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6 The prescription drug advertising regulations,
issued under section 502(n) of the act, provide that
an advertisement does not satisfy the requirement
that it present a ‘‘true statement’’ of information in
brief summary if it is false or misleading with
respect to side effects, contraindications, or
effectiveness (see 21 CFR 202.1(e)(5)(i)). In addition,
the regulations list 33 ways in which prescription
drug advertisements may be false or misleading (see
21 CFR 202.1(e)(6) and (e)(7)).

(1986); Rubin v. Coors, 115 S.Ct. 1585,
1591 (1995)).

In order to protect and promote the
public health, Congress granted FDA
broad statutory authority to ensure that
promotional activities (labeling and
advertising) for drugs and devices are
truthful and not misleading. Section
502(a) of the act provides that a drug or
device is deemed to be misbranded if its
labeling is false or misleading in any
particular, and under section 502(q) of
the act a restricted medical device is
misbranded if its advertising is false or
misleading in any particular. A
prescription drug is misbranded under
section 502(n) of the act unless the
manufacturer, packer, or distributor
includes in all advertisements with
respect to that drug, ‘‘a true statement of
* * * information in brief summary
relating to side effects,
contraindications, and effectiveness
* * *.’’6 Similarly, a restricted device is
misbranded under section 502(r) of the
act unless the manufacturer, packer, or
distributor includes in all
advertisements with respect to that
device, ‘‘a true statement of * * * the
intended uses of the device and relevant
warnings, precautions, side effects, and
contraindications * * *.’’ Moreover,
section 201(n) of the act specifically
explains that if an article is alleged to
be misbranded because the labeling or
advertising is misleading, there shall be
taken into account not only
representations or suggestions made in
the labeling or advertising, but also the
extent to which the labeling or
advertising fails to reveal material facts.
The dissemination of false or misleading
information about drugs and devices
can induce physicians to choose
therapies that deprive patients of
reliable treatment and cause severe
morbidity, life-threatening adverse
effects, or death.

FDA’s guidance also serves to protect
the public health by preserving the
integrity of the premarket approval
process, a second substantial
government interest. As explained
earlier, by enacting the act, Congress
established a premarket approval and
clearance process whereby
manufacturers must establish that their
drugs and devices are safe and effective
for each of their intended uses before
they can be marketed and promoted for

those uses. Manufacturers of drugs and
devices are not permitted to promote
unapproved products or unapproved
uses of approved products, either
directly or indirectly, such as through
industry-supported scientific and
educational activities. This regulatory
requirement is an important incentive
for manufacturers to conduct studies to
determine whether their products are
safe and effective. If premarket approval
were not required for each intended use
and manufacturers were free to promote
products for any use, manufacturers
would have little reason to do scientific
research and to present their data to
FDA. Additionally, it is important to
note that the approval of a drug or
device for one use does not provide
assurance that the product is safe or
effective for a different use or use in a
different patient population.
Consequently, the promotion of
unapproved uses raises significant
safety concerns, which are more fully
discussed below.

c. The third prong. FDA’s guidance on
industry-supported scientific and
educational activities directly advances
the government’s substantial interests.
‘‘[A] governmental body seeking to
sustain a restriction on commercial
speech must demonstrate that the harms
it recites are real and that its restriction
will in fact alleviate them to a material
degree’’ (Edenfield v. Fane, 113 S.Ct.
1792, 1800 (1993)).

FDA’s guidance directly advances the
Government’s interest of protecting the
health and safety of its citizens by
helping to ensure the dissemination of
truthful and nonmisleading information
about drugs and devices. The guidance
includes a number of suggestions on the
design and conduct of industry-
supported scientific and educational
activities so that they will be free from
the promotional influence of the
supporting company and not
misleading. Such suggestions include,
for example, meaningful disclosure of
the company’s funding of the program
and any significant relationship
between the provider (an entity, other
than a regulated company, that
produces the activity or program),
presenter, and supporting company;
giving the provider full control over the
content of the program and selection of
speakers; avoiding involvement of the
sales or marketing departments of the
supporting company in audience
selection decisions; and not having
promotional activities in the meeting
room. Industry-supported activities that
are designed and carried out in this
manner are less likely to result in the
dissemination of false, misleading, or

biased information that can adversely
affect public health.

On a number of occasions, FDA has
become aware of and taken action
against industry-supported scientific
and educational activities that were
false or misleading, and that could have
caused harm to patients. For example, a
few years ago, agency staff viewed two
videotaped presentations on treating
gallstone disease that were broadcast
nationwide on a cable television
network intended for physicians. The
videos were produced and paid for by
a major drug company and prominently
featured a drug marketed by the
company for the chemical dissolution of
certain gallstones. The programs
encouraged doctors to prescribe this
drug instead of surgery to treat gallstone
disease. These representations and
suggestions were false or misleading
because: (1) The drug is approved only
for dissolving certain types and sizes of
gallstones in patients for whom surgery
is not medically appropriate, or for
patients who refuse surgery, and (2)
surgery is more effective and is the
preferred treatment for almost all
patients with gallstone disease.

These industry-sponsored
presentations could have caused many
physicians to make inappropriate and
potentially harmful treatment decisions.
After FDA notified the sponsoring
company that the programs were false or
misleading, the company agreed to take
appropriate corrective action.

