[image: Amgen]Investigator Sponsored Study (ISS) 
	Submission Form	
Please send this completed form, Curriculum Vitae, and other supporting documentation to issprogram@amgen.com.  Alternatively, you may opt to complete your submission at AmgenISS.com.

By submitting this form to Amgen, you confirm that you have informed the data subjects mentioned in the form (e.g., PI, contract administrator, submitter) that Amgen will process their personal data and where to find details on how Amgen processes their data on www.amgen.com/DP. You also attest that you, or any anticipated sub-sites/investigators, are not participating in an Amgen Clinical Development study with the same patient population.
 
	[bookmark: Text59]Study Contacts                                                                                  Submission Date:      

	Sponsor (Legal Institution Name):
	Click or tap here to enter text.
	Telephone: 
	Click or tap here to enter text.

	Address:
	Click or tap here to enter text.
	Fax: 
	Click or tap here to enter text.

	Address Line 2:
	Click or tap here to enter text.
	Email: 
	Click or tap here to enter text.

	 City:
	Click or tap here to enter text.
	Postal Code:
	Click or tap here to enter text.

	State/Province/Region:
	Click or tap here to enter text.
	Country:
	Click or tap here to enter text.

	Principal Investigator:
	Click or tap here to enter text.
	Telephone: 
	Click or tap here to enter text.

	Address:
	Click or tap here to enter text.
	Fax: 
	Click or tap here to enter text.

	Address Line 2:
	Click or tap here to enter text.
	Email:
	Click or tap here to enter text.

	City:
	Click or tap here to enter text.
	Postal Code:
	Click or tap here to enter text.

	State/Province/Region:
	Click or tap here to enter text.
	Country:
	Click or tap here to enter text.

	NPI #:
(if applicable):
	Click or tap here to enter text.
	DEA #:
(if applicable)
	Click or tap here to enter text.

	Contract Administrator:
	Click or tap here to enter text.
	Telephone: 
	Click or tap here to enter text.

	Address:
	Click or tap here to enter text.
	Fax: 
	Click or tap here to enter text.

	Address Line 2:
	Click or tap here to enter text.
	Email: 
	Click or tap here to enter text.

	City:
	Click or tap here to enter text.
	Postal Code:
	Click or tap here to enter text. 

	State/Province/Region:
	Click or tap here to enter text.
	Country:
	Click or tap here to enter text.

	Amgen Contact(s) related to this proposal:
	
Click or tap here to enter text.

	Study Proposal

	Study title: 
	Click or tap here to enter text.

	Amgen product(s):
	Click or tap here to enter text.

	Non-Amgen product(s) (not supplied by Amgen):
	Click or tap here to enter text.

	Country information:
	|_| Single country
	|_| Multi-country

	If multi-country study, provide list of countries: Click or tap here to enter text.

	Will Amgen study drug(s) be used off-label? If yes, in which country(ies)?Click or tap here to enter text.

	Will this study require approval (CTA/IND) from your Regulatory Authority?
☐Approval required  ☐No ☐Exempt ☐Other (please describe): Click or tap here to enter text.

	Study phase:
	|_| 1
	|_| 2
	|_| 3
	|_| 4
	|_| Other: Click or tap here to enter text.

	Treatment line:
	[bookmark: Check3]|_| 1st Line
	|_| 2nd Line 
	|_| 3rd Line
	|_| N/A
	

	Study Design:
	|_| Neoadjuvant 
	|_| Adjuvant
	|_| Other: Click or tap here to enter text.

	
	|_| Open-label
	|_| Placebo-control
	

	
	|_| Single-blind
	|_| Observational Retrospective 
	

	
	|_| Double-blind
	|_| Observational Prospective
	

	
	|_| Non-randomized
	|_| Randomized
	Randomization Ratio: Click or tap here to enter text.

	
	|_| Comparator:    Click or tap here to enter text.
	

	Site Information:
	|_| Single site
	|_| Multi-site
	Number of Sites:     Click or tap here to enter text.

	Hypothesis: 
	Click or tap here to enter text.

	Study Objectives:
	Primary:      
	Click or tap here to enter text.

	
	Secondary: 
	Click or tap here to enter text.

	
	Exploratory: 
	Click or tap here to enter text.

	Study Endpoints:
	Primary:      
	Click or tap here to enter text.

