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Publication No. EF10-11698



Request for Confidential Cancer Registry Data


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

Instructions:  Before submitting a DSHS–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. 

	1. Title of Study:



	2. Name and addresses (physical and mailing, if different) of agency, institution, or firm conducting the study:






	3. Name, degree(s), title, e-mail address, and phone number of Principal Investigator who will direct the study:






	4. Name, degree(s), title(s), institution, and e-mail address of additional researchers participating in the study:







	5. Funding:

Is the study funded (choose one)?        YES        NO

If YES, please indicate the following:
     Funding source: __________________________________________________
     Funding amount: _________________________________________________


	6. Summary description of the research project: 















	7. Summary of study design and methods (or attach protocol with submission):

















	8. Criteria for selection of cancer records (complete all sections a–h or write N/A if Not Applicable)

a. Years of diagnosis (1995–2010 are complete):


b. Geographic area(s) of residence at time of diagnosis:

All of Texas (choose one):          YES               NO

If NO,   list specific counties, ZIP codes or other geographic groupings: 


c. Age(s) or age group(s): (Note: requesting data for persons diagnosed when younger than 18 may require more detailed justification.)


d. Sex (choose one):     

BOTH MEN AND WOMEN          MEN ONLY          WOMEN ONLY

e. Specify cancer site(s): 

Note: Cancer sites will be defined according to SEER (http://seer.cancer.gov/siterecode/icdo3_d01272003/) unless researcher provides specific primary site and histology criteria that are different from SEER. 

f. Other case selection criteria (e.g. stage at diagnosis, diagnostic confirmation, etc.):


g. Is this a linkage study for which TCR will link cancer cases with other data sources (choose one)?     YES     NO

If YES, specify the other data source(s):

Note: Data provided to TCR for linkage must include appropriate fields in the correct format to conduct a linkage, including Last Name, First Name, Date of Birth, Sex, and, if available, Social Security Number. Details available at: http://www.dshs.state.tx.us/tcr/data-linkage.shtm.  

h. Is this a linkage study for which a third party such as a contractor (not the PI, and not TCR) will link TCR cancer records to other cohorts? (choose one)?  YES     NO

If YES: Name the third party: _________________________________________

                         List the other cohorts: _________________________________________




	                         If a third party is doing the linkage, name who will receive and retain the 
                         crosswalk file that links patient identifiers from TCR to those in the linked
                         cohorts, after the linkage is complete:      
                         
                          _______________________________________________________

                           _______________________________________________________
                 
Important Note: Due to data agreements, no data may be released to researchers if it was received from (1) a Veteran’s Administration (VA) facility unless prior permission is secured by the researcher from the specific facility(s), and (2) another state’s cancer registry. Therefore records from VA facilities and other state registries will not be released to researchers. 




	9. Variables requested for each cancer case (check multiple, as needed): 

Important instructions: 
(1) Only select fields that are relevant for your study. You may be asked to justify selection of variables that do not appear to be relevant. 
(2) Confidential variables require specific justification in the table below and in your protocol.
(3) All datasets will normally include sequentially-assigned TCR tumor identification numbers. 
(4) All variables requested MUST be selected on this form. Variables mentioned only in other parts of the IRB application, but not listed and 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 there as needed.
(5) For studies requesting the most current information available rather than completed data (for example, some patient contact studies), researchers should be aware that the data they will receive have not been completed and may not pass NPCR and NAACCR edit checks. 



	NAACCR name [item #]
(* indicates confidential variable requiring DSHS IRB approval)
	Notes (based on completed data, 1995 to 2010)
(Year ranges are inclusive and define the diagnosis years the item was collected)
	√ if requ-ested
	Justification for requested confidential variables 
(simply list Specific Aim, if applicable)

	Person-Specific Variables

	TCR Patient ID [20]
	Sequential number assigned by TCR to new patients. In combination with Sequence Number – Central [380], can be used to identify multiple tumors in same patient.
	
	

	Address at Dx – State [80]
	1995–present
	
	

	County at Dx [90]
	FIPS code of reported county of residence at diagnosis. FIPS code of geocoded county at diagnosis will also be provided if latitude and longitude are being requested. 1995–present.
	
