Cancer Research
Application Manual

Wisconsin Cancer Reporting System

WCRS

Procedures, Protocols, and Forms for
Requests for Research Data

Wisconsin
AN Department of Health Services

Division of Public Health Office of
Health Informatics Wisconsin Cancer
Reporting System P-00625 (08/2019)






Table of Contents

I.  Procedures and Protocols for the Release of Wisconsin Cancer Reporting System Registry Data ................. 1
LA, Federal and State REQUIALIONS ........c.coiiiieiieiieie ettt e este e e sna e neeneennes 1
0 TR o 0 od o] =TSSP 2
.C.  Data RelEaSE PrOLOCOI ........oiiiiiieiisiieee ettt ettt b e be et be e beeneenreas 2
[ T - - =T ot U 1 USSR PSSSSSSON 3

I1. Data Governance BOArd (DGB).......cciiuiiiiieiiieieeiesiesis e e et e ste e teesteesaessaesseasaesseesteaneesseenseeneesreeeennes 3
ILA. Research Application REVIEW PrOCEAUIE ........couiiieiiiie ettt nreas 4
I1.B. Data Governance Board GUITEBIINES .........couiiiiiiiiiiiiieiee e 4
I1.C. Data Governance Board’s WCRS Data Summary Report (SamPpPIe) .....ccocveveiieiviie e 5

I11. General Instructions for Application and ReSearch FOIMS.........cc.oiiiiiiiiieieieee e 6
I11.A. Preparation before Completing Application Form for Research Use of the WCRS Data...................... 6
I11.B Instructions and Requirements for Submitting Research Request for WCRS Confidential Data.......... 6
I11.C Notices and Instructions for Conducting Research with WCRS Data..........cccoceviiiiiinneniieneene e 7
I1.D. Data ReqUESE FEES ESIMALE .......cviiieieeie ettt ettt e e e raenteeneesnaenneeneenres 8
I1LE. Application for Research Use, Wisconsin Cancer Reporting System (WCRS) Data...........c.ccccevevenenn 9
Attachment 1 — Research Data Use Agreement — Principal Investigator, Wisconsin Cancer Reporting

YV A (= L AT O ) PSSR 12
Attachment 2 — Confidentiality Pledge, Wisconsin Cancer Reporting System (WCRS) Data...................... 14
Attachment 3 — Confirmation of Confidential Data Destruction, Wisconsin Cancer Reporting System

(VW ECRS) .ttt bbb bbb bbbttt b bbbt n e 15
Attachment 4 — Department of Health Services Sample Letter of Introduction (optional, subject to DPH

1 0] 01 (017 1 ) PSSR 16
Attachment 5 — Sample Respondent CONtaCt LELEET ..........ooveieeieiieiiee e 17
Attachment 6 — Respondent/Patient Opt-Out Card, Wisconsin Cancer Reporting System (WCRS)............. 18
Attachment 7 — How Did You Get My Name? Questions and ANSWETS.........c.ccveiverrerieereeeeseesesreeseeeseennes 19
Attachment 8 — Data Update Information, Wisconsin Cancer Reporting System (WCRS).........ccccecervennenn. 20
Attachment 9 — Wisconsin Cancer Reporting System (WCRS) Cancer Data Definitions (CDD):

Confidential Datad REQUESTS ........cuiiieieeieieesie sttt e e e e e reenaesneenseens 21

Attachment 10 — Variable Request Justification Form , Wisconsin Cancer Reporting System (WCRS) Data
............................................................................................................................................... 25



l. Procedures and Protocols for the Release of Wisconsin Cancer Reporting System
Registry Data

ILA. Federal and State Regulations

The Wisconsin Cancer Reporting System (WCRS) is a population-based registry guided by statutory mandate to
collect, manage, and analyze cancer data on Wisconsin residents. WCRS was established in 1976 to collect
cancer incidence data on Wisconsin residents as mandated by Wis. Stat. § 255.04, Cancer Reporting. The
statute specifies that all cancer cases must be reported to the state cancer registry in the manner prescribed by
the Wisconsin Department of Health Services (DHS). Under the statute, the Department prescribes to all
reporting facilities (a) the form on which the cancer report shall be submitted, (b) the time schedule under which
the report shall be submitted, and (c) the types of cancer and precancerous conditions to be reported. The statute
also requires that data shall remain confidential. In 1994, WCRS was enhanced by the Cancer Registries
Amendment Act (Public Law 102-515), which established the National Program of Cancer Registries (NPCR).
In 2002, Public Law 107-260, the Benign Brain Tumor Cancer Registries Amendment Act, was passed. This
federal mandate requires cancer registries participating in the National Program of Cancer Registries (NPCR) to
collect data on all benign, borderline and malignant tumors of the central nervous system in addition to the
previously required data on malignant tumors. Data collection for the additional non-malignant primary and
intracranial central nervous system tumors started with cases diagnosed on January 1, 2004.

Federal and state regulations require that all research studies involving human subjects and materials of human
origin be reviewed and approved by an Institutional Review Board (IRB) before initiation. In compliance with
state statutes, study investigators requesting patient identifiable data from the WCRS must submit
documentation of the IRB approval and applicable supporting documentation (i.e., study protocol and
methodology), a completed DHS application form, and signed confidentiality pledges to the Wisconsin
Department of Health Services Data Governance Board (DHS DGB).

Wis. Stat. 8 255.04(3) was amended to add a section permitting release of confidential data for the purpose of
approved research. Paragraph (c) states:

(3) Any information reported to the department under sub. (1) or (5) which could identify any individual
who is the subject of the report or a physician submitting the report shall be confidential and may not be
disclosed by the department except to the following:

(c) A researcher who proposes to conduct research, if all of the following conditions are met:

1. The researcher applies in writing to the department for approval of access to individually
identifiable information under sub. (1) or (5) that is necessary for performance of the proposed
research, and the department approves the application. An application under this subdivision
shall include all of the following:

a. A written protocol to perform research.
b. The researcher's professional qualifications to perform the proposed research.

c. Documentation of approval of the research protocol by an institutional review board of a
domestic institution that has a federal-wide assurance approved by the office for human
research protections of the federal department of health and human services.

d. Any other information requested by the department.

2. The proposed research is for the purpose of studying cancer, cancer prevention, or cancer
control.

Neither the Health Insurance Portability and Accountability Act (HIPAA) nor Wis. Stat. § 146.81, et seq., (state
law regarding confidentiality of patient health care records) prohibits the reporting of information to state


http://docs.legis.wi.gov/statutes/statutes/255/II/04

cancer registries. As WCRS is a public health authority, HIPAA permits reporting to WCRS for public health
purposes and Wis. Stat. § 146.82 specifically names WCRS in authorizing reporting of health care information.
WCRS may then re-disclose the reported information for public health purposes.

I.B.  Principles

Individual-level data contain personal identifiers such as patient name, address, and date of birth, as well as
diagnosis and treatment data. Due to the protected and restricted nature of these data, measures must be taken to
ensure the confidentiality and integrity of the data. The following guidelines for data requests have been
developed with these goals in mind. Because the right to privacy is of utmost importance, the confidentiality of
persons diagnosed with cancer and reported to the WCRS will be the primary concern. The release of
individual-level data will be approved only when the protocols and procedures described in this document have
been met. Access will be subject to the limitations concerning confidentiality, security, and the prevention of
potential misuse.

