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Health authority briefing docu-
ments (also known as briefing
packs, briefing packages, and
briefing books) are documents
prepared by a pharmaceutical
company to support its inter-
actions (e.g. pre-submission
meetings, requests for scientific
advice, and protocol assistance)

with health authorities. These interactions can
shape the clinical development of a product and as
such are clearly of great importance to companies.
A well-written and presented briefing document
may be crucial, or at the very least, can smooth the
path to the desired outcome.

A neglected document type

Although medical writers are often involved in the
preparation and drafting of briefing documents,
and given their strategic importance, it is perhaps
surprising that very little is actually offered in
terms of training for their preparation. For
example, although EMWA offers training on a
wide variety of document types (clinical study
reports [CSRs], investigator’s brochures [IBs], com-
ponents of the common technical document
[CTD], informed consent, etc.), to my knowledge
briefing documents have so far escaped attention.
Likewise, in a search inside the books about
medical writing on Amazon, I did not see any refer-
ences to briefing documents.
The explanation why briefing documents have

been neglected in training courses and by authors
of books on medical writing may in part be related
to the lack of guidance for their preparation. CSRs
and many other regulatory documents are subject
to specific guidance which is relatively easy to
teach and write about. Little guidance is available,
in contrast, for briefing documents (though the
European Medicines Agency does have a template
for protocol assistance/scientific advice, as dis-
cussed below). Another factor is perhaps that brief-
ing documents are rather unique documents, which
need to be tailored to the particular needs of a given
situation and perhaps also to the requirements of the
health authority to which they will be submitted.

They are also often interdisciplinary documents (so
rather like investigator’s brochures, in this respect)
requiring input from different functions within a
pharmaceutical company. Perhaps the diversity of
types of briefing document and the fact that they
are rarely purely clinical documents are further
reasons why they have not been accommodated in
more clinically oriented training programs.
Nevertheless, some basic principles nevertheless
apply.

Basic principles

Unlike many other regulatory documents, a briefing
document is not intended to be an exhaustive pres-
entation on the subject in question. For example, in a
CSR, failure to include comprehensive data may be
interpreted as a sign that the company has some-
thing to hide. Such considerations do not really
apply to briefing documents. It is up to the
company to decide what is interesting and impor-
tant for the project in question, and bring these to
the table. Indeed, piles of data may be off-putting
to hard-pressed reviewers. In a recent survey on
how FDA Advisory Committee members prepare
for a public advisory committee meeting, the
authors found that 20% of members spend less
than four hours preparing for the meeting.1

Bearing in mind that this time also includes review
of the sponsor’s slides as well as the briefing pack
prepared by the FDA, the time spent actually
reading the sponsor’s material can be minimal. In
addition, as the outcomes of most of these meetings
are not binding, a reviewer will perhaps be less
inclined to focus on the detail and look more at
the big picture. Interestingly, many of the advisory
committee members surveyed in the aforemen-
tioned study generally preferred less text and more
tables while the vast majority wanted the document
to be less than 100 pages long (excluding appen-
dices). Admittedly, the public advisory committee
meetings covered by the study represent a special
case and may not be representative of other types
of meeting sought with other health agencies (see
McIntyre and colleagues for some background on
public advisory meetings2), but it is likely that
reviewers in other situations will also be hard-
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pressed for time, and so considerations about
brevity will also be applicable.

The EMA template for protocol
assistance/scientific advice

Most briefing documents will begin with some sort
of short executive summary, followed by questions
with the company’s positions. Then, there will
usually be a background information section
where a reviewer can go for more detailed infor-
mation, followed in turn by any annexes or appen-
dices. Faced with the lack of examples of briefing
books and documents, it is perhaps illustrative to
look at the European Medicines Agency template
for CHMP protocol assistance/scientific advice,
available from: http://www.ema.europa.eu/ema/
pages/includes/document/open_document.jsp?web
ContentId=WC500093259. This template also
includes guidance text for each of the main sections
(summary, questions and company’s positions, and
background information).
According to the EMA template, the summary

section should be limited to three pages and
include the following subheadings: background
information on the disease to be treated, back-
ground information on the product, clinical devel-
opment, regulatory status, and rationale for
seeking advice. Optionally, this section can also
include subheadings for quality development and
non-clinical development, if appropriate.
It goes without saying that this section should be

well crafted and to the point. Ideally, the text should
give the reviewer a good idea as to why the
company is seeking advice.
The questions and company position are the crux

of the document. The questions need to be carefully
formulated; questions that are too vague will likely
get answers that are also vague (and so not particu-
larly useful). But specific questions can also be
dangerous in that they can elicit specific responses
that can tie the company to unwanted commit-
ments; although the outcomes of many of these
meetings are non-binding, they will be taken into
account in subsequent submissions. Normally,
medical writers will not be responsible for drafting
the questions (although their input on language

issues may be welcome). Often, when producing a
briefing document, the questions are drafted first
and the rest of the document constructed around
these questions. Each question is followed by the
company position, which according to the EMA
template should function as a stand-alone argu-
ment, although cross-referencing to background
information can be used to further substantiate the
company’s position. These positions should be
objective and critical. Ideally, each company pos-
ition should not exceed three pages.
The background information section provides

additional supporting information to allow further
assessment of the development programme
(though essential information should be presented
in the corresponding company’s position). This
section is not intended to be an exhaustive overview.
According to the guidance, tabular presentations
and graphs should be considered to facilitate rapid
understanding. If necessary, further information in
the form of study protocols, study reports, and
investigator’s brochures, for example, can be pro-
vided as annexes.

The benefits of a well-structured
briefing document

Thus, the overall structure of briefing documents is
similar to that of many other regulatory documents,
with summarised and selected information at the
beginning of the document, but with the opportu-
nity to drill down to greater detail if desired. As
with any other type of regulatory document, a
logical and well-organised structure will help the
reviewers quickly find the information they want
at the level of detail they want and so put them in
a better position to provide useful feedback.
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