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Chapter 408
Certificate of Qudity Assurance of Managed Care Hedth Insurance Plan Licensees.

PART I.
Definitions and Generd Information

12 VAC 5-408-10 Definitions.

Thefollowing words and terms, when used in this regulation, shal have the following meaning unless the
context clearly indicates otherwise:

hedth insurer or |ts des qnated UtI|I26tI on review organi zat| on that arequeﬂ for an admission, continued

stay or other hedlth care service has been reviewed and, based upon the information provided: i) does
not meet the insurer=s requirements for medical necessity, ii) is not acovered sarvice, or iii) exceeds the
benefit limits of a covered service. As aresult of the adverse decision, the requested service is denied
coverage, or is approved, but at alesser level than was requested].

AApped @means aforma request by an enrollee or a provider on behdf of an enrolleefor
reconsderation of adecision, such as a utilization review recommendation, a benefit payment, an
adminidrative action, or aqudity-of-care or service issue.

ABasic hedth care services@means those hedlth care serviced |, as applicable to the type of managed
care hedth insurance plan,] described in ' 38.2-5800 of the Code of Virginiawhich are required to be
provided, arranged, [payed paid for], or rembursed by the managed care hedlth insurance plan licensee
for its covered persons.

ABoard@means the Board of Hedth.

"Bureau of Insurance' means the State Corporation Commisson acting pursuant to Title 38.2 of the
Code of Virginia

ACenter@means the Center for Quality Hedth Care Sarvices and Consumer Protection of the Virginia
Department of Hedlth.
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"Complant" means awritten [er-oral & \
on-behafof an-enrollee communication from acovered person pri manly expressng agrievance. A
complaint may pertain to the avallability, ddivery, or qudity of hedth care servicesincluding adverse
decisons, daims payments, the handling or reimbursement for such services, or any other matter
pertaining to the covered person’s contractual relationship with the MCHIP. A complaint pertaining to a
covered person’s request that the health plan reconsider adenia of coverage for, or reimbursement of,
asaviceis considered an apped ]

ADepartment @means the Virginia Department of Hedth.

ADisease management program@means an integrated popul ation based system approach to ddiver
hedlth care services. Disease management programs use information based processes to improve the
entire continuum of care, from prevention and patient education, to diagnosis and treatment, to follow-
up and ongoing maintenance, with the intention of producing the best clinica outcomes. A disease
management program performs the following functions. (i) dassfying patients by disease date; (i)
identifying patients with specific chronic diseases in a covered population, (iii) encouraging intervention
a the most beneficid medicd junctures, (iv) offering long-range strategies to prevent and control each
disease, (V) providing feedback on outcome to physicians, and (vi) emphasizing preventive care and
patient education.

AEmergency sarvices@means those hedth care sarvices that are rendered by affiliated or nonaffiliated
providers after the sudden onset of a medica condition that manifests itsdf by symptoms of sufficient
severity, including severe pain, that the absence of immediate medical attention could reasonably be
expected by a prudent layperson who possesses an average knowledge of hedth and medicine to result
in (i) serious jeopardy to the menta or physica hedth of theindividud, (ii) danger of serious imparment
of theindividua=s bodily functions, (iii) serious dysfunction of any of the individua=s bodily organs, or
(iv) in the case of a pregnant woman, serious jeopardy to the hedlth of the fetus. Emergency services
provided within an MCHIP=s service area shall include covered hedth services from nonaffiliated
providers only when delay in receiving care from a provider affiliated with the MCHIP could reasonably
be expected to cause the enrollee=s condition to worsen if |eft unattended.
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Hnsdrance plan-under Title 382 of the Code of \irginia a subscriber, policyholder, member, covered
person, or dependent, as the case may be, under a policy or contract issued or issued for delivery in
Virginiaby a managed care hedth insurance plan licensee, insurer, health services plan, or preferred
provider organization].

"BEvidence of coverage' means any cetificate, individua or group agreement or contract, or
identification card or rdated document issued in conjunction with the certificate, agreement or contract,
issued to an enrollee setting out the coverage and other rights to which an enrollee is entitled.

"Find adverse decison" means autilization review determination made by a physcian advisor or peer of
the treating hedlth care provider in areconsderation of an adverse decison, and upon which a provider
or patient may base an apped

AlFRdlly aecredited Full accreditation] @means the highest or most comprehensive level of accreditation
granted as defined by the nationdly recognized accrediting bodly.

