
JOHNS HOPKINS UNIVERSITY SCHOOL OF MEDICINE   OFFICE OF RESEARCH ADMINISTRATION
SUPPLEMENTAL INFORMATION FOR CORPORATE AGREEMENTS

PI:
_______________________________
SPONSOR:   _______________________________
PROJECT TITLE:    _________________________________________________________________

   I.
Type of Study: (check only one)


 FORMCHECKBOX 

Clinical Trial Defined as:  "Any research project that prospectively assigns human subjects to intervention and comparison groups to study the cause-and-effect relationship between a medical intervention and a health outcome." As defined by ICJME (http://www.icmje.org/faq.pdf) and including Phase I and II treatment Trials.


Will lab studies using research space be conducted at JHU as part of the Trial?   FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No


 FORMCHECKBOX 

Other Research  (anything other than clinical trials as defined above)

 


Includes (Check ALL that apply)


 FORMCHECKBOX 
Materials provided by sponsor or other (with a commitment to conduct specific research)



 FORMCHECKBOX 
Funding by sponsor or other
 FORMCHECKBOX 
Equipment provided by sponsor or other
  FORMCHECKBOX 
Other collaborations 


 FORMCHECKBOX 

Other 
Please specify
__________________________________________________
II.
Documents (REQUIRED) for Review of Corporate Sponsored Agreements  


A.
Contract documents (items a-c)




a.  Copy of proposed contract
 FORMCHECKBOX 
paper  and/or     FORMCHECKBOX 
electronic (preferred)




b.  Statement of work (protocol abstract, description, if not provided with Information Sheet)




c.  Other relevant documents (e.g. invention disclosure, investigator agreement, etc) 

B.
Sponsor contact information for contract negotiation (attaching a copy of correspondence or e-mail is acceptable). 


Name






Fax         







Phone






e-mail







III.
Protocol/Study Information
A.
Protocol/Study developed by:  
 FORMCHECKBOX 
 Sponsor  
 FORMCHECKBOX 
 JH Investigator





 FORMCHECKBOX 
 Other
Name: _________________________


B.
If human subjects are involved:



Investigational drug/device 

 FORMCHECKBOX 
Y 

 FORMCHECKBOX 
N 



If yes, IND/IDE held by: 
 FORMCHECKBOX 
 Sponsor
 FORMCHECKBOX 
 JH Investigator  
 FORMCHECKBOX 
  Other (Name: ___________________)


(provide IND/IDE number and/or a copy of the FDA letter) ________________________________
C. Will any other sponsored support be used in this research?


 FORMCHECKBOX 
Y

 FORMCHECKBOX 
N



If yes, provide information regarding type of support (drug, device, dollars), and sponsor award number and CUFS number (if active); or Sponsor name and project title (if pending).


 IV.
Student participation.  If students (undergraduate/graduate/fellows/residents) will be involved, provide names and assigned department, on a separate sheet, so ORA can generate assignment documents.
  V.
Priority (select A or B below)


 FORMCHECKBOX 

A.  Urgent
-- The following are eligible for urgent review: compassionate use, limited site selection, capped accrual, or other emergent need.  To be eligible for urgent review, an explanation of the reason for urgent review MUST be provided below.  Without an explanation the agreement will be treated as Routine.

 (explain): _________________________________________________________________________________________ 


Note:  Protocol must be submitted to the IRB before or simultaneously with ORA receipt of contract to be considered Priority A and eligible for urgent review.  Please provide a copy of the submission (minimally the first page of the form). (ORA initial review within five business days)  

 FORMCHECKBOX 

B.  Routine -- All other corporate agreements, investigator initiated clinical trials, basic research agreements.  (ORA initial review within ten business days)


 FORMCHECKBOX 

C. Master or Model Agreements - - Studies that are being done under a Master Agreement, Model Agreement, or where the company has used a JHU template.



NOTE:  Agreements that are under a Master Agreement or use the JHU model template or where JHU has an agreed Model with a sponsor may take less time to review and negotiate.

Submit this form will all required materials (eIS, internal budget, etc)

ORA supplemental corporate information  (15 Sep 2006)


