
St
ud

y 
C

ha
ir

D
is

ea
se

 / 
M

od
al

ity
 

C
om

m
itt

ee
s

C
TE

P
Ex

ec
ut

iv
e 

O
ffi

ce
rs

In
fo

rm
at

io
n 

Sy
st

em
s

Ex
te

rn
al

 re
so

ur
ce

s
R

eg
ul

at
or

y 
A

ffa
irs

Pr
ot

oc
ol

 E
di

to
r

Fi
na

nc
ia

l A
ffa

irs
Fo

rm
s 

D
es

ig
ne

r
Ex

ec
ut

iv
e 

D
ire

ct
or

C
IR

B
Q

ua
lit

y 
A

ss
ur

an
ce

D
at

a 
C

oo
rd

in
at

or
St

at
is

tic
ia

n 

Protocol 
development 

ready for 
activation 

pending CIRB 
approval

Protocol 
Coordinator 
notified that 
electronic 
forms are 
published 

online

CIRB 
approval 

received by 
Protocol 

Coordinator

Continue w/o 
company 
funding 
support

Study Team is 
notified of 
Letter of 

Understanding

        CALGB Process Flow for Phase III Clinical Trial Development:  Concept Idea to Study Activation

continue

Treasurer notifies 
Executive Director, 

Protocol Editor, 
and Study Chair of 

completed Final 
Legal Agreement

Study Chair comes 
up with concept for 

clinical study

Study Chair 
discusses concept 

with Committee 
Chair

Study Chair 
discusses concept 

with statistician
New concept?

Statistician writes 
stats section of 

concept
 N 

Statistician writes 
rough draft of stats 
section of concept

Committee Chair 
drafts concept 
sheet w/ Study 

Chair

Statistics section 
added to draft

Statistician  
completes stats 

section of Concept 
Submission Form

Y

Committee Chair 
receives concept Revision?

Make 
revisions

Y

Fill out Concept 
Submission Form

N

Committee Chair 
approves Concept 
Submission Form

Statistician 
approves Concept 
Submission Form

Submit Concept 
Submission Form 

to Committee 
Chair

Submit Concept 
Submission Form 

to Executive 
Officer

Executive Officer 
assigns Protocol 
Editor to concept

Protocol 
Coordinator 
ensures all 

necessary parties 
have signed off 

Review 
concept for 

completeness

Cover page 
written up

Concept is given a 
number and 
entered into 

database

Y

Protocol 
Coordinator 

reviews concept 
cover sheet for 

signatures 

Sends cover 
page for 

review and 
signatures

Study Chair 
reviews concept 

and signs

Committee Chair 
reviews concept 

and signs

Executive Officer 
reviews concept 

and signs

Statistician 
reviews concept 

and signs

Approval from 
Disease 

Committee?

N

Executive 
Secretary creates 
concept packet for 

Executive 
Committee

Executive 
Committee 

members receive 
packets and 
review (2 – 3 
weeks prior to 

meeting)

Executive Director 
selects primary 
and secondary 

reviewer

Primary and 
Secondary 

Reviewers receive 
packet and 

reviews (in order 
to make inquires 
during meeting

Executive meeting 
to review concept

Disapproved

Tabled

Approved with 
conditions

Approved Executive 
committee assigns 

priority score

Votes received by 
Executive Director

Pay Line 
established 

Does concept pass 
payline?

Concept approved

Y

Protocol 
Coordinator sets 

up teleconference 
with study team 

Study Chair sits in 
telecon to discuss 

timeline and 
expectations

Committee Chair 
sits in telecon to 
discuss timeline 
and expectations

Protocol 
Coordinator sits in 
telecon to discuss 

timeline and 
expectations

Statistician sits in 
telecon to discuss 

timeline and 
expectations

Study Chair is 
notified of concept 

approval

CTEP determines 
resources needed: 
drugs, statistics, 
patient cohort, 
admin staff, etc

Concept approved 
by CTEP?