In a more recent example, a major
drug company sponsored a misleading
symposium on cyclosporine drug
products (approved to prevent organ
rejection in kidney, liver, and heart
transplant patients), held in conjunction
with the annual meeting of the
American Society of Transplant
Physicians. The sponsoring company’s
‘‘pioneer’’ (nongeneric) cyclosporine
drug product was about to lose patent
protection and face competition from
lower-priced generic cyclosporine
products at the time of the symposium.

An investigation by FDA revealed that
the sponsoring company and its agent
specifically requested that one invited
speaker revise his abstract to remove
any references to the impending
availability of generic cyclosporine
products, to delete or revise sections of
text that did not support switching
stable patients to the sponsoring
company’s product, and to make other
revisions to his presentation. Despite
the speaker’s insistence on including his
abstract as originally written, the
sponsoring company again asked the
speaker to revise his abstract and
presentation. When the speaker again
refused to revise his abstract, it was not
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audiovisual materials * * *’’ (57 FR
56412 at 56413). In the final guidance,
this discussion is included in the
‘‘Control of Content and Selection of
Presenters and Moderators’’ factor.
Although discussion regarding ‘‘limited
technical assistance’’ is not included in
the final guidance, as discussed in the
response to comment 22 of section
II.E.5. of this document, technical
assistance is a concern.

22. Several comments recommended
that the agency more clearly define the
limits of permissible technical
assistance. Some comments argued that
the policy should preclude all technical
assistance, as to permit such assistance
opens the door to influence. Other
comments raised concerns that the
policy is overly restrictive as to
technical assistance in which
supporting companies may engage.
Several comments argued that
supporting companies should be
allowed to script, target points for
emphasis, and provide unlimited
technical assistance so long as such
influence does not unfairly bias the
program.

The agency continues to believe that
the supporting company should not
engage in activities that could influence
the presentation’s content. Activities
such as scripting and targeting points
for emphasis can have a direct effect on
the presentation’s direction, balance,
and overall message. A company-
designed and financed presentation,
even if approved by an independent
provider, remains, in the agency’s view,
an activity that is not independent.

In addition, because the agency shares
the concern that technical assistance
may open the door to influence, the
agency suggests that the supporting
company should provide limited
technical support only in response to an
unsolicited request for assistance from
either the provider or a presenter.

6. Ancillary Promotional Activities
The draft policy statement indicated

that the written agreement should
include an agreement by supporting
companies to not have any promotional
activities or promotional exhibits ‘‘in
the same room or in an obligate path to
the educational activity, unless the
exhibit is within an area that is
designated for general exhibits and
includes exhibits from different
companies marketing alternative or
competing therapies.’’ Additionally,
providers would agree that no
advertisements for the supporting
company’s products would appear in
any materials disseminated in the
program room (57 FR 56412 at 56413).
The final guidance states that one factor

the agency will consider is whether
there are promotional activities in the
meeting room.

23. Many comments were concerned
about the scope of this element on
ancillary promotional activities by
supporting companies, specifically the
language on promotional activities
occurring in an obligate path to the
educational activity. These comments
asserted that this aspect of the policy
was, in general, unduly restrictive;
contrary to the normal practice of
placing exhibits in advantageous
locations; it would have a
disproportionate effect on smaller, sole-
sponsored, local meetings to the extent
that it may make supporting companies
reluctant to fund local continuing
education activities; and it placed FDA,
inappropriately, in the position of
influencing meeting facility layout,
including routes of ingress and egress
into meeting facilities. As a
consequence, the comments argued that
certain facilities would become more or
less attractive venues for educational
activities on the basis of physical layout
alone. One comment contended that the
discussion regarding ancillary
promotional activities is overly
permissive and blurs the distinction
between independence and promotion,
which the comment viewed as contrary
to the stated purpose of the policy.
Another comment argued that the close
juxtaposition of an independent
educational activity and a promotional
activity may sharpen rather than blur
the desired distinction.

The agency is persuaded that the
language in the draft policy statement
regarding promotional activities in an
obligate path to the educational activity
should be deleted from the final
guidance. This provision is problematic
in that its application may turn on the
physical layout of a building, and thus
may favor certain facilities and
providers. Moreover, the agency is not
convinced that this is necessary to
preserve the distinction between an
independent educational activity and a
promotional activity. The agency gives
some credence to one comment’s
observation that the close juxtaposition
of an independent educational activity
and a promotional activity may be as
likely to sharpen as to blur the desired
distinction between independent and
promotional activities. Because its
contribution to preserving the
distinction between an independent
activity and a promotional activity is
uncertain, there is not adequate
justification for this provision in light of
its differential impact on affected
parties. Consequently, the final
guidance has been revised to suggest

that ancillary promotional activities
should not take place in the actual
meeting room.

24. Several comments interpreted the
draft policy statement as precluding a
sole exhibitor from having a
promotional exhibit at either a sole or
multi-sponsored educational activity.
The comments objected that this would
cause the issue to turn on whether other
exhibitors chose to exhibit.

