ILD project #_________________


	                              INTERSTITIAL LUNG DISEASE PROGRAM


                 REQUEST FOR COLLABORATION

                                                      ILD APPLICATION

Recipient acknowledges that the conditions for use of this research material are governed by the National Jewish Health Institutional Review Board (IRB) in accordance with Department of Health and Human Services regulations at 21 CFR and 45 CFR 46. The recipient is also subject to applicable State and/or local conditions, laws, regulations and institutional policies regarding protections for human research subjects. The recipient agrees to comply fully with all such conditions, laws, regulations, and institutional policies.  The recipient also agrees to promptly report in writing any proposed changes in the research project and any anticipated or unanticipated problems involving risks to subjects or others to the Director of the Interstitial Lung Disease Program.

This research material may only be utilized in accordance with the conditions stipulated by the National Jewish Medical and Research Center IRB and the IRB at the recipient site, which must be convened under an applicable OHRP- approved Assurance. 

Samples and or data may not be used for any projects outside of those for which they have been authorized and may only used by investigators identified in the research project proposed herein.

Your agreement to the following stipulations is required prior to the receipt of any research materials or data from the ILD Research Inventory and or Database is:

· Any publication resulting from information utilizing the specimens and or data provided must include ILD Staff as indicated in the proposal below.

· All samples not used for the requested purpose or remaining after all studies are completed for the requested purpose must be returned to the Interstitial Lung Disease Program at National Jewish Medical and Research Center.



	Signature of Requesting Investigator:       
	Date:      

	Typing your name in the space above will serve as an electronic signature and agreement to the terms above.   
	


	Printed Name of Requesting Investigator:        


Contact Information:

	Phone:      
	e-mail:       


We look forward to the possibility of collaborating with you on your project and will contact you after your proposal has been reviewed.

SUMMARY OF RESEARCH PROJECT

	Title/ Purpose of study:       


	Principal Investigator:       


	Other Investigators (authors):  Kevin K. Brown,       


	Do you have IRB approval or exemption for the proposed Research ?:
 FORMCHECKBOX 
   FORMCHECKBOX 
YES         FORMCHECKBOX 
NO
  FORMCHECKBOX 
PENDING
 FORMCHECKBOX 
 

Please include a copy of your approval letter with your ILD Request for Collaboration Submission.

Have you completed the National Jewish IRB Application for Research on Existing Data or Specimens?

If you have not yet completed the application, please complete the application and submit to the National Jewish IRB.  

Application Instructions can be found at: www.nationaljewish.org/research/support/compliance/irb/submissions/initial-submissions.aspx



	Date of approval/exemption:       
	Institution:      


( Please attach copy of IRB approval or exemption and provide a copy of IRB approved protocol  -

	Background (brief):       


	Specific Question(s):       


	Summary of Methods:       


	Specific needs from ILD Patient Cohort:       


	Inclusion Criteria - Patient diagnosis(es), please specify if biopsy proven or clinical diagnosis required:       
Exclusion Criteria:      


	     Projected patient numbers:       


	     Specific needs for biologic specimens.  Please check box and add any additional information following the variable requested. 

 FORMCHECKBOX 

Fresh frozen (Lung Tissue) :      



 FORMCHECKBOX 

OCT frozen (Lung Tissue) :      



 FORMCHECKBOX 

Blank Slides - Formalin-Fixed (Lung Tissue) Paraffin-embedded (please arrange payment with the NJH

            EM laboratory to bill you for cutting slides:      


 FORMCHECKBOX 

Serum 0.5 ml aliquots
:      



 FORMCHECKBOX 

Plasma 0.5 ml aliquots:      



 FORMCHECKBOX 

PBMC blood sample:      




 FORMCHECKBOX 

RNA blood sample:      




 FORMCHECKBOX 

BAL – Cell free Supernatant 1.8ml aliquots
:      
 FORMCHECKBOX 

Other:      


​​​​​​​​​​​​​​​​​





	Specific clinical data needed:  Please check box and add any additional information following the variable requested. 

Demographic Data 

 FORMCHECKBOX 
        Age :      
 FORMCHECKBOX 
        Gender:      
 FORMCHECKBOX 
        Race:      
 FORMCHECKBOX 
        Smoking status:      
Pulmonary Function Data



 FORMCHECKBOX 

Spirometry :      
 FORMCHECKBOX 
       Diffusion Capacity (DLCO):      
 FORMCHECKBOX 
       Lung Volumes:       

 FORMCHECKBOX 

Six Minute Walk Test (6MWT) :       

Bronchoalveolar Lavage (BAL) 
 FORMCHECKBOX 
       Total Cell Counts (WBC, RBC)

 FORMCHECKBOX 
       WBC Differential (Macrophage, Lymphocytes, Neutrophils, Eosinophils)
Imaging 



 FORMCHECKBOX 

High Resolution Computed Tomography (HRCT) 
            Elements of date required: 

            Month:         Day:         Year:      
Pathology



 FORMCHECKBOX 

Lung Biopsy: 

            Elements of date required: 

            Month:         Day:         Year:      


 FORMCHECKBOX 

Specimen collection (date) :

            Elements of date required: 

            Month:         Day:         Year:      

 FORMCHECKBOX 

Other:      



	Desired time period for proposed investigation:       


	Plans for approach to data analysis:       



Name of person (s) performing data analysis:      
Name of person (s) performing experiments:      
Please return completed form to:

Dolly Kervitsky, CRT,CCRC or Kevin K. Brown, M.D.

ILD Program  F107

National Jewish Health

1400 Jackson St.

Denver, Co 80206

Phone:  (303) 398 1621

Fax:      (303) 270 2240

E-Mail  KervitskyD@NJHealth.org
              BrownK@NJHealth.org
Please send copies of all publications resulting from this research to the attention of Dolly Kervitsky at the address above.
ILD Collaboration Recommendation/Approval:

( Approved for collaboration       

( Approved with stipulations                   

( Not Approved

ILD Database Level of Access Approval granted through NJRDB:

(Note: level of approval contingent upon IRB approval)
(  Approved for ILD Data Access through NJRDB - De-Identified Dataset 

(  Approved for ILD Data Access through NJRDB - Limited Dataset 
See section 3.6 of the National Jewish Health “Application for Research on Data or Specimens 

Collaborating Investigators must obtain IRB approval AND provide specific research requirements to be considered for access to a “limited dataset”.

IRB approval of your request does not guarantee that you will be granted access to data and/or specimens in the ILD Program Database and Repository.  IRB review only determines whether the proposed research meets human subjects protection and privacy requirements. 

Kevin K. Brown, M.D.    _________________________________ Date:______________________

Principal Investigator, Pathobiology of Fibrotic Lung Disease  (NJ IRB # HS1603)

Version date:  June 14, 2010