Protocol 
Coordinator 

receives approval 
from CTEP

Y

Study Chair 
downloads 

protocol template

Study chair 
creates 1st draft of 

protocol

Protocol Editor 
receives 1st draft of 

protocol

Protocol Editor 
reviews and 

revises

1st draft of protocol 
complete

Clinical review

Executive officer 
receives review of 

1st draft

Executive officer 
makes comments 

on 1st draft

Study Chair makes 
comments on 1st

draft

Study Chair 
receives review of 

1st draft

Companion Study 
Chair makes 

comments on 1st

draft

Companion Study 
Chair receives 

review of 1st draft

Committee chair 
makes comments 

on 1st draft

Committee chair 
receives review of 

1st draft

Faculty Statistician 
receives 1st draft

Faculty Statistician 
reviews and 

comments on draft

Quality Assurance  
checks protocol, 

schema, and 
forms for 

consistency

Quality Assurance 
receives review of 

1st draft

Protocol Editor 
receives 

comments from 
Initial Review and 
makes changes

Protocol Editor 
Sends out for 

Author Review

Executive Officer 
receives review of 

Author Review

Executive Officer 
makes comments 
on Author Review

Committee Chair 
makes comments 
on Author Review

Companion Study 
Chair makes 
comments on 
Author Review

Companion Study 
Chair receives 

review of Author 
Review

Committee Chair 
receives review of 

Author Review

Study Chair 
receives review of 

Author Review

Study Chair makes 
comments on 
Author Review

Quality Assurance 
receives review of 

Author Review

Quality Assurance 
checks for 

appropriate data 
collect 

Comments for 
author review sent 

back

Research nurse, 
Pharmacists, 

Patient Advocates 
CRA reviews and 

comments on 
study

Protocol Editor 
receives and 

integrates 
comments from 
author review

Protocol Editor 
completes 
Protocol 

Submission 
Worksheet

Protocol Editor 
posts protocol on 
CALGB website 

for member 
comments

Revised draft of 
protocol and PSW 
sent to CTEP for 

final review

Draft and 
PSW 

reviewed by 
CTEP

Comments 
sent back 
to CALGB

Executive Officer 
reviews comments 

from CTEP

Discuss CTEP & 
member 

comments with 
Executive Officer 
and  Study Chair

Protocol 
Coordinator 

receives 
comments section 
sent by CTEP and 

members

Protocol Editor 
integrates 

comments from 
CTEP and 
members 

Does CTEP require 
response?

Data Coordinator 
sits in telecon to 
discuss timeline 
and expectations

Data coordinator 
reviews and 

comments on draft

Data Coordinator 
receives 1st draft

Data Coordinator 
reviews and 

comments on 
Author Review

Data Coordinator 
receives Author 

Review

Executive Officer 
sits in telecon to 
discuss timeline 
and expectations

CTEP 
Reviews 

and 
approves 
response

Faculty 
Statistician begin 

to complete 
necessary list of 

data to be 
collected, forms, 

and other 
documents

Data Coordinator 
begins to complete 

necessary list of 
data to be 

collected, forms, 
and other 

documents

Are forms and 
documents 

already ready?

Statistician 
adds 1st

draft to 
protocol

Send list of forms 
to be integrated 

into protocol 
Y

Forms to be 
developed 
identified

N

1st draft received

Meeting with Protocol 
Editor, Data 

Coordinator, and 
Forms Designer, and 

Statistician  to 
establish scheduling, 
forms, definition, and 
NCI / CDE reminders

