IDEA DEVELOPMENT

In the following text, the phrase “clinical study” is defined as any non-case report study
design (e.g. case series, prospective trial, animal study, community study).

HOW TO GET STARTED?
Before any research project can begin, you must have a research question.

For clinical studies, this means developing hypotheses to test, or creating
specific aims.

For case reports, it means identifying an unusual disease or event, or even
spotlighting the first use of a new technique. Once you and your attending
have identified an interesting case, you're ready to roll.

DEVELOPING A CLINICAL STUDY: THE QUESTION

One of the most important tasks for you and your attending is the formulation of a
clinically important research question. The Research Department at GRMERC can help
you with almost every aspect of your research project, but one thing we can’t do

is evaluate the clinical value of a research question.

A question can be generated from:

An observation made while rounding

A review of the medical literature

Grand rounds discussions

Interactions with peers, colleagues and attendings

Speaking of attendings, one of the most important decisions you can make is your
choice of a mentor. When choosing a mentor, consider someone who will:

Guide, educate, provide insight, be accessible, be supportive and be involved

F.ILN.E.R

Even a clinically valid question needs further appraisal. Hulley and Cummings, the
authors of Designing Clinical Research, have developed a nice acronym for assessing
your research question called FINER:

Feasible, Interesting, Novel, Ethical, and Relevant
Let’s take these one at a time.

1) Feasible — If it's not feasible, it's not going to get done. When you think of
feasibility, consider the following:

How many patients will | need?

How long will the project take?

How much time will | need to devote to the project?
How much money will the project cost?



2) Interesting — If it's not interesting, you’re never going to do it. Who in their
right mind would review 2000 charts if they’re not interested in the study?
No onel!

3) Novel — If it's not novel, why would you want to do it? The study should
provide something new to the medical literature. However, sometimes all it
takes is a little twist to make your study stand out from the others.

For example:

A study done in a large academic setting may have different
outcomes from a study done in a community hospital setting.

OR
A study done in a Level one trauma center, where most of the
patients present with penetrating trauma may be reproduced in a
different Level one trauma center, where most patients present with
blunt trauma.

In each of these cases, the study represents a novel piece of work.

4) Ethical — If it’s not ethical, no one is going to let you do it.
Need we say anymore?

5) Relevant — Because if it's not relevant, no one will want to publish it or
have you present it. A research project takes time and effort to be successful,
but if there’s no relevance, no one will want to read or hear about it when
you're done. If you have plans for a competitive residency or fellowship, it
becomes vitally important to have evidence of your research experience
through a list of your publications and presentations, which means that your
research questions must be relevant.

LITERATURE SEARCHES
No matter what research question you choose, you must perform a thorough literature

search for your study to:

e Determine the novelty of your research question

e Develop the background or significance section of your proposal

e Gain insight into possible research designs or variables to measure
in your study

NEXT STEPS
Contact the GRMERC Research Department for assistance with: writing your protocol,
research and analytical design and preparing your forms for submission to the local

IRB.