I.C. Data Release Protocol

I.C.1. Individual-Level Data

In the interest of balancing the principles of data access and patient confidentiality, WCRS has classified the
release of cancer data collected. These classifications are designed to promote the use of accurate cancer
incidence data, expedite the data release process, and encourage the distribution of a wide array of data
elements without compromising confidentiality. All data requests for individual-level data must be submitted to
DHS in writing, using the specified forms. Individual-level patient data will be released only after the required
application materials have been reviewed and the conditions described below have been satisfied. Two general
types of individual-level data will be considered for research requests:

Identifiable Patient Information (IPI): Identifiable data or individual-level data contain personal identifiers
for use in follow-up studies, or any studies that require contacting patients or clinicians to obtain additional
information. Identifiable confidential data elements include:

e Patient name

e Patient address

e Patient social security number

e Patient birth date

e Unique patient number (WCRS assigned)
e Patient Zip code

e Census Tract

Potentially Identifiable Patient Information (PIPI): All items of information which relate to an attribute of
an individual should be treated as potentially capable of identifying patients and hence should be appropriately
protected to safeguard confidentiality (Caldicott Committee, Report on the Review of Patient-identifiable
Information, 1997). Attributes such as sex or ethnic group are PIPI, insofar as the identity of the individual in
question may become ascertainable if these attributes are combined with other information which is in the
possession of, or is likely to come into the possession of, the person processing that information. Examples of
potentially identifiable data elements include but are not limited to:

Race

Age

Sex

Year of diagnosis

Cancer site

Cancer cell type

e County, and any other geographic areas smaller than the state designation



1.C.2. Data Release Guidelines: Research Requests

The WCRS is allowed by statute to provide data to researchers on a variety of approved cancer research
projects. However, before data are released, all research proposals requesting the use of individual-level data
from the WCRS must be in compliance with the following criteria:

e The proposed research will be used to determine the course of cancer among residents of Wisconsin or to
reduce the burden of cancer in Wisconsin.

e The data requested are necessary for the efficient conduct of the study.
e Adequate protections are in place to insure data security during usage, access and storage.

e Adequate assurance has been provided that data will only be used for the purposes of the study described in
the proposal, and any confidential data will be either returned or destroyed following completion of the
research project.

e The proposal has been reviewed and approved by an Institutional Review Board (IRB) formed in
accordance with the provisions of the U.S. Department of Health Services and Human Services Code of
Federal Regulations Title 45, Part 46, Protection of Human Subjects.

e The request includes a comprehensive protocol containing a description of the study, the principal
investigator’s qualifications and affiliation(s), study background, research questions, study design, case
definition and selection (where applicable), control definition and selection (where applicable),
confidentiality procedures and documentation, project resources, and data analysis plan.

e The request includes a statement identifying the benefits of the study for the residents of Wisconsin.

e A completed DHS application and signed Research Agreement and Confidentiality Pledges are received by
WCRS.

Investigators are advised that meeting the requirements listed above does not guarantee access to the data
requested, only that the request will be given appropriate consideration by the DHS DGB. Furthermore, the
DGB retains the right to impose additional conditions or reporting requirements in order to ensure the
research is conducted in accordance with state and federal statute.

I.D. Data Security

Research Agreement and Confidentiality Pledge

Investigators are also advised that the DGB may require further assurances regarding the release of information
to subcontractors, the security of data storage, and informed consent procedures. The principal investigator will
be required to read and sign a Research Agreement (Attachment 1). This contract describes limitations on usage
of data, as well as restrictions on dissemination of findings, use of personal identifiers, and contact with patients
identified through data provided by WCRS. No individual-level data will be released before this document is
signed and returned to WCRS. All staff working with confidential data, or with possible exposure to
confidential information from the data, are required to sign the Confidentiality Pledge (Attachment 2).

II. Data Governance Board (DGB)

The DGB is a formal review board within the DHS. The review board will review all applications for
individual-level data. The board is comprised of senior DPH managers, chief medical officers, and program
staff. The DGB reviews all research applications to determine if: (1) the research is in compliance with the state
and federal statutes; (2) the research is an appropriate use of WCRS data; (3) the study design and methods are
appropriate; and (4) provisions have been made to protect confidentiality of the data.

The DGB guidelines are listed below. A step-by-step procedure for requesting individual-level data is outlined
below. The board may approve the request, suggest modifications, or disapprove the request.



I1LA. Research Application Review Procedure

1.

o gk w

o N

10.
11.

Researcher/applicant completes application and supporting forms for request for individual-level data for
research.

Researcher sends completed DGB application packet to WCRS.

WCRS receives completed application packet.

WCRS verifies/does not verify application and required documentation are complete.
WCRS verifies that requested variables are available and appropriate for research request.

If application and variables are not verified, WCRS provides comments to requestor and returns the
application for revisions. After verification, WCRS prepares packets for DHS DGB review.

CRS distributes research application packets to DGB.
WCRS receives completed reviews from DGB.

WCRS sends researcher/applicant the appropriate outcome notice. (Approved/Approved with Changes/Not
Approved)

WCRS receives additional information or revisions to application if requested. (Repeats steps 6, 7, and 8)
WCRS sends final notice indicating DGB review outcome.

11.B. Data Governance Board Guidelines

1.

0 N o gk wN

10.
11.

Does the application meet the Wisconsin statutory requirement for data use under Wisconsin Statute
§ 255.04(3)(c)?

Does the study provide a benefit for residents of Wisconsin?

Is research of public health importance?

Is the study methodologically sound and science based?

Are IRB supporting application and approval included?

Is patient contact required, and if so, are there appropriate voluntary consent procedures?

Avre patient identifiers required to meet objectives of study?

Have all data security requirements been addressed to maintain confidentiality of data before, during and
after the study?

Does the study have an ending date? The WCRS will not release data to supply large research entities with
a pool of data from which they can conduct future studies.

Will data be returned or destroyed upon completion of study?

Has the requestor agreed to acknowledge WCRS in all presentations/publications based on the data
provided?



Return to Table of Contents

Go to form
I1.C. Data Governance Board’s WCRS Data Summary Report (Sample)
DEPARTMENT OF HEALTH SERVICES STATE OF WISCONSIN
Division of Public Health Office of Health Informatics
F-00976 (04/2015)
DATA SUMMARY REPORT — DATA GOVERNANCE BOARD
WISCONSIN CANCER REPORTING SYSTEM
Committee Decision Date of Report

Application Title

Principal Investigator

Organization

City State

REVIEWER - After evaluating the attached materials, check one of the following:
[l Approved: If the research has adhered to all requirements and there are no questions or suggested changes.

[] Approved with Changes: If the research does not adhere to requirements, and there are questions or
suggested changes that if answered or corrected would move the application to an approved status.

[] Not Approved: If the application does not adhere to requirements, and major changes would be necessary to
move the application to an approved status. Please provide positive comments relative to how the request may
be changed for resubmission.

COMMENTS


https://www.dhs.wisconsin.gov/forms/f0/f00976.docx

I11.  General Instructions for Application and Research Forms

I11.A. Preparation before Completing Application Form for Research Use of the WCRS Data
IMPORTANT: CONSIDER VARIABLE SELECTION CAREFULLY BEFORE COMPLETING APPLICATION.

