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Appendix I

Authorization Cover Letter Template
<< Letterhead of NLST Screening Center >>

National Lung Screening Trial (NLST)

<< Date >>
<< Participant Name >>

<< Participant Address >>
Dear << Participant Title >> <<Participant Name >>,

Thank you for your continued participation in the National Lung Screening Trial!

Our records show that since the time you started with the NLST, you have had a lung-related surgical procedure.  We would like to obtain a small amount of the surgical material (also known as a pathology specimen) that was removed and preserved after your procedure.  This will help future cancer research.

To allow us to obtain the material from the pathology lab, please sign the <<Authorization Form(s)>> included with this letter.  We have enclosed two copies of the form.  Please read, sign, and return one copy to us in the enclosed postage paid envelope.  The other copy is for your records.

As you know, you have already given us consent for your involvement in NLST, but because of important HIPAA laws that are designed to protect the privacy of your medical information, we are asking for this additional authorization to obtain a portion of the pathology specimen from the pathology lab.

If you have any questions about this request or the NLST study, please call me or your NLST study coordinator, << study coordinator >>, at << phone number>>.  Thank you very much for your help with our continuing research.

Sincerely,

<< NLST Site PI >>

<< NLST Site PI Title >>

<< NLST Site >>
Enclosures:  
Authorization Form (two copies)

Self-addressed, stamped return envelope

Appendix II

Authorization To Release Surgical Material Template
<< Letterhead of NLST Screening Center >>
National Lung Screening Trial (NLST)

Authorization to Release Surgical Material & Related Health information
that Identifies You for Research

Your signature below gives permission to staff at << Pathology Lab Name >> to release surgical material (also known as pathology specimen) and the related pathology report obtained during your diagnosis or treatment of lung cancer or related condition. The pathology specimen will be used for research in lung cancer detection, prevention and treatment by the ongoing National Lung Screening Trial (NLST), in which you are a participant.

This authorization is required by law to protect your health information. The pathology specimen and pathology report will be released to your local NLST screening center, identified at the top of this form.  Any identifying information attached to the pathology specimen and pathology report such as your name, specimen ID or medical record number will be removed or blanked out before being sent to the NLST-ACRIN Central Laboratory located at the University of California at Los Angeles Tissue Array Core Facility. By signing this document, you authorize << Pathology Lab Name >> to release your pathology specimen and pathology report for this research. Your local NLST screening center will hold your health information in confidence, will use it only for study purposes, and will not release it to anyone other than the study team unless required by law. Only the screening center and Central Laboratory staff involved with NLST research will have access to your pathology specimen and pathology report for this research.

Your medical treatment will not be affected in any way based on your decision to sign or not sign this Authorization.

You may change your mind and revoke this Authorization at any time, except to the extent that any actions have already been taken based on this Authorization. To revoke this Authorization, contact your local NLST screening center or write to << Pathology Lab Name >>, << Pathology Lab Contact >>, << Pathology Lab Address >>. This authorization does not have an expiration date.

	Signature of Participant or 
Participant’s Personal Representative


	
	Date Signed

	Printed Name of Participant or 

Participant’s Personal Representative
	
	If Applicable, Description of 

Personal Representative’s Authority


Appendix III

Participant Non-Response Log:  Request for Authorization

	Section 1:  Participant Data

	NLST ACRIN Case #:
	
	

	Participant initials:
	
	

	Date of First Mailing:  
	
	

	
	
	

	Section II: Call Record

	Date of first mailing:

Date of last contact:

	Day: 
_____________

Date:
     /     /2009
Time of call:      :      AM

                       :      PM

Initials: 
	Outcome of Call

 FORMCHECKBOX 
 No Answer

 FORMCHECKBOX 
 Busy

 FORMCHECKBOX 
 Call Back 

 FORMCHECKBOX 
 Left Message

 FORMCHECKBOX 
 Already Sent

 FORMCHECKBOX 
 Refusal
	Reason for Refusal

 FORMCHECKBOX 
 Too Busy

 FORMCHECKBOX 
 Not Interested

 FORMCHECKBOX 
 Call Back 

 FORMCHECKBOX 
 Other, specify:


