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A
s dermatologists, we like other physicians may
find ourselves working harder, seeing more
patients, yet unfortunately collecting less rev-
enue. We also find ourselves spending more time
dealing with increased managed care restrictions

and decreased reimbursements. Malpractice insurance
rates have also gone up to the levels that some of us are
closing practices in certain states. However, there is some
good news regarding opportunities for growth both
financially and professionally. New clinical research
opportunities have recently become available for most
private practitioners since pharmaceutical companies are
shifting their focus away from academic centers to the
private practice settings for their investigators. Emerging
treatments for psoriasis such as biologicals, laser treat-
ments for acne, and new delivery vehicles for different
topicals have all brought new opportunities for dermatol-
ogists to participate in the evaluation of novel therapies.
In addition to improving practices’ financial outcomes,
clinical trials may also provide professional growth. Also,
participation may allow you to make new treatment
options available to your patients who are not responding
to conventional treatments.

Getting involved in clinical trials need not be difficult,
but it’s important that dermatologists have a clear idea of
what’s expected and know the pitfalls to avoid. This arti-
cle hopefully will give you an overview of clinical research
and how it can work for your practice.

Consider Key Conditions
Most dermatology practices usually have a data bank,
from which they can determine the number of patients
seeking treatment for certain conditions. First of all,
identifying relevant  patient populations will help you
to get involved in studies for that particular indication.
For example, if you have a large psoriasis patient pop-
ulation, then that indication would be a good starting
point. The phase IV trials may be another starting
point for the novice, since those late-stage trials carry
less risk as well as better opportunities for the subjects
who are in the clinical trials. Most of my phase IV
studies are with already FDA approved medications
that are now being tested for additional use or for fur-
ther safety evaluation. In these studies, all the subjects
will receive actual medications, not placebo. These
open-label trials are easier to recruit for, as patients will
receive expensive drugs free of charge for a certain peri-
od of time in return for being a subject. One of the best
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examples of this in derma-
tology is costly biologicals.
Some patients cannot get
third party payers to cover
these and therefore are will-
ing to participate in phase
IV trials in order to receive
access to the therapies.

Calculating 
Set-up Costs
Let’s now take a look at the
cost of setting up a research
site. One of the biggest
expenses to start a clinical
research practice is manpow-
er. An experienced study
coordinator can be quite
expensive but is well worth
it. Some dermatologists will
try to do these duties, which
require very detailed, time-
consuming, meticulous
paperwork, themselves. And
that in itself will defeat the
whole purpose of bringing
extra revenue, since it will
take valuable time from the
physician. Furthermore, rec-
ognize that there will be miscellaneous expenses such as
postage, copying, and other office-related overhead costs
that can add up over time.

Extra space will be another important issue to consider.
Storage space for giant binders and large volumes of sup-
plies will be necessary. There might be other indirect costs,
such as labs, x-rays, and other services that require out-
sourcing. Additionally, you may need some more exam
rooms established and dedicated to study subjects if you
don’t want your regular patient rooms to be tied up with
study patients. 

You will also need an office for your study coordinator as
well as a conference room for meeting with the monitors or
pharmaceutical company representatives who will frequently
visit for auditing purposes. For example, we have three sep-
arate rooms for monitoring since we occasionally end up
with two or three visitors on the same day. You should always
be ready for an auditor, either from the pharmaceutical com-
pany, contract research organization, or FDA. Some study
protocols may require you to have an un-blinded pharmacist
and separate storage facility for the particular product under

study. Certain products
require separate refrigerators
and/or freezers with particu-
lar temperature ranges. This
is another issue to be dealt
with and must be considered
at the outset. 

You may even have to
have a separate refrigerator
for the blood that is drawn to
be sent to a central lab. As
you can see, extra office space
and storage facilities with
special freezers and refrigera-
tors will be another expense.
You can obviously choose not
to participate in studies that
require these additional
measures, but as you get
more involved in studies, you
may consider expanding your
capabilities.