If you are planning to request confidential cancer registry data, it is strongly recommended that you consult the
WCRS Cancer Data Definitions (CDD) in Attachment 9 and registry data dictionary to identify appropriate
variables, and that the investigator evaluates the feasibility of the research plan and the interpretation of study
results in light of the available data. The CDD lists each available variable, the years covered, the type of edits
completed, and other additional notes and caveats. Each variable selected must be justified as necessary for the
analyses and successful completion of the study.

Please refer to the WCRS Cancer Data Dictionary for more detailed descriptions of the variables:
https://www.dhs.wisconsin.gov/publications/p0/p00832-chapter5.pdf

For complete information about NAACCR standards, please consult the North American Association of Central
Cancer Registries, Standards for Cancer Registries, Volume 1, Data Standards and Data
Dictionary: https://www.naaccr.org/data-standards-data-dictionary/

I11.B Instructions and Requirements for Submitting Research Request for WCRS Confidential Data

1 Study investigator must complete all fields of the Application for Research Use, Wisconsin Cancer
Reporting System (WCRS) Data. If a field is not relevant, please indicate this is non-applicable to the
study proposal. An incomplete application will delay review by the DHS DGB).

2 When completing the Summary of Study Protocol section of the application, indicate the purpose of the
WCRS data for your research proposal. WCRS data can be requested for any of the following purposes:

a. Case Ascertainment/Recruitment: Request use of the WCRS database for the purpose of patient
recruitment for a study (i.e., use the WCRS database to identify cancer patients who may qualify or meet
the study’s selection criteria for inclusion).

b. Data Linkage: Request use of the WCRS database for the purpose of linking the study’s patient
database to the WCRS database to obtain follow-up data (i.e., link to the WCRS database to obtain
cancer information). Refer to Attachment 9, Cancer Data Definitions, for items available from WCRS
and the NAACCR for the correct data record layout and format for the items being submitted to WCRS
for linkage.

c. Other - Special Analysis: Request use of non-public WCRS data for a special analysis.

3. Study investigator must sign a research agreement (Attachment 1) with DHS for use of the WCRS data for
individual patient information and contact. The signed DUA must be sent with the Application for
Research Use, Wisconsin Cancer Reporting System (WCRS) Data to DHS. Study personnel who will
have access to information that identifies individual cancer patients must sign the Confidentiality Pledge
(Attachment 2). All signed documents must be submitted to WCRS.

4. Normally, files are provided to researchers via the WebPlus server (a secure file transfer server). WebPlus is
the software that is currently used for securely transmitting/receiving cancer cases to WCRS. If you would
like to learn more about WebPlus, please visit the CDC website at
http://www.cdc.gov/cancer/npcr/tools/registryplus/wp.htm. In order to use WebPlus software for receiving
confidential data from WCRS, a WebPlus account must be set up. A week before the file will be ready,
researches must apply for a WebPlus account by following the procedures that WCRS will issue to
approved researchers.



https://www.dhs.wisconsin.gov/publications/p0/p00832-chapter5.pdf
https://www.naaccr.org/data-standards-data-dictionary/
http://www.cdc.gov/cancer/npcr/tools/registryplus/wp.htm

I11.C Notices and Instructions for Conducting Research with WCRS Data

1. Please note that the WCRS is an incidence-only registry. The WCRS has collected the number of new
cancers diagnosed in Wisconsin each year since 1976. Completeness of data varies greatly, and the most
complete data are available for years starting with 1995. If your study requires both confidential cancer
incidence and mortality data, a separate request to the DHS, Office of Vital Records, will need to be
completed for re-release of cancer mortality data. WCRS collects data abstracted by the staff at health care
facilities, and is not responsible for the original completeness or quality of data; standard edits and quality
control measures are employed at the central registry.

2. All listings of cases, copies of reports, and any other materials that include confidential information must be
kept in locked file drawers when not in use. Computer files must be stored on secured systems. The original
WCRS data with patients’ confidential information must be destroyed upon completion of the study. A
Certification of Data Destruction must be completed and submitted to DHS to document the data
destruction or return (Attachment 3).

3. For studies that use WCRS data for patient recruitment and, subsequently, patient contact: Please be advised
that the WCRS will not extract data on those patients for whom we have a death certificate.

4. The initial respondent contact must be written correspondence summarizing your study, with an optional
letter from DHS, if required. The DHS contact letter (Attachment 4) requests the patient’s active consent.
The WCRS will provide the DHS letter, if authorized, once the study has been approved. The Sample
Respondent Contact Letter (Attachment 5) and the Respondent/Patient Opt-Out Card (Attachment 6) are
provided for the study investigator’s reference. In addition to the study investigator’s description of the
study, the patient contact letter must include:

e Language furnished by the WCRS regarding state reporting (paragraph 2 of Attachment 5).

e Assurance of the voluntary nature of participation.
e Assurance that participation or non-participation will not affect medical care.
e Assurance that identifiable information will be kept confidential.

5. If after the first contact and approved follow-up contacts, the patient is upset or disturbed about being
contacted, or the patient does not wish to be included in the current or future research projects, complete the
Respondent/Patient Opt-Out Card and return to WCRS (Attachment 6).

If telephone contact is part of the study, please provide in the application a copy of the phone script that will
be used to introduce the study to the patient.

PLEASE BE ADVISED: Study investigator should avoid disclosing on the cover of the mailing that the
patient is being contacted for a study specific to cancer. Efforts to recruit a patient should stop immediately
when the patient clearly indicates he or she does not wish to participate.

Patients may be surprised to be contacted by an investigator or institution other than the physician(s) and
institution(s) with whom they are familiar. All persons making patient contact must be capable of providing
a clear and accurate description of cancer registration in Wisconsin. More information about the WCRS can
be found at: http://www.dhs.wisconsin.gov/wcrs/index.htm.

To assist study staff in providing clear and accurate responses, refer to “How Did You Get My Name?
Questions and Answers” (Attachment 7).

Investigators must remember:

e The patient may be experiencing difficult emotional and physical circumstances, although many, if not
most, patients welcome the opportunity to participate in research.

e Patients can always refuse to participate, even after having agreed to participate. During the patient
recruitment phase of the study, problems may arise with individual patients. Any patient who appears to
be upset when contacted about participation in any study must be reported immediately (within 24
hours) to WCRS.


http://www.dhs.wisconsin.gov/wcrs/index.htm

Any patient who states that he/she does not wish to be contacted again for future studies must be
reported promptly to the WCRS on the Opt-Out Card (Attachment 6). This fact will be recorded in the
WCRS databases. That person will not be re-contacted.

6. If, in the course of the study, the investigator finds that contact information provided by the WCRS is
missing or incorrect and obtains correct information, e.g., address, telephone number, etc., please use the
Patient Data Update Form (Attachment 8) to notify WCRS.

7. Before final public release of reports and other publicly available documents based on WCRS data, DHS has
the right to review them for adherence to confidentiality restrictions and information regarding the WCRS,
the Office of Health Informatics, the Division of Public Health, and DHS. Please allow time
(approximately 15 working days) in your schedule for this pre-release review.

8. Please send a courtesy copy of published abstracts of presentations and papers that result from the
study to the WCRS Epidemiologist. The bibliography of papers from investigations that have used WCRS
data is used to track the use of registry data for epidemiologic studies.

