SCCCR RESEARCH DATA REQUEST APPLICATION
South Carolina Central Cancer Registry (SCCCR)

Office of Public Health Statistics & Information Services (PHSIS)

South Carolina Department of Health & Environmental Control (DHEC)

Instructions and other information
A. BEFORE completing the data application, please read the application completely and carefully review the following four items: (1) SCCCR Information for Researchers web page: http://www.scdhec.gov/administration/phsis/scccr/Research.htm, (2) SCCCR Data Release Protocol, (3) Working with the South Carolina Central Cancer Registry: General Information and Best Practices for Student and Researchers, and the (4) PHSIS Schedule of Fees. Please also review the SCCCR Case Ascertainment & Recruitment Protocol if your study will involve patient contact. 
B. Save data application as a new document with an informative name and date. 

C. All information on this application is required.  Use Times New Roman font type (black, non-bold, 11 point). Enter dates as mm/dd/yyyy. Additional space is provided for you to include any information you feel is necessary to help explain your data needs better (item 11, last page); however, you may also attach additional pages as needed. Please adjust all formatting that disrupts the flow of the document (e.g., page breaks, extra spacing, returns, etc).  Double click on check boxes to mark them as appropriate.
D. Include all required and supporting documents as requested. 
E. Although your data application and accompanying materials should be as complete as possible, please consider your first data application submission a DRAFT application. SCCCR staff will review your DRAFT application packet for completeness, conciseness, and clarity, and provide feedback to you within approximately two weeks (time permitting). 

F. After you have provided all edits and documentation, your FINAL data application packet will be forwarded to the SCCCR data oversight committee, the Cancer Control Advisory Surveillance Subcommittee (CCACSS) Chairperson. The Chairperson will assign two primary reviewers to summarize and make an initial recommendation for approval to the rest of the CCACSS members. All CCACSS members will discuss the details of your request and vote to approve or disapprove your data application. Although SCCCR and other DHEC staff will guide and assist in this process, they do not vote on approval or disapproval of projects. 
G. Applications are reviewed by the CCACSS on a quarterly basis and by special request (via email and/or conference call). After CCACSS review, you will receive notification of approval, approval with amendments, or a request to re-submit the application with clarifications and/or amendments (these will be specified). 
H. Following CCACSS approval, your data application package will be submitted to the DHEC Institutional Review Board (IRB) for review and approval. 
I. Following DHEC IRB approval, the SCCCR will process a data set for distribution and prepare documentation (e.g., confidentiality or data use agreements, subcontracts, etc). Documentation and data set processing and distribution time varies depending on the complexity of the request (e.g., recoding, linkage), the availability of the data requested, and your place in the data request queue at the SCCCR. 
J. Please call the SCCCR if you need assistance: 803-896-2100, or 800-817-4774. We will be happy to assist you with the data application process.
Data Application Submission Date:    mm/dd/yyyy     
Project Title: 
Project Period (start date through end date):     mm/dd/yyyy   -
 mm/dd/yyyy       
Section A: INVESTIGATOR AND INSTITUTIONAL INFORMATION

Principal Investigator:

Agency Affiliation & Full Agency Mailing Address: 
Phone: 
(   ) 


Fax: 
(   ) 

           

Email address: 

Are you a student?  (yes or no)           

If yes, is this project for a thesis, dissertation, or other project?

 (state which type of project, explain other)  

             Primary Mentor Name (list here and as Co-Investigator #1 below): 

-------------------------------------------------

Co-Investigator #1: 
Agency Affiliation & Full Agency Mailing Address: 
Phone: 
(   ) 


Fax: 
(   ) 

           

Email address: 

-------------------------------------------------

Co-Investigator #2: 

Agency Affiliation & Full Agency Mailing Address: 
Phone: 
(   ) 


Fax: 
(   ) 

           

Email address: 

-------------------------------------------------
Co-Investigator #3: 

Agency Affiliation & Full Agency Mailing Address: 
Phone: 
(   ) 


Fax: 
(   ) 

           

Email address: 