Recruit the 
Right Patients
Patient recruitment can of
course be a problem because
of stringent inclusion and
exclusion criteria set for each

trial. For example, you may think that you have a lot of pso-
riasis patients that could be recruited for a psoriasis study
but up to 80 percent of your patients may be ineligible due
to strict entry criteria. As an alternative to attract potential
subjects, a physician may try heavy advertisement, but it is
quite costly. Although advertisements will bring in more
subjects, they will also keep your phone lines busy, almost
interrupting regular patient service. 

This brings up the next issue of separate phone lines for the
study subjects, which will add to your expense column.
Despite the fact that advertisements are helpful for recruiting,
it will take more time to weed through these new patients
through a more detailed screening process since you have never
seen them in the past. 

After the recruitment, retention is the next challenging step.
Once the subjects are randomized, then it is very important to
treat them nicely and as delicately as possible so you can retain
them in the study for the rest of its duration. Naturally, those
are all problems you will be facing in the beginning, and you
will develop your style to deal with patients and enhance reten-
tion as you go along. 

Benefits of Clinical Trials
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• I agree to conduct the study(ies) in accordance
with the relevant, current protocol(s) and will only
make changes in a protocol after notifying the
sponsor, except when necessary to protect the
safety, rights, or welfare of subjects. 

• I agree to personally conduct or supervise the
described investigation(s). 

• I agree to inform any patients, or any persons
used as controls, that the drugs are being used
for investigational purposes and I will ensure that
the requirements relating to obtaining informed
consent in 21CFR Part 50 and institutional review
board (IRB) review and approval in 21CFR Part 56
are met. 

• I agree to report to the sponsor adverse experi-
ences that occur in the course of the investiga-
tion(s) in accordance with 21CFR 312.64. 

• I have read and understand the information in
the investigator’s brochure, including the potential
risks and side effects of the drug. 

• I agree to ensure that all associates, colleagues,
and employees assisting in the conduct of the
study(ies) are informed about their obligations in
meeting the above commitments. 

• I agree to maintain adequate and accurate
records in accordance with 21CFR312.62 and to
make those records available for inspection in
accordance with 21CFR 312.68. 

• I will ensure that an IRB that complies with the
requirements of 21CFR Part 56 will be responsi-
ble for the initial and continuing review and
approval of the clinical investigation. I also agree
to promptly report to the IRB all changes in the
research activity and all unanticipated problems
involving risks to human subjects or others. 

• Additionally, I will not make any changes in the
research without IRB approval, except

where necessary to eliminate apparent
immediate hazards to human subjects. 

• I agree to comply with all other
requirements regarding the obligations
of clinical investigators and all other
pertinent requirements in 21CFR Part
312. 

Physician Investigator Commitments

A signed copy of FDA Form 1572, the “Statement of Investigator,” is required of all physicians
who help conduct clinical trials. On this form, the investigator makes the following sworn com-
mitments:

    



Compliance and Review
Next, the most important part of the clinical research is to
comply with the FDA rules and regulations for the principle
investigators. First of all, every clinical research center should
have a manual for standard of operations guided by good clin-
ical practice principles. The FDA has already established cer-
tain rules and regulations for the protection of subjects. The
basic elements of those protections are IRB (Institutional
Review Board) approval for the protocols that will not harm
the subject. They also make sure that subject selection is fair,
the risks are minimized, and the benefits are maximized for the
subjects. The most critical element however, is the informed
consent, which must first be approved by the IRB. Informed
consent has to be based on the subject’s informed decision-
making capacity as well as a voluntary choice to participate in
the clinical trial.  

The next important piece of the puzzle is FDA form

1572. This form is to be signed by the primary investigator
before he/she is permitted to participate in the trial. And by
signing this form, the primary investigator is responsible for
anything and everything that happens in that trial. The side-
bar on the previous pagelists investigator commitments
found on FDA form 1572.  The investigator is also respon-
sible for reporting all adverse effects as well as serious adverse
events such as deaths, hospitalizations, etc. Additionally,
financial disclosure documents are required by the investiga-
tors and all of those listed on FDA form 1572 for any impro-
priety and conflicts of interest. 

