

COMMON MISCONCEPTIONS

ABOUT DSHEA

Despite  being  in  effect  for  over  thirty
years,  the  Dietary  Supplement  And
Health  Education  Act  is  still  widely
m i s u n d e r s t o o d .  O n e  c o m m o n
misconception  is  that  DSHEA  means
s u p p l e m e n t s  a r e  c o m p l e t e l y
unregulated.  In  reality,  the  FDA  has
significant  authority  over  dietary
supplements,  including  the  power  to
remove unsafe products from the market
and  take  l ega l  ac t i on  aga ins t
manufacturers who violate the law.
Another  misconception  is  that  the
Dietary  Supplement  And  Health
Education Act allows manufacturers to
make  any  claim  they  want.  While
structure-function claims do not require
FDA approval, they must be truthful and
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substantiated by evidence. The Federal
Trade  Commission  also  oversees
supplement  advertising  and  can  take
action against false or misleading claims.
Some  consumers  believe  that  al l
supplements  are  safe  simply  because
they  a re  natura l .  The  Dietary
Supplement  And  Health  Education
Act  does  not  guarantee  safety,  and
natural  ingredients can still  cause side
effects or interact with medications. This
is why it is important for consumers to
research  products  and  consu l t
healthcare professionals before starting
any supplement regimen.

THE FUTURE OF DSHEA

As the supplement industry continues to
grow,  discussions  about  potential
reforms  to  the  Dietary  Supplement

And  Health  Education  Act  have
become more frequent. Some consumer
advocacy  groups  and  lawmakers  have
called for stronger regulatory oversight,
i n c l ud ing  manda to ry  p roduc t
registration, stricter safety testing, and
clearer labeling requirements.
Others  argue  that  the  Dietary
Supplement  And  Health  Education
Act has served consumers well and that
additional  regulation  would  stifle
innovation and limit  access to beneficial
products.  They  point  to  the  fact  that
s e r i o u s  a d v e r s e  e v e n t s  f r o m
supplements are relatively rare and that
most products on the market are safe
when used appropriately.
One area of potential reform is the new
dietary  ingredient  notification  process.
Under  the  Dietary  Supplement  And
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Health Education Act,  manufacturers
must notify the FDA before introducing a
new dietary ingredient, but critics argue
that  the  requirement  is  too  weak and
that  many  new  ingredients  enter  the
market without adequate safety data.

HOW TO CHOOSE SUPPLEMENTS
WISELY UNDER DSHEA

Navigating  the  supplement  market
under  the  Dietary  Supplement  And
Health Education Act requires careful
consideration.  Here are  some practical
tips for choosing supplements wisely:

Research the manufacturer:1.
Look for companies with a good
reputation for quality and
transparency. Some
manufacturers voluntarily submit

their products for third-party
testing by organizations like USP,
NSF International, or
ConsumerLab.
Read labels carefully: Pay2.
attention to the Supplement Facts
panel and check for the presence
of any inactive ingredients or
fillers that might cause reactions.
Be skeptical of exaggerated3.
claims: If a product promises
miraculous results, it is likely too
good to be true. Remember that
the Dietary Supplement And
Health Education Act allows
structure-function claims, but
these should be supported by
reasonable evidence.
Consult a healthcare4.
professional: Before starting any
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new supplement, talk to a doctor,
pharmacist, or registered dietitian
who can help you understand
potential benefits and risks based
on your individual health needs.
Look for third-party5.
certifications: Products that have
been tested by independent
organizations provide an extra
layer of assurance about quality
and purity.

CONCLUSION

The Dietary Supplement And Health
Education Act remains one of the most
influential  pieces  of  health  legislation  in
the United States. By creating a distinct
regulatory  category  for  dietary
supplements,  DSHEA  opened  the  door
for  millions  of  Americans  to  access

products that  support  their  health and
wellness goals.  The law's emphasis  on
consumer  choice  and  manufacturer
responsibility  has  shaped  an  industry
that continues to evolve and expand.
While  the  Dietary  Supplement  And
Health  Education  Act  has  its  critics
and  limitations,  it  has  undeniably
provided  a  framework  that  balances
access with safety. For consumers, the
key  to  making  the  most  of  DSHEA  is
education. Understanding what the law
does  and  does  not  do,  reading  labels
carefully,  and  consulting  healthcare
professionals  are  essential  steps  for
anyone  who  wants  to  use  dietary
supplements  safely  and  effectively.
As  the  conversation  about  supplement
regulation  continues,  the  Dietary
Supplement  And  Health  Education



12

12 Dietary Supplement And Health Education Act 2022-12-14

Act  will  likely remain a cornerstone of
the debate. Whether through reform or
reaffirmation,  the  principles  established

by  DSHEA  in  1994  will  continue  to
influence  how  Americans  approach
dietary supplements for years to come.