These comments misinterpret the
draft policy statement. The provision on
ancillary promotion would not preclude
sole exhibitors from exhibiting at either
sole-sponsored or multi-sponsored
programs. The final guidance, as
revised, merely suggests that
promotional activities (sole exhibitors or
otherwise) not take place in the meeting
room. Companies are otherwise free to
exhibit at sole or multi-sponsored
programs without threatening the
independent status of the activity.

7. Objectivity and Balance and
Limitations on Data

The draft policy statement contained
two sections, entitled ‘‘Objectivity and
Balance’’ and ‘‘Limitations on Data’’ as
part of the suggested written agreement.
Under ‘‘Objectivity and Balance’’ a
provider would agree to take steps to
ensure that data are objectively selected
and presented, that both favorable and
unfavorable information about a product
are fairly represented, and that there is
a ‘‘balanced discussion of the prevailing
body of scientific information’’ about a
product and reasonable, alternative
treatment options. In ‘‘Limitations on
Data’’ the provider would agree to have
‘‘meaningful disclosure’’ of any
limitations or uncertainty on data.
Neither of these elements are included
as factors in the final guidance.

25. Several comments maintained that
these two sections would place
excessive regulatory burdens on
providers because providers would be
obliged to screen presentations in
advance and would appear to be
responsible for the behavior of
presenters who are, to an extent, beyond
the provider’s control. Other comments
argued that these sections are
inconsistent with the concept of
independence because they effectively
regulate content in an ostensibly
independent program in a manner
similar to the fair balance requirement
in FDA’s advertising regulations. Some
comments argued that these elements
are necessarily subjective in practice
and that, among other things, time
limitations, venue, and educational
objectives may influence the extent to
which a program is considered balanced
or discusses data limitations. Other
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comments maintained that these
elements state only that which should
reasonably be expected in legitimate,
independent scientific discourse and
thus are not appropriately the subject of
a regulatory policy. They maintained
that having these elements as part of the
written agreement is paternalistic
because it does not credit the audience
with the intelligence and means to
require objectivity and balance and to
put presented data in its appropriate
context. Still other comments supported
these elements.

The agency is persuaded that these
elements are not necessary to help
ensure that sponsored programs are
nonpromotional and independent of the
supporting company’s influence, and
that there is adequate disclosure of
relationships and information that is
relevant to the audience’s assessment of
information presented. The agency is
also persuaded that objectivity, balance,
and disclosure of data limitations are
commonly understood to be elements of
typical, independent scientific
discourse. The agency is convinced that
these issues should be left to providers,
presenters, and accreditors of
educational activities and, therefore,
these elements are not included as
factors the agency will consider in
determining independence.

8. Discussion of Unapproved Uses
The draft policy statement suggested

that if unapproved uses are discussed,
the written agreement include an
agreement by the provider that
presenters disclose that the product is
not approved in the United States for
the use under discussion. The final
guidance states that the agency will
consider whether there is meaningful
disclosure, at the time of the program,
to the audience of whether any
unapproved uses of products will be
discussed.

26. Several comments contended that
this element is inconsistent with the
concept of an independent program,
burdensome, and would limit scientific
exchange. Several comments added that
the ultimate content of presentations is
beyond the control of providers and that
it would be cumbersome to flag
discussion of unapproved products or
uses throughout a program or
presentation. Comments from the
oncology community argued that this
aspect of the written agreement would
be especially burdensome for oncology
educational programs because it would
likely apply to the bulk of product uses
discussed. One comment suggested
using a general disclaimer in the
program materials that not all products
or product uses to be discussed are

approved uses in the United States,
rather than requiring presenters to
specifically identify those unapproved
uses.

The agency is persuaded that this
disclosure, as presented in the draft
policy statement, has the potential to be
burdensome and unwieldy in practice,
particularly in specialty areas where a
high percentage of product use is for
unapproved uses. Therefore, the final
guidance does not include as a separate
factor that providers have presenters
disclose that a particular product or use
is unapproved.

The agency, however, believes that
the fact that a program may include
discussion of products or product uses
that are not approved is a matter that
warrants disclosure. This fact, along
with acknowledgment of the supporting
company’s funding of a program, is
important to an audience’s assessment
of the information presented. The
agency believes that a less burdensome
disclosure than that proposed in the
draft policy statement would suffice.
The agency agrees with the comment
that a single, general disclosure as to
whether a program, or individual
presentations in a program, will include
discussion of products or product uses
that are not approved would be
adequate to address the agency’s
concern. Therefore, FDA has deleted the
‘‘Discussion of Unapproved Uses’’
element from the final guidance, and the
factor discussing ‘‘Disclosures’’ has been
revised to suggest that the provider
ensure meaningful disclosure, at the
time of the program, to the audience of
whether any unapproved uses of
products will be discussed. Ideally,
such disclosure should occur in
conjunction with disclosure of the
supporting company’s financial support
for the program. This disclosure could
take the form of a statement in the
program materials or be delivered
verbally at the start of the program.

27. Several comments contended that
presenters should be permitted to report
on foreign regulatory status, and
pending U.S. applications and
supplements for products discussed.

Nothing in this final guidance should
be construed as barring presenters from
discussing the foreign regulatory status
of a product, or indicating that a
product being discussed is the subject of
a pending new drug application or
supplement in the United States.

