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Research Subject Clinical Warnings

B These are the pop-ups that appear when you open
up some CPRS charts. The pop-up tells you that
the person is enrolled in a research study and to
open the “Clinical Warning” in the “Postings”
section of CPRS (upper-right corner of the CPRS
screen).

B The purpose of the RSCW is to alert medical staff
that your research participant is enrolled in your
study. It protects your patient by giving medical
staff information about the study interventions,
contraindications, possible adverse effects, etc. It
protects the scientific integrity of your study by
giving medical staff contact information for you so
that you can be notified of hospitalizations and
problems involving your participant as well as giving
you an opportunity to inform medical staff on do’s
and don’ts regarding the study.

B RSCWSs must be placed in CPRS at the time the
research participant is enrolled in the study unless
the study involves:

B Only one encounter,

B Only the use of a questionnaire,

B The use of previously collected biological
specimens, or



B The identification of the participant (if the study is
not greater than minimal risk) would place the
participant at greater than minimal risk (for
example, the study has a certificate of
confidentiality).

Bt can actually be a very quick process:

B In your participant’'s CPRS record, choose “New
Note” and a clinic and visit of the same date as
the enrollment date in the study. This
appointment date/time should already be in the
system because the Enroliment Note should
have been created.

O The title of the note is “Research Subject —
Clinical Warning”.

B The date/time of the progress note should be the
same date as the date of randomization to the
study agent, device or intervention. This date
may be different from the informed consent date
because of screening periods and other --- of
your study.

@ A template will appear in the notes composition
box. Complete all the blanks and make
comments or other changes as necessary.
(Alternatively, you might already have a template
of the study’s RSCW.)

B Check that all dates and other information are
correct.

B Sign the note.

@ Print the note for your study files.

B You can create your own RSCW templates for your
studies and save them in the “My Templates” file in



CPRS or even save them at your desktop to be
pasted into CPRS notes when you need them. A
study-specific template saves you time because
most of the information can be pre-entered. CPRS
templates will be a future Research Service Hot
Topic.

Ll Further details can be found in the following
Research Service SOPs available through the
Research Service:

8 HRP 07.01: Establishing Patients in CPRS

B HRP 03.01G: Informed Consent Guidebook

8 HRP 03.03: Obtaining and Documenting
Informed Consent
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