AHedth care data reporting sysem@means the state contracted integrated system for the collection and

analysis of data used by consumers, emplovers, providers, and purchasars of hedth care to continuoudy
asxss and improve the qudity of hedth care in the Commonwed th.

"Managed care hedth insurance plan” or AM CHIP@means an arrangement for the ddivery of hedth
carein which ahedth carier asdefined in ' 38.2-5800 of the Code of Virginia undertakes to provide,
arange for, pay for, or reimburse any of the cogts of hedth care services for a covered person on a
prepaid or insured basis which (i) contains one or more incentive arrangements, including any
credentiding requirements intended to influence the cost or level of hedth care services between the
hedlth carrier and one or more providers with respect to the ddivery of hedth care services and (i)
requires or creates benefit payment differentid incentives for covered persons to use providers that are
directly or indirectly managed, owned, under contract with or employed by the hedlth carrier. Any
hedlth maintenance organization as defined in ' 38.2-4300 of the Code of Virginiaor hedth carrier that
offers preferred provider contracts or policies as defined in ' 38.2-3407 of the Code of Virginiaor
preferred provider subscription contracts as defined in ' 38.2-4209 of the Code of Virginiashdl be
deemed to be offering one or more managed care health insurance plans. For the purposes of this
definition, the prohibition of baance billing by a provider shdl not be deemed a benefit payment
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differentid incentive for covered persons to use providers who are directly or indirectly managed,
owned, under contract with or employed by the hedth carrier. A single managed care hedth insurance
plan may encompass multiple products and multiple types of benefit payment differentids, however, a
single managed care hedth insurance plan shal encompass only one provider network or set of provider
networks.

"Managed care hedlth insurance plan licenseg" or Alicensee@means a hedth carrier subject to licensure
by the Bureau of Insurance [and to qudity assurance certification by the department] under Title 38.2 of
the Code of Virginiawho is responsible for amanaged care hedth insurance plan in accordance with
Chapter 58 (' 38.2-5800 et seq.) of Title 38.2 of the Code of Virginia

AMedica necessty@or Amedicaly necessary@means appropriate and necessary hedlth care services
which are rendered for any condition which, according to generally accepted principles of good medical
practice, requires the diagnosis or direct care and treatment of an illness, injury, or pregnancy-related
condition, and are not provided only as a convenience.

"Person” means any individud, aggregate of individuals, aion, business, company, corporation,
joint-stock company, Lloyds type of organization, other organization, partnership, receiver, reciproca
or inter-insurance exchange, trustee or society.

APlan of correction@means a M CHIP=S written plan—appreved-by-the department.] that outlines the
action the MCHIP will take to address compliance issues identified during an administrative review or
on-sSite examination conducted by the department.

APreferred provider organization@or “ PPO” ]means a managed care hedlth insurance plan that does
not require covered medical services to be coordinated or managed through a primary care physician. A
managed care hedlth insurance plan licensee that is respongble for a managed care hedlth insurance
plan, commonly recognized as a Apreferred provider organization, @may delegate by contract to
provide dl or some of the preferred provider [system organization] components, which include the
provider network, utilization review, credentiding, and daims adminigtration, while retaining direct
contact with the enrollee regarding the coordination of benefits.

ASearvice area@means a geographic areaas defined in ' 38.2-5800 of the Code of Virginia

ATimdy@means the provison of sarvices o as not to impair or jeopardize the integrity of the
enrollees= diagnosis or outcomes of illness.
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"Treating hedlth care provider" or "provider" means alicensed hedth care provider who renders or
proposes to render hedlth care services to an enrollee

"Utilization review" means a system for reviewing the necessity, appropriateness, and efficiency of
hospital, medical or other hedlth care services rendered or proposed to be rendered to a patient or
group of patients for the purpose of determining whether such services should be covered or provided
by an insurer, hedth services plan, managed care hedth insurance plan licensee, or other entity or
person. For purposes of this chapter, "utilization review™ shall include, but not be limited to,
preadmission, concurrent and retrogpective medica necessity determination, and review related to the
appropriateness of the ste at which services were or are to be ddivered. "Utilization review" shdl not
include (i) review of issues concerning insurance contract coverage or contractua restrictions on
facilities to be used for the provison of services, (ii) any review of patient information by an employee of
or conaultant to any licensed hospitd for patients of such hospitd, or (iii) any determination by an insurer
as to the reasonableness and necessity of sarvices for the treatment and care of an injury suffered by an
insured for which reimbursement is claimed under a contract of insurance covering any classes of
insurance defined in ' ' 38.2-117 through 38.2-119, 38.2-124 through 38.2-126, 38.2-130 through
38.2-132 and 38.2-134 of the Code of Virginia

"Utilization review entity" or "entity" means a person or entity performing utilization review.