9. Opportunities for Debate
The draft policy statement included

an element that the provider agree, in
the case of live presentations, to provide
‘‘meaningful opportunities for scientific
debate or questioning’’ during the

program (57 FR 56412 at 56414). The
final guidance includes a similar factor
entitled ‘‘Opportunities for Discussion.’’

28. Several comments contended that
it is not always practical to provide
meaningful opportunities for debate
because such opportunities may be
contingent on the size of the program,
time constraints, willingness of an
audience to participate, and other
factors unrelated to a program’s
independence. These comments
maintained that an opportunity for
debate should be a goal of an
independent program, but not included
in all activities. Other comments asked
the agency to clarify what is meant by
‘‘meaningful opportunities’’ for debate.

The agency agrees that opportunities
for debate should be a goal of an
independent program, but it is not
practical or appropriate in all activities.
Factors unrelated to a program’s
independence could intercede to
preclude an opportunity for meaningful
debate. The agency’s inquiry concerning
this factor likely would be whether a
program format reasonably afforded an
opportunity for discussion, and such
opportunity was nonetheless not
provided. This finding may suggest an
intent to insulate from peer scrutiny the
data and ideas presented. As with the
other factors in this final guidance, a
finding that a meaningful opportunity
for discussion was denied may suggest
that a program was not independent
despite representations to the contrary.

Certain comments seeking
clarification of what is meant by a
‘‘meaningful opportunity for scientific
debate or questioning’’ seem to have
inferred a more stringent concept than
was intended. The goal contemplated is
no more than a reasonable opportunity
for the type of question and answer
session typical of continuing education
activities. The agency has changed the
word ‘‘debate’’ to ‘‘discussion’’ to reflect
this less structured intent.

10. Schedule of Activities
The draft policy statement suggested

that the company and provider agree to,
and record in the written agreement, the
dates, times, and locations of all
presentations (57 FR 56412 at 56414).

29. Several comments contended that
it is overly burdensome to have a
supporting company and provider
identify all presentations to be held.
They maintained that this is
problematic in that not all future
programs may be anticipated at the time
a provider and supporting company
enter into an arrangement. Several
comments maintained that the fact of
multiple presentations of the same
program should not be viewed as
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suggesting possible promotional intent
so as to warrant higher scrutiny. Some
comments argued that it is desirable to
repeat certain programs for public
health reasons, that demand for
additional programs suggests that a
program is valuable, and that repeat
presentations are desirable as they are
the most efficient way to disseminate
valuable information. Some comments
contended that there should be a
distinction between multiple programs
that were agreed to in advance of any
presentation and those that were agreed
to after the fact, and only the later
should be subject to higher scrutiny.

The agency is convinced that it may
be difficult for a supporting company
and provider to document the dates,
times, and locations of all presentations
in advance and, therefore, has removed
this element from the final guidance.
The agency, however, remains
convinced that, in some circumstances,
the fact of multiple presentations may
be an indicator of supporting company
influence. The agency agrees that
multiple presentations of the same
program are more troublesome when a
supporting company agrees to fund
additional programs after having viewed
the initial program. This opportunity to
view a program in advance of a decision
to fund additional programs provides an
obvious degree of control over content
of multiple presentations. Thus, these
programs would be viewed with greater
scrutiny.

F. Other Factors in Determining
Independence

The draft policy statement stated that
if, notwithstanding the presence of a
written agreement, a question is raised
regarding product promotion, FDA
would consider several ‘‘possible
indicia of company influence.’’ These
factors included, among others, an
examination of the relationship between
the provider and supporting company,
the provider’s involvement in the
company’s sales or marketing, logistical
assistance provided by the company, the
program’s focus (whether the program
concentrated on a single product), and
gifts to encourage attendance (57 FR
56412 at 56414). The draft policy
statement also indicated that ‘‘no
individual factor is likely by itself to
stimulate an action based on lack of
independence.’’ Many of the factors that
were discussed in the ‘‘Other Factors in
Determining Independence’’ section of
the draft policy statement (section II.B.)
have been retained in the final
guidance.

30. Several comments advised
deleting this entire section from the
policy. Another comment contended

that the articulated factors undercut the
protection afforded by the policy by
permitting post hoc review of a
provider’s decisions for indications of
possible influence.

The agency believes that it is
important to consider the actual
conduct of the parties in determining
whether a supporting company has
acted to transform an educational
activity into a promotional presentation
for its products. By including this
discussion in the ‘‘Factors Considered
in Evaluating Activities and
Determining Independence’’ (section A.
of the final guidance), the agency
believes that there will be less concern
regarding post hoc review.

1. Relationship Between Provider and
Supporting Company

The draft policy statement noted that
legal, business, or other relationships
between the company and the provider
might place the company in a position
whereby it could influence the content
of the activity. This discussion is
contained in the final guidance as a
factor the agency will consider.

31. Some comments contended that
there should be clarification of the types
of relationships that predispose a
supporting company to influence
content. Some comments argued that
‘‘influence’’ is too expansive or vague a
term, and that, a more appropriate
inquiry would be supporting company
‘‘control.’’

As discussed in response to comment
14 of section II.E. of this document, a
company-designed presentation does
not become independent merely
because it is approved by a provider
who has final editorial control. The
agency believes that ‘‘influence’’ is the
most appropriate term to describe the
basic concept of independence. The
final guidance does, however, identify
several types of relationships that may
predispose a supporting company to
influence content (e.g., legal
relationships, business relationships, a
provider that is owned by, or is not
viable without the support of the
supporting company).

