Editorial

It Takes a Village to Craft a
Clinical Guideline

In this issue of The Journal a distinguished and admired
group has put forth treatment recommendations for the
spondyloarthropathies (SpA)'. By the National Guideline
Clearinghouse?, this would be the 2123rd guideline since the
beginning of guidelines and the third on SpA since 200334,

As a genre, these pronouncements are not standards, for
fear of litigation, and are meant to be evidence-based (most
are not). Originally, “clinical practice guidelines [were
intended as] systematically developed statements to assist
practitioner and patient decisions about appropriate health
care for specific clinical circumstances>.” They have also
been used as a hedge to maintain quality of care in the face
of cost-cutting by managers of healthcare systems, which
started in the 1970s. Guidelines continue to proliferate
despite sparse evidence that they improve patient out-
comes’”® or maintain quality care. Judging by our col-
leagues, we suspect that most guidelines are put in the cir-
cular file, unread and unheeded. Many are influenced by the
pharmaceutical industry and are therefore, perhaps appro-
priately, suspect®13,

There are guidelines on how guidelines should be devel-
oped®!4, but the evidence suggests they are more often fol-
lowed in the breach!>16, Unfortunately, following guide-
lines on how to prepare guidelines does not guarantee their
correctness; saying that standards were followed does not
mean that they were. Consequently, the reader is often
reliant on a subjective judgment about whether, or how suc-
cessfully, the rules of the exercise are followed.

This guideline is an impressive attempt to bring the views
of patient stakeholders into the process. It is not the first
time!”. Deliberations for these guidelines sometimes took
up to 3 votes, which means that the patients’ influence (3 of
20 committee members were consumers) might not have
had much influence. Studies indicate that group judgments
usually trump the most expert single member, but this is true
only if there is conceptual, experiential, and cognitive diver-

sity of the participants; if the judgments are independent
and made without a central influence; and if there is a way
to aggregate the opinions'8. The effective input of partici-
pants can be undermined without leadership to insure these
conditions.

Did the composition of the group matter to the final
guideline result? It probably mattered as much as the evi-
dence itself. The recommendations of the group, by their
own determination, differ from the Ankylosing Spondylitis
Assessment Study/EULAR recommendations in 4 areas.
Their rationale is based on opinion in 3 of the areas, but is
marginally different from the previous recommendations, in
our opinion. In the fourth area, the role of methotrexate
treatment in axial spondylitis, the change is based appropri-
ately upon new trials data, but their conclusion, however, is
arguable!®. In our opinion, the most important issue, the
disease activity requiring anti-tumor necrosis factor (TNF)
therapy, could not be resolved by the group, but it is an hon-
est effort acknowledged.

A novel, interesting feature of this guideline develop-
ment was involvement of ethicists: but what did the ethi-
cists have to say about the fact that 13 of the 21 authors had
received funding from pharmaceutical companies currently
offering biologic drugs for spondyloarthritis? Recent high-
profile instances of corporate influence show that such rela-
tionships at least introduce doubt about the objectivity of
the process and have been proscribed®!2.

Ethics deals with the behavior of the average person with
reasonable effort. If it turns toward that to which everyone
should aspire, but which only a minority will accomplish, it
is a legitimate discussion but not really “ethics.” A discus-
sion of what is ethical in a guideline, by this definition,
therefore operates from the premise that a guideline is a
floor, not a statement of aspirations. In a word, this should
be a statement of minimal expectations formulated by the
parties most knowledgeable about what’s at stake and what

See The CRA/SPARCC treatment recommendations for the
management of spondyloarthritis, page 2273

—| Personal non-commercial use only. The Journal of Rheumatology Copyright © 2007. All rights reserved. |—

Roberts and Liang: Editorial

2123

Downloaded on April 16, 2024 from www.jrheum.org


http://www.jrheum.org/

works for whom — physicians and their patients. With these
expectations openly articulated, deciding what can be done
practically takes a village, indeed, and the widest community.