-------------------------------------------------
Co-Investigator #4: 

Agency Affiliation & Full Agency Mailing Address: 
Phone: 
(   ) 


Fax: 
(   ) 

           

Email address: 

-------------------------------------------------
Co-Investigator #5: 

Agency Affiliation & Full Agency Mailing Address: 
Phone: 
(   ) 


Fax: 
(   ) 

           

Email address: 

------------------------------------------------- (if needed, add additional co-investigators here)
Other Personnel: List all other students, research assistants, or other personnel (include agency affiliation) who will have access to or contact with the data (e.g., collect, view, analyze, manage, secure).
Name: 

Position:


Agency Affiliation:
Name: 

Position:


Agency Affiliation:
Name: 

Position:


Agency Affiliation:
Name: 

Position:


Agency Affiliation:
Name: 

Position:


Agency Affiliation:
Name: 

Position:


Agency Affiliation:
Name: 

Position:


Agency Affiliation:
Section B: SPONSORING AGENCY & FUNDING INFORMATION
1. Is this project currently funded? (yes or no)     

2. Sponsoring Agency: 

3. Sponsoring Agency Assignment Number (if known):          
Section C: OTHER INSTITUTION OR AGENCY INFORMATION
List all other institutions (hospitals, schools, health care centers, etc.) which will serve as sites for this research project (below).
1. 

2.

3.

4.

5.

6.

7.

8.
Section D: INSTITUTIONAL REVIEW BOARD (IRB) INFORMATION

**A copy of all IRB reviews/approvals is REQUIRED for all applications. Applications to the SCCCR will NOT BE REVIEWED until approval through appropriate IRB is obtained or waived**

1. Has this project been approved by an IRB for human subjects? (yes, no, pending –add space as needed)
 

2. If yes, what IRB(s)? 

3. Date of approval(s):
mm/dd/yyyy   

4. Type of approval(s):  (EXEMPT, EXPEDITED, OTHER (list)) 
5. If pending IRB, please describe: 
6. If IRB Continuance, list each by IRB number and renewal dates:
IRB# : 


Date:

mm/dd/yyyy     to
 mm/dd/yyyy       

IRB# : 


Date:

mm/dd/yyyy     to
 mm/dd/yyyy       

IRB# : 


Date:

mm/dd/yyyy     to
 mm/dd/yyyy       

Section E: Patient Contact
1. Will you contact patients in any way? (yes or no)           

2. If yes, how will patients be contacted? 

3. Will patient informed consent be obtained? (yes or no)   

              FORMCHECKBOX 
 Patient informed consent will not be obtained or needed for this study.

              FORMCHECKBOX 
 Patient informed consent has already been obtained.
 FORMCHECKBOX 
 Patient informed consent will be obtained prior to data linkage or data release (using existing researcher patient information).
 FORMCHECKBOX 
 Patient informed consent will be obtained after patient consent to be contacted is obtained (using SCCCR patient information). 
 FORMCHECKBOX 
Other: 

Section F: IDENTIFABLE DATA, DATA PROTECTION & CONFIDENTIALITY

1. Will you be requesting any data that will allow for the potential identification of patients, physicians, or hospital or treatment centers, etc? 
 FORMCHECKBOX 
No, this project will not require the use of potentially identifying data. 

 FORMCHECKBOX 
Yes, this project will require the use of potentially identifying data.

 FORMCHECKBOX 
Yes, this project will require the use of potentially identifying data, however, the final data set will be completely de-identified with no confidential or other potentially identifying data.
2. List your institution’s (or the study protocol’s) policies and procedures for the protection of confidential data items, i.e.: Where will data be stored? How will it be kept secure? How will data be transported? 

