How can | tell if my research activity may be affected by the
Research Care Plan Note (RCPN) Requirement?
Please complete the flowchart to help you determine the steps you may need to take.

1. Does your study involve active consent by research participants?

(o DYES—l

2. Will your study involve study procedures (clinical services, items, or tests)
at any of the following locations?

- __ UW Medical Center ___ Harborview Medical Center
Your study is not ___ Eastside Specialty Center ___ Hall Health Primary Care Center
covered by the RCPN | o I:l NO ——— | Sports Medicine Clinic __ Seattle Cancer Care Alliance (SCCA)

requirement. Other locations where UW

Physicians (UWP) will perform the study procedures

[ves
|

v

4. Will this study involve any of the following? Check all that apply:
[0 Non-Therapeutic study: The primary objective of the study does not
include treatment of a disease or other health condition (including consents for
creation of data or tissue repositories).

[] Healthy volunteers who sign a consent document that currently does not
I:' NO explicitly inform research participants that information about their participant
will become part of their medical record.
[ A certificate of Confidentiality approved by the National Institutes of Health.
[ Studies involving sensitive information in the study title (e.g., HIV/AIDS,
sexually transmitted diseases, mental health conditions, alcohol or substance
abuse treatment).

5. Is this a study in which either:

(a) The primary research objective
involves treatment of a disease or other
health condition (“Therapeutic Study”);
or

(b) The informed consent already tells
the participant that information about
the study (e.g. copy of consent form)
will be part of the medical record.

If you responded “yes” to one or more of above, proceed to the Instructions for
“YES” response below.

[]ves

i

The study consent form(s) must be revised

|:| NO |:| YES to include an explanation of the RCPN
requirement and submitted to the FHCRC IRB
(J6-110) as soon as possible but no later
than February 13, 2009. See the model
consent for template language at https://
You should submit a revised consent form centernet.fhcrc.org/CN/depts/iro/irb/consent/
If your responses to Questions 4 at the time of the next IRB Continuation index.html or http://extranet.fhcrc.org/EN/
and 5 are both “NO” or if you have Review or earlier if you will be modifying sections/iro/irb/consent.html. The IRB will
other questions, please contact the consent document for other reasons. determine whether the reconsenting of
Gerianne Sands, Associate No modification is required at this time. enrolled study participants is required.

General Counsel by phone (206)
667-1224 or email
gjsands@fhcrc.org.

See the model consent for template
language at https://centernet.fhcrc.org/
CN/depts/iro/irb/consent/index.html or

http://extranet.fhcrc.org/EN/sections/iro/
irb/consent.html
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