Copies of publications using WCRS data can be mailed or emailed to:

Angela Whirry-Achten

Population Registries Unit Supervisor

Wisconsin Cancer Reporting System

1 West Wilson, Rm 118

Madison, W1 53703

Email: Angela. Whirryachtenl(@dhs.wisconsin.gov

9. Applications are processed on a first-come, first-served basis. Study approval from the DHS DGB may take
several months from the time of application packet submission to WCRS.

I11.D. Data Request Fees Estimate
Minimum Base Fee Estimates

1. Researchers requesting the WCRS data will pay all fees.
2. The following charges are general estimates only, and subject to change.

Minimum Base Fee for Processing Application $800
PLUS

Hourly rate for data extraction, preparation and linkage $100

3. Detailed estimates are not provided in advance of receipt of the complete research application and
supporting materials including the variable list.


mailto:mary.foote@dhs.wi.gov
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I11.E. Application for Research Use, Wisconsin Cancer Reporting System (WCRS) Data

DEPARTMENT OF HEALTH SERVICES STATE OF WISCONSIN
Division of Public Health Office of Health Informatics
F-00980 (08/2019)

APPLICATION FOR RESEARCH USE
WISCONSIN CANCER REPORTING SYSTEM (WCRS) DATA

Send Application To: Or  Electronic submissions may be emailed to:
Angela Whirry-Achten Angela.Whirryachten1@dhs.wisconsin.gov
Wisconsin Cancer Reporting System
Wisconsin Department of Health Services
1 W. Wilson Street, Room 118
Madison, W1 53703

Please indicate in subject line: Research Application
Packet Submission

ORGANIZATION / INDIVIDUAL REQUESTING USE OF WCRS DATA

Name and Title — Study (Principal) Investigator

Organization (include branch, division, department, etc.)

Street Address or P.O. Box

City State Zip Code

Telephone Number Email Address

Primary Contact (if different from Study Investigator) Attach Study Investigator’s curriculum vitae/résumé

SUMMARY OF STUDY PROTOCOL OR PROJECT ACTIVITIES

Title of Study or Project

Need for Study or Project: How will the study benefit residents of Wisconsin and/or public health by studying cancer, cancer prevention,
or cancer control? Your answer should include the proportion of residents who may be affected by the results of the study.

Funding Source(s) for Project (include names and addresses for all sources, including in-kind contributions)

The above-entitled study will utilize data from the WCRS for the following:

|:| Case Ascertainment/Recruitment |:| Database Linkage

L] other - Special Analysis, specify:

Is this a request for data one time or an on-going request?

[] One time request

[] On-going request, additional data needed. If on-going, please indicate the frequency of data requests:
] Annually
] Quarterly
[] Other, specify __

Study Results
How will the results of the study be disseminated? (publications, posters, web pages, newsletters, etc.)

What is lowest geographical level of analyses that is anticipated for public release or dissemination? ( state, county, city, zip code)
Will maps be presented? []Yes [ ] No

|:| If yes, what methods will be used to ensure that individuals will not be identified?

Name — Institutional Review Board (IRB) for Protection of Human Subjects Date Approved*



mailto:Mary.Foote@dhs.wi.gov
https://www.dhs.wisconsin.gov/forms/f0/f00980.docx

Attach a copy of the IRB application and approval.

Informed Respondent Consent
Have you developed a written informed consent for subjects/respondents for use in this study?

[ Yes — attach sample copy of consent form ] No — no written informed consent will be necessary

Abstract of Study Protocol or Project Activities (“Research Proposal”)
Note: You may append a copy of the complete study protocol (or selected sections) to this application. The abstract provided
should be self-contained so that it can serve as a sufficient and accurate description of the project if separated from the appended
document.
Instructions: Include the following information (if applicable) in the description of your study:
1. Primary focus—state the specific health or medical problems addressed or other conditions or concerns of the study.
2. Objectives—state the hypotheses to be tested, if any.
3. Analyses to be performed—indicate specifically how data obtained from the WCRS will be used.
4. Linkage (if any) with other data files—specify the source of these files.
5. Release of results—include interim and final reports and publications to be sent to the WCRS upon completion.
Abstract:

CONFIDENTIALITY OF IDENTIFIABLE DATA

How will you maintain the confidentiality of identifiable data (any information that would permit, directly or indirectly, the identification of
any individual or establishment) obtained from the WCRS? Include an explanation of how such data will be stored as well as how and
when you plan to dispose of the data after your study is completed.

Will your study require investigation to obtain additional information from the individual, next of kin, physicians, and/or other individuals
or institutions mentioned on the cancer reports?

[ 1yes []No

If Yes, briefly describe the following:

1. Types of respondents to be contacted:

2. Information to be obtained from respondents:

3. Methods to be used in conducting such investigations:

4. Other organizations, co-investigators, or consultants, if any, conducting the investigations:

WCRS DATA VARIABLES REQUESTED

Carefully review the specific data items from the WCRS for use in your study. The WCRS Cancer Data Defintions

Attachment 9 of the manual—lists the available data items collected on newly diagnosed cancer cases for residents in the state of
Wisconsin. Refer to the WCRS Coding Manual Data Dictionary for a detailed description of the variables:
https://www.dhs.wisconsin.gov/publications/p0/p00832-chapter5.pdf. The available data variables are listed on the Data Request Form
that meet the needs of most studies, Attachment 10.

Data Request Specifications

Years of Analysis Expected Date of Data Return / Destruction at End of Project
From To To From
Sex of Subjects Age of Subjects
[ ] Males and females ] Adults only (20+)
] Males only ] Children only (under age 20)
L] Females only L] All ages
[l Age range from through

Standard Age Groups (5-year age groups: 0-4, 5-9...74-79, 80-84, 85+)

User-Defined Age Groups — Specify

Cancer Sites / Histologies
Primary Sites (ICD-O3 Codes)

Histologies (ICD-O3 Codes)

10


https://www.dhs.wisconsin.gov/publications/p0/p00832-chapter5.pdf

Geographic Areas
] Wisconsin (entire state)
[] Department of Health Service Regions: http://www.dhs.wisconsin.gov/aboutdhs/regions.htm

[] Specific county(ies) — specify:
[] Specific zip code(s) — specify:
] Other — specify:

Comments

OTHER DATA AND USES

For the purpose of this research project as you described in under the Summary of Study Protocol or Project Activities section above,
will any of the identifiable data obtained from this project be used by other organizations, e.g., other divisions, agencies, consultants,
contractors, or subcontractors?

[1yes []No

If Yes, indicate the name of the organization(s) and role(s) in this research project. If the name(s) is unknown at this time, indicate
the type of organization(s).

Describe the safeguards that exist (or will be implemented) to ensure that the data will be used solely for the purposes of this
research project on your behalf.

Will the identifiable data be used either directly or indirectly for any research project other than the one described in the Summary of
Study Protocol or Project Activities section above?

[]vYes []No

Note: A separate application must be submitted for each research project that will use the identifiable data obtained through this
application.