	Level of Refusal

 FORMCHECKBOX 
 Mild

 FORMCHECKBOX 
 Firm

 FORMCHECKBOX 
 Hostile


	Comments:



	Day: 
_____________

Date:
     /     /2009
Time of call:      :      AM

                       :      PM

Initials: 
	Outcome of Call

 FORMCHECKBOX 
 No Answer

 FORMCHECKBOX 
 Busy

 FORMCHECKBOX 
 Call Back 

 FORMCHECKBOX 
 Left Message

 FORMCHECKBOX 
 Already Sent

 FORMCHECKBOX 
 Refusal
	Reason for Refusal

 FORMCHECKBOX 
 Too Busy

 FORMCHECKBOX 
 Not Interested

 FORMCHECKBOX 
 Call Back 

 FORMCHECKBOX 
 Other, specify:


	Level of Refusal

 FORMCHECKBOX 
 Mild

 FORMCHECKBOX 
 Firm

 FORMCHECKBOX 
 Hostile


	Comments:



	Day: 
_____________

Date:
     /     /2009
Time of call:      :      AM

                       :      PM

Initials: 
	Outcome of Call

 FORMCHECKBOX 
 No Answer

 FORMCHECKBOX 
 Busy

 FORMCHECKBOX 
 Call Back 

 FORMCHECKBOX 
 Left Message

 FORMCHECKBOX 
 Already Sent

 FORMCHECKBOX 
 Refusal
	Reason for Refusal

 FORMCHECKBOX 
 Too Busy

 FORMCHECKBOX 
 Not Interested

 FORMCHECKBOX 
 Call Back 

 FORMCHECKBOX 
 Other, specify:


	Level of Refusal

 FORMCHECKBOX 
 Mild

 FORMCHECKBOX 
 Firm

 FORMCHECKBOX 
 Hostile


	Comments:



	Day: 
_____________

Date:
     /     /2009
Time of call:      :      AM

                       :      PM

Initials: 
	Outcome of Call

 FORMCHECKBOX 
 No Answer

 FORMCHECKBOX 
 Busy

 FORMCHECKBOX 
 Call Back 

 FORMCHECKBOX 
 Left Message

 FORMCHECKBOX 
 Already Sent

 FORMCHECKBOX 
 Refusal
	Reason for Refusal

 FORMCHECKBOX 
 Too Busy

 FORMCHECKBOX 
 Not Interested

 FORMCHECKBOX 
 Call Back 

 FORMCHECKBOX 
 Other, specify:


	Level of Refusal

 FORMCHECKBOX 
 Mild

 FORMCHECKBOX 
 Firm

 FORMCHECKBOX 
 Hostile


	Comments:



	Day: 
_____________

Date:
     /     /2009
Time of call:      :      AM

                       :      PM

Initials: 
	Outcome of Call

 FORMCHECKBOX 
 No Answer

 FORMCHECKBOX 
 Busy

 FORMCHECKBOX 
 Call Back 

 FORMCHECKBOX 
 Left Message

 FORMCHECKBOX 
 Already Sent

 FORMCHECKBOX 
 Refusal
	Reason for Refusal

 FORMCHECKBOX 
 Too Busy

 FORMCHECKBOX 
 Not Interested

 FORMCHECKBOX 
 Call Back 

 FORMCHECKBOX 
 Other, specify:


	Level of Refusal

 FORMCHECKBOX 
 Mild

 FORMCHECKBOX 
 Firm

 FORMCHECKBOX 
 Hostile


	Comments:




Appendix IV

Pathology Request Cover Letter Template

<< Letterhead of NLST Screening Center >>
National Lung Screening Trial (NLST) Pathology Tissue Collection
<<Date>>
Director, Pathology Department

(Hospital Name)

(Hospital Street Address)

(Hospital City, State, Zip code)
Dear Director of Pathology Department,
We are writing to request your participation in a pathology specimen collection for the National Lung Screening Trial (NLST). << NLST Screening Center >> is collaborating with the National Cancer Institute (NCI) on this trial. The purpose of the study is to determine the effects of imaging-based screening on lung cancer-related deaths. The lung cancers found by NLST screening are likely to represent earlier stages of disease.  These specimens offer great potential to increase our understanding of lung cancer and its genetic and environmental causes as well as for improving lung cancer prevention and treatment efforts.

