
Study Design

Type of Med

Type of Med

Blinded

Open 
&

Blinded
Phases

comparator

Comparator

Approved Med

Investigational

Terminology:
Approved Meds: HC approved med being 
used for the approved indication/dose/
admin route/populatio/ etc.

Investigational: Not HC approved meds 
OR HC approved meds used for a NOT 
APPROVED indication/ route of admin/
population/dose/etc.

No build required – study team to 
order the SOC version of the 

medication as needed.
Comparing approved meds

No comparator
One build required: INV <Drug 

Name>. For the SOC comparator, 
order the SOC version of the med.

Open

Approved Med(s)

One build required:
 INV <Drug Name>

No comparator

comparator

comparator

Approved Med

Investigational

Approved Med with same form 
(patient provided with one bottle/vial/syringes/etc)

Approved Med with different forms
(patient provided with 2 or more bottles/vials/syringes/etc.

Placebo

One build required:
 INV Drug A OR Drug B

Two or more builds required: 
1) INV <Drug A OR PLACEBO 
2) INV Drug B OR PLACEBO

One build required:
 INV Drug A OR PLACEBO

Approved Med with same form 
(patient provided with one bottle/vial/syringes/etc)

One build required:
 INV Drug A OR Drug B

Approved Med with different forms
(patient provided with 2 or more bottles/vials/syringes/etc.

Two or more builds required: 
1) INV <Drug A OR PLACEBO 
2) INV Drug B OR PLACEBO

Placebo
One build required:

 INV Drug A OR PLACEBO

Follow the appropriate decision 
tree for each of the study phases 
(Open and Blinded). This type of 
study will usually require more 

than one build:
INV Drug A OR PLACEBO (blinded)

INV DRUG A (Open) 
If the investigated drug in the open 
phase is an approved med, no build 
will be required for the open phase 

– order the SOC version.

Examples:

A) E.g.1 ASA 81mg (SOC version)
     E.g.2 ASA 81mg (SOC version) &
              Ticagrelor 90mg (SOC version)

B) E.g.1 INV Ticagrelor 60mg &
              ASA 81mg (SOC version)

C) E.g.1 INV Ticagrelor 60mg

D) E.g.1 Blinded phase: INV Advil 200mg 
OR PLACEBO. Open phase: Advil 200mg 
(if for approved dose/indication)

E.g. 2 Blinded: INV Drug X OR Placebo. 
Open: INV Drug X

E) E.g.1 INV Advil 200mg OR Advil 400mg

F) E.g.1 INV Advil 400mg OR PLACEBO &
              INV Tylenol 650mg OR PLACEBO

G) E.g.1 INV Advil 400mg OR PLACEBO

H) E.g.1 INV NEW GLP1 OR Liraglutide 
(Patient provided with 1 blinded injector/
pen)

I) E.g.1 INV NEW GLP 1 OR PLACEBO &
             INV Liraglutide OR PLACEBO &
             INV Semaglutide OR PLACEBO
(patient provided with 3 injectors/pens)

J) E.g.1 INV NEW GLP1 OR PLACEBO
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