
Background:  The Texas Cancer Registry (TCR) reviews requests for cancer data prior to Institutional Review Board (IRB) submission. This review ensures that the researcher does not go through the IRB process unnecessarily. It also enables any feedback that the TCR may have about a particular study to be addressed prior to the formal IRB application. The final TCR-approved version of this form will become part of your IRB application. 

Instructions:  Before submitting an IRB application, please complete and return this form to CancerData@dshs.state.tx.us. When TCR approval has been secured, please follow the instructions summarized at http://www.dshs.state.tx.us/tcr/irb.shtm to prepare your IRB application. 

[bookmark: _GoBack][bookmark: Type_Request]Type of Request:  

[bookmark: StudyTitle]Study Title:       

Principal Investigator
[bookmark: PILast][bookmark: PIFirst][bookmark: Text21]Last Name:       	First Name:       	Title:       
[bookmark: Text20]Degrees:       
[bookmark: InstName]Institution, address:       
[bookmark: PI_Phone][bookmark: PIemail]Phone Number:       	Email Address:       

[image: dshs_color]	
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Additional Researchers
(Please include Name, Title(s), Degree(s), Institution, phone number, and email address for each collaborator below.)	
[bookmark: Text42]Collaborator 1:      
[bookmark: Text43]Collaborator 2:      
[bookmark: Text44]Collaborator 3:      
[bookmark: Text45]Collaborator 4:      
[bookmark: Text46]Collaborator 5:      
[bookmark: Text47]Collaborator 6:      


Funding
[bookmark: Check1][bookmark: Check3]Has this study been funded?		|_| Yes		|_| No
[bookmark: Fund]Funding Source:      		
[bookmark: Money]Funding Amount:      


Summary Description of Research Project
Introduction: 
[bookmark: Text48]     
Study Design:
[bookmark: Text49]     
Methods:
[bookmark: Text50]     
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Selection Criteria
Note: Requesting data for persons diagnosed when younger than 18 years may require justification that is more detailed.

Sex:  

[bookmark: YBegin][bookmark: YEnd]Years of Diagnosis:	Begin:       	End:       	

[bookmark: Ages]Ages:  	
[bookmark: Age_low]If Range, please specify—From:        To:       	

[bookmark: Dropdown1]Geographic Area of residence at time of diagnosis:   
[bookmark: Specific_location]If Specific Location, please specify:       


Cancer Sites: 
[bookmark: Text51]      

Other selection criteria (e.g. stage at diagnosis, diagnostic confirmation, etc.):
[bookmark: Text52]      



Linkage Study
Note: Data provided to TCR for linkage must include appropriate fields in the correct format including Last Name, First Name, Date of Birth, Sex, and Social Security Number. Details are available at http://www.dshs.state.tx.us/tcr/data-linkage.shtm. Data from other states’ cancer registry and Veterans’ Administration (VA) facilities require special authorization.

[bookmark: linkage][bookmark: not_linkage]Is this a linkage study?	|_| Yes		|_| No 
[bookmark: Data_Source]If yes, indicate data source:       

[bookmark: Check7][bookmark: Check8]Who will conduct the linkage? 	|_| TCR	|_| Third party[footnoteRef:1] [1:  Not the TCR, not the PI] 

[bookmark: Text22]If third party, specify:       
[bookmark: Text23]List of records that will be linked:       
[bookmark: Text24]If third party, who will receive and retain the crosswalk file[footnoteRef:2]?       [2:  The crosswalk file links patient identifiers from different datasets.] 



Patient Contact Study
[bookmark: Patient_Contact][bookmark: No_patient_contact]Will this study involve contacting patients?		|_| Yes		|_| No
[bookmark: TCR_Contact_Patient][bookmark: Other_Contact_Pat][bookmark: Contact_Patients_Oth]If yes, who will identify the patients to be contacted? 	|_| TCR  	|_| Other (Specify      )

If TCR, attach the following files:		File name[footnoteRef:3] [3:  Name of the attachment] 

[bookmark: Text25]Patient consent form(s):			     
[bookmark: Text26]Physician courtesy notification letter:		     
[bookmark: Text27]Patient contact letter(s):			     

[bookmark: Contact_Consent_Y][bookmark: Contact_Consent_N]If other, have the patients consented for their TCR data to be released?	|_| Yes		|_| No

Briefly describe how research findings will be shared with TCR-identified patients:
[bookmark: Text28]     

Variables Selection
Note:
1. Only select fields relevant for your study. Variables that do not appear to be relevant require justification.
2. Confidential variables require specific justification in the table below and in your protocol. Data requested “for linkage purposes only” will not be provided in the final dataset. 
3. Use the table below to select all variables being requested. Variables mentioned in other parts of the IRB application that are not checked on this form will not be provided. Extra rows are provided at the bottom of the table for requesting additional variables, and more rows may be inserted as needed.
4. Studies requesting the most current information available will receive data that are incomplete and may not pass NPCR and NAACCR edit checks.
5. Additional information on the variable fields can be found in the Texas Cancer Texas Cancer Registry Data Dictionary and North American Association of Central Cancer Registries(NAACCR) Data Dictionary.