Section G: PROJECT SUMMARY

Using the statements and questions below, provide evidence that this research is needed to advance knowledge (justification) and that the procedures and statistical methods proposed are appropriate to conduct such a study. Statements such as “see protocol” are not acceptable as this section should be a brief and accurate summary of your protocol. Your complete protocol will be provided separately to the review committee. (Add space as needed.)
1.  Please provide a brief overview of your project. Specifically state why or how SCCCR incidence or mortality data is needed for your project.
2. Describe the significance of the planned research, i.e., how does this work add to the existing literature?
3. Briefly describe the protocol for data collection. If patient contact is involved, please be very specific as to protocols for patient contact and the informed consent process.
4. List study questions, hypotheses, or study aims (as appropriate) along with a summary of the planned statistical analysis and variables needed to evaluate or answer these questions. (Label each, add additional space as needed.)
[example] A. i. Study Aim #1: Describe the study population

ii. Planned analyses for this Aim: descriptive statistics (frequencies, means,     proportions, etc)

iii. List of specific variables needed from the SCCCR to address this Aim: age, race, sex, stage, cancer type
A. i.
ii.

iii.

B. i.
ii.

iii.

C. i.
ii.

iii.


(add as needed)
Section H: DATA SET INFORMATION (inclusion & exclusion criteria, and variable list)
Inclusion & Exclusion Criteria
1. Time Period of requested data (note: currently available registry data include 01/01/1996-12/31/2009):
mm/dd/yyyy   -   mm/dd/yyyy         
2. Approximately how many subjects (total) are anticipated or required for this study? 
3. Age range in years (inclusive): 
4. Sex: 
5. Race: 
6. Geographic region(s) of South Carolina (specify by county or include all):
7. Specific cancer site(s): 
8. Behavior type (ICD-O-3, specify: in situ, invasive only, or include all): 

9. Histology type (ICD-O-3, specify any specific inclusions/exclusions or include all): 

10: Other inclusions or exclusions:
Variable List

Confidential data refers to data items that pertain to who, where, and when, or to aggregate data resulting in cell sizes less than 10 or rates based on fewer than 16 cases. For example, variables associated with patient, physician, & hospital or treatment center names, facility numbers or ids, and locations, etc; and dates more specific than year. Address or location information more specific than county are considered confidential. Confidential data or data items are provided only for CCACSS approved projects that show justification that the research project cannot be completed without them (e.g., patient contact, data linkages, distance to care, etc). To assist in limiting the use of confidential data items, the SCCCR may be able to calculate time to event variables (e.g., survival time) in lieu of providing complete dates, or calculate distance variables in lieu of locations depending on the specific project and availability of resources, or suggest methods (recoding options) to provide data that will satisfy data needs while retaining the confidential aspects of the data. 
All data sets include the following standard variables:
1. Race1 (NAACCR item* 160): coded as 1=white, 2=black, 3=other, 9=unknown
2. Sex (NAACCR item* 220): coded as 1=male, 2=female, 3=other, 9=unknown
3. Age at Diagnosis (NAACCR item* 230): coded as 000+, 999=unknown
4. Sequence Number Central (NAACCR item* 380): tumor sequence number
5. Primary Site, ICD-O-3** (NAACCR item* 400): topography (“C” codes) 
6. Behavior Code ICD-O-3** (NAACCR item* 523)
7. Histology Type ICD-O-3** (NAACCR item* 522)
8. Grade** (NAACCR item* 440)
9. Laterality (for paired sites, NAACCR item* 410)

10. SEER Summary Stage at Diagnosis***
11. Year of Diagnosis

12. Subject ID (SCCCR assigned): unique person identifier

13. Observation ID (SCCCR assigned): unique observation identifier

14. Linkage ID (SCCCR assigned): unique observation to observation linkage identifier

*for more information see, Thornton ML, (ed). Standards for Cancer Registries Volume II: Data Standards and Data Dictionary, Fifteenth Edition. Record Layout Version 12.2. Springfield, Ill.: North American Association of Central Cancer Registries, June 2011, revised October 2011. http://www.naaccr.org/StandardsandRegistryOperations/VolumeII.aspx
** for more information see, Fritz A, Percy C, Jack A, Shanmugaratnam K, Sobin L, Parkin D, Whelaln S (eds). International Classification of Diseases for Oncology, Third Edition. Geneva: World Health Organization; 2000.
***SEER Stage at Diagnosis is a summary variable created from three other NAACCR variables: SEER Summary Stage 1977 (1996-2000 data, NAACCR item* 760), SEER Summary Stage 2000 (2001-2003 data, NAACCR item* 759), and Derived SS2000 (2004+ data, NAACCR item* 3020).