32. One comment contended that
legal, business, or other relationships
should not be at issue where ‘‘a provider
has documented independence through
accreditation from a major accrediting
organization.’’

There is no basis for assuming that
accreditation of the provider by a major
accrediting organization will, in and of
itself, ensure that the provider will not
be subject to influence as a result of a
relationship with the supporting
company.

2. Provider Involvement in Sales or
Marketing

The draft policy statement listed, as
another factor in determining
independence, the provider’s
involvement in advising or assisting in
the sales or marketing of a company’s
product. The discussion in the draft
policy statement stating that
‘‘individuals who are involved in
promotion of a company’s products may
not function in the role of independent
provider, but could be selected by an
independent provider to function as a
speaker or moderator’’ (57 FR 56412 at
56414) has been deleted. The remaining
discussion is listed in the final guidance
as a factor the agency will consider.

33. Some comments identified
situations where this provision may be
interpreted so as to preclude
institutional providers and/or
companies from interacting due to
minor or unrelated involvement with
the supporting company.

The primary concern of the agency, as
reflected in the draft policy statement, is
with relationships that may affect the
provider’s independence. A relationship
between a provider member or
employee and a supporting company
will not, in and of itself, imply
influence by the company. If, however,
company employees or individuals
acting on behalf of the company are
actively involved in provider decisions
on the content of provider activities
sponsored by the company, there may
be a reason to question the provider’s
independence.

34. Some comments contended that
this provision does not adequately
distinguish between advertising
agencies involved in sales and
advertising, and communications
companies involved in education,
which also may be viewed as a
marketing function, nor does it allow for
the existence of advertising and
communications (or education)
divisions within the same company.

FDA acknowledges that certain
providers are often involved in both
promotional activities and independent
educational activities. The involvement
of a provider in both types of activities
does, however, raise questions about
whether an educational activity is, in
fact, being utilized as part of a
promotional campaign.

While the final guidance does not
preclude the use of the same provider in
a promotional effort and an independent
educational activity, such an
arrangement poses obvious difficulties.
Companies choosing to engage a
provider in both activities should be
especially concerned about the
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assignment of provider personnel to the
different activities. The agency will not
ordinarily regard provider personnel
who serve as company agents for
company promotional activities to be
independent for other company-
sponsored scientific or educational
activities.

3. Provider’s Demonstrated Failure to
Meet Standards

The draft policy statement identified,
as a factor in determining
independence, the provider’s record of
failure to meet standards of
independence, balance, objectivity, or
scientific rigor when putting on
ostensibly independent educational
programs (57 FR 56412 at 56414). This
discussion is listed in the final guidance
as a factor the agency will consider.

35. Some comments sought
clarification as to what is meant by, or
what criteria support a conclusion of,
‘‘demonstrated failure to meet
standards’’ on the part of a provider.
Some comments contended that this is
an unworkable requirement as
supporting companies are not in a
position to know of a provider’s past
failures to meet standards in its
educational programs.

It is not unreasonable to expect due
diligence on the part of companies
when contracting with providers. In
exercising due diligence, supporting
companies should conduct a reasonable
evaluation of all information readily
available about a provider.

4. Logistical Assistance
Another factor in determining

independence contained in the draft
policy statement was the extent of
logistical assistance provided by the
supporting company. The draft policy
statement specifically mentioned that
‘‘significant contact’’ between industry
representatives and presenters might
indicate an attempt to influence a
presentation (57 FR 56412 at 56414). As
discussed in comment 36 of section
II.F.4. of this document, this discussion
has been deleted from the final
guidance.

36. Several comments argued that the
logistical assistance element was too
ambiguous a standard as it is not clear
what is meant by ‘‘significant contact.’’
Some comments argued that,
notwithstanding any ambiguity,
significant contact between a presenter
and a supporting company
representative should not be an
indicator of influence as the agency’s
inquiry should focus on actual attempts
to influence or control the content of a
presentation. They maintained that
supporting company representatives

have ongoing relationships with
presenters that would make compliance
with a generalized ‘‘significant contact’’
standard problematic.

While the agency believes that the
‘‘significant contact’’ standard is
amenable to clarification, it need not be,
as the agency is persuaded that its
inquiry concerning contacts between a
presenter and a supporting company in
conjunction with a sponsored program
should focus on attempts to influence,
rather than on volume or nature of
contacts. A supporting company, among
other factors for determining
independence, should not script, target
points for emphasis, or engage in other
activities that are designed to influence
the content of a program. The agency
believes that factor alone is adequate to
address the agency’s concern as to
contact between a supporting company
representative and a presenter in
conjunction with a sponsored program.
Therefore, discussion of the logistical
assistance provision has been deleted
from the final guidance.

5. Suggestion of Presenters

The draft policy statement
acknowledged that some providers
perceive a need to ask the supporting
company to suggest presenters. The
draft policy statement stated that if a
company suggests presenters who ‘‘are
or were actively involved in promoting
the company’s products or who have
been the subject of complaints or
objections with regard to presentations
that were viewed as misleading or
biased in favor of the company’s
products,’’ FDA might infer promotional
intent on the company’s part (57 FR
56412 at 56414). This discussion has
been incorporated, in part, into the
factor concerning ‘‘Control of Content
and Selection of Presenters and
Moderators’’ in the final guidance.