	
	Secondary: 
	Click or tap here to enter text.

	
	Exploratory: 
	Click or tap here to enter text.

	Statistical methods (for analysis of primary and secondary endpoints or primary/interim analysis): Click or tap here to enter text. 


	Sample size and justification: Click or tap here to enter text. 

	Estimated duration of research (first subject enrolled in final study report and/or draft manuscript):
Click or tap here to enter text. Years /    Click or tap here to enter text. Months

	1st abstract submission planned date:  Click or tap here to enter text.

	Abstract publication expected in public domain planned date:  Click or tap here to enter text.

	1st manuscript submission planned date:  Click or tap here to enter text.

	Manuscript publication expected in public domain planned date:  Click or tap here to enter text.

	Is there a planned interim analysis?:Click or tap here to enter text.

 If yes, anticipated publications from interim analysis?:Click or tap here to enter text.                                                        

 Estimated timing:Click or tap here to enter text.

	Are you planning to present at any conferences? Click or tap here to enter text.
If so, where and when?Click or tap here to enter text.



	
	Treatment Arms, Schedules, and Duration
If Amgen product is being requested in support of this study, then the study drug will be provided directly to the Sponsor or 3rd party vendor as Commercially labeled drug supply and may require clinical trial labeling and/or additional stickering (e.g. ‘For clinical trial use only’) by the study Sponsor. Exceptions to this include studies that are blinded, or if the study drug in question is not Commercially available in which case Clinical Supply will be provided and labeled by Amgen.

	
	No. of 
subjects
	Product(s)
	Route of admin.
	Dosing
(frequency and concentration)
	Treatment Arms 
	Treatment duration
  (time or
    cycles)
	Estimated total supply volume for duration of study

	Investigational arm:
	Click or tap here to enter text.
	Click or tap here to enter text.
	Click or tap here to enter text.
	Click or tap here to enter text.
	Click or tap here to enter text. 
	Click or tap here to enter text.
	Click or tap here to enter text.

	Comparator arm:
	Click or tap here to enter text.
	Click or tap here to enter text.
	Click or tap here to enter text.
	Click or tap here to enter text.
	Click or tap here to enter text. 
	Click or tap here to enter text.
	Click or tap here to enter text.

	Home Use: 
	Click or tap here to enter text.
	Click or tap here to enter text.
	Click or tap here to enter text.
	Click or tap here to enter text.
	Click or tap here to enter text. 
	Click or tap here to enter text.
	Click or tap here to enter text.

	Other: 
	Click or tap here to enter text.
	Click or tap here to enter text.
	Click or tap here to enter text.
	Click or tap here to enter text.
	Click or tap here to enter text. 
	Click or tap here to enter text.
	Click or tap here to enter text.

	Does the Sponsor have the capability to label and/or sticker drug and create/maintain study blind or contract with a vendor to perform these activities (if needed) for those being provisioned with commercial supply? *
|_| Yes    |_| No      |_| N/A
*Additional costs for labeling/distribution and/or vendor costs should be added to study budget if applicable

	If multi-country, what is the accrual of patients per country (for supply assessment):Click or tap here to enter text.

	Planned Study Start Date (first patient enrolled):  Click or tap here to enter text.

	Subject Selection

	Inclusion criteria:
	Click or tap here to enter text.

	Exclusion criteria:
	Click or tap here to enter text.

	Support Requested

	|_| Drug and funding
	|_| Drug only
	|_| Funding only
	|_| Other: Click or tap here to enter text.

	If requesting drug, are you familiar with and able to perform the drug storage and administration requirements for the product(s) you are requesting?
	|_| Yes
	|_| No      |_| N/A

	If requesting drug, is your site equipped to destroy drug?
	|_| Yes 
	|_| No      |_| N/A

	Is support being requested from other entities?  If yes, please identify: Click or tap here to enter text.
|_| Drug and funding      |_| Drug only       |_| Funding only      |_| Other: Click or tap here to enter text.   |_| No      

	Amount of Amgen funding requested:
	Click or tap here to enter text.

	Amount of funding requested from entities identified above:  Click or tap here to enter text.

	Estimated total study budget: Click or tap here to enter text.

	Currency:  Click or tap here to enter text.

	Additional Comments

	Click or tap here to enter text.
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