Additional Variables with Justification:  Please list all data items (beyond the standard list above) necessary to complete project. Each data item listed must be shown to be relevant to your study and your analyses. Please number, list and justify each data item (i.e., how it will be used in your study). Include the associated NAACCR item* number & name, if available.

example table:
	NAACCR #
	Data Item Name
	Justification

	2230
	Patient last name
	Data linkage purposes only

	1760
	Vital Status
	Defined as 1=alive or 0=deceased for survival analysis


	NAACCR #
	Data Item Name
	Justification

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


(add rows as needed)

Section I: DATA SET LINKAGE INFORMATION

1. Will the requested SCCCR data require linkage to another dataset? (yes or no)
If you answered yes to the question above, proceed with parts 2-7. If no linkage is required, proceed to next section, Section J: AddITIONAL DOCMENTATION & iNFORMATION.
2. What dataset(s) will the SCCCR data be linked to? 
3. Describe the purpose of data linkage: 
4. Who will perform the data linkage?  (SCCCR, your research institution, specify other) 
5. Approximately how many cases will be submitted for linking?  
6. Describe the method to be used for linking:

             FORMCHECKBOX 
 Computer automated: Probabilistic Match (with manual review)
             FORMCHECKBOX 
 Computer automated: Deterministic Match

             FORMCHECKBOX 
 Manual data lookup
7. What Restricted/Confidential SCCCR data elements will be used for the linkage?

(check all that apply, list others)
 FORMCHECKBOX 
 Patient First Name

 FORMCHECKBOX 
 Patient Middle Name

 FORMCHECKBOX 
 Patient Last Name

 FORMCHECKBOX 
 Patient Social Security Number

 FORMCHECKBOX 
 Patient Date of Birth

 FORMCHECKBOX 
 Patient Date of Death

 FORMCHECKBOX 
 Other:
 FORMCHECKBOX 
 Other: 
 FORMCHECKBOX 
 Other: 
 FORMCHECKBOX 
 Other: 
Section J: AddITIONAL DOCMENTATION & iNFORMATION
1. Attach a Biosketch or CV for each person listed on the application. 
                  (check) included  FORMCHECKBOX 

2. Attach a copy of certification of completion for Training in the Protection of Human Subjects in Research for each person listed on the data application.  


    (check)  included  FORMCHECKBOX 

3. Attach a copy of the IRB approval (or continuance) from home institution (e.g., USC, MUSC, Palmetto Health, etc.). 







    (check)  included  FORMCHECKBOX 

4. Attach a copy of the grant proposal or study protocol.



    (check)  included  FORMCHECKBOX 

5. Attach a copy of all questionnaires, written tests, or recorded abstract forms that will be used in the study. 





   (check)  included  FORMCHECKBOX 
           not applicable  FORMCHECKBOX 

6. Attach a copy of participant consent form(s).  

   (check)  included  FORMCHECKBOX 
           not applicable  FORMCHECKBOX 

7. Have you read the SCCCR Data Release Protocol (15 pages)? 


            (check)  yes  FORMCHECKBOX 

8. Have you read Working with the South Carolina Central Cancer Registry: General Information and Best Practices for Student and Researchers (4 pages)?  


            (check)  yes  FORMCHECKBOX 

9. Have you read SCCCR Case Ascertainment & Recruitment Protocol (only for studies involving patient contact/recruitment - 12 pages)?


           (check)  yes  FORMCHECKBOX 
           not applicable  FORMCHECKBOX 
   

10. Have you reviewed the PHSIS Schedule of Fees (3 pages)?  


            (check)  yes  FORMCHECKBOX 

11. Other notes, details, or other information you would like to include? (add space as needed)
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