
Perspective   

The NEW ENGLAND JOURNAL of MEDICINE

may 8, 2014

n engl j med 370;19 nejm.org may 8, 2014 1773

Crisco, companies have used arti-
ficial trans fats because of their 
commercially favorable properties, 
such as long shelf life, stability 
during deep frying, and palat-
ability. These fats have therefore 
been incorporated into a great 
many foods, including snack and 
deep-fried foods, baked goods, 
margarines, and crackers (see 
graph). The primary dietary source 
of artificial trans fat is partially 
hydrogenated oils, created by add-
ing hydrogen to vegetable oils.

In the early 1990s, studies be-
gan revealing negative health ef-
fects of trans fats, and by the mid-
2000s, it was clear beyond doubt 
that trans fats increase the risk 
of coronary heart disease, proba-

bly through their deleterious ef-
fect on low-density lipoprotein 
and high-density lipoprotein cho-
lesterol levels.1 Denmark banned 
partially hydrogenated oils in 
2003, and several other countries 
followed suit; in the United States, 
New York City passed such a ban 
for restaurant foods in 2006, and 
the state of California did the 
same in 2008.

Now, more than a decade after 
the first ban, the Food and Drug 
Administration (FDA) has pro-
posed a regulation that would de-
clare partially hydrogenated oils 
unsafe and allow only a small 
amount of remaining artificial 
trans fats in foods sold in the 
United States.2 A strong argu-

ment can be made for eliminat-
ing artificial trans fats entirely3; 
the Centers for Disease Control 
and Prevention estimates that this 
action could prevent as many as 
20,000 coronary events and 7000 
deaths from coronary causes each 
year in the United States. Still, the 
FDA action represents a signifi-
cant advance.

Essentially banning artificial 
trans fats would be a public health 
victory, made possible in part by 
limited resistance from the food 
industry. When New York City 
proposed its ban, the restaurant 
industry resisted, claiming that 
foods would cost more and taste 
worse and that consumer choices 
would be restricted because the 
supply chain could not produce 
alternative fats in sufficient 
amounts. None of these predic-
tions were borne out, and indus-
try has adapted.

What may have worried indus-
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Trans fats naturally exist in small amounts in the 
fat in meat and milk, but most trans fats in the 

food supply have been added by food manufacturers. 
Since 1911, when Procter and Gamble introduced 
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try more was the precedent being 
set by governments claiming in-
terest in and authority over the 
long-term health consequences of 
food. And indeed, that precedent 
makes the FDA action historic: 
banning artificial trans fats will 
save lives, but it also portends 
future government actions regard-
ing the food supply that will af-
fect human health much more 
broadly.

Americans have long granted 
federal, state, and local govern-
ments the authority to reduce the 
acute risks posed by unhealthful 
foods, particularly when it comes 
to avoidance of foodborne illness-
es. No one raises concerns about 
government overreaching when 
authorities step in to contain dis-
ease caused by contaminants such 
as Escherichia coli or salmonella. 
Since elements of our diet con-
tribute in substantial ways to the 
leading causes of death (includ-
ing cardiovascular disease and 
cancers), it is important to under-
stand how the regulatory author-
ity of government might be part 
of an overall strategy to improve 
our nutrition.

The FDA has primary author-
ity over the labeling and safety of 
the processed food supply in the 
United States. The agency first 
addressed trans fats by requiring 
the disclosure of the trans-fat con-
tent of food on nutrition labels 
beginning in 2006. Food manu-
facturers reformulated some food 
products to reduce or eliminate 
trans fat, thereby avoiding hav-
ing to declare it as an ingredient, 
but studies showed that some sub-
populations continue to have high 
intake because of their use of 
trans-fat–based products such as 
margarine and highly processed 
foods, such as some baked goods, 
that could be produced with alter-
native sources of fat.2

Partially hydrogenated oils 
have been considered safe by the 
food industry and are used in 
foods on the basis of that classi-
fication. However, the FDA has 
the authority to issue a notice 
proposing to determine that a 
substance is not “generally rec-
ognized as safe” (GRAS) and as 
a result is subject to further reg-
ulation.4 In 2013, the FDA deter-
mined that there is “no longer a 

scientific consensus” that partial-
ly hydrogenated oils are safe for 
their intended use in food, made 
a tentative determination that they 
are no longer GRAS “under any 
condition of use in food,” and is-
sued a request for comments on 
its proposal.2