37. Some comments contended that a
supporting company may not be in a
position to know if a presenter it
suggests has been the subject of
complaints with regard to presentations
viewed as biased in favor of the
company’s products. They maintained
that this provision should expressly
indicate that supporting companies are
only accountable for knowingly
suggesting presenters that have been the
subject of such complaints.

The agency believes that the company
should be familiar with the presenter’s
background and should be willing to
make a reasonable inquiry before
recommending the name of a presenter
to the provider. In the final guidance,
this discussion has been incorporated in
the factor concerning ‘‘Control of

Content and Selection of Presenters and
Moderators.’’

38. Some comments contended that
there should be no inference of
promotional intent arising from a
supporting company’s suggestion of a
presenter who has been involved in
promoting a company’s products. They
argued that actual influence of, rather
than intent to influence, an activity is
the relevant inquiry, that the scope of
activities that may be viewed as
involvement in product promotion is
unclear, and that any relationship
between the presenter and the
supporting company can be adequately
addressed through disclosure.

The agency is concerned about the
ability of a supporting company to hire
an individual to engage in promotional
activities for the company and to
actively support the appearance of the
same individual as a presenter in an
independent educational activity
sponsored by the company. The agency
does not agree that a retrospective
finding of actual influence, which may
be extremely difficult to document, is
the relevant inquiry. The issue is
whether the company is in a position to
influence program content by suggesting
a presenter who is a paid product
promoter. The suggestion by supporting
companies of presenters selected from
their company maintained list and/or
their marketing consultants may be
viewed as an attempt to influence the
content of the program. The agency will
not ordinarily infer such intent when a
provider independently selects a
presenter who has been involved in
product promotion for a supporting
company. Disclosure cannot overcome
the lack of independence that will
ordinarily result from companies
suggesting promoters as presenters in
such programs.

6. Focus on a Single Product
The draft policy statement indicated

that one factor in determining
independence might be whether the
program content was focused on a single
product marketed by the supporting
company or a competing product except
when existing treatment options were so
limited as to preclude any meaningful
discussion of alternative therapies. The
draft policy statement noted that each
treatment option did not have to be
discussed with equal emphasis, but that
emphasis on newer or more beneficial
treatments should be provided ‘‘in the
context of a discussion of all reasonable
and relevant options’’ (57 FR 56412 at
56414). This discussion has been
incorporated in the factor concerning
the ‘‘Focus of the Program’’ in the final
guidance.
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39. Some comments contended that
focus on a single product should not be
regarded as a factor that may suggest
lack of independence, as single product
programs are useful, especially during a
product’s launch phase, and choice of
topic should be at the provider’s
discretion and should confer no
negative inference.

FDA agrees that single product
programs may be useful, especially
during a product’s launch phase.
However, the agency also recognizes
that single-product programs raise
unique concerns about the
independence of a program, because
such programs inherently lack the
presentation of competing therapeutic
modalities.

40. Several comments contended that
to suggest that a program emphasizing a
single product do so in the context of a
discussion of all reasonable and relevant
options is unreasonable or impossible
given the time constraints of a typical
educational activity.

The final guidance does not suggest
that a program emphasizing a single
product do so in the context of a
discussion of all reasonable and relevant
options. However, the agency will
consider, as one of several factors, a
program’s focus on a particular therapy
when other reasonable and relevant
options are either not discussed or are
de-emphasized.

7. Multiple Presentations
The draft policy statement indicated

that multiple performances of the same
program might result in a higher level
of agency scrutiny than single-
performance programs (57 FR 56412 at
56414). The final guidance states that
the agency will consider whether
multiple presentations of the same
program are held.

41. Several comments contended that
multiple presentations should not be
viewed as suggesting promotional intent
so as to warrant higher scrutiny. They
argued that it is desirable to repeat
certain programs for public health
reasons, that the demand for multiple
programs suggests that a program is a
valuable one, and that repeat
presentations are desirable as they are
the most efficient way to disseminate
valuable information. Some comments
contended that there should be a
distinction between multiple programs
that were agreed to before the fact and
those that were scheduled after the fact.
They contended that only the latter
should be subject to a higher level of
scrutiny.

Multiple presentations are just one of
a number of factors the agency considers
in determining the level of scrutiny to

be applied. Footnote 4 of the draft
policy statement explicitly recognized
that repeat presentations can serve
public health interests and that Public
Health Service components sometimes
actively encourage multiple
presentations on selected urgent topics.
FDA agrees that an agreement to
conduct multiple presentations arrived
at prior to commencement of the initial
presentation raises fewer questions than
an agreement arrived at after
commencement. The opportunity of a
sponsor to view the initial presentation
before agreeing to fund additional
presentations provides an obvious
degree of control over content of
multiple presentations.

42. Some comments sought
clarification of the scope of activities
that may be deemed multiple
presentations. The comments described
examples such as a single broadcast to
multiple sites via electronic media, and
a multiple presentation at a single
location for the purpose of
accommodating several nursing shifts.