The specimens collected from the NLST will be used to construct tissue microarrays. Collected paraffin tissue blocks will have one slide (4 μm thick) cut for H&E staining, from which regions representative of a histology of interest for coring will be determined by a lung pathologist.  The representative tissues of interest include:
· The predominant and secondary histologies or grades of the primary lung cancer

· Normal (non-tumor) lung, including the distal airspaces, proximal bronchus, and peripheral bronchiolar tissues

· Metastases in lymph nodes or resected metastases from other organ sites.  
If multiple blocks are provided for a single histology, cores may be distributed among the blocks for improved capture of histologic and molecular heterogeneity.

The NLST participant listed on the attached Request Form has given signed consent and authorization to collect these lung cancer-related pathologies. These forms as well as a copy of the pathology report pertinent to this pathology material are provided.

The Pathology Request Form specifies the material we are requesting. For tumors, we are requesting the most representative specimen(s) of the tumor (include all representative histologies or grades) as well as tumor-free margin. Blocks that include non-tumor involved central bronchus, peripheral bronchiolar tissue, and lung parenchyma are also requested.  A minimum 3-month loan period will be required by the Pathology Core to process this specimen block.

Ship the specimen(s) and copy of the Request Form using the enclosed self-addressed, postage paid shipping materials. Please advise us of any additional costs associated with this request for preserved tissue.

Thank you for your assistance with this research. If you have any questions, please call me or our study Coordinator:  <<Site Study Coordinator>> at <<Phone Number>>.
Sincerely,

<<NLST Site PI>>
Enclosures:
Pathology Request Form



Pathology report



Informed consent



Authorization Form for release of pathology specimens (if required)

Participant Name:
     
Date of Birth:
     
Medical Record #:
     
The NLST participant listed above reported resection of a lung cancer at your institution. We are requesting that you provide us with buffered formalin-fixed paraffin blocks of the tissue types listed below.  For each block, please record the date of procedure, explicit block identification, and provide any additional comments as appropriate. 

If no specimens will be sent, please indicate the reason below and fax to << Site FAX >>.

[   ]   NO specimens shipped
Reason________________________________________________________________________________________

	Procedure Date
	Tissue Type
	Unique Block Identification
	Comments about Block

	
	Primary Lung Tumor

1st  histology and grade
	
	

	
	Primary Lung Tumor

2nd histology or grade
	
	

	
	Normal Lung Tissue
	
	

	
	Metastatic Lymph Nodes
	
	

	
	Resected Metastases
	
	

	
	Non-tumor involved

proximal bronchus
	
	

	
	Non-tumor involved 

distal bronchioles
	
	


1. How soon does material need to be returned to your facility (check box)?   FORMCHECKBOX 
 Permanent retention is permitted.    FORMCHECKBOX 
 Return in _____ months (3 months minimum required).
2. Please ship this form and the requested specimen(s) using the enclosed pre-paid packaging. OR, if no specimen can be sent, please indicate reason above and fax this form to: 


<<NLST Site Fax #, Attn: << NLST Site Coordinator>>).
<<Name of NLST Site>>
<<NLST Site Street Address>>
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<<City, State, Zip code>>

Appendix VI

Pathology laboratory Non-Response Log: Request For Specimen(s)
	Instructions: 
The Non-response Log should be used to document effort to obtain remnant tissue from a pathology lab. Guidelines for follow-up effort are included in the Remnant Tissue MOP section 3.2.