LINKAGE DATA REQUESTS

The WCRS can perform special data requests involving linkages between external data sets and our WCRS data set. The fields
needed to conduct the link must be consistent in format for both data sets. Therefore, your data must follow the national standardized
field definitions as defined in:

North American Association of Central Cancer Registries (NAACCR)
Data Standards and Data Dictionary, Volume Il
Latest Version

The specific details on each variable can be found in this report at the NAACCR website:
http://www.naaccr.org/Applications/ContentReader/Default.aspx?c=10 .

In addition to providing your data set in the appropriate format, please indicate the data items you need appended to the linked cases
on the Variable Request Form, F-00980A (Attachment 10 of the manual).

REQUIRED / RECOMMENDED DATA TO SUBMIT FOR LINKAGE DATA REQUESTS

The following data items should be submitted to produce the best chance for an optimal match:

] First name ] Year of birth [0 Social Security Number

[J Middle namefinitial [0 Month of birth [0 Race (very helpful in Wisconsin with its low minority populations)

[] Lastname [ Day of birth [] cCancer primary site (if known)

[] Maiden name [] Sex [] Residence (in order of usefulness): street address, zip code, city, state

The additional items below, while not required to conduct a linkage, are submitted with a cancer abstract and have proven to be
invaluable in obtaining matches when standard data item fields result in “fuzzy match” scores:

[J Telephone number (with area code) [ Spouse name (if applicable) [0 Occupation and industry
[J Date of death (if known) [0 Current address

The main challenge with data linkage is the level of errors or omissions in the linking data in both the registry database and the data
requestor data file. Generally, providing the most data items with the most specific information possible on a person to be linked
ensures the best possible outcome for a true match or no match.

Potentially linked records that still cannot be determined to be a match, after both deterministic and probabilistic matching have been
conducted with manual review, will be counted as a no match and not included in the final data set returned to the researcher.
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Attachment 1 — Research Data Use Agreement — Principal Investigator, Wisconsin Cancer Reporting
System (WCRS)

DEPARTMENT OF HEALTH SERVICES STATE OF WISCONSIN
Division of Public Health Office of Health Informatics

F-00977 (08/2017)

RESEARCH DATA USE AGREEMENT — PRINCIPAL INVESTIGATOR
WISCONSIN CANCER REPORTING SYSTEM (WCRS)

This Agreement is entered into by the Wisconsin Department of Health Services (DHS) and (*Investigator™) for the
purpose of sharing individually identifiable information from the WCRS to the Principal Investigator. The “Principal
Investigator™ is defined as the individual that the recipient institution designates in its request to receive the WCRS and
who is principally responsible for undertaking the proposed data use. This Agreement begins upon the date it is fully
executed and ends upon the destruction or return of the WCRS data at the completion of the research or the termination of
the Agreement, whichever occurs first.

A. ACCESS TO DATA.

1. DHS will provide the Investigator with a data file including individually identifiable information from WCRS
(“Data File™) for the purposes approved by DHS for Investigator to carry out its research proposal titled
(“Research Proposal’)

2. Investigator may provide access to the Data File only to its staff directly working on the Research Proposal or,
upon DHS’s prior approval, to Investigator’s partners, consultants, contractors or others assisting in the
research. Investigator shall ensure that if others have access to the Data File they agree to the same restrictions
on use and access that apply to Investigator and shall use appropriate safeguards to protect the data from misuse
or inappropriate disclosure of the Data File other than as provided in this Agreement.

3. Investigator shall arrange for transfer of the Data File in person, via messenger or by traceable delivery service,
subject to DHS prior approval.

B. USE OF DATA

1. Investigator will use the Data File only as is consistent with Investigator’s application to DHS, dated , its
Research Proposal and this Agreement and attachments.

2. The Investigator will establish and maintain administrative, technical, and physical safeguards to protect the
confidentiality of the data and prevent unauthorized use or access to it, as required by this Agreement.

3. Upon completion of the work outlined in the Research Proposal, Investigator shall destroy or return the Data
File, and all copies thereof.

4.  Upon completion of the work outlined in the Research Proposal, Investigator must provide, prior to publication,
a courtesy copy of the articles and/or reports accepted for publication for DHS review for adherence to
confidentiality restrictions and correct information regarding WCRS and DHS.

5. Duration of Study/Project: The intended start date is: , and the intended stop date is: . Regardless
of the duration of the approved project, approval is for one year. Annual approval is required as long as DHS
data are held. Each annual approval requires that an updated Data Use Agreement and IRB approval be
submitted.

6. This agreement becomes effective when signed by both parties on the date signed by the last party.

12


https://www.dhs.wisconsin.gov/forms/f0/f00977.docx

C. PAYMENT

Unless waived by DHS, the Investigator will pay a reasonable fee set by DHS for the costs of assembling the data.

D. INDEMNIFICATION; LIABILITIES AND PENALTIES

1. The Investigator and Investigator’s Institution, except where prohibited by applicable Wisconsin law, agree to
hold harmless, indemnify, and defend DHS from all liabilities, demands, damages, expenses, or losses arising
out of performance under this Agreement, except to the extent where such liabilities, demands, damages,
expenses or losses are the result of DHS negligence or willful misconduct.

2. The Investigator and Investigator’s Institution understands that it is liable under Wis. Stat. § 255.04(9) to the
subjects of information in the Data File for misuse or inappropriate disclosure of their information.

3. The Investigator and Investigator’s Institution understands that it is subject to the penalties and forfeitures under
Wis. Stat. § 255.04(10) for misuse or inappropriate disclosure of the information in the Data File.

Print Name - Investigator Title

Organization

SIGNATURE - Investigator Date Signed
Print Name — DHS Representative Title

DHS Telephone Number DHS Fax Number

SIGNA'I-'URE —- DHS Representative - - Date signed
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Attachment 2 — Confidentiality Pledge, Wisconsin Cancer Reporting System (WCRS) Data

DEPARTMENT OF HEALTH SERVICES STATE OF WISCONSIN
Division of Public Health Office of Health Informatics
F-00979 (03/2014)

CONFIDENTIALITY PLEDGE
WISCONSIN CANCER REPORTING SYSTEM (WCRS) DATA

I recognize the importance of maintaining the confidentiality of all data collected by the WCRS and of assuring the right
to privacy of persons whose records | receive.

I understand that confidential information or data is defined as any information where the individual, hospital(s), or
physician(s) is named or otherwise identifiable.

I, therefore, agree to protect the confidentiality of the data in accordance with the following requirements:
I will avoid any action that will provide confidential information to any unauthorized individual or agency.
I will not make copies of any confidential records or data except as specifically authorized.

I will not remove confidential identifying information from my place of employment except as authorized in the
performance of my duties.

I will not discuss in any manner, with any unauthorized person, information that would lead to identification of
individuals described in confidential files or data.

I will use confidential files and data only for purposes for which | am specifically authorized.

I will not provide any computer passwords or file access codes which protect these data to any unauthorized person.
If | observe unauthorized access or divulgence of confidential data or records to other persons, | will report it
immediately to the WCRS. | understand that failure to report violations of confidentiality by others is just as serious

as my own violation and may result in termination of current and future access to confidential data.

I understand that liabilities and penalties as stated in Wis. Stat. § 255.04 (9) and (10) may be imposed if | breach the
confidentiality requirements stated above.

I, therefore, pledge that | will not divulge to any unauthorized person confidential information or data obtained from the
WCRS files.