Meeting with 
Protocol Editor, 

Data Coordinator, 
and Forms 

Designer, and 
Statistician  to 

establish 
scheduling, forms, 

definition, and 
NCI / CDE 
reminders

Scheduling, forms, 
definition, and 

NCI / CDE 
reminders 

established

Meeting with 
Protocol Editor, 

Data Coordinator, 
and Forms 

Designer, and 
Statistician  to 

establish 
scheduling, forms, 

definition, and 
NCI / CDE 
reminders

Meeting with 
Protocol Editor, 

Data Coordinator, 
and Forms 

Designer, and 
Statistician  to 

establish 
scheduling, forms, 

definition, and 
NCI / CDE 
reminders

Schema 
developed from 1st

draft of protocol

Preliminary Forms 
drafted from 

template

Forms Designer 
converts template 
into Preliminary 

draft of form

Data Coordinator 
reviews draft

Data Coordinator 
collects standard 
forms template 

online

Data Coordinator 
receives 

Preliminary Form 
from Forms 
Designer

Is there sufficient 
time for preliminary 

review?
Y

Data Coordinator 
reviews and 

revises Preliminary 
Form

Statistician  
reviews and 

revises Preliminary 
Form

Study Chair  
reviews and 

revises Preliminary 
Form

Data Coordinator 
receives revisions 
from Preliminary 

Draft Review

Data Coordinator 
makes revisions 

based off of 
Preliminary Draft 

Review

Forms Designer 
converts template 
or makes revisions 
into Initial Draft of 

Form

N

Data Coordinator 
receives Initial 

Draft of Form from 
Forms Designer

Study Chair 
reviews Initial Draft 

of forms and 
comments using 

A-004 Form

Protocol Editor 
reviews Initial Draft 

of forms and 
comments using 

A-004 Form

Information 
Systems reviews 

initial draft of forms 
and comments 

using A-004 form

Data Coordinator 
reviews initial draft 

of forms and 
comments using 

A-004 form

Executive Officer 
reviews Initial Draft 

of forms and 
comments using 

A-004 Form

Data Coordinator 
receives revisions 
from Initial Review 

of draft 

Data Coordinator 
makes revisions 

based off of Initial  
Review of draft

Forms Designer 
makes revisions 
into Final Draft of 

Form

Data Coordinator 
receives Final 

Draft of Form from 
Forms Designer

Statistician 
reviews Initial Draft 

of forms and 
comments using 

A-004 Form

Protocol Editor 
reviews Final Draft 

of forms and 
comments using 

A-005 Form

Executive Officer 
reviews final draft 

of form and 
comments using 

A-005 form

Data Coordinator 
reviews Final Draft 

of forms and 
comments using 

A-005 Form

Quality Assurance 
reviews Final Draft 

of forms and 
comments using 

A-005 Form

Study Chair 
reviews Final Draft 

of forms and 
comments using 

A-005 Form

Statistician 
reviews Final Draft 

of forms and 
comments using 

A-005 Form

Information 
Systems reviews 

Final Draft of 
forms and 

comments using 
A-005 Form

Data Coordinator 
receives revisions 
from Final Review 

of draft 

CRA and Nurses 
review and 

comment on Final 
Draft of forms

Data Coordinator 
makes revisions 
based off of Final  

review of draft

Forms Designer 
makes revisions 
into Final Form

Data Coordinator 
receives Final 

Draft of Form from 
Forms Designer

Data 
Coordinator 

ensures forms 
are CDE 

compliant forms

Data Coordinator 
sends CDE 

compliant forms to 
Protocol 

Coordinator

Protocol 
Coordinator sends 
protocol and forms 
to CTEP for CDE 

approval

CTEP reviews 
forms and protocol 

for CDE 
compliance

Are forms ok?

