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PROVIDE A BRIEF SUMMARY OF THE CONTENT OF THE RULE:

The purpose of this rule is to implement the provisions of W. Va. Code §33-4A-1 et seq. providing for the
astablishment of an all-payer claims database.

SUMMARIZE IN A CLEAR AND CONCISE MANNER CONTENTS OF CHANGES IN THE RULE AND A STATEMENT OF
CIRCUMSTANCES REQUIRING THE RULE:

Amendments reflect changes to the rule's authorizing statute made in SB 390 in 2021.

SUMMARIZE IN A CLEAR AND CONCISE MANNER THE OVERALL ECONOMIC IMPACT OF THE PROPOSED
RULE:

A. ECONOMICIMPACT ON REVENUES OF STATE GOVERNMENT:

n/a

B. ECONOMIC IMPACT ON SPECIAL REVENUE ACCOUNTS:

n/a

C. ECONOMIC IMPACT OF THE RULE ON THE STATE OR ITS RESIDENTS:

n/a



D. FISCAL NOTE DETAIL:

Effect of Proposal Fiscal Year

2021 2022 Fiscal Year (Upon

Increase/Decrease |Increase/Decrease Full

{use "-") (use "-") impiementation)
1. Estimated Total Cost 0
Personal Services 0
Current Expenses 0
Repairs and Alterations 0
Assets 0
Other 4]
2. Estimated Total 0

Revenues

£. EXPLANATION OF ABOVE ESTIMATES (INCLUDING LONG-RANGE EFFECT):

n/a

BY CHOOSING 'YES', | ATTEST THAT THE PREVIOUS STATEMENT IS TRUE AND CORRECT.

Yes

April L Robertson - By my signature, | certify that { am the person authorized to file legislative
rules, in accordance with West Virginia Code §29A-3-11 and §39A-3-2.
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TITLE 114A
LEGISLATIVE RULE
SEGRETARY-OFTHE DEPARTMENT OF HEALTH AND HUMAN RESOURCESHMNSURAMNGE-COMMISSIOMNER,
ANDTHE-CHAR-OFFHE-HEALFH-GARE-ALTHORITY

SERIES 1
ALL-PAYER CLAIMS DATABASE -- DATA SUBMISSION REQUIREMENTS
§114A-1-1. General.

1.1. Scope. -- The purpose of this rule is to implement the provisions of W. Va. Code §33-4A-1 et
seq. providing for the establishment of an all-payer claims database.

1.2. Authority. -- W. Va. Code §33-4A-8.
1.3. Filing Date. -- Apri20—2012-

1.4. Effective Date. -- toyd-2042

1.5. Sunset Provision. — This rule shall terminate and have no further force or effect on August 1,
2027.

§114A-1-2. Definitions.

As used in this title rule:

2.1. "All-payer claims database" or "APCD" or "Act" means the program established pursuant to W.
Va. Code §33-4A-1 et seq. for the collection, management and release of medical claims data submitted
by health care payers.

2.2. "Accredited Standards Committee (ASC) X12" means the standards development organization
accredited by the American National Standards Institute (ANSI) that develops and maintains electronic
data interchange (EDI) standards and related documents for national and global markets, including
standards for insurance claims transactions, or any successor organization.

2.3.  "American National Standards Institute" or "ANSI" means the nonprofit membership
organization that acts as an administrator and coordinator of the United States private sector voluntary
standardization system consisting of public agencies and private organizations.

2.4. "APCD Council" means the collaborative effort convened and coordinated by the hstitutefor
Hoalth—Rolicy—ahd—Practice—{HHRRI—at—tha University of New Hampshire (UNH) and the National
Association of Health Data Organizations (NAHDO) that is focused on improving the development and
deployment of state-based all-payer claims database programs, including the development of a core
dataset common data layout for use by such programs.

5 5 "Chaie hochai £ th o Wact VicsiniaHealth-Care Authority.

2.6. "Commissioner" means the West Virginia Insurance Commissioner.
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2.7. "Data" means the data elements from enrollment and eligibility files, specified types of claims,
and reference files for data elements not maintained in formats consistent with national coding
standards.

2.8. "Data set" means a collection of individual data records and data elements, whether in
electronic or manual files.