A single broadcast to multiple sites
would be regarded as a single
presentation because the sponsoring
company could not apply added control
to the additional sites. Thus, the
presentation at each site enjoys an equal
degree of independence. This is only
slightly less true for multiple
presentations to accommodate several
shifts on the same day, especially when
the multiple presentations have been
contracted for in advance. Of course, the
delay might be 1 or 2 weeks to
accommodate those who might have
been on a different rotation or 1 or 2
months to accommodate newly hired
employees. FDA believes that any
increased opportunity for a sponsoring
company to deny funding for
subsequent presentations or to edit them
will raise a question with regard to
independence.

8. Gifts
The draft policy statement indicated

that one factor in determining
independence might be gifts or
inducements (other than token gifts)
provided to encourage attendance (57
FR 56412 at 56414). The final guidance
does not contain this factor.

43. One comment argued that this
provision should be deleted because it
merely duplicates the Accreditation
Council for Continuing Medical
Education (ACCME) guidelines.

ACCME-accredited programs do not
represent the full range of activities to
which this final guidance applies, and
moreover, providers of ACCME-
accredited programs may not, in all
instances, comply with ACCME-

guidelines. Nonetheless, this factor has
been deleted from the final guidance
because, upon reconsideration, the
agency is not convinced that the use of
gifts or inducements to encourage
attendance is a reliable factor in
determining independence.

9. Emphasis on Noneducational
Activities

The draft policy statement indicated
that an emphasis on noneducational
activities (such as leisure or recreational
activities) would be another factor in
determining independence (57 FR
56412 at 56414). The final guidance
does not contain this factor.

44. Some comments contended that
the agency’s concern over whether the
announcement and promotion of an
educational activity focuses more on the
educational content than on leisure or
recreational activities ancillary to the
activity is vague and that the agency
should provide objective criteria for
assessing this issue. One comment
contended that this provision appears to
create a weaker standard than that of the
AMA guidelines on gifts to physicians
as it seems to indicate that a program
announcement or promotion that
focuses equally on education and
leisure would be appropriate. They
urged that the language be changed to
require that the program announcement
and promotion focus ‘‘predominantly’’
or ‘‘almost exclusively’’ on the
educational aspects of the program.

The agency continues to view the
AMA guidelines as an appropriate
standard for health care professionals.
Although the agency agrees that
program promotion, including program
announcements, should focus
predominantly on the educational
content of the program, it does not
consider greater focus on leisure or
recreational activities as reason to
believe that the program may be lacking
independence.

10. Audience Selection
Under the draft policy statement,

another factor in determining
independence was whether the
supporting company’s sales or
marketing departments generated the
invitation or mailing lists for supported
activities, or whether such lists were
intended to reflect sales or marketing
goals (such as rewards for high
prescribers of the company’s products
or to influence ‘‘opinion leaders’’) (57
FR 56412 at 56414). This discussion is
listed in the final guidance as a factor
the agency will consider.

45. Several comments objected to
limitations on supporting company
involvement in selecting or otherwise
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generating audiences for educational
activities. Some maintained that
supporting company-generated mailing
lists should be permitted. Some
maintained that providers should be
permitted to enlist the aid of the
supporting company’s sales
representatives to generate audiences by
distributing program invitations, or by
other means, and that this involvement
should not suggest a lack of
independence unless a supporting
company is solely responsible for
generating an audience.

The agency continues to view
company involvement in audience
selection and/or solicitation for
attendance as undermining program
independence. The involvement of
company sales representatives in the
invitation process creates an
opportunity for a sales presentation on
the product that is likely to be discussed
at the program. This may invite a
discussion of unapproved uses in a
promotional context, thus making the
educational program a part of the
company’s promotional campaign. In
addition, supporting company
involvement in the audience selection
process invites the development of lists
that target health care professionals who
are deemed important to attend by the
supporting company. It also invites the
selection of a large number of ‘‘peer
influence’’ professionals who are likely
to be strong supporters of the company’s
products. This provides an opportunity
for bias and indirect influence on the
content of the program, and it allows the
program to be used as a promotional
vehicle for targeted health care
professionals.

46. Some comments contended that
the selection of ‘‘opinion leaders’’ as a
target audience should not raise an issue
inasmuch as such physicians are
deemed important by genuinely
independent providers as well as
companies. They argued that opinion
leaders are likely the most efficient
purveyors of information derived from
educational activities that, by their very
nature, are accessible to only a limited
number of physicians.

The focus on opinion leaders is a
standard promotional tactic to speed
acceptance of a new product so as to
more rapidly increase market share. The
agency’s understanding of educational
needs assessments by providers is that
educational programs generally are not
directed to specific opinion leaders. It is
the agency’s understanding that there is
no such policy on the part of major
accrediting organizations such as
ACCME. It is reasonable to question
whether a program that targets ‘‘opinion
leaders’’ may do so for promotional

purposes. This inference of possible
promotion, however, is only one of
many factors to be considered should a
question be raised concerning an
educational activity purported to be
independent.

47. One comment contended that
supporting companies should be
permitted to furnish providers with
complete specialty and subspecialty
mailing lists.

The agency would not object to a
supporting company furnishing a
provider with complete specialty or
subspecialty mailing lists.