	Variable [NAACCR #]
	Justification 

	Patient demographics

	|_| TCR Patient ID [20]
	

	|_| Sex [220]
	

	|_| Race 1 [160]
	

	|_| Race 2 [161]
	

	|_| Spanish/Hispanic Origin [190]
	

	|_| NAACCR Hispanic Identification Algorithm [191]
	

	|_| Link with Indian Health Service Database [192]
	

	|_| NAACCR Asian Pacific Islander Identification Algorithm [193]
	

	|_| Birth Date [240]* 
	     

	|_| Year of Birth
	

	|_| Birthplace--State [252]
	

	|_| Birthplace--Country [254]
	

	|_| Last Name [2230] *
	     

	|_| First Name [2240] *
	     

	|_| Middle Name [2250] *
	     

	|_| Maiden Name [2390] *
	     

	|_| Name Suffix [2270] *
	     

	|_| Current mailing address [2350, 1810, 1820, 1830] *
	     

	|_| Telephone number [2360] *
	     

	|_| Texas Medical Board license number of the managing physician [2460, 2470]*
	     

	Characteristics at Diagnosis

	|_| State [80]
	

	|_| County [90]
	

	|_| City [70] *
	     

	|_| Address No & Street [2330] *
	     

	|_| Postal Code [100] *
	     

	|_| Rural-Urban Continuum/Beale Code 1993 [3300]
	

	|_| Rural-Urban Continuum/Beale Code 2003 [3310]
	

	|_| 2000 Census Tract [130] *
	     

	|_| Certainty of 2000 Census Tract   [365]
	

	|_| 2010 Census Tract [135] *
	     

	|_| Certainty of 2010 Census [367]
	

	|_| Census Tract Poverty Indicator [145]
	

	|_| Latitude [2352] *
	     

	|_| Longitude [2354] *
	     

	|_| Texas Health Service Region (HSR) 
	

	|_| Primary Payer or Insurance carrier [630]
	

	|_| Sequence Number – Central [380]
	

	|_| Medrefid [10015]
	Medrefid will be included in all datasets.

	|_| Date of Diagnosis [390] *
	     

	|_| Age at Diagnosis [230]
	

	|_| Year of Diagnosis
	

	|_| Primary Site [400]
	

	|_| Laterality [410]
	

	|_| Grade [440]
	

	|_| Diagnostic Confirmation [490]
	

	|_| Type of Reporting Source [500]
	

	|_| Histologic Type ICD-O-3 [522]
	

	|_| Behavior Code ICD-O-3 [523]
	

	|_| Site Recode ICD-O-3/WHO 2008 Definition
	

	|_| Class of Case [610]
If requested, choose one:
|_| Analytic/non-analytic
|_| Best class-of-case
|_| Multiple class-of-case (requires justification)
	     

	First Course Treatment

	|_| Treatment Initiation Date [1260]
	

	|_| Surgery Type - Primary Site [1290]
	

	|_| Lymph nodes removed [1292]
	

	|_| Surgical removal of distal lymph nodes or other tissue [1294]
	

	|_| Reason for No Surgery [1340]
	

	|_| Type of Radiation Treatment [1360]
	

	|_| Dominant Modality of Radiation [1570]
	

	|_| Reason for No Radiation [1430]
	

	|_| Sequence of Radiation and Surgery [1380]
	

	|_| Chemotherapy at first course of treatment [1390]
	

	|_| Hormone at first course of treatment [1400]
	

	|_| Immunotherapy (Biological Response Modifier) at first course treatment [1410]
	

	|_| Other Treatment (not surgery, radiation, or systemic therapy) [1420]
	

	|_| Hematologic, Transplant, and Endocrine procedures at first course treatment [3250]
	

	Tumor Characteristics

	|_| SEER Summary Stage 2000 [759]
	

	|_| SEER Summary Stage 1977 [760]
	

	|_| Derived SEER Summary Stage 2000 [3020]
	

	|_| Derived SS2000 Flag [3050]
	

	|_| EOD Tumor Size [780]
	

	|_| Collaborative Stage (CS) Tumor Size [2800]
	

	|_| Number of Regional Lymph Nodes Examined [830]
	

	|_| Number of Regional Lymph Nodes Positive [820]
	

	|_| CS Extension [2810]
	

	|_| CS Lymph Nodes Involved [2830]
	

	|_| CS Distant Metastatic Site [2850]
	

	|_| CS Site-Specific Factor 1 [2880] †
	

	|_| CS Site-Specific Factor 2 [2890] †
	

	|_| CS Site-Specific Factor 3 [2900] †
	

	|_| CS Site-Specific Factor 15 [2869] †
	

	|_| CS Site-Specific Factor 25 [2879] †
	

	|_| Date of Last Contact or Death [1750]
	

	|_| State at the time of Death [1940]
	

	|_| Vital Status [1760]
	

	|_| Follow-Up Source Central [1791]
	

	|_| Cause of Death [1910]
	

	|_| ICD Revision Number [1920]
	