2.9. "Data submitter" means a health care payer that the Commissioner has determined is subject
to the submission and reporting requirements of this rule for a given calendar year because it meets the
threshold of having paid or administered the payment of health insurance claims in this state for policies
for 500 or more covered lives in the prior calendar year and has not been exampted for cause from such

requirements by-theMOU-parties.

2.10. "Data processor” means any entity that performs data collection and data management
functions pursuant to a contract with—theMOUb—parties for purposes of the state’s all-payer claims
database.

2.11. "Health care payer" means any insurer or health maintenance organization licensed in this
state that pays medical benefits pursuant to a policy, certificate, or contract of health; any state and
federal government payers of such benefits; any workers’ compensation insurer; or any third-party
administrator that administers a self-funded health insurance plan.

2.12. "Health care provider" or "provider" means any physician, hospital or other person or
organization that is licensed or otherwise authorized in this state to furnish health care services.

2.13. "Medical claims file" means a data file composed of service level remittance information for
all non-denied adjudicated claims for each billed service including, but not limited to, member
demographics; provider information; charge/payment information; and clinical diagnosis/procedure
codes. The term includes data related to behavioral, mental health, or substance abuse treatment.

2.14. "Member" means a subscriber and the spouse, dependent or other persons covered by the
subscriber’s policy.

2.15. "Member Eligibility file" means a data file that contains demographic information for each
individual member eligible for medical or pharmacy benefits for one or more days of coverage at any
time during the reporting period.

2.17. "National Council for Prescription Drug Programs" or "NCPDP" means the standards
development organization accredited by the American National Standards Institute (ANSI) that develops
and maintains national standards for pharmacy payers and providers, including standards for the
pharmacy claim transaction, or any successor organization.

2.18. "Personal identifiers” means information relating to an individual member or insured that
identifies, or can be used to identify, locate, or contact a particular individual member or insured.

2.19. "Pharmacy claims file" means a data file containing service level remittance information from
all non-denied adjudicated claims for each prescription including, but not limited to member
demographics; provider information; charge/payment information; and national drug codes.
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2.20. "Secretary" means the Secretary of the West Virginia Department of Health and Human
Resources.

2.21. "Standards Development Organization” or "SDO" means an entity accredited by the American
National Standards Institute (ANSI), such as ASC X-12, National Council for Prescription Drug Programs
(NCPDP) and Health Level Seven (HL-7), that is responsible for maintaining the structure and control
elements of transactions, or any of its successors.

2.22. "Submission Manual” or "Manual® means the procedural rule promulgated pursuant to
subsection 4.2. of this rule that sets forth the required data file format, data elements, code tables, edit
specifications, thresholds required for a submission to be deemed complete, methods for submitting
data, submission schedules, and other information associated with the data submitters’ submission and
reporting duties.

2.23. "TPA" means a third-party administrator licensed by the Commissioner under W. Va. Code
§33-46-12 or §33-46-14 or registered with the Commissioner under W. Va. Code §33-46-13. A TPA that
administers claims for an ERISA plan is not required to submit data but may voluntarily submit data.

§114A-1-3. Determination of Health Care Payers Subject to Submission and Reporting Requirements;
Exemptions.

3.1. Presumptive data submitters:

3.1.a. Any health care payer is presumed to be a data submitter for any calendar year if it issued
a policy, certificate, or contract under which it paid medical ardfer or pharmacy claims_or both, to a
provider in this state in the immediately preceding calendar year; and

3.1.b. Any TPA is presumed to be a data submitter for any calendar year if it administered the
payment of medical ardfer or pharmacy claims, or both, on behalf of a self-funded health plan in the
immediately preceding calendar year. Self-funded employer plans governed by ERISA may decide
whether or not to submit their data.

3.2. The Commissioner shall maintain and publish on the Office of the Insurance Commissioner’s
website by April 1 of each year a list of data submitters and the periods with respect to which each must
report and submit data in accordance with this rule.

3.2.a. The Commissioner shall exclude from the list presumptive data submitters that, as
reflected in Offices of the Insurance Commissioner records, or as otherwise determined by the
Commissioner, did not pay or administer the payment of medical claims for 500 or more persons in the
preceding calendar year.

3.2.b. Any entity that believes it should not be included on the list for any given year, on the
ground that it did not meet the relevant 500-life threshold or that it is not a health care payer covered
by this rule, may dispute the Commissioner’s detarmination in accordance with the procedure set forth
in W. Va. Code §33-2-13.

