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Summary of Public Comment and Agency Response:


The 60-day public comment period ended on December 31, 2010.  The Department received one comment letter from Lisa Stewart Albright, Esq. of Archer and Greiner, P.C., Princeton, New Jersey on behalf of a client.  The Department then extended the public comment period for an additional 30 days, which ended on February 26, 2011.  No comments were received during this additional comment period.

COMMENT: The commenter, representing a New Jersey ambulatory care facility that specializes in diagnostic imaging services, requested clarification from the Department regarding whether the rules at N.J.A.C. 8:57A apply to facilities that solely provide imaging services, or imaging centers.  The commenter states that the definition of “health care facility” at N.J.A.C. 8:57A-1.3 expands the scope of the rules to imaging centers.  The commenter states that the definition of “health care facility” is particularly problematic as the term is used at N.J.A.C. 8:57A-1.5(a).  The commenter believes that most imaging centers do not report generally to the Cancer Registry at this time.  The commenter refers to New York, Pennsylvania and Florida as states that do not require imaging centers to report to a cancer registry. The commenter suggested that the Department make the following two revisions to the rules:  

1. Revise the definition of “health care facility” in N.J.A.C. 8:57A-1.3 to specifically exclude diagnostic imaging centers that do not provide definitive diagnoses or radiation treatment; and 

2. Revise the New Jersey State Cancer Registry (NJSCR) Abstract Instruction Manual for Physicians, Ambulatory Care Centers and Radiation Treatment Facilities 2008 by removing from the “Reportable Cases” section the fourth bullet point, which reads “If the following ambiguous terms are used to describe a cancer, it must be reported: apparent(ly), appears, appears to, comparable with, malignant appearing, consistent with, most likely, probable, suspected, suspicious, presumed, favor(s), typical of.”
The commenter noted that her client supports the maintenance of the New Jersey State Cancer Registry as a vital way to protect public health.


RESPONSE: The Department appreciates the general support of the commenter’s client.  The Department disagrees with the comments about the definition and use of the term “health care facility” and the proposed revisions.  N.J.A.C. 8:57A-1.1(c) establishes that the subchapter applies to “All health care facilities. . .that diagnose or treat cancer patients. . . .”  The definition of “health care facility” and the use of the term at N.J.A.C. 8:57A-1.5(a) and elsewhere in the chapter is limited by the requirement that the facility only has to comply with the rules if it diagnoses or treats cancer patients.  The rules do not apply to facilities that solely provide imaging services and that do not provide definitive diagnoses and/or treatment.  The Department does not believe it is necessary to specify every type of health care facility that the rules do not apply to in the definition at N.J.A.C. 8:57A-1.3.  

The Department disagrees with the proposed revision of the NJSCR Abstract Instruction Manual for Physicians, Ambulatory Care Centers and Radiation Treatment Facilities 2008.  The Department finds the words in the fourth bullet point referenced in the comment above necessary to screen out cases of potential disease that do not meet the level of certainty for inclusion in the cancer registry.  The terms in the fourth bullet point are not arbitrary, rather they are included in the reference materials produced by national organizations, including the National Cancer Institute’s Surveillance, Epidemiology, and End Results (SEER) Program Coding and Staging Manual 2010, which is available at the following website:  http://seer.cancer.gov/manuals/2010/SPCSM_2010_maindoc.pdf, and the American College of Surgeons’ Commission on Cancer’s Facility Oncology Registry Data Standards (FORDS) Manual, which is available at the following website:  http://www.facs.org/cancer/coc/fordsmanual.html.  The Department makes no change on adoption.
Federal Standards Statement


The Department readopts the rules at N.J.A.C. 8:57A with amendments and adopted new rules pursuant to the authority of N.J.S.A. 26:2-104 through 109, particularly 26:2-106b.  Nevertheless, there are Federal laws and standards that are applicable to cancer registries and the rules at N.J.A.C. 8:57A.   


The Cancer Registries Amendment Act, Pub. L. 102-515, enacted October 24, 1992, authorizes the Secretary of the US Department of Health and Human Services to make grants to states to support the collection of cancer data by the operation of statewide cancer registries.  Section 3 of the Act, codified at 42 USC § 280e, specifically conditions grant eligibility on a state’s promulgation of statutes and regulations implementing its cancer registry.  42 USC § 280e(c)(2)(D) provides that a state’s regulations must: 1) require reporting of newly diagnosed cancer cases by hospitals and other health-care facilities; 2) require reporting of cancer cases by physicians and other health-care practitioners; 3) guarantee access by the statewide cancer registry to all records of medical status of persons with cancer; 4) require the use of standardized reporting formats; 5) ensure confidentiality of cancer case data; 6) allow use of confidential case data by certain researchers; 7) authorize the conduct of studies using cancer registry data; and 8) ensure protection of persons complying with the law from liability.  The readopted rules with amendments and the adopted new rules meet and do not exceed these requirements, thereby making the Cancer Registry eligible for Federal funding under the National Program of Cancer Registries funded by the Centers for Disease Control and Prevention.

The Benign Brain Tumor Cancer Registries Amendment Act Pub. L. 107-260, signed on October 29, 2002, requires state cancer registries participating in the National Program for Cancer Registries to collect data on benign and borderline tumors of the central nervous system in addition to the previously required data on malignant tumors.  The readopted rules with amendments and the adopted new rules meet but do not exceed this Federal standard.  
Full text of the readopted rules may be found in the New Jersey Administrative Code at N.J.A.C. 8:57A.

Full text of the adopted amendments and new rules follows (additions to proposal indicated in boldface with asterisks *thus*; deletions from proposal indicated in brackets with asterisks *[thus]*):

The official version of any departmental rulemaking activity (notices of proposal or adoption) are published in the New Jersey Register or New Jersey Administrative Code.  Should there be any discrepancies between this document and the official version of the proposal or adoption, the official version will govern.