The FDA is expected to re-
move GRAS status for partially 
hydrogenated oils and reclassify 
them as “food additives.” Unlike 
GRAS ingredients, food additives 
are not presumed to be safe and 
thus require premarketing ap-
proval.5 As a result, manufactur-
ers would no longer be allowed 
to sell partially hydrogenated oils 
directly or use them as ingredi-
ents in food products. The FDA 
action would apply to packaged 
foods found in stores but would 
also have broader reach. State and 
local governments have primary 
authority to regulate restaurants, 
but irrespective of their actions, 
partially hydrogenated cooking 
oils would no longer be permis-
sible for sale.

Other constituents of the food 
supply such as added sugars, salt, 
caffeine, and saturated fat might 
also be addressed by government, 
using trans fat as the precedent. 
The FDA has the authority to re-
quire labeling of constituents such 
as added sugars and caffeine, 
and it can establish safe thresh-
olds for use through its authority 
to eliminate problematic ingredi-
ents. As in the case of trans fat, 
the legal mechanism open to the 
agency for regulating a constitu-
ent of food is to remove GRAS 
status and have the constituent 
declared a food additive. For ex-
ample, the FDA now grants GRAS 
status to caffeine up to the 
amount typically added to cola-
type beverages, but it could re-
consider this threshold, chal-
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lenge manufacturers of products 
such as energy drinks who have 
determined themselves that caf-
feine is safe at much higher lev-
els, and ultimately regulate the 
amount of caffeine permitted in 
products.

Whether states have authority 
on these issues is an important 
question. Federal law does not 
expressly preempt states from 
making their own determinations 
of GRAS status. However, a state 
taking such an action could place 
itself in conflict with federal law 
and be vulnerable to legal chal-
lenges based on arguments, for 
example, that state actions are 
preempted by federal law. States 
do have authority to use their 
police power to enact regula-

tions directed at 
food-service estab-
lishments such as 

restaurants in order to support 
public health. States could, for 
example, require restaurants to 

reduce sodium levels in prepared 
foods, as New York City did with 
trans fat, and could require 
warning labels for foods.

Over the past few decades, 
food-safety concerns have expand-
ed from issues of foodborne ill-
ness and contaminants such as 
lead to include the effects food 
ingredients have on chronic dis-
eases such as heart disease. The 
government’s rightful role is to 
continue examining food ingre-
dients to determine safe condi-
tions for their use. The govern-
ment has the authority and 
responsibility to regulate the un-
healthful aspects of the food 
supply, and artificial trans fat is 
likely to be an important fron-
tier. The fact that a regulatory 
arm of the U.S. government is 
now following the lead of other 
countries and some U.S. cities 
and states with regard to trans 
fat suggests that a watershed has 
been reached; regulatory recon-

sideration of ingredients such as 
sugar, caffeine, and salt may well 
be next on the agenda.
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Many health care profession-
als find it irritating when 

management gurus recommend 
solving health care’s problems 
with approaches they would 
“copy and paste” from unrelated 
industries — a former chief exec-
utive of a manufacturing com-
pany claims that the same sim-
ple lessons that enabled him to 
transform his own industry can 
improve value in health care, or a 
business-school professor offers 
an eight-point leadership plan 
that she’s translated into health 
care as easily as if she’d trans-

lated it into French. Many people 
who work in health care value 
outside perspectives and are open 
to new approaches — and yet 
bristle at facile recommendations 
emerging from these translations.

At the same time, health care 
improvements can come from 
people who don’t know the field 
asking, genuinely, “Couldn’t you 
do it a different way?” — where 
insiders might be less able to 
imagine alternatives. Principles 
guiding high-impact innovation 
are evolving faster outside health 
care than inside. So it makes 

sense not to give up on the man-
agement gurus entirely, but we 
can distinguish between those 
who follow good innovation prac-
tices and those who don’t. Health 
care is not a single problem but 
thousands of problems, and rath-
er than seeking a solution de-
rived from other fields, we’d do 
better to find a solution process to 
use from within.

The challenge of health care 
innovation lies in combining con-
textual understanding with fresh 
perspectives. We — a physician, 
a business-school professor, a 
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