3.2.c. The MOU—parties Secretary may grant an exemption for cause to any presumed data
submitter or class of presumed data submitters from all or some of the requirements of this rule. Cause
for an exemption includes but is not limited to the increased cost or difficulty in complying with the
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submission requirements or the marginal value of the data that would be reported by the exempt
payers.

3.3. Data related to the following claims and benefits are not subject to this rule:

3.3.a. Claims under policies providing coverage for only accident, disability, or a combination of
both; liability insurance or coverage issued as a supplement to liability insurance; credit only insurance;
coverage for on-site clinics; similar insurance where medical benefits are secondary or incidental to
other insurance benefits;

3.3.b. The following benefits if provided under a separate policy or certificate: limited scope
dental or vision; long-term care, nursing home care, home health care, community-based care, or any
combination thereof; coverage for only a specified disease or illness; or hospital indemnity or other fixed
indemnity insurance-—and;

3.3.c. Claims under Medicare supplemental policies.

3.4. Any data submitter that has contracted to have its reporting and submission duties under this
rule fulfilled by another person (including a TPA that administers that payer’s claims) remains
responsible for compliance with this rule regardless of the terms of any such contractual arrangement,
and such data submitter remains subject to the investigation and enforcement provisions of section 8 of
this rule notwithstanding that suspected or demonstrated noncompliance is attributable to the fault of
such other person with which the data submitter has an arrangement for submission and reporting.

§114A-1-4. Development of Submissicn Manual.

4.1. The prepesed Secretary shall develop and maintain an APCD Submission Manual that shall
include, at a minimum, the following:

4.1.a. Specifications based on existing standards for claims transactions developed and
maintained by standards development organizations, the National Association for Health Data
Organizations (NAHDO), or sueb-as-ANSL-ASC2Nard-NCPDP and+eferenced-by the APCD Council
sore—data—set. Where a standard does not currently exist or is not feasible for use, a standard shall be
established by the Commissioner Secretary afterconsutation-with-the-ARCB-Council-and-the-standing
advisere-board.

4.1.b. Reporting requirements related to submission of adjustment records, capitated service
claims, co-insurance/co-payments, coordination of benefit claims, denied claims and exclusions.

4.1.c. File format, data elements and mapping locators, and code value sources to be submitted
for each required file; and file transmission procedures, file testing, and run-out period;

4.1.d. A data submission schedule; and
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4.1.e. Data quality standards, including but not limited to thresholds for determining the
completeness and accuracy of a submitted file; and procedures for notifying data submitters of file
rejections; procedures and timelines for correcting or resubmitting files that do not meet quality
standards.

4.2. After a proposed Submission Manual has been developed, Commissiorer the Secretary will
adopt the same as a procedural rule as defined by W. Va. Code §28A-12{z} 29A-1-2(h}, subject to the
provisions of W. Va. Code §29A-3-1 et seq.

§114A-1-5. Submission Requirements.

5.1. Each data submitter shall submit to the Cermmissiorer Secretary or his or her designee & an
annual completed health care claims data set, including a member eligibility file, a medical claims file, a
provider file, and a pharmacy claims file for all members who are West Virginia residents, in accordance
with the requirements set forth in the Submission Manual.

5.2. If a data submitter is unable to meet the terms and conditions of this rule and the Submission
Manual due to circumstances beyond its control, a written regquest must be made to the MOU-parties
Secretary as soon as it is practicable after the data submitter has determined that an extension or
waiver is required. The written request shall include the specific requirement to be extended or waived,;
an explanation of the cause; the methodology proposed to eliminate the necessity of the extension or
waiver; and the time frame required to come into compliance. The decision of the MoU—partes
Secretary is not subject to further review.

§114A-1-6. Vendors.

6.1. The MOU-parties Secretary may enter into an agreement(s) with one or more data processors.
The agreement shall provide that the third-party designhee shall be strictly prohibited from collecting,
releasing, or using data or information obtained in its capacity as a collector and processor of the data
for any purposes other than those specifically authorized by the agreement.

§114A-1-7. Advisory Boards.