	Comorbidities

	|_| Comorbid/Complication1 [3110]
	

	|_| Comorbid/Complication2 [3120]
	

	|_| Comorbid/Complication3 [3130] 
	

	|_| Comorbid/Complication4 [3140] 
	

	|_| Comorbid/Complication5 [3150] 
	

	|_| Comorbid/Complication6 [3160]
	

	|_| Comorbid/Complication7 [3161]
	

	|_| Comorbid/Complication8 [3162] 
	

	|_| Comorbid/Complication9 [3163]
	

	|_| Comorbid/Complication10 [3164] 
	



	
	




* Indicates confidential variable requiring DSHS IRB approval
† For additional information about the site-specific factors that TCR collects and that are available in complete records consult the TCR Handbook’s ‘Quick Reference’ section, available at http://www.dshs.state.tx.us/tcr/publications.shtm.
 
Dataset Format
[bookmark: Format]Format in which you prefer your data to be provided:  





Data Security and Confidentiality
Note: TCR requires additional data security measures to conform to the Texas Cancer Reporting Act, Health and Safety Code Chapter 82. Steps must be taken to protect the confidentiality of the data during and after the study, including presentation of results. Presentation of any results must also comply with TCR data release policy at http://www.dshs.state.tx.us/tcr/researchers.shtm.
Where will the TCR data be physically located[footnoteRef:4]? [4:  E.g., on a server that can be accessed by how many computers, on one or more non-portable computers, or on one or more portable computers] 

[bookmark: Text29]     
Who will have access to the data? (List names below.)
[bookmark: Text30]     
For each person listed above, attach:
Certification of human subjects training: (List file names below.)
[bookmark: Text31]     
Signed TCR Confidentiality Agreement[footnoteRef:5] (List file names below.) [5:  Print page 13, sign and attach] 

[bookmark: Text32]     

Initial confirming each item regarding the plan to secure TCR data (and copies) administratively, physically, and electronically:
________Locked cabinets or rooms
________Computers password protected
________Access limited to authorized personnel only
________Computers maintained with current operating system, applications and security patches
________Antivirus application with current virus signatures running
________Computers accessing/storing TCR data limited to work use
________TCR data transported on a laptop or other portable electronic device will be encrypted, shipped via traceable courier, and never left unattended
________TCR data will never be transmitted by email or email attachment[footnoteRef:6] [6:  Including encrypted messages] 

________Upon study completion, all TCR data and copies will be securely shredded and completely wiped from all computers, servers, and media
Data Destruction upon Study Completion
[bookmark: Text33]Please describe when and how electronic data will be destroyed:      
[bookmark: Text34]Software used for destroying the data:      
[bookmark: Text35]Link confirming compliance with NIST SP-800-88:      




TCR Confidentiality Agreement
Cancer Epidemiology and Surveillance Branch
Texas Department of State Health Services

1. The data will be treated as strictly confidential.[footnoteRef:7] [7:  Federal agencies which are subject to the Federal Freedom of Information Act and the Federal Privacy Act will not release confidential identifying data except as is required by those acts.] 

2. The data will not be used for any purpose other than that specifically set forth in the approved IRB application.
3. The data will not be made available to any other individual, agency, institution, or firm and controls will be maintained to prevent unauthorized access.1
4. No follow back of any type will be made to any individual, institution, or firm without prior Texas Department of State Health Services, Institutional Review Board approval.
5. All results of a study will be restricted to aggregate data and will not identify any individual, institution, or firm.
6. Confidential data will be destroyed or returned to the TCR after serving the purpose set forth above unless specific authority is granted for their retention.
7. The Texas Cancer Registry, Texas Department of State Health Services will be credited as the source of the data.
8. Copies of all abstracts and publications will be furnished to the Texas Cancer Registry within 60 days of presentation or publication.

By signature below of an administrative officer authorized to make such binding commitments, the sponsoring agency, institution, or firm assures compliance with the above conditions.

	________________________________________________________
Signature
	_____________________________
Date

	________________________________________________________
Name (Type or Print)
	

	
________________________________________________________
Title
	

	
________________________________________________________
Address
	_____________________________
Phone Number





Student Project
[bookmark: student_project_Y][bookmark: student_project_N]Will this study be a student project? 		|_| Yes		|_| No

If yes, complete following fields:	Name	Institution
[bookmark: Text36][bookmark: Text37]Student:	     	     
[bookmark: Text38][bookmark: Text39]Supervising Faculty Member:	     	     

Attach one of the following:
Signed cover page of approved proposal: (List file name.)
[bookmark: Text40]     
Print and attach this page with the dated signature of supervising faculty member: (List file name.)
[bookmark: Text41]     



	“I affirm that the submitted project has full thesis/dissertation committee approval.”


	________________________________________________________
Signature of Supervising Faculty Member
	_____________________________
Date
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