	

	Addr at DX – City [70] *
	1995–present
	
	

	Addr at DX – No & Street [2330] *
	1995–present
	
	

	Address at Dx – Postal Code [100] *
	1995–present
	
	

	Rural-Urban Continuum/Beale Code 1993 [3300]
	Based on FIPS code of reported county of diagnosis.
	
	

	Rural-Urban Continuum/Beale Code 2003 [3310]
	Based on FIPS code of reported county of diagnosis.
	
	

	Census Tract 2000 [130] *
	Calculated for 1995–present
	
	

	Census Tr Certainty 2000 [365]
	Calculated for 1995–present
	
	

	Census Tract 2010 [135] *
	Calculated for 1995–present
	
	

	Census Tr Certainty 2010 [367]
	Calculated for 1995–present
	
	

	Census Tract SES†
	Calculated; only available for complete records. 1995–present.
	
	

	Latitude of Address at Dx [2352] *
	
	
	

	Longitude of Address at Dx [2354] *
	
	
	

	Race 1 [160]
	1995–present
	
	

	Race 2 [161]
	2001–present
	
	

	Spanish/Hispanic Origin [190]
	1995–present
	
	

	NHIA Derived Hisp Origin [191]
	Calculated; only available for complete records
	
	

	IHS Link [192]
	1995–present
	
	

	NAPIIA [193]
	Calculated; only available for complete records. 1995–present.
	
	

	Primary Payer at Diagnosis [630]
	2007–present
	
	

	Sex [220]
	1995–present
	
	

	Birth Date (YYYYMMDD) [240] *
	1995–present
	
	

	Year of Birth
	From Birth Date.
	
	

	Birthplace [250]
	1998–present. Often blank.
	
	

	Last Name [2230] *
	1995–present
	
	

	First Name [2240] *
	1995–present
	
	

	Middle Name [2250] *
	1995–present
	
	

	Maiden Name [2390] *
	1995–present
	
	

	Name Suffix [2270] *
	1995–present
	
	

	Social Security Number [2320] *
	1995–present. Only available for internal linkage purposes; will not be released. 
	Not avail-able
	

	Current mailing address [2350, 1810, 1820, 1830]*
	If available. For patient contact studies only.
[2460] 2006–2009
[2470] 2006–present
	
	

	Telephone number [2360] *
	
	
	

	Texas Medical Board license number of physician(s) of record [2460, 2470]*
	
	
	

	Tumor identification and characteristics

	Sequence Number – Central [380]
	Assigned 1995–present. Code indicates the sequence of all reportable neoplasms during the patient's lifetime as determined by the central registry. In combination with TCR Patient ID [20], can be used to identify multiple tumors in same patient.
	
	

	Medrefid [10015]
	Sequential number assigned by TCR to new tumors. Supplied with all datasets unless file format does not permit.
	√
	

	Date of Diagnosis (YYYYMMDD) [390] *
	1995–present
	
	

	Age at Diagnosis [230]
	Calculated from Birth Date [240] and Date of Diagnosis [390]
	
	

	Year of Diagnosis
	From Date of Diagnosis.
	
	

	Primary Site [400]
	1995–present
	
	

	Laterality [410]
	1995–present
	
	

	Grade [440]
	1995–present
	
	

	Diagnostic Confirmation [490]
	1995–present
	
	

	Type of Reporting Source [500]
	1995–present
	
	

	Histologic Type ICD-O-3 [522]
	2001–present. ICD-O-2 codes from 1995–2000 converted to ICD-O-3.
	
	

	Behavior Code ICD-O-3 [523]
	2001–present. ICD-O-2 codes from 1995–2000 converted to ICD-O-3.
	
	

	Class of Case [610]
	1995–present. Normally provided as ‘analytic’ versus ‘non-analytic’ flag, or as a single “best” class-of-case code. Cancer incidence is often reported by multiple facilities, and researcher may request additional class of case codes by providing justification.
	