7.1. The MOH-partes Secretary shall establish a standing advisory board to provide input on the
various functions of the APCD. Such board shall be composed of the following persons:

7.1.a. Two persons desigrated-bythe-Commissiorer to represent data submitters;
7.1.b. Two persons desigpatedby-the-Chair to represent health care providers;

7.1.c. Two persons desisrated—by—the—Secretary to represent the interests of health care

consumers;

7.1.d. Two persons desighated—tby—the—Secratary from public andfer or private health care

research organizations, or both; and

7.1.e. The West Virginia Insurance Commissioner, the Director of the Public Employees
Insurance Agency or his or her designee, the Commissioner of the Bureau for Medical Services or his or
her designee, and the Director of the Children’s Health Insurance Program or his or her designee.




114ACSR1

7.2. The MBU-parties Secretary may appoint ad hoc advisory groups to study and report on various
issues.

7.3. Members of the standing advisory board or an ad hoc advisory group shall not be
compensated. Terms of membership will be determined according to the desigratirgparty Secretary,
but any member may be removed at any time by—theMOU party—that-desighated-suchtromber. Any

member may serve on more than one board simultaneously.

§114A-1-8. Enforcement; Examination; Penalties.

8.1. The Secretary shall notify the Commissioner of any health plan that fails to submit data.

8.2. The Commissioner may—actire—rdividualy—ereirty—with—ere—arboth—efthe—eatherMoU
partes; seek to enjoin any further violation of W. VVa. Code §33-4A-1 et seq. or this rule by filing a

petition in the Circuit Court of Kanawha County.

&2 8.3. The Commissioner may deny, suspend, or revoke the license of a TPA subject to this rule
for any violation of this rule or, in lieu of such action, impose a penalty pursuant of W. Va. Code §33-46-
17(d) in a sum not to exceed $10,000.

&3 8.4. Pursuant to the authority granted by W. Va. Code §33-2-3a, the Commissioner may
conduct an investigation of any person he or she has cause to believe is violating or has violated any
provision of W. Va. Code §33-4A-1 et seq. or this rule.

&-4- 8.5. The Commissioner may conduct an examination of any insurer or TPA subject to this rule
pursuant to W. Va. Code §33-2-9 to determine compliance with the provisions of W. Va. Code §33-4A-1
et seq. and this rule. The costs of such examination may be assessed against the insurer or TPA.

8-5- 8.6. The Commissioner may, in addition to or in lieu of any other sanctions, impose a penalty on
any data submitter for failure to comply with the submission requirements of this rule in an amount not
to exceed $100 per day for the first two weeks of non-compliance and $500 per day thereafter, not to
exceed a maximum of 525,000 per any single occurrence.

§114A-1-9. Data Collection Privacy and Security Requirements.

9.1. Data submitters shall transmit all data to the Secretary or his or her desighee using a secure
method approved by DHHR.

9.2. Transmission of the data from each data submitter to the APCD shall be in a secure manner
that prevents unauthorized access and ensures authenticity, confidentiality, and integrity. This data
transmission shall be secured to the level required by the HIPAA Security and Privacy Rules, 45 CFR §
164.102 et seq. and shall be encrypted per NIST Special Publication 800-52 Rev.2, Guidelines for the
Selection, Configuration, and use of Transport Layer Security Implementations, August 2019, NIST
Special Publication 800-77 Rev.1, Guide to IPsec VPNs, June 2020, or NIST Special Publication 800-113,
Guide to SSL VPNs, July 2008, or others which are Federal Information Processing Standards 140-3,
March 2019, validated, all as amended or superseded.

§114A-1-10. Data Retention and Initial Use and Disclosure Privacy and Security Requirements.
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10.1. The APCD program shall retain the data in a secure manner that prevents unauthorized access
and ensures confidentiality, integrity and availability of all data transmitted to the APCD, at the levels
required by the HIPAA Security and Privacy Rules, 45 CFR § 164.102 et seg. and shall be encrypted per
NIST Special Publication 800-111, Guide to Storage Encryption Technologies for End User Devices,
November 2007, as amended or superseded.

10.2. The Secretary shall assess the completeness and quality of data submitters’ submissions in
order to determine compliance with established data reporting requirements and standards. The
Secretary shall disclose data back to the respective data submitter, where the completeness and guality
review indicates a problem with the data, and such disclosure is required to facilitate the data collection
process. For purposes of completeness and quality assessment, all personal identifiers shall remain
encrypted. Results of the completeness and guality assessments may be shared with the APCD's

Advisory Board.