Print Name Title

Address

SIGNATURE — Requestor Date Signed
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Attachment 3 — Confirmation of Confidential Data Destruction, Wisconsin Cancer Reporting System

(WCRS)
DEPARTMENT OF HEALTH SERVICES STATE OF WISCONSIN
Division of Public Health Office of Health Informatics

F-00978 (03/2014)

CONFIRMATION OF CONFIDENTIAL DATA DESTRUCTION
WISCONSIN CANCER REPORTING SYSTEM (WCRS)

Recipient researcher agrees to destroy or return to the WCRS all files, documents, or other records containing WCRS data
in their custody at the earliest opportunity consistent with the conduct of the proposed use. Destruction means physical
destruction of files, documents or other records that render the records useless, and de-identification shall not be
considered destruction. Immediately following the destruction of WCRS data, Recipient Institution agree to provide DHS
with the following written declaration, executed by an authorized representative of Recipient Research Institution, stating
that the WCRS data have been destroyed or returned. By completing this document both the data recipient researcher and
WCRS data provider certify that no individual level information, data, copies shall be retained in the possession of the
research entity.

, Principal Investigator representing , certifies that the following
data, previously approved under DHS for the project titled, , has been:

[ ] Destroyed
Method Used to Destroy Data:
Date Data Destroyed:

[] Returned to DHS and all contractor copies have been destroyed
Date Data Returned:

Print Name Title

Address

SIGNATURE - Principal Investigator Date Signed
Print Name

SIGNATURE — DHS Representative Date Signed
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Attachment 4 — Department of Health Services Sample Letter of Introduction (optional, subject to DPH
approval)

Dear Wisconsin Resident:

You are being contacted by a research scientist regarding participation in a cancer research project, and this letter explains
how your name was obtained for this purpose. Every cancer diagnosed in Wisconsin is required by law to be reported to
the Wisconsin Department of Health Services, which oversees the Wisconsin Cancer Reporting System (WCRS). The
WCRS was created by the Wisconsin Legislature in response to public concern that not enough was being done to find the
causes and cures of cancer. Information on individuals with cancer can be released from the WCRS for research purposes,
and only to qualified researchers who have obtained approval for the study from a federally approved Committee for the
Protection of Human Subjects and have agreed to maintain the confidentiality of the information.

By law, the Wisconsin Department of Health Services can provide cancer registry data for medical research. However, the
department does not endorse, recommend, or favor any proposed research project. Enclosed with this letter are materials
from the researcher explaining further details of this specific study and giving you the option of whether or not you wish
to participate. You are under no obligation to participate, nor will you incur any penalties or disadvantages if you decide
not to do so. On the other hand, if you give your consent on the basis that the research will serve a useful purpose and that
you would be comfortable as a participant, be assured that your confidentiality and dignity will be protected. The
researchers have agreed to strict safeguards for the protection of all confidential information. While the research has met
all DHS requirements for access to data, and will potentially benefit the health and well-being of Wisconsin residents, the
research is conducted by an independent contractor and not part of DHS.

Should you have any questions, either before making your decision or at any time in the course of this project, please feel
free to call (telephone number).

Sincerely,

Name
Title
Division and Department
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Attachment 5 — Sample Respondent Contact Letter

Dear Mr./Mrs.
We are writing to ask you for your help in a very important study being conducted by . The purpose of
this study is to learn more about factors that may be related to the development of cancer in

Your name was obtained from the Wisconsin central cancer registry, which was created by the Wisconsin Legislature in
response to public concern that not enough was being done to find the causes and best treatment for cancer. Every cancer
diagnosed in Wisconsin is required by law to be reported to the Wisconsin Department of Health Services, which is
responsible for the state cancer registry. Information on individuals with cancer can only be released for research purposes
to qualified researchers who have obtained approval for the study from a federally approved Committee for the Protection
of Human Subjects, and have agreed to maintain the confidentiality of the information they collect.

Methods of contact: The study would involve answering some questions over the telephone (or in person or via mailed
guestionnaire) regarding your lifetime exposures to environmental factors, past illnesses, and habits. The interview should
take about _ minutes. Your participation is voluntary. Your decision whether or not to participate in this study will
have no impact on your medical care. All information will be kept strictly confidential and is protected by law.

Manner of participation: Please complete the enclosed response form and mail it back in the enclosed postage-paid
envelope. An interviewer will call you to provide more information about the study and to answer any questions you may
have. Your assistance in this effort is very much appreciated as the validity of this type of study depends on being able to
interview as many patients as possible. If you have questions at this time, please call the study office at
(telephone number).

Sincerely,

Investigator
Title
Institution
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Attachment 6 — Respondent/Patient Opt-Out Card, Wisconsin Cancer Reporting System (WCRS

DEPARTMENT OF HEALTH SERVICES STATE OF WISCONSIN

Division of Public Health Office of Health Informatics
F-00981 (03/2014)

RESPONDENT / PATIENT OPT-OUT CARD
WISCONSIN CANCER REPORTING SYSTEM (WCRS)

If respondent/patient does NOT wish to participate in future studies, please complete and return this card to:
WCRS
Attn: Angela Whirry-Achten
Wisconsin Department of Health Services
1 West Wilson Street, Room 118
Madison, WI 53703
Email: Angela.Whirryachten1@dhs.wisconsin.gov

Opt Out — Study Title

Respondent / Patient Name (Print or Type First, Middle and Last Name)

Respondent / Patient Address Telephone Number

Reason(s) for Opting Out

] 1 do not wish to be contacted again for any future studies.

[ ] 1 am too busy to participate/do not have time.

] 1 am too sick/ill to participate.

11 have never had cancer.

L] 1 had cancer, but | do not feel this study is relevant to me now.
[ 11 am not interested in this study.

[] Other:
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Attachment 7 — How Did You Get My Name? Questions and Answers

Q:
A:

How did you get my (or my relative’s) name?

Like many other diseases, cancer is a reportable disease in Wisconsin. This means that, by state law, a report of all
cancer diagnoses must be prepared by the hospital or physician for use by the state health department. The law
requires cancer reports to be collected by the Wisconsin Cancer Reporting System within the Wisconsin Department
of Health Services. After the Wisconsin Department of Health Services approved this study, your name was provided
to Dr. (Investigator) to invite your participation.

Q: How do I know that this study is not a marketing scam trying to sell something?

This study is being conducted by ...... and you can verify any information by calling (Investigator). We are only
interested in information to learn more about your type of cancer in Wisconsin.

Q: Why is cancer reportable?

The Wisconsin Legislature, the Wisconsin Department of Health Services and many Wisconsin residents place a high
priority on seeking the causes of and methods for preventing cancer, and the best treatments for those diagnosed with
cancer. A statewide system of cancer registration provides a complete and timely mechanism for conducting research
into cancer patterns and trends.

Q: Can I remove my name from the statewide cancer registry, the Wisconsin Cancer Reporting System?

While the law includes no provision for removing a report from the registry, individuals may request that they not be
contacted for future research studies.

Why didn't the hospital tell me about cancer registration?

Hospitals are required by law to provide notification of the reportability of cancer in Wisconsin. Some hospitals post
notices on a wall; others include this notification on admitting forms.