	Section I: Participant Data
	Section II

	ACRIN NLST Inst #
	
	Pathology Lab Name
	

	ACRIN NLST Case #
	
	Pathology Lab Address
	

	Participant Initials:
	
	Pathology Lab Address
	

	
	Pathology Lab Address
	

	
	Contact Person at Lab
	

	
	Phone
	

	
	Fax 
	

	Section III: Call Record

Date of first mailing:  ______________________
Date of last contact:  ______________________

	Day: 
_____________

Date:
     /     /2009

Time of call:      :      AM

                       :      PM

Initials: 
	Outcome of Call

 FORMCHECKBOX 
 No Answer

 FORMCHECKBOX 
 Busy

 FORMCHECKBOX 
 Call Back 

 FORMCHECKBOX 
 Left Message

 FORMCHECKBOX 
 Already Sent

 FORMCHECKBOX 
 Refusal
	Reason for Refusal

 FORMCHECKBOX 
 Too Busy

 FORMCHECKBOX 
 Not Interested

 FORMCHECKBOX 
 Call Back 

 FORMCHECKBOX 
 Other, specify:


	Level of Refusal

 FORMCHECKBOX 
 Mild

 FORMCHECKBOX 
 Firm

 FORMCHECKBOX 
 Hostile


	Comments:



	Day: 
_____________

Date:
     /     /2009

Time of call:      :      AM

                       :      PM

Initials:
	Outcome of Call

 FORMCHECKBOX 
 No Answer

 FORMCHECKBOX 
 Busy

 FORMCHECKBOX 
 Call Back 

 FORMCHECKBOX 
 Left Message

 FORMCHECKBOX 
 Already Sent

 FORMCHECKBOX 
 Refusal
	Reason for Refusal

 FORMCHECKBOX 
 Too Busy

 FORMCHECKBOX 
 Not Interested

 FORMCHECKBOX 
 Call Back 

 FORMCHECKBOX 
 Other, specify:


	Level of Refusal

 FORMCHECKBOX 
 Mild

 FORMCHECKBOX 
 Firm

 FORMCHECKBOX 
 Hostile


	Comments:



	Day: 
_____________

Date:
     /     /2009

Time of call:      :      AM

                       :      PM

Initials:
	Outcome of Call

 FORMCHECKBOX 
 No Answer

 FORMCHECKBOX 
 Busy

 FORMCHECKBOX 
 Call Back 

 FORMCHECKBOX 
 Left Message

 FORMCHECKBOX 
 Already Sent

 FORMCHECKBOX 
 Refusal
	Reason for Refusal

 FORMCHECKBOX 
 Too Busy

 FORMCHECKBOX 
 Not Interested

 FORMCHECKBOX 
 Call Back 

 FORMCHECKBOX 
 Other, specify:


	Level of Refusal

 FORMCHECKBOX 
 Mild

 FORMCHECKBOX 
 Firm

 FORMCHECKBOX 
 Hostile


	Comments:



	Day: 
_____________

Date:
     /     /2009

Time of call:      :      AM

                       :      PM

Initials:
	Outcome of Call

 FORMCHECKBOX 
 No Answer

 FORMCHECKBOX 
 Busy

 FORMCHECKBOX 
 Call Back 

 FORMCHECKBOX 
 Left Message

 FORMCHECKBOX 
 Already Sent

 FORMCHECKBOX 
 Refusal
	Reason for Refusal

 FORMCHECKBOX 
 Too Busy

 FORMCHECKBOX 
 Not Interested

 FORMCHECKBOX 
 Call Back 

 FORMCHECKBOX 
 Other, specify:


	Level of Refusal

 FORMCHECKBOX 
 Mild

 FORMCHECKBOX 
 Firm

 FORMCHECKBOX 
 Hostile


	Comments:




Appendix VII

National Lung screening Trial (NLST) – Pathology specimen collection

Discrepancy Notification
	To:
	
	

	From:
	
	

	Date:
	
	

	Subject:  Problem with NLST specimen shipment dated:
	
	

	
	
	

	Specimen ID:
	
	

	
	

	Problem Description:

	

	

	

	Problem Resolution:

	

	

	

	

	Date of Resolution:  
	
	


This report contains data protected by HIPAA. Distribute only to authorized staff, and store and dispose in a proper manner.









Page 12 of 17

[image: image4.png]VAN

oSy

National Lung
Screening Trial
NATIONAL CANCER INSTITUTE



