
Washington State Institutional Review Board (WSIRB) 

Human Research Review Section (HRRS) 
(Revised June 5, 2014) 



Research? 
45 CFR 46.102(d) 

Contact 
HRRS 

PI 
Concept 

Human 
subjects? 

45 CFR 46.102(f) 

 
PI submits 

Exempt 
Determination 

Request to 
HRRS 

Exempt? 
45 CFR 46.101(b) 

Not exempt 
45 CFR 46.101(a) 

 
PI submits 

Application for 
WSIRB Review 

to HRRS 

NO 

YES 

NO 

YES 

YES 

NO 

2 



Exempt 
Determination 
Request 
submitted, 
received and 
acknowledged 

Application for 
WSIRB Review 
submitted, 
received and 
acknowledged 

YES 

YES 

YES 

NO 

Application 
complete? 

Meets 
criteria: not 
research; no 

human 
subjects; or 

exempt 
 

Meets 
criteria: 
convened 

(full WSIRB) 
board review 

 

Meets 
criteria: 

expedited 
(WSIRB sub-
committee) 

review 
 

Request 
complete? 

Review 
findings 

to/with PI 

YES 

YES 

NO 

NO 
NO 

3 



Not 
research, 
no human 
subjects or 
exempt 
 

Expedited 
Review 
 

Full 
WSIRB 
Review 

HRRS 
Pre-

Review 

Full Board 
protocols 
assigned 

to Primary 
Reviewer 

Review 
findings 

to/with PI 
(if needed) 

PI submits 
response to 
Pre-Review 

findings 

Expedited 
protocols 
assigned 

to Primary 
Reviewer 

Response 
OK? 

NO 

YES 

HRRS (start) letter to PI 
Note: If identifiable WA state 

agency records disclosed, see 
Confidentiality Agreement algorithm 

4 

Review 
findings 

to/with PI 
not 

necessary 



 
Full Board 
protocols 

assigned to 
Primary 

Reviewer 
 

 
Expedited 
protocols 

assigned to 
Primary 

Reviewer 
 

Reviewer(s): 
• review protocol 
• request info from PI 
• prepare WSIRB Review 

Worksheet, checklists 
• schedule conference call 
• send worksheets and 

checklists to HRRS 
before conferring 

Reviewer(s): 
• review protocol 
• request info from PI 
• prepare WSIRB Review 

Sheet, checklists 
• schedule conference call 
• send worksheets and 

checklists to HRRS 
before conferring 

Reviewers confer 
before WSIRB 

meeting; 
recommend action 

Expedited 
Review 

Subcommittee 
confers; decides 

Not approve 

WSIRB 
convened 
(full IRB) 
review 

5 



WSIRB 
(full 
IRB) 

review 

Disapprove 

Approve, 
with approval 

period 
Confidentiality Agreement 

(as needed; see 
Confidentiality Agreement 

algorithm) 

PI submits 
changes for 
convened 

review 
(see slide 5, right 

column) 
 
 

Defer, 
require 

modifications 

Approve with 
conditions 

State agency 
approval (start) 

letter to PI 

PI submits 
changes for 
convened or 

expedited 
review 

(WSIRB’s 
discretion) 

(see slide 5, right 
column) 

WSIRB letter to 
PI 

WSIRB letter to 
PI 

WSIRB letter to 
PI, to include PI 
opportunity to 

respond 

Expedited: 
Not 

approve 

6 

Expedited 
Review 

(see next 
slide) 



Expedited 
Review 

Not Approve 

Approve 

PI submits 
changes for 
expedited or 

convened 
review 

(see slide 5, right 
column) 

Defer, 
require 

modifications 

Approve with 
conditions 

PI submits 
changes for 
expedited 

review 
(see slide 5, right 

column) 

WSIRB 
letter to PI 

WSIRB 
letter to PI 

Refer for WSIRB 
convened (full 

IRB) review (see 
slide 6, left column) 

  

Period of 
approval 

Advise WSIRB 

7 

State agency 
approval (start) 

letter to PI 

Advise 
WSIRB 

Confidentiality Agreement 
(as needed; see 

Confidentiality Agreement 
algorithm) 


	Protocol Review Pathways
	Slide Number 2
	Slide Number 3
	Slide Number 4
	Slide Number 5
	Slide Number 6
	Slide Number 7