	If requested, choose one:
_____ analytic/non-analytic flag

_____ best class-of-case code

_____ multiple class-of-case codes. 
     Multiple requires justification:



	First Course Treatment (Rx)

	Date of Initial Rx – SEER [1260]
	1995–present. Available in about 75% of records.  
	
	

	Rx Summ – Surg Prim Site [1290]
	1995–present
	
	

	Rx Summ – Scope Reg LN Sur [1292]
	2001–present. Some data 1995–2000.
	
	

	Rx Summ – Surg Oth Reg/Dis [1294]
	1998–present. Some data 1995–1997.
	
	

	Reason for No Surgery [1340]
	1998–2002, 2006–present. Some data 1995–1997, 2003–2005.
	
	

	Rx Summ – Radiation [1360]
	1998–2002. Some data all other years.
	
	

	Rx RAD Regional Rx Modality [1570]
	2003–present. A few records populated prior to 2003.
	
	

	Reason for No Radiation [1430]
	1998–2002. No data for other years.
	
	

	Rx Summ – Surg/Rad Seq [1380]
	2004–present. A few records populated prior to 2004.
	
	

	Rx Summ – Chemo [1390]
	1995–present
	
	

	Rx Summ – Hormone [1400]
	1995–present
	
	

	Rx Summ – BRM [1410]
	1995–present
	
	

	Rx Summ – Other [1420]
	1995–present
	
	

	Rx Summ – Transplnt/Endocr [3250]
	2003–present. A few records populated prior to 2003.
	
	

	Stage/Prognostic Factors

	Stage at diagnosis (variable(s) provided dependent on year of diagnosis)

	     SEER Summary Stage 2000 [759]
	2001–2003
	
	

	     SEER Summary Stage 1977 [760]
	1995–2000
	
	

	     Derived SS2000 [3020]
	2004–present
	
	

	     Derived SS2000 – Flag [3050]
	2004–present
	
	

	Tumor size and extension (variable(s) provided dependent on year of diagnosis

	     EOD Tumor Size [780]
	1998–2003
	
	

	     Collaborative Stage (CS) Tumor Size   
     [2800]
	2004–present
	
	

	     Regional Nodes Examined [830]
	1998–present
	
	

	     Regional Nodes Positive [820]
	1998–present
	
	

	     CS Extension [2810]
	2004–present
	
	

	     CS Lymph Nodes [2830]
	2004–present
	
	

	     CS Mets at DX [2850]
	2004–present
	
	

	Site-Specific Factors

	     CS Site-Specific Factor 1 [2880]‡
	2004–2009 for pleura C38.4 only; 2010–present additional sites
	
	

	     CS Site-Specific Factor 2 [2879] ‡
	2010–present
	
	

	     CS Site-Specific Factor 3 for C61.9 
     (prostate) [2900] ‡
	2004–present
	
	

	     CS Site-Specific Factor 15 (breast 
     C50) [2869] ‡
	Some ACoS facilities provided this beginning with cases diagnosed in 2010. TCR will begin requiring for 2011 cases.
	
	

	     CS Site-Specific Factor 25 [2879] ‡
	2004–present. Required 2010 & later as a Schema Discriminator.
	
	

	Follow-Up/Death (Note: these variables are updated annually via linkages with databases from the Texas Vital Statistics Unit (Texas death certificates), National Death Index, and Social Security Death Index

	Date of Last Contact or Death [1750]
	1995–present
	
	

	Place of Death [1940]
	1995–present 
	
	

	Vital Status [1760]
	1995–present
	
	

	Follow-Up Source Central [1791]
	1995–present
	
	

	Cause of Death [1910]
	1995–present
	
	

	ICD Revision Number [1920]
	1995–present
	
	

	Additional Variables Requested (add additional rows as needed)

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	†This 4-level categorical variable calculates the poverty level of the census tract in which the patient was diagnosed. For 1995–2010 complete cases, it is based on the 2000 US Census for Texas cases diagnosed in 1995–2005, and the 2010 US Census for cases diagnosed in 2006–2010. The program to create this variable was made available by the North American Association of Central Cancer Registries (NAACCR) http://www.naaccr.org/Research/DataAnalysisTools.aspx
‡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 as a link from http://www.dshs.state.tx.us/tcr/publications.shtm, 