As a private practice, you can use a central IRB in expe-
dited fashion. This is one of the reasons why pharmaceutical
companies are shifting their attention to private practice
research settings from large academic centers that are con-
trolled by each institution’s lengthy university IRB approval
processes. Another crucial point: you should be able to nego-
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Here’s a quick lay person’s guide to the FDA investi-
gation and approval process. Use this information to
help explain the process to patients.

Phase I: 
A test to see how the drug works in healthy partici-
pants to find out its mode of action, safety, and side
effects.

Phase II: 
After the FDA reviews the safety data, the drug is
tested on a larger group of patients and condition-
or disease-specific ratings are included in the data.

Phase III: 
The drug is tested on an even larger population and
the data is recorded on more advanced ratings
scales.

Phase IV: 
The drug has been approved by the FDA and is now
being tested for additional uses or to determine how
useful it is in specific populations. 

• Also from FDA, Good Clinical Practice/Clinical
Trials Regulations are online at:
www.fda.gov/oc/gcp

Phases of Clinical Trials

              



tiate your own contract within seven to 10 business days.
This quick turn-around will make your site more attractive
for the pharmaceutical companies who would rather deal
with you than with the large law firms that represent the uni-
versity departments. 

You should focus on obtaining in your contract indemni-
fication for your site from the sponsor for the product test-
ed. As a policy, I myself will not sign any contract without
an indemnification clause.

It is essential that all investigators adhere to the protocol
guidelines and then report any deviations or violations of the
protocol to the IRB. Thus, the data is correct and of high
quality and the integrity of the protocol is maintained. The
rights of the subjects are protected, as well. Patient safety
comes first in every study, and it is the investigator’s respon-

sibility to protect subjects’ well-being and safety even if it
means deviation or violation of the protocol, as long as it is
reported as such. 

Rewarding Opportunities
Conducting clinical trials can be very rewarding for the der-
matologist both financially and professionally. However, it
can also be quite cumbersome, expensive, and it could turn
into a bureaucratic nightmare to deal with the various FDA
rules and regulations. That’s why caution is suggested when
incorporating a clinical trial unit into your private practice.
The practice that understands what is expected, anticipates
potential problems, and plans accordingly will find partici-
pation in trials can pay off for the practice and, most impor-
tantly, for patients. 
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What Your Subjects Will Likely Ask

The main purpose of informed consent is to protect
yourself and the institution from risks. While patients
will know the deal, legally and medically, they may
have a number of practical questions. Here are some
of the more astute ones you’re likely to encounter.
You may want to be proactive by preparing the
answers in plain language ahead of time. 

• Will this study affect my everyday life? For how
long?

• What are the risks of my being harmed? What will
happen if I am harmed? Who will compensate me
for my injuries?

• What happened to those already enrolled in the
study? Have they noticed any adverse effects?

• Will the study’s findings be shared with the partici-
pants after it is completed? Will the benefits of the
study be shared with the participants, whether
they’re commercial, or research-related?

• How will my personal information, and that of my
family, be protected?

Clinical Trials By the Numbers

• Number of patients enrolled in industry-funded
Phase I-III trials: 850,000
In Phase IV Trials: 700,000

• Number of private investigators in the US
In 1994: 14,100
In 2002: 51,000

• Percent of clinical trials conducted 
In practice-based settings in 2001: 52 percent
In major medical centers: 43 percent
In dedicated research facilities: 5 percent

• Mean annual revenue for an independent part-time
investigator
In 2002: $210,600
In 1998: $107,350

• Complaints about investigators the FDA received 
In 1998: 11
In 2002: 158

• Average real fees paid per patient 
In 1994: $5,446
In 2002: $6,716

Sources: DataEdge, CenterWatch, Practical Neurology (3;1:25)

         