Data Coordinator 
revises forms

Protocol 
Coordinator 

receives CDE 
compliance errors

Protocol 
Coordinator 

receives CDE 
compliance 

approval

Data Coordinator 
receives notice of 

approval from 
Protocol Editor

Data Coordinator 
sends forms out 

for signature 
approval 

Study Chair signs 
approval

Protocol Editor 
signs approval

Quality Assurance 
signs approval

Information 
Systems signs 

approval

Data Coordinator 
signs approval

Data Coordinator 
receives signed 

approvals

Protocol 
Coordinator 

receives 
completed forms 

and approval from 
Data Coordinator 

Forms Designer 
Inputs data into 

Teleform

Forms Designer 
updates data from 
preliminary review 

into Teleform

Forms Designer 
updates data from 
Initial review into 

Teleform

Forms Designer 
updates data from 
Final review into 

Teleform

Schema updated 
based on initial 
review of draft

Schema updated 
based on Final 
Review of draft

Schema updated 
based on CDE 

review

Information 
Systems creates 
table in database

Data Coordinator 
fills out I-009 form 
with field attributes

Testing in test 
database by 
Information 

Systems – Sign off 
on testing checklist

Testing in test 
database by 

Statistician – Sign 
off on testing 

checklist

Sign off on testing 
checklist

Database is 
moved to 

production 
database

Forms designer 
links forms to 

database

All forms 
document created

Electronic forms, 
and all forms 

document 
published to 

website after CIRB 
approval

Data Coordinator 
verifies that the 

forms are posted 
and correct

Foundation 
President contacts 

Study Chair to 
determine 

potential funding 
sources

Study Chair 
discusses with 

Executive Officer 
regarding potential 

funding sources

Are there potential 
industry funding 

sources?

Notify Executive 
Officer of 

companies with 
potential funding 

opportunities

Y

No outside funding 
provided.  CALGB 

funded study.

Executive Officer 
notifies CALGB 

Foundation 
Treasurer to begin 

funding process

Treasurer 
contacted and 
receives initial 

information

Foundation 
President 

determines part of 
Preliminary Budget

Study Chair 
determines part of 
preliminary budget

Other Correlative 
Studies / Central 

Services  
determines part of 
Preliminary Budget

Treasure or 
Executive Officer 
completes total 

budget

Foundation 
President  

reviews Study 
Chair budget 
for approval

Study Chair budget 
approved?

Revise

N

Foundation 
President  e-mails 
letter to company 

outlining 
suggested funding 
proposal amount

Y

Company reviews 
funding request Approve funding?

Foundation 
President and 

treasure negotiate 
funding with 

company

N

Revise funding 
terms

Does company use 
company language in 

legal agreement?

Does company use 
CALGB legal 
agreement?

Treasure suggests 
use of CALGB 

legal agreement

N

Y

Company sends 
draft of legal 
agreement

Treasure edits 
company provided 
legal agreement 
(removes legal 

terms and 
conditions)

Regulatory Affairs 
reviews CALGB 
legal agreement

Y

N

Treasurer makes 
any revisions to 
legal agreement 

based upon 
Regulatory Affairs 

input

Company approves 
changes? YN

Treasurer sends 
final legal 

agreement to 
Foundation 

President and 
company for 
signatures 

Foundation 
President signs 

Final Legal 
Agreement

Company signs 
final legal 

agreement

Treasurer 
prepares CALGB 
legal agreement

Regulatory Affairs 
reviews CALGB 
legal agreement

Treasurer makes 
any revisions to 
legal agreement 

based upon 
Regulatory Affairs 

input

Company reviews 
CALGB legal 
agreement

Company changes 
approved?

N Y

Treasurer receives 
Final Legal 

Agreement with 
signatures 

CTEP 
receives 

forms and 
protocol 

from CALGB 
and reviews

CTEP 
approves 
protocol 

and forms

Protocol 
Coordinator, 

Committee Chair, 
and Study Chair 

receive final 
approval notice 

from CTEP 
pending CIRB 

approval

Protocol 
Coordinator, 

Committee Chair, 
Executive Officer 
and Study Chair 

receive final 
approval notice 

from CTEP 
pending CIRB 

approval

Protocol 
Coordinator, 

Committee Chair, 
and Study Chair 

receive final 
approval notice from 
CTEP pending CIRB 

approval

Protocol 
Coordinator, 

Committee Chair, 
Executive Officer 
and Study Chair 

receive final 
approval notice 

from CTEP 
pending CIRB 

approval

Protocol Coordinator 
contacts CTEP 

contractor to assemble 
CIRB applications based 

on protocol and forms

CTEP Contractor 
assembles CIRB 
application based 

on protocol

Protocol 
Coordinator 

collects CIRB 
application and 
reviews / revise 

content

CIRB receives 
application, 

protocol, and 
patient forms

CIRB approves 
protocolN

Executive Officer 
contacts 

Regulatory Affairs 
about drug 
sourcing

Regulatory Affairs 
determines source 

of drugs from 
cover page of 

protocol

What is the source 
of the drugs?

