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NOTES: Protocol Concept Submission Forms must be submitted in electronic format (tables or schema may be converted to .pdf format to assure accurate transfer). To complete the form electronically, use the mouse pointer or the Tab key to navigate. Select and enter text for each text field (the Insert key must be set to Off) or follow instruction when given. Submit by e-mail to JCook@LAMTreatmentAlliance.org. Within these principles as a guide, there are no specific requirements or limitations on length. 

I. ADMINISTRATIVE

	Title of Protocol:
	MACROBUTTON NoMacro [Click here to enter title]

	Principal Investigator:
	 MACROBUTTON  AcceptAllChangesShown [Click here to enter Prinicpal Investigator] 

	

	Institution/Contact Information of Principal Investigator:
	 MACROBUTTON  AcceptAllChangesShown [Click here to enter Institution] 
MACROBUTTON NoMacro [Click here to enter city, state, zip]
MACROBUTTON NoMacro [Click here to enter phone number]
MACROBUTTON NoMacro [Click here to enter fax number]
MACROBUTTON NoMacro [Click here to enter e-mail address]

	Other Investigators/Institutions:
	 MACROBUTTON  AcceptAllChangesShown [Click here to enter Other Investigators and Institutions] 


II. PHASE OF STUDY

Specify what type of phase this study will be conducted under (1, 2 or 3). 

1 (  
2 (  
3 ( 
2/3 (
III. SCIENCE
To enter text, click on the blank line under each question and type or paste text. 

1. Specific hypotheses:

2. Objective(s) (it is preferable to specify one primary objective and any number of secondary objectives):

2.1
Primary objective:

2.2
Secondary objective(s):

3. Background Information. This section should include the following:

3.1
Rationale for selected compound and trial design. 

3.2
Discuss why this trial is important and potential impact on, for example, overall survival, quality of life or advances in proof of biologic principles. Also, how would research strategy or future clinical practice be altered by either positive or negative results?

3.3
All relevant data (include phase 1-3 trial results, and any pilot or confidential data from companies that justify the use of the control and experimental arms).

4. Eligibility (include rationales for selecting or excluding particular cohorts):

5. Arms/Regimens (include schema):

5.1 Schema

5.2
Arms/Regimens

6. Statistical design in detail:

6.1
Endpoint(s).

6.1.1
Primary Endpoint

6.1.2
Secondary Endpoint (if any)

6.2
Include any stratification to be used in the randomization.

6.3
Provide sample size

6.4
Provide the following accrual information: 

Accrual Rate: MACROBUTTON NoMacro [Click here to enter accrual per month] pts/month. (Please provide the justification for this accrual rate estimate.) 

Total Expected Accrual:  MACROBUTTON NoMacro [Click here to enter minimum accrual] min  MACROBUTTON NoMacro [Click here to enter maximum accrual] max
7.
Feasibility (Discuss, as appropriate, size of eligible population, anticipated acceptance of trial by patients and referring physicians and experience with accrual to similar trials). Investigators must include:

7.1
Competing trials in your Group.

7.2
Earliest date that study enrollment can begin.

IV. PHARMACEUTICAL
1. Specify the agent(s) to be used in the study:
	Agent Name
	Is the agent Investigational?
	Who is the IND Holder?
	Placebo 
Controlled?

	MACROBUTTON NoMacro [Click here to enter agent name]
	MACROBUTTON NoMacro []Yes MACROBUTTON NoMacro []No
	MACROBUTTON NoMacro []Company
MACROBUTTON NoMacro []Consortium

MACROBUTTON NoMacro []Group
MACROBUTTON NoMacro []Investigator
MACROBUTTON NoMacro []Other (Specify):MACROBUTTON NoMacro [Click here to enter holder]
	MACROBUTTON NoMacro []Yes MACROBUTTON NoMacro []No

	MACROBUTTON NoMacro [Click here to enter agent name]
	MACROBUTTON NoMacro []Yes MACROBUTTON NoMacro []No
	MACROBUTTON NoMacro []Company
MACROBUTTON NoMacro []Consortium 
MACROBUTTON NoMacro []Group
MACROBUTTON NoMacro []Investigator
MACROBUTTON NoMacro []Other (Specify):MACROBUTTON NoMacro [Click here to enter holder]
	MACROBUTTON NoMacro []Yes MACROBUTTON NoMacro []No

	MACROBUTTON NoMacro [Click here to enter agent name]
	MACROBUTTON NoMacro []Yes MACROBUTTON NoMacro []No
	MACROBUTTON NoMacro []Company
MACROBUTTON NoMacro []Consortium

MACROBUTTON NoMacro []Group
MACROBUTTON NoMacro []Investigator
MACROBUTTON NoMacro []Other (Specify):MACROBUTTON NoMacro [Click here to enter holder]
	MACROBUTTON NoMacro []Yes MACROBUTTON NoMacro []No

	MACROBUTTON NoMacro [Click here to enter agent name]
	MACROBUTTON NoMacro []Yes MACROBUTTON NoMacro []No
	MACROBUTTON NoMacro []Company
MACROBUTTON NoMacro []Consortium

MACROBUTTON NoMacro []Group
MACROBUTTON NoMacro []Investigator
MACROBUTTON NoMacro []Other (Specify):MACROBUTTON NoMacro [Click here to enter holder]
	MACROBUTTON NoMacro []Yes MACROBUTTON NoMacro []No

	MACROBUTTON NoMacro [Click here to enter agent name]
	MACROBUTTON NoMacro []Yes MACROBUTTON NoMacro []No
	MACROBUTTON NoMacro []Company
MACROBUTTON NoMacro []Consortium

MACROBUTTON NoMacro []Group
MACROBUTTON NoMacro []Investigator
MACROBUTTON NoMacro []Other (Specify):MACROBUTTON NoMacro [Click here to enter holder]
	MACROBUTTON NoMacro []Yes MACROBUTTON NoMacro []No

	MACROBUTTON NoMacro [Click here to enter agent name]
	MACROBUTTON NoMacro []Yes MACROBUTTON NoMacro []No
	MACROBUTTON NoMacro []Company
MACROBUTTON NoMacro []Consortium

MACROBUTTON NoMacro []Group
MACROBUTTON NoMacro []Investigator
MACROBUTTON NoMacro []Other (Specify):MACROBUTTON NoMacro [Click here to enter holder]
	MACROBUTTON NoMacro []Yes MACROBUTTON NoMacro []No


V. PERSON COMPLETING LOI SUBMISSION 

	Name of Person Completing Form:
	MACROBUTTON NoMacro [Click here to enter name]
	Date:
	MACROBUTTON NoMacro [Click here to enter date]

	Person Completing Form Address:
	MACROBUTTON NoMacro [Click here to enter address information]

	
	MACROBUTTON NoMacro [Click here to enter street adress]

	
	MACROBUTTON NoMacro [Click here to enter city, state, zip]

	Person Completing Form Phone:
	MACROBUTTON NoMacro [Click here to enter phone number]

	Person Completing Form Fax:
	MACROBUTTON NoMacro [Click here to enter fax number]

	Person Completing Form E-mail:
	MACROBUTTON NoMacro [Click here to enter e-mail address]

	NOTE: Protocol Concept Submission Forms must be submitted in electronic format by e-mail to JCook@LAMTreatmentAlliance.org. 

Questions?  Please contact:

Jennifer Cook, PhD

Director, Research Operations

LAM Treatment Alliance

64 Church Street, 2nd Floor

Cambridge, MA 02138

E-mail: JCook@LAMTreatmentAlliance.org

Phone: (617) 460-7339   Fax: (617) 864-0614
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