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The Common Rule, Updated
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or the first time since it was issued in 1991,

the Common Rule — the set of federal regu-

lations for ethical conduct of human-subjects
research — has been updated. Most of the new

requirements, many of which in-
crease flexibility, will go into ef-
fect in 2018, which gives institu-
tions a year to work toward
implementation.

The public saw the beginnings
of this effort in 2011, when the
Department of Health and Human
Services issued an Advance Notice
of Proposed Rulemaking, signal-
ing an interest in modernizing the
regulations by enhancing protec-
tions for human research partici-
pants and reducing unnecessary
burden and ambiguity for re-
searchers.! In September 2015, a
Notice of Proposed Rulemaking
(NPRM) identifying numerous pro-
posed changes was released for
public comment, generating a ro-
bust and energetic discussion of
the proposals’ merits.> More than
2100 comments were submitted,
from a fairly wide swath of the

public, including individuals, insti-
tutions, organizations, and soci-
eties. These comments, and influ-
ential reports including one from
the National Academies of Scienc-
es, Engineering, and Medicine,’
led to a long process of delibera-
tion and discussion. The result is
a final rule that differs signifi-
cantly from what was initially
proposed.

Most notably, the new rule does
not adopt the proposal to cover
researchers’ use of unidentified
biospecimens (such as leftover
portions of blood samples) and
to require informed consent for
such research. This proposal gen-
erated far more comments than
any other, and by a substantial
margin those comments opposed
the proposal. Commenters in every
category — institutions, research-
ers, people working in programs
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that protect research participants,
and people with no employment
connection to the research world
— expressed concern that imple-
menting this proposal could sig-
nificantly harm the ability to do
important research, without pro-
ducing any substantial off-setting
benefits. The public response was
particularly noteworthy, given that
the premise behind the proposal
was specifically tied to public sen-
timent: the NPRM had stated that
continuing to allow research on
unidentified biospecimens without
consent would place “the public-
ly-funded research establishment
in an increasingly untenable po-
sition because it is not consistent
with the majority of the public’s
wishes.” That premise now seems
questionable. Accordingly, the pro-
posals that would have made it
harder to do research with un-
identified biospecimens are not
included in the new rule.

The rule also does not include
proposals that were unpopular at
least in part because they were de-
pendent on additional rules or cri-
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teria that were not yet developed
(and thus could not be evaluated),
such as government templates for
broad consent, a standardized set
of privacy and security safeguards,
and an online decision tool that
could be used by anyone to de-
termine whether a research proj-
ect fit under an exemption from
the rule’s requirements. Com-
menters’ complaints about the
complexity of some proposals also
shaped the final rule, including
the federal agencies’ decision not
to adopt the proposal to extend
the Common Rule to clinical trials
that are not federally funded.

On the other hand, some of the
NPRM proposals received substan-
tial public support. One of these
related to improving informed
consent so that people would be
better informed when making de-
cisions about whether to partici-
pate in particular research studies.
It has long been recognized that
under the current rules, consent
forms have been growing longer
and can be difficult to understand.
They too often appear to be de-
signed more for protecting the
legal interests of institutions con-
ducting research than for helping
someone make a decision about
participation.

To improve consent forms and
the process of obtaining consent,
the new rules adopt a series of
provisions that were in the NPRM
or modified in response to com-
ments. Among other things, they
will require that prospective par-
ticipants be given the information
that a “reasonable person” would
want to have in order to make a
decision about participating (a stan-
dard that is commonly used for
consent to clinical care); that suf-
ficient detail be provided regarding
the research; and that the consent
form be organized to facilitate

understanding of why one might
or might not want to participate.

The new rules also adopt a
slightly modified version of the
NPRM proposal with regard to
the information’s presentation.
To combat the growth in length
and complexity of consent forms,
which too frequently means that
the most important information
ends up buried, informed consent
will be required to begin with a
“concise and focused” presenta-
tion of the key information that
will most likely help someone
make a decision about whether to
participate in a study. So, for ex-
ample, in a complicated random-
ized cancer clinical trial, this sec-
tion of the consent form would
probably include information
about the most important risks,
similar to what a doctor would
commonly say to a patient in the
clinical setting. The pages of ta-
bles that often include hundreds
of risks, ranked according to
likelihood and severity, which
are commonly used in current
consent forms, could still be in-
cluded in the form but could not
be part of this initial concise
presentation of key information.
Another complementary new pro-
vision is a requirement, made
more flexible than was proposed
in the NPRM, to post online one
version of a consent form used to
enroll participants in federally
funded clinical trials.

Other proposed reforms pre-
served in the new rule represent
significant improvements in the
oversight system that aim to re-
duce unnecessary regulatory bur-
den and enhance protections for
research participants. Many ob-
servers argue that human research
participants could be better pro-
tected if less time and effort were
devoted to the oversight of low-
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risk studies, so that institutional
review boards (IRBs), administra-
tors, and researchers could focus
on ensuring appropriate protec-
tions in higher-risk studies. The
new rule facilitates this shift in a
number of ways. For example, it
creates additional exemptions for
low-risk studies, eliminates the
need for continuing review for
many studies, and provides a new
option for facilitating the screen-
ing of potential participants so
long as researchers keep infor-
mation confidential.

In addition, the rule includes
an option permitting researchers
to seek broad consent, which al-
lows participants to agree to re-
searchers’ using their identifiable
private information or identifi-
able biospecimens, originally ob-
tained for other purposes such
as clinical care, for future, yet-to-
be-specified research studies. We
envision that broad consent may
enhance people’s opportunity to
decide whether their identifiable
private information or identifiable
biospecimens may be used by re-
searchers for secondary research
studies in circumstances in which
investigators might have previ-
ously chosen to remove personal
identifiers before conducting a
study or to seek a waiver of con-
sent from an IRB. The latter two
options are still available under
the new rule, in contrast to the
NPRM'’s proposals with respect
to biospecimens. At the same
time, we expect that broad con-
sent, which has been made more
flexible than it was in the NPRM,
will at least sometimes be the pre-
ferred option for both participants
and researchers.

The new rule also adopts the
proposal to generally require
single-IRB review for multi-insti-
tutional studies conducted in the
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United States. In response to pub-
lic concerns, while the rule estab-
lishes single-IRB review as the
default, it allows any federal agen-
cy supporting or conducting re-
search to determine that the use
of a single IRB is not appropriate
for a particular context (in con-
trast to the NPRM’s proposal to
require that such determinations
be made on a study-by-study ba-
sis). The goal of encouraging the
use of single-IRB review in this
way is to empower that IRB to bet-
ter protect all human participants
in a given study, while eliminat-
ing the time and effort associated
with multiple IRB reviews and the
need for reconciling different IRB
determinations.

As institutions, IRBs, and re-
searchers integrate the new rules
into their practices, we hope that

the greater protections provided
to research participants will result
in greater trust in the research
enterprise and that the new flexi-
bility offered to researchers and
IRBs will foster creative and in-
novative ways of further improv-
ing the oversight of the human-
subject protection system. For
many years, observers have said
that the Common Rule would nev-
er be changed. Change has now
occurred, we believe for the better.
And when the research enterprise
evolves further and additional
changes are warranted, the new
rule is proof that positive regula-
tory reform is indeed possible.

The views expressed in this article are
those of the authors and are not necessarily
those of the Department of Health and Hu-
man Services or the Office of the Assistant
Secretary for Health.
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