No involvement 
with Regulatory 

Affairs
NCI

Company

No involvement 
with Regulatory 

Affairs
Commercial

Find out how the 
drug is being 
distributed? 

Executive Director 
send Letter of 

Understanding to 
company

Regulatory Affairs 
Director forwards 

regulatory 
requirements to 
Protocol Editor

Protocol Coordinator 
integrates regulatory 

requirements into 
protocol

Distribution 
channel of the 

drug?

Company requests 
study demographic 

information

direct

Regulatory Affairs Director 
provides company with 

study resource 
requirements

Company 
agree with 

terms?

N

Y

Distributor

NCI

Y

N Y

Y N

Clinical hold

n/a

approve

N

Negotiate Letter of 
Understanding

Agree on Letter of 
Understanding?

N

Notify Executive  
Director of 
agreement 

Y

N

Y

Stop negotiations

Y

Negotiate 
with 

lawyers

Company receives 
Letter of 

Understanding 

Negotiate 
with 

lawyers

Does company 
agree with Letter of 

Understanding?

Negotiation 
success?

N

Partial revisions 
completed on 

concept

Treasurer assists 
with  preliminary 
budget proposals 
from Study Chair, 
Executive Officer, 
and/or Companion 

Study Chair 
Treasurer formats 

budget

Other Correlative 
Studies / Central 
Services drafts 

budget justification

Study Chair 
determines drafts  

budget justification

Treasurer formats 
correlative study 

budget

Companion study 
budget reviewed

Companion study 
budget approve?

Treasurer revises 
companion study 

budget

Is Study Chair 
budget approved?

Study Chair 
budget reviewed

Treasurer revises 
Study Chair 

budget

Treasurer formats 
correlative study 

budget

Foundation 
President contacts 

company about 
funding support

Does company 
agree to send 

funding support?

No company 
funding support

Y

Protocol Editor 
reviews and 

revises Preliminary 
Form

Committee Chair 
reviews and 

revises Preliminary 
Form

Committee Chair 
reviews Initial Draft 

of forms and 
comments using 

A-004 Form

CTEP 
reviews and 
comments 
on Author 
Review

CTEP 
receives 
Author 
Review

Protocol 
Coordinator 

prepares protocol 
to send out for 
CDE approval

N

NCI provides 
supplemental 

funding for study

Is supplemental 
funding required by 

NCI?

Statistician 
receives review of 

Author Review

Statistician makes 
comments on 
Author Review

Does study need to 
be revised due to 
funding issues?

N

Study Chair drafts 
concept sheet w/ 
Committee Chair

Y

CTEP agree with 
concept?

Statistician 
consults with 

CTEP

N

Study Chair talks with 
other Associated 

Committees about new 
concept development 

Cover Letter written 
up by Study Chair

Agree with 
concept? Y

N Y

N

Full-scale revision 
necessary

Revisions required

Associated committees 
help identify Companion 

Studies

Is protocol 
complete? Y

Wait for protocol to 
be completed

N

Company 
discusses 

funding 
opportunity

Company 
sends 

response to 
funding 
request

Y

Protocol 
Coordinator sends 
concept to CTEP 

for approval

Continue protocol 
development?

Continue protocol 
development? Y

N

Does CTEP 
approve 

response?

N

Are revisions 
required?

Partial 
revisions 

completed

Extensive 
revisions 
required

Are revisions 
required?