In recent history, the Oregon experiment is the best
example of how this approach might work in expanding
healthcare coverage in an era of shrinking budgets. In 1989,
Oregon started an experiment to add uninsured people to the
Medicaid program and to pay for it by reducing its bene-
fits20. The plan provoked strong criticism from liberal politi-
cians, the American Academy of Pediatrics, and others and
fears of rationing and discrimination against those with no
political base. Unlike other states, Oregon created a priori-
tized list of benefits and increased the number of people
receiving Medicaid. The Oregon Health Plan (OHP) went
into operation in 1994 and enjoys political support.
However, a thoughtful community-based rheumatologist in
Eugene, Oregon, Dr. Cody Wasner, has another view (per-
sonal communication, 2007):

“...At the present time we have been able to get biolog-
icals for ankylosing spondylitis with about the same dif-
ficulty or ease that we have with the other third-party
payers. On a case by case basis I don’t think we have
noticed more problems...with TNFs but it is always an
individual fight...”

“...Opinions on the success of the OHP is a much more
complicated problem, however. The original list was
really devoid of any rheumatological thought and devel-
oped with GP and Internist input only and headed
by...[someone who]...didn’t realize that RA could be
treated. Surgical RA treatment was ranked much higher
than medical RA treatment... It was a public relations
success but conceptually flawed. Medicaid coverage is
no better here than in other states (with some pediatric
exceptions).... The Therapeutic Immune Modulator
Committee that was formed to advise OHP...has been an
extreme headache and used the “evidence based” center
to try and say that all biologicals were equivalent and
wanted to declare Kineret as the preferred. After many
public meetings...that effort failed but it took many man
hours.... Things continue to be more complicated because
the fundamental motives of the individual stake-holders
continue to be at odds.”

Finally, these management guidelines for SpA generally
met the guidelines for establishing the quality of the evi-
dence, but not in one critical area, we believe. The recom-
mendation that nonsteroidal antiinflammatory drugs be tried
no longer than 2 weeks for each of 3 individual agents
before anti-TNF are considered implies that a therapeutic
window of opportunity exists in the SpA. We believe this
window is strongly suggested in rheumatoid arthritis but
never studied in the SpA.

Another key assumption that the recommendations apply

to the entire spectrum of SpA, which also leads toward early
biologic use, is at least acknowledged as opinion.

These Canadian guidelines are a courageous attempt
to deal with provincial health financing decisions in a
more transparent and inclusive process. The input of
ethicists seems like a good idea, but it failed to prevent
the potential perception of bias. It is our opinion that
guidelines should not confuse their primary job (which is
to state the minimum expectations for care that is attain-
able with reasonable effort, a “floor” for acceptable care)
with the purpose of outlining ideal care in an aspirational
policy statement. The latter is a societal judgment and
should include all those affected by the resource alloca-
tion decision.

In this one guideline, the entire challenge of contempo-
rary healthcare financing is played out. The tension between
what could be (aspirational) and what is possible is palpable
(and one might add unbearable) and unsatisfactory. As the
expensive technological possibilities of modern medicine
increase and the public’s demand for them seemingly out-
paces our collective ability to pay for them, things are like-
ly to get worse. We might all ask ourselves whether the time
and effort and results of more than 30 years of practice
guidelines have shed more light than heat. Ethics and poli-
tics are as often about competing goods as about right ver-
sus wrong.

Because the guideline process, however broad, cannot
guarantee an affordable recommendation, it cannot prop-
erly supplant and may not even greatly influence the polit-
ical process. The physician, nevertheless, must not abro-
gate his duty to do the best he/she can for the patient; the
patient should not accept less; and the agents of a benev-
olent society must try to balance their aspirations with
those of everyone else. The last, a political process,
imperfect, sullied by interest groups, or by the art of the
possible — depending on whether one is the winner or the
loser — must be eminently fair and transparent, in good
faith, and involve as many competing interests of the vil-
lage as possible.
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