19



Return to Table of Contents Go to Form

Attachment 8 — Data Update Information, Wisconsin Cancer Reporting System (WCRYS)

DEPARTMENT OF HEALTH SERVICES STATE OF WISCONSIN

Division of Public Health Office of Health Informatics
F-00982 (08/2019)

DATA UPDATE INFORMATION
WISCONSIN CANCER REPORTING SYSTEM (WCRS)

In contacting the following patient, we ascertained that the following information provided by the Wisconsin Cancer
Reporting System (WCRS) was missing or incorrect. Complete and return to:

WCRS

Attn: Angela Whirry-Achten

Wisconsin Department of Health Services

1 West Wilson Street, Room 118

Madison, WI 53703

Email: Angela.Whirryachten1@dhs.wisconsin.gov

Study Title

Investigator's Name

Respondent / Patient Name (Print or Type First, Middle and Last Name) Date of Birth

Incorrect or Missing Information

Correct Information

Source of Correct Information (e.g., patient interview, telephone conversation with spouse)

Name of Person Completing This Form Date Completed
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Attachment 9 — Wisconsin Cancer Reporting System (WCRS) Cancer Data Definitions. Please read
carefully before selecting variables for your request. Unnecessary and incorrect selections will delay review and

approval time.
WCRS Data Definitions 2018

Data Items Available for Research Requests Upon Approval (Data items must be justified in the research proposal)

Data Items (Case Level)

NAACCR
Item Number

Years Data

Are Available

Comments

WCRS Patient ID

WCRS Tumor ID

City - (Residence at Diagnosis)
State - (Residence at Diagnosis)
County - (Residence at Diagnosis)
Zip Code - (Residence at Diagnosis)
Census Tract

Race

Spanish/Hispanic Origin

Sex

Age at Diagnosis
Birth Date
Birthplace

Birth State

Birth Country

20
n/a
70
80
90
100
135
160

191

220
230
240
250
252

254

1995-2015

1995-2015

1995-2015

1995-2015

1995-2015

1995-2015

1995-2015

1995-2015

1995-2015

1995-2015

1995-2015

1995-2015

1995-2011

2012-2015

2012-2015

W(CRS Patient-Level unique identifier

WCRS Tumor-Level unique identifier

WI residents only

US Census Bureau Definitions
US Census Bureau Definitions

Combines self reported with ethnicity determined by NAACCR NHIA
algorithm

Numeric code combining birth state and birth country
US Postal alpha code

Alpha Code for Country (if not USA)
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Data Items (Case Level)

NAACCR
Item Number

Years Data

Are Available

Comments

Sequence Number

Date of Diagnosis
Primary Site

Laterality

Histology

Behavior

Grade
Diagnostic Confirmation

SEER Summary Stage

Treatment Status Summary

Date Treatment Started
Surgery of Primary Site

Reason for No Surgery

Radiation
Chemotherapy

Hormone

380

390
400

410

522

523

440
490

759, 760, 3020

1285

1260
1290

1340

1570
1390

1400

1995-2015

1995-2015

1995-2015

1995-2015

1995-2015

1995-2015

1995-2015

1995-2015

1995-2015

2010-2015

1995-2015

1995-2015

1995-2015

1995-2015

1995-2015

1995-2015

Identifies the sequence of tumors recorded in the central cancer
registry for the same person

ICD-03 coding

This field is used to determine the number of primary cancers for a
patient, for lateral sites.

ICD-03 morphology code

3 = malignant, 2 = in situ, 0-1 = benign/borderline (for CNS and Brain
tumors only)

histologic grade, cell differentiation
Clinical or pathologic confirmation of the cancer

WCRS combination of SEER Summary Stage 77, 2000 and CS Derived
Summary Stage (most complete code used)

First course treatment provided, not provided or unknown (also
contains information on watchful waiting for prostate cancer)

Earliest date when first course cancer-directed treatment began
FORDS site-specific surgery code

Examples include patient refused, surgery contraindicated, not part of
planned first course, etc.

Type of radiation provided

Single agent or multi agent



Data Items (Case Level)

NAACCR
Item Number

Years Data

Are Available

Comments

Immunotherapy (BRM)

Transplant or Endocrine Surgery

Surgery/Radiation Treatment Sequence

Surgery/Systemic Treatment Sequence

Other Cancer-Directed Treatment

Date of Last Contact (Date of Death)

Vital Status

Cause of Death

Last Name

First Name

Middle Name

Maiden Name

Street Address at Diagnosis

CS Tumor Size

1410

3250

1380

1639

1420

1750

1760

1910

2230

2240

2250

2390

2330

2800

1995-2015

2004-2015

1995-2015

1995-2015

1995-2015

1995-2015

1995-2015

1995-2015

1995-2015

1995-2015

1995-2015

1995-2015

1995-2015

2004-2015

This field indicates if the patient received a bone marrow transplant or
endocrine surgery

If both surgery and radiation were performed, this field identifies
which came first.

If both surgery and systemic rx given (chemo, immunotherapy,
hormone, transplant or endocrine surgery), this field identifies which
came first.

Reserved for nontraditional cancer-directed treatment (patient
enrolled in clinical trial, for example).

If patient is deceased = date of death. If patient is alive = date of last
known contact with the patient by any facility

1 =alive, 0 = deceased

For deaths prior to 1999 = ICD-9 codes. For deaths 1999 and later =
ICD-10 codes

Records the size of the tumor (largest dimension) in millimeters
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NAACCR Years Data
Data Items (Case Level) Item Number  Are Available Comments
CS Extension 2810 2004-2015 Tumor extent at diagnosis by size, depth or spread (site specific coding)
CS Tumor Size/Extension Evaluation Code 2820 2004-2015 Describes if the tumor size/extent was determined clinically or
pathologically
CS Lymph Nodes 2830 2004-2015 Involvement of regional lymph nodes at diagnosis (site specific coding)
CS Lymph Nodes Evaluation Code 2840 2004-2015 Describes if the status of lymph node spread was determined clinically
or pathologically
CS Metastases at Diagnosis 2850 2004-2015 Describes metastases at diagnosis (site specific coding)
CS Metastases at Diagnosis Evaluation Code 2860 2004-2015 Describes if metastases was clinically or pathologically determined
Site Specific Factors 1-11,13-17 2861-2930 2004-2015 Only available for some sites and diagnosis years; see SSF Worksheet

for details by site and diagnosis year
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Site Specific Factors by Site Schema, Site Specific Factor Definition and Years Available

Site Schema

Appendix

Brain, CNS, Intracranial Gland

Bladder

Breast

Conjunctiva

Corpus

Epiglottis

Esophagus

SSF1

WHO Grade
Classification 2011-
2015

ER
2010-2015

Tumor Size
2011-2015

Size of LNs
2011-2015

Clinical Assess of
Regional LNs
2011-2015

SSF2 SSF3

Clinical Assess of
Regional LNs
2011-2015

Size of Mets in LNs
2011-2015

PR Pos Ipsilateral
2010-2015 Nodes 2011-2015

Peritoneal
Cytology
2010-2015

SSF4

IHC of LNs
2011-2015

SSF5 SSF6

MOL of LNs
2011-2015

Mitotic Count
(GIST)
2011-2015
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Site Specific Factors by Site Schema, Site Specific Factor Definition and Years Available

