LTRC Express  CT Scan Application 
Please fill out this form either FAX to C-TASC at 410-435-0689 or e-mail as an attachment to the LTRC Coordinator (cfuller@c-tasc.com). 

You may also use the link on home page http://www.ltrcpublic.com/Express App Part 1.asp to submit your request online.

	First Name:
	     
	Last Name: 
	     

	

	Please provide an address to which specimen will be sent upon application approval.

	

	Street Address:
	     
	City:
	     

	

	Suite: 
	     
	State: 
	     
	Zip Code:
	     

	

	Telephone #
	     
	E-mail: 
	     

	

	Institution:
	     

	

	Abstract Title:
	     


Abstract (maximum of 500 words)

	     


You will receive a standard package of CT scans with the following disease categories, and limited study data.

	

	Disease Group
	>80%

# of Subjects
	50-80%

# of Subjects
	<50%

# of Subjects

	
IPF (FVC% Predicted)
	17
	48
	18

	
COPD (FEV1% Predicted)
	20
	30
	54

	


Attached please review Appendix IV of the LTRC Specimen Policy. To complete this application, the document titled “Investigator and Institutional Certifications” must be reviewed, signed and faxed back to C-TASC at 410-435-0689.  No application will be considered unless the signed fax is received. 

A template letter http://www.ltrcpublic.com/forms/IRB Exemption.doc explaining the purpose of the LTRC is provided to aid a researcher in obtaining expedited IRB review at their institution. Refer to OHRP guidelines http://www.hhs.gov/ohrp/humansubjects/guidance/ccdebiol.pdf for information on human subjects research.
APPENDIX IV

Investigator and Institutional Certifications

Title of Study:       
Concept Sheet Number:  ____________________  (DCC Use Only)

1.  Human Subjects (Check One)

 FORMCHECKBOX 

The proposed study does not involve Human Subjects.

 FORMCHECKBOX 

The proposed research study involves Human Subjects and is exempt from 45 CFR 46 



Exemption No.      .

 FORMCHECKBOX 

The proposed research study involves Human Subjects and has been reviewed and 
approved by the Recipient’s Institutional Review Board (IRB) in accordance with the 
Common Rule and any other governing regulations.  Research performed using LTRC 
resources will comply with all conditions imposed by the IRB.


Human Subjects Assurance No.:      .  


Protocol No.:       
IRB Approval Date:      .

Guidance at http://www.hhs.gov/ohrp/humansubjects/guidance/decisioncharts.htm#c1.
2.  Confidentiality and Privacy of Tissue Donor Subjects

I certify that all specimens and data obtained from the Lung Tissue Research Consortium (LTRC) will be used in a manner that protects the privacy and confidentiality of the tissue donor subjects.  No attempt will be made to identify subjects, to link specimens or data to personal information that is readily identifiable, or to contact LTRC tissue donors in relation to the specimens or data.

3.  Restricted Use of Biological Specimens and Data

I certify that all specimens, images and data obtained from the LTRC, and any materials derived from said specimens, will be used for research purposes only, in my laboratory only, at this institution only, and only for the experiments described in this request (see Appendix II).  Also, the specimens or material derived from them and the individual-level data will not be allowed to come into the possession of any other persons except those engaged in research under my direct supervision who accept these restrictions.

4.  Acknowledgement of LTRC Support

I agree to acknowledge the LTRC in all publications and presentations of studies utilizing specimens or data from the LTRC.  Suggested wording is, “This study utilized biological specimens and data provided by the Lung Tissue Research Consortium (LTRC) supported by the National Heart, Lung, and Blood Institute (NHLBI).”

APPENDIX IV (Continued)

5.  Reporting of Publications

I agree to provide the Data Coordinating Center of the LTRC with copies of all publications and abstracts from my laboratory which report studies that involve the use LTRC specimens or data.  Copies of research reports and abstracts will be provided within 30 days of publication.

6.  Biosafety

I am aware that all specimens distributed by the NHLBI Biologic Specimen Repository may be infectious and potentially biohazardous.  I understand that the requested specimens may pose health risks to persons handling or in the vicinity of the specimens, the environment, and the community.  I certify that I am cognizant of and will employ the appropriate biosafety standards including special practices, equipment, and facilities and will comply with all applicable institution policies and state and federal government health and safety regulations.  I will also directly supervise all users of the specimens and will assure that those users are cognizant of and comply with safety standards and good laboratory practices.
7.  Indemnification (Check One)
	 FORMCHECKBOX 

	As a Recipient of biological specimens from the Lung Tissue Research Consortium the institution named below agrees to indemnify and hold harmless the United States, the LTRC contractors, and their suppliers and contributors from any claims, costs, damages, or expenses resulting from any injury (including death), damage, or loss that may arise from the possession and use of the specimens or any derivative thereof by the Recipient Institution. The individual executing this agreement on behalf of the Recipient Institution warrants that the individual has full authority to do so, and to thereby bind the Recipient Institution.  (Standard Indemnification Agreement)



	 FORMCHECKBOX 

	As a Recipient of biological specimens from the Lung Tissue Research Consortium the institution named below agrees to be responsible for any claims, costs, damages, or expenses resulting from any injury (including death), damage, or loss that may arise from the possession and use of the specimens or any derivative thereof by the Recipient Institution to the extent permitted under the laws of this State. The individual executing this agreement on behalf of the Recipient Institution warrants that the individual has full 
authority to do so, and to thereby bind the Recipient Institution.  (State Institution Compliance Agreement)



	Institution:
	     


APPENDIX IV (Continued)

8.  Termination of Access, Disqualification, and Enforcement

We agree that the NHLBI may terminate all rights to the use of LTRC biological specimens and data if the Recipient defaults on any of the conditions described herein.  If given written notice by the NHLBI of default that has not or cannot be remedied to the satisfaction of the NHLBI, we agree to immediately cease research activities involving LTRC resources and to destroy all electronic and written copies of LTRC data and all remaining biological specimens obtained from the LTRC.  Failure to comply with any of the terms specified herein may also result in disqualification of the Recipient from receiving additional specimens and data from the LTRC.  

The Government shall have the right to institute and prosecute appropriate proceedings at law or in equity against the Recipient for violating or threatening to violate the confidentiality of LTRC subjects, the restrictions on the use of data or materials provided, or both.  Proceedings may be initiated against the violating party, legal representatives, and assigns, for a restraining injunction, compensatory and punitive damages, mandamus, and/or any other appropriate proceeding in law or equity, including obtaining the proceeds from any intellectual property or other rights that are derived in whole or in part from the breach of confidentiality requirements or restrictions on the use of data or materials.

9.  Destruction of Specimens
I certify that all specimens obtained from the LTRC, and any materials derived from said specimens, will be destroyed after the experiments described in this request have been completed and no additional studies utilizing the same tissues will be performed without review of the new study by the LTRC PRC.  

	Requesting Investigator
	Institutional Official

	Signature by the Requesting Investigator is documentation of agreement with Items 1, 2, 3, 4, 5, 6, 8, and 9, above.
	Signature by the Institutional Official certifies Items 1, 7, 8 and 9, above, on behalf of the Recipient Institution.

	Signature:
	Date:     
	Signature:
	Date:     


	Printed Name:     

	Printed Name:     

	Title:     

	Title:     

	Telephone:     

	Telephone:     


	E-mail address:     

	E-mail address:     