	10. Specify the format in which you prefer your data to be provided (choose one):

SAS	tab-delimited .txt	  Excel .xls/.xlsx	Excel .csv	  NAACCR .dat


	11. For patient contact studies only 

Will TCR be identifying the patients to be contacted? (choose one)		NO     YES

If NO:
a. Have patients in your cohort already consented for their TCR data to be released to the investigators? (choose one)	YES		NO


If YES: 
1. Contact CancerData@dshs.state.tx.us to obtain examples of acceptable physician courtesy notification and patient contact letters, and a list of other TCR requirements. 
2. Attach blank copies of the following: patient consent form(s), physician courtesy notification letter, and patient contact letter(s). 
3. Briefly describe here how research findings will eventually be shared with TCR-identified patients who agree to participate in the study:





	12. For student projects only

     Name of supervising faculty member: _____________________________________________ 

     Institution(s) of supervising faculty member and student: _____________________________

     Provide one of the following confirmations of adviser approval for your project:
(1) Attach signed cover page of approved proposal; OR 
(2) Provide dated signature of supervising faculty member, affirming this statement:

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

                     _________________________________________________     __________________
                                   Signature of supervising faculty member                                   Date 
         

	13. Data Security and Confidentiality
Steps must be taken to protect the confidentiality of the data during and after the study, as well as for 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.
To conform to the Texas Cancer Reporting Act, Health and Safety Code Chapter 82, the TCR requires additional data security measures. TCR data means all documents, files or other records, obtained from TCR, regardless of format or medium. 

	Please answer the following:

a) Where will the TCR data be physically located? (e.g. on a server that can be accessed by how many computers? On one or more non-portable single user personal computers? On one or more portable computers?)




b) Who will have access to the TCR data?  Please list the persons’ names:





c) Have these persons been advised and trained on how to ethically conduct research with human subjects? Attach certification of human subjects training for each person listed above (e.g. CITI or NIH). 		 

d) Have these persons signed the Confidentiality Agreement for Access to TCR Data (page 10 of this document)?    		 

e) TCR electronic data must be completely and securely removed from all computers and electronic storage devices after the completion of a study. Data files must be removed from storage media using validated overwriting technologies and methods/tools that clear data using at least 3 overwrites in accordance with National Institute of Standards and Technologies (NIST) “Guidelines for Media Sanitation” (Publication SP-800-88). TCR paper-based data must be shredded using a cross-cut shredder.  

Please DESCRIBE when and how electronic data will be securely destroyed (wiped), including the specific software to be used (simply deleting the file(s) or over-writing one time with zeroes is not adequate). If specifying a specific software production, provide a link confirming compliance with NIST SP-800-88: 







f) Is an adequate plan provided to secure the computer and TCR data (and derivative copies) administratively, physically, and electronically? Initial confirming each item.

1. Locked cabinets or rooms 						_______

2. Computers password protected 					_______

3. Access limited to authorized personnel only 			_______

      4. Computers maintained with current operating 
          system, applications and security patches				_______

5. Antivirus application with current virus signatures running 	_______ 

6. Computers accessing/storing TCR data limited to work use 	_______ 

7. Computers that store or access TCR data must not be accessible 
from the Internet, and if possible have the data encrypted.           _______


8. Data transported on a laptop or other portable electronic media
must be encrypted and never left unattended; if shipped, 
must be via traceable courier at all times.                                      _______

9. Transmitting confidential TCR data by email or email
attachment, including encrypted messages, is prohibited.             _______

10. Upon study completion, all TCR data and derivative copies 
will be securely shredded and completely wiped from all 
computers, servers, and media as described in 13e above.            _______




Assurance Regarding Confidential Data Provided by the
Texas Cancer Registry 
Cancer Epidemiology and Surveillance Branch
Texas Department of State Health Services

1. The data will be treated as strictly confidential.*

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.*

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.

* 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.

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:                                                             		Phone No.:
                             (Type or Print)

Title:

Address: 
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