Partial 
revisions 

completed

Extensive 
revisions 
required

N

Treasurer 
reviews and 

negotiates legal 
agreement and 

regulatory 
issues

Reject funding supportReject funding support

Treasurer 
revises legal 
agreement

Stop negotiations

Stop negotiations

N

Y

N

N

N

Y

Y

Y

Y

Y

Y
N

Protocol 
Coordinator 

receives 
CTEP 

approval

Study Chair 
agrees with 

revision?

Study Chair 
agrees with 

revision?

Is concept ready
 for committee 

review?

N

Continue to 
develop 
concept

Schedule concept 
review by 
committee

Y

Study 
Chair agrees to 
further develop 

concept?

Study Chair 
agrees with 

revision?

Study Chair 
agrees to 
continue?

revise

CTEP assists 
in new 

concept 
development

Protocol 
Coordinator 

receives 
comments and 

sends to 
Executive 

Officer

Is Letter 
of Agreement  / 
confidentiality 

agreement 
suggested?

N

Y

Does company 
request study 
information 

requirements?

Y

N

Study Chair 
revises and 
resubmits?

Y

Additional revisions 
needed to concept? 

Protocol 
Coordinator 

compiles revisions 
into concept

N

Study Chair 
suggests 

revisions to 
concept

Statistician 
suggests 

revisions to 
concept

Y

Y

Study Chair 
agrees with 
revision?

Request Investigator 
Brochure and Adverse 

Event Forms

Company sends 
regulatory 

requirements

Company 
confirms 

participation

Verify if drug 
company is going 
to provide drug

Regulatory Affairs 
Director begins 

processing needed 
information Company / NCI / 

Distributor sends 
drug order form to 
Regulatory Affairs 
to be appended to 

protocol

Regulatory Affairs 
Director sends 
drug order to 

protocol editor to 
be incorporated 

into protocol

NCI notified of 
agreement

Distributor notified 
of agreement

Find other 
sourcing of drug

Regulatory Affairs 
Director send the 

Protocol, IND 
Application, and the 

Letter of Cross 
Reference to FDA

CALGB owns IND

Does not 
require 
FDA 

approval

What is the FDA 
results of the IND 

application? 

Does company 
allow cross 

reference to IND?

IND Approval 
Letter filed

Company receives request to 
cross reference IND

IND application / 
reference sent to 
FDA (after CTEP 
protocol approval)

Regulatory Affairs 
responds to 

clinical hold by 
collecting more 

information
Letter of 

Permission 
received to 

cross reference 
IND

Is IND required in 
the study?

Does study require 
IND permission 
from company?

IND application 
completed by 

Protocol Editor

IND 
requirement 
sent to team

No IND required

FDA reviews IND 
application 

Negotiate 
permission 

to cross 
reference 

IND

Ensure all 
necessary steps 

are fulfilled 

Are there any 
changes to the 

protocol / forms?
N

Protocol 
Coordinator 

prepares protocol 
and forms for Final 

CTEP Review

Y

Has the use of 
Companion Studies 

been utilized?

N

Companion Study Chair 
writes up Companion 

Study Concept

Are there sufficient 
companion studies 

with concept?
Y

Associated 
Committees help 

identify 
Companion 

Studies

N

Sufficient 
interest for 
companion 

studies?

Y

N

Resubmit protocol 
to CTEP and CIRB 

for Approval

Activation of 
protocol on 15th of 

each month

PSW = Protocol Submission Worksheet

Data Coordinator 
develops data 

submission 
schedule

CRA and Nurses 
review and 

comment on Final 
Draft of forms

Statistician 
ensures forms 

are CDE 
compliant forms

Interest is 
collected from 

other cooperative 
groups

Y

LEGEND
CALGB = Cancer and Leukemia Group B CDE = Common Data Elements CIRB = Central Institutional Review Board CRA = Clinical Research Associate CTEP = Cancer Therapy Evaluation Program

FDA = Food and Drug Administration IND = Investigational New Drug NCI = National Cancer Institute

= Clinical Trial Idea = Action Process = Decision Process = Stop Point = Clinical Trial Activation = Process Loop

Clinical Trial Activation

PSW = Protocol Submission Worksheet 
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