11. Misleading Title
The draft policy statement indicated

that a program’s title might demonstrate
a lack of independence if the title failed
to fairly represent the scope of the
presentation (57 FR 56412 at 56414).
This discussion has been incorporated
in the factor concerning the ‘‘Focus of
the Program’’ in the final guidance.

48. One comment argued that, where
the title is under the direction and
control of the provider, it is not the
proper subject of a promotional
inference as to the supporting company.

Although the title of a program may
ostensibly be under the direction and
control of the provider, the agency has
observed that a misleading title may
reflect a lack of independence and a
desire on the part of the provider to
promote the supporting company’s
products under the guise of education.
For example, a program entitled ‘‘New
Approaches to Hypertension’’ that
focuses on a single product
manufactured by the sponsoring
company may suggest to the agency that
the program is designed to promote the
company’s product. A misleading title is
not, in and of itself, dispositive with
regard to the issue of promotional
intent. It is only one of a number of
factors to be considered by the agency.

12. Dissemination
Under the draft policy statement, if

information about the supporting
company’s product presented in the
scientific or educational activity is
further disseminated after the initial
program or publication, by or at the
company’s behest, other than in
response to an unsolicited request or
through an independent provider, this
would be another indication of possible
company influence (57 FR 56412 at
56414). This discussion has been
incorporated into the final guidance as
a factor the agency will consider.

49. Some comments maintained that
the independence of an educational
activity is enduring and that the public
health is better served by making

written, printed, or graphic program
materials readily available to health care
professionals.

Written, printed, or graphic materials
containing product information and
disseminated by, or on behalf of, a
product manufacturer are generally
viewed as promotional labeling. If, on
the other hand, the materials are
prepared and disseminated by the
provider for educational purposes, or
the materials are disseminated by the
company in response to an unsolicited
request, this would not generally be
considered as a possible indication of
company influence.

50. One comment contended that
footnote 6 of the draft policy statement
(which noted that repeat performances
are permitted when the decision is
made by the provider, possibly with
review by a nationally recognized
professional organization) should be
deleted, as it appears to be more
restrictive for repeat presentations than
other provisions in the draft policy
statement.

The agency believes that footnote 6 of
the draft policy statement is consistent
with other provisions of the draft policy
statement. As suggested in the text of
the draft policy statement, multiple
performances may cause the agency to
exercise greater scrutiny. However, a
decision made by the provider that
multiple presentations are warranted
provides some assurance that there is a
genuine professional need for repetition
of the program. Nevertheless, FDA no
longer believes that this footnote is
necessary and has deleted it from the
final guidance.

51. One comment suggested that the
reference to ‘‘publication’’ in section
II.B.5 of the draft policy statement be
struck as this appears not relevant to the
range of activities contemplated by the
policy.

FDA agrees with the comment and
has removed the reference to
‘‘publication’’ from the final guidance.

13. Complaints
Another factor for determining

independence under the draft policy
statement concerned complaints from
the provider, presenters, or attendees
regarding attempts by the company to
influence content (57 FR 56412 at
56414). This discussion has been
incorporated into the final guidance as
a factor the agency will consider.

52. Some comments contended that
complaints should be independently
substantiated before becoming a basis
for the agency inferring promotional
intent and that the agency should clarify
the mechanism for reporting
complaints.
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In general, the agency will not infer
promotional intent by a supporting
company without an investigation that
substantiates, to the agency’s
satisfaction, a complaint or allegation.

The agency declines to establish a
formal mechanism for reporting
complaints. FDA receives information
through various means, both formal (as
in requests for meetings) and informal
(such as letters and telephone calls).
The agency will exercise its judgment
and discretion in deciding whether to
take action on a complaint.

G. FDA Reliance on Major Accrediting
Organizations

The draft policy statement
acknowledged that accrediting
organizations can play an important role
in ensuring that industry-sponsored
activities are independent and
nonpromotional. The draft policy
statement indicated that FDA would
seek to rely to the extent possible on
major accrediting organizations to

monitor company-supported
educational activities conducted by
their accredited providers (57 FR 56412
at 56414). In the final guidance, this
section has been renamed ‘‘FDA’s
Cooperation With Major Accrediting
Organizations’’ and it states that the
agency will continue to work with major
accrediting organizations to monitor
company-supported educational
activities conducted by their accredited
providers.

53. Some comments questioned the
extent of FDA’s intent to rely on, and to
defer to, major accrediting
organizations.

Although FDA recognizes the
valuable role that accrediting
organizations can play in ensuring that
industry-supported educational
activities are independent and
nonpromotional, FDA cannot rely
exclusively on such organizations. The
ultimate responsibility for monitoring
inappropriate promotion in these

programs lies with FDA. Accordingly,
the final guidance has been revised to
clarify that FDA intends to work with
major accrediting organizations to
monitor company-supported
educational activities conducted by
their accredited providers.

III. Comments

Interested persons may, at any time,
submit written comments to the Dockets
Management Branch (address above).
Requests and comments are to be
identified with the docket number
found in brackets in the heading of this
document. Comments may be submitted
at any time and will be used to
determine whether to revise the
guidance further.

Dated: November 24, 1997.
William B. Schultz,
Deputy Commissioner for Policy.

The text of the final guidance follows:

BILLING CODE 4160–01–F
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