Attachment B — Clinical Trials and Cohort Studies

(CTCS) Decision Chart

Step 1: is the study a clinical trial or cohort study?

Will the study recruit humans or groups of |
humans?

[
Yes

\ 4
Will the study have one or more health
related outcomes?
|
Yes
 j

Will participants be prospectively assigned

-~ No———»

Not a clinical trial or cohort study.
Select a discipline specific GRP.

No——»

Not a clinical trial or cohort study. |
Select a discipline specific GRP.

Will participants will be followed

. : No————— )
to one or more intervention or exposures? over time?
[ - |
Yes Yes™ No

Proceed to step 2.

Step 2: is it a mechanistic CTCS?

Is the primary outcome of the study:

Not a clinical trial or cohort study. |
Select a discipline specific GRP. |

e a patilent-centred outcome, or Vs . Select the CTCS GRP.

e a validated surrogate for a patient-
centred outcome?

—_— - =
No
4
Is the main purpose of the study to evaluate
the clinical efficacy of interventions where _
proof-of-concept in humans has already —Yes Sl (E1Es (el
been achieved?
|
No
4

Is the main purpose of the study:

¢ to identify mechanisms of
pathophysiology or disease, or - - o

¢ to obtain proof-of-concept evidence of Mechanistic study, select a
the validity and importance of new Yes- ; discipline specific GRP. |
discoveries or treatments? '

[
No
¥

Is the main purpose of the study:

» to add significantly to our Mechanistic study, select a
understanding of biological or Yes : discipline specific GRP.
behavioural mechanisms or processes,
or

e to explore new scientific or clinical —
principles, or , No———»  Selectthe CTCS GRP.

o to develop or test new methodologies?

14