Site Schema SSF7 SSF8 SSF9 SSF10 SSF11

Appendix Histiopathic
Grading
2011-2015

Brain, CNS, Intracranial Gland

Bladder
Breast HER2 IHC Lab HER2 IHC HER2 FISH
Value Interpretation Interpretation
2010-2015 2010-2015 2010-2015
Conjunctiva
Corpus Histiopathic
Grading
2011-2015
Epiglottis
Esophagus

SSF13

HER2 CISH
Interpretation
2010-2015
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Site Specific Factors by Site Schema, Site Specific Factor Definition and Years Available

Site Schema SSF14 SSF15 SSF16 SSF17

Appendix

Brain, CNS, Intracranial Gland

Bladder

Breast Other HER2 test HER2 Summary ER/PR/HER2
results 2010-2015 combo code
2010-2015 2010-2015

Conjunctiva

Corpus

Epiglottis

Esophagus



Site Specific Factors by Site Schema, Site Specific Factor Definition and Years Available

Site Schema SSF1 SSF2 SSF3 SSF4 SSF5 SSF6
Heart Grade for
Sarcomas
2011-2015
Lip, Oral Cavity and Pharynx Size of LNs
2011-2015
Lung Separate Tumor
Nodules -
Ipsilateral Lung
2010-2015
Lymphoma Symptoms @
Diagnosis
2011-2015
Mediastinum Grade for
Sarcomas
2011-2015
Melanoma of the Skin Thickness-Depth Ulceration Clinical Status of LDH
2011-2015 2011-2015 LN Mets 2011-2015
2011-2015
Mycosis Fungoides Peripheral Blood
Involvement
2011-2015
Peritoneum and Grade for
Retroperitoneum Sarcomas

2011-2015



Site Specific Factors by Site Schema, Site Specific Factor Definition and Years Available

Site Schema SSF7 SSF8 SSF9 SSF10 SSF11 SSF13

Heart

Lip, Oral Cavity and Pharynx

Lung

Lymphoma

Mediastinum

Melanoma of the Skin Mitotic
count/Rate
2011-2015

Mycosis Fungoides

Peritoneum and
Retroperitoneum



Site Specific Factors by Site Schema, Site Specific Factor Definition and Years Available

Site Schema SSF14 SSF15 SSF16 SSF17

Heart

Lip, Oral Cavity and Pharynx

Lung

Lymphoma

Mediastinum

Melanoma of the Skin

Mycosis Fungoides

Peritoneum and
Retroperitoneum
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Site Specific Factors by Site Schema, Site Specific Factor Definition and Years Available

Site Schema

Pleura

Prostate

Retinoblastoma

Soft Tissue

Testis

Vulva

SSF1

Pleural Effusion
2004-2015

PSA Lab Value
2011-2015

Extension Eval @
Enucleation
2010-2015

Grade for
Sarcomas
2011-2015

SSF3 SSF4

Pathologic CS

Extension

2004-2015
Radical
Orchiectomy
Performed
2011-2015

SSF5

Size of Mets in LNs
2011-2015
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Site Specific Factors by Site Schema, Site Specific Factor Definition and Years Available

Site Schema SSF7 SSF8 SSF9 SSF10 SSF11 SSF13
Pleura
Prostate Gleason Score on Gleason Score on

Needle Core Bx Prostatectomy

2011-2015 2011-2015

Retinoblastoma

Soft Tissue

Testis Post Orchiectomy
AFP Range
2011-2015

Vulva Laterality of

Regional LNs
2011-2015



Site Specific Factors by Site Schema, Site Specific Factor Definition and Years Available

Site Schema SSF14

Pleura

Prostate

Retinoblastoma

Soft Tissue

Testis

Vulva

SSF15

Post Orchiectomy
hCG
2011-2015

SSF16

Post Orchiectomy
LDH
2011-2015

SSF17

Extranodal
Extension of
Regional LNs
2011-2015
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. Complete definitions of each variable listed (except those fields without a NAACCR Item Number) can be found at:

North American Assoc. of Central Cancer Registries, Data Standards and Data Dictionary, Volume Il, Twentieth Edition, Version 16
https://www.naaccr.org/data-standards-data-dictionary/

W(CRS Coding Manual Data Dictionary

https://www.dhs.wisconsin.gov/publications/p0/p00832-chapter5.pdf

. Cases reported solely to WCRS by VA facilities are not included in any individual record level request; the MOU WCRS has with VA facilities
does not allow for that type of data release.

. Cases reported solely to WCRS by out of state cancer registries are not included in any individual record level request; the MOU WCRS has with
out of state facilities does not allow for that type of data release. Inquiries can be made directly to the out of state cancer registry

to receive permission for WCRS to release the data for the purpose of the study.

. Death certificate only cases (DCOs) are not included in any individual record level request as these cases are not confirmed by any medical source.
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Attachment 10 —Variable Request Justification Form, Wisconsin Cancer Reporting System (WCRS) Data

DEPARTMENT OF HEALTH SERVICES STATE OF WISCONSIN
Division of Public Health Office of Health Informatics
F-00980A (08/2018)

VARIABLE REQUEST JUSTIFCATION
WISCONSIN CANCER REPORTING SYSTEM (WCRS) DATA

Note: Request only variables necessary to meet study objectives. Requests for excessive and unnecessary variables result
in required modifications and delays in final approval. Only variables with justification completed on this form will be
considered for release. For detailed information on variable definitions, please refer to the WCRS Data Definitions 2018.

ORGANIZATION / INDIVIDUAL REQUESTING USE OF WCRS DATA

Name and Title — Study (Principal) Investigator

Organization (include branch, division, department, etc.)

Data Item Requested Justification for Request

WCRS Patient ID

WCRS Tumor ID

City — (Residence at Diagnosis)

State — (Residence at Diagnosis)

County — (Residence at Diagnosis)

Zip Code — (Residence at Diagnosis)

Census Tract

Race

Spanish / Hispanic Origin

Sex

Age at Diagnosis

Birth Date

Birth Place (1995-2011 cases)

Birth State (2012-2018 cases)

Birth Country (2012-2018 cases)

Sequence Number

Date of Diagnosis

Primary Site

Laterality

Histology

Behavior

Grade

Diagnostic Confirmation

Primary Payer

SEER Summary Stage

Treatment Status Summary

Date Treatment Started

Surgery of Primary Site

Reason for No Surgery

Radiation

Chemotherapy

Hormone

Immunotherapy (BRM)

Other Cancer-Directed Treatment

Date of Last Contact (Date of Death)



https://www.dhs.wisconsin.gov/publications/p00625-attachment-9.pdf
https://www.dhs.wisconsin.gov/forms/f0/f00980a.docx

Data Item Requested Justification for Request

Transplant or Endocrine Surgery

Surgery/Radiation Treatment Sequence

Surgery/Systemic Treatment Sequence

Vital Status

Cause of Death

Last Name

First Name

Middle Name

Maiden Name

Street Address at Diagnosis

CS Tumor Size

CS Extension

CS Tumor Size/Extension Evaluation
Code

CS Lymph Nodes

CS Lymph Nodes Evaluation Code

CS Metastases at Diagnosis

CS Metastases Evaluation Code

Site Specific Factors1-11, 13-17*

* Site Specific Factors (SSF) are only available for some sites and diagnosis years. Please refer to the SSF
Worksheet in WCRS Data Definitions 2018.
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