INTERNAL INSTRUCTIONS FOR THE NOVARTIS CONTRACT NEGOTIATOR
1. Attachment of an addendum to the CTRF and modification of IP, no longer required.
[image: image1.wmf]     NOVARTIS PHARMACEUTICALS CORPORATION

     East Hanover, NJ  07936

ATTACHMENT A: Clinical Trial Request Form

THE UNIVERSITY OF TEXAS

(Insert Location)

This Clinical Trial Request Form shall be binding upon the undersigned upon its execution by the duly authorized representatives of the Parties as of the day and year of the Effective Date below. It is subject to the terms of the Master Clinical Trial Agreement dated May 1, 2009 and attached hereto.

1.
CLINICAL TRIAL-RELATED INFORMATION

	Effective Date:


	

	Principal Investigator:


	

	(For Institution Use)

Account No. / Agreement No.:
	

	Study Drug:
	

	Brief Description of Clinical Trial: [Protocol Title]:


	

	Is This a Multi-Center Trial? [Yes or No]:


	

	Clinical Trial Dates (Performance Period):

Initiation:

Completion: 

Is this an Oncology-Related Clinical Trial?

[Yes or No]:
	

	Number of Patients To Be Enrolled: 
	

	(For Institution Use)

Are Biological Samples as defined in Article 24 contemplated in this Protocol?

[Yes or No]: 
	


2.
NOTICE

Any notice required or permitted hereunder shall be in writing and shall be deemed given as of the date if it is (A) delivered by hand or (B) sent by registered or certified mail, postage prepaid, return receipt request, and addressed to the party to receive such notice at the address set forth below, or such other address as is subsequently specified in writing, as well as any persons so designated under the Master Clinical Trial Agreement itself:


If to Novartis:
	For Payment and Clinical Related Matters:

{ Enter the Clinical Trial Leader’s Name,

 Address, & Phone }

For all payment queries, the following information must be provided   (please refer to Schedule A):

1.
Project (compound)

2.
Study #

3.
Center #

4.
PI name

5.
PO # (if available)

The above information must also be included on all invoices.
	For Contract Matters:
Insert Contract Manager’s Name

Novartis Pharmaceuticals Corporation

One Health Plaza 59 Route 10, Bldg. 419-2

East Hanover, NJ 07936-1080

Phone: 862-778-_____

fillin "Enter full name, address and phone # of the Novartis  contact.  Hit ENTER to start a new line. Hit  ALT. ENTER when complete. " \d ""


If to INSTITUTION:

For Administrative/ Contract Matters:   (Delete any locations not used for this CTRF)

	Insert Contact Name

UT M.D. Anderson Cancer Center

Office of Sponsored Programs
1515 Holcombe Boulevard

Houston, TX 77030

phone: 713-XXX-XXXX
 Tax ID: 74-6001118
	Insert Contact Name
Clinical Trials Office
The University of Texas Southwestern 
Medical Center
5323 Harry Hines Blvd.
Dallas, TX 75390-9016

phone: 214-XXX-XXXX 
Tax ID: 75-6002868

	Insert Contact Name 
The University of Texas Health Science

   Center at Houston
P.O. Box 20036
Houston, TX 77225

phone: 713-XXX-XXXX
Tax ID: 74-1761309

Overnight address is:

7000 Fannin Street, Suite 1006
Houston, TX 77030 
	Insert Contact Name
The University of Texas Health Science Center at Tyler
11937 U.S. Hwy. 271
Tyler, TX 75708-3154

phone: 903-XXX-XXXX
Tax ID: 75-600-1354

  

 

 


	Insert Contact Name
The University of Texas  
Medical Branch at Galveston
Office of Sponsored Programs 
4.400 Rebecca Sealy Hospital
Galveston, TX 77555

phone: (409) XXX-XXXX 
Tax ID: 74-6000949
	Insert Contact Name
The University of Texas Health Science 
Center at San Antonio
7703 Floyd Curl Drive, Mail Code 7828
San Antonio, TX 78229-3900

phone: 210-XXX-XXXX 
Tax ID: 74-1586031

	Insert Contact Name
The University of Texas at Austin

PO Box 7726

Austin, TX  78713-7726

Phone XXX-XXX-XXXX

Tax I.D. 74-600023
	


3.
MODIFICATIONS AND ADDITIONAL TERMS FOR THIS CLINICAL TRIAL: 
NOTE: This Section 3 supersedes any conflicting provisions of the Master Clinical Trial Agreement and must be approved in writing by Institution and the Office of General Counsel of The University of Texas System. The parties agree and acknowledge that this Section 3 will only be used for Clinical Trial-specific revisions on a case-by-case basis. The parties further agree and acknowledge that this Section 3 is not intended to be used to revise terms or conditions that are applicable to all Clinical Trials and that the Master Clinical Trial Agreement will be duly revised for such revisions.
If this Clinical Trial Request Form requires services to be performed beyond the expiration or termination date of the Master Clinical Trial Agreement, then the terms of the Master Clinical Trial Agreement shall remain in effect until the expiration or termination of this CTRF.

The following S.10.D. will be added to the respective CTRF for a Clinical Trial which will be registered:
“S.10.D.  For this Clinical Trial, Novartis agrees to register the Clinical Trial and populate all required fields on www.clinicaltrials.gov.”  
4.
LIST OF ATTACHMENTS AND PROTOCOL:


Protocol: [Code Number and Title]: 


Schedule A


Copy of Master Clinical Trial Agreement

5.
COST AND PAYMENT
A.
Payment shall be made to the Institution according to Schedule A appended hereto and incorporated herein by reference. All costs outlined on Schedule A shall remain firm for the duration of the Clinical Trial, unless otherwise agreed to in writing by the Institution and Novartis.

B.
Checks will be made payable to “Insert name from Contacts above ”. Checks will reference the Protocol number and the Principal Investigator and will be mailed to the address shown in Schedule A.


Institution Tax Identification Number:  Insert TAX ID # from above
C.   The costs of the Clinical Trial set forth on the Schedule A attached hereto represent all costs of performing the Clinical Trial, including overhead.
In Witness Whereof, the parties hereto have executed this Clinical Trial Request Form in duplicate by proper persons thereunto duly authorized. 

	Novartis Pharmaceuticals Corporation
By  ____________________________

            (signature)
	Enter Institution Name}
By  ____________________________ 

                    (signature)

	_____________________________

         (print or type name)
	_____________________________

           (print or type name)

	Title:
____________________________
	Title:
____________________________

	Date
____________________________
	Date
____________________________

	
	Principal Investigator
I have read this Clinical Trial Request Form, including the copy of the Master Clinical Trial Agreement, and understand and accept my obligations hereunder.
By  ____________________________ 

                (signature)

	
	        _____________________________

           (print or type name)

	
	Title __________________________

	
	Date ___________________________




Effective Date: March 12, 2013

All Novartis studies & UT System Health Institutions 