"Utilization review plan" or "plan” means awritten procedure for performing a utilization review.

12 VAC 5-408-20 Responghility of the Department.

A. The Code of Virginia dlows the Board of Hedth to adopt regulations for the
certification of qudity assurance for managed care hedlth insurance plans licensees. The Department of
Hedlth is charged with the responghility for examining the qudity of hedth care services provided by
managed care hedth insurance plans [licensees] according to regulations adopted by the board and any
additiond reguirements that may be specified by the Code of Virginia. The Center for Quality Hedth
Care Sarvices and Consumer Protection acts as agent for the department for certifying managed care
hedlth insurance plans, which indludes investigating complaints made against a MCHIP [licensed].
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B. In developing or revising these regulaions, the department adheres to the requirements
of the Adminigtrative Process Act (' 9.6-14:1 of the Code of Virginia) and the public participation
process. The Department solicits input from M CHIPs, associations of MCHIPs, providers, expertsin
related fidds, advocacy organizations, consumers and the generd public in the development or revision
of this chapter through informa and forma comment periods and public hearings.

C. The department shall coordinate its activities with the Bureau of Insurance to ensure an
appropriate leve of requlatory oversght and to avoid undue duplication of effort or regulation.

D. The department will be guided by its own interpretive guiddines when determining
compliance with this regulation.

12 VAC 5-408-30 The catificate of quality assurance.

A. A catificate for quality assurance shall be issued [for to] managed care hedth insurance
plan licensees. The department shall issue or renew a certificate of qudity assurance if the MCHIP
licenseeisin compliance with the applicable law and this chapter.

B. No certificate of qudity assurance may be trandferred or assigned without approva of
the department.

C. Every certified MCHIP licensee shdl file for its certificate of quality assurance with the
department biennidly, subject to payment of afee and recapt of al materia required by law and this

chapter.

D. Upon request, the center will provide an application form for a certificate of quaity
assurance. The Center shdl consider the application complete when al the information requested and
the application fee are submitted [with-thereguiredform). If the center finds the application incomplete,
the gpplicant will be natified in writing of receipt of the incomplete application.

E. The department shal send an application for renewa of a certificate to the licensee at
least 60 days prior to the expiration date of the current certificate.

F. The department shal examine or review each gpplicant for an initid certificate of quaity
assurance and periodicdly for renewa thereof.
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G. Upon the issuance or renewd of a certificate, the department shall provide a certificate
of quality assurance to the MCHIP licensee and a copy to the Bureau of Insurance.

H. Upon determining to deny or refuse to renew a certificate, the department shdl notify
the applicant in writing stating the reasons for the deniad of the certificate. A copy of the natification of
denid shdl be provided to the Bureau of Insurance.

I. Appeds from anatification of denia shal be brought by a certificate gpplicant pursuant
to the process st forth in 12 VAC 5- 408-140.

12 VAC 5-408-40 Fees.

A. The center shdl collect afeefor each initid gpplication and each renewal application.
Fees shdl accompany the application and are not refundable.

B. Fees shdll be sufficient to cover reasonable cods for the adminigration of the quaity
assurance program.

C. Fees shdl be based upon a percentage, not to exceed 1/10 of 1%, of the proportion of
direct gross premium income on business done in this Commonwedth attributable to the operation of
managed care health insurance plans in the preceding biennium not to exceed $10,000 per licensee.

After July 2000, new applicants proposing to offer MCHIP plansin the Commonwedth shal be
assessed aflat fee of $5,000 for the initial application.

12 VAC 5-408-50. Preferred Provider [ Organtzation-Exemption Organizations].

A. Managed care hedth insurance plan licensees [-when-operating that operate] a
preferred provider organization as defined in this chapter[;] must comply with [all-efthe provisensof
this-chapterwith-the-exception-of} the following [sectiond]:

1 [E2VAC5-408-220 Parts| (12 VAC 5-408-10et seq.) and Il (12VAC 5
408-160 et seq.)];
2. [E2VAC5-408-250-and-12 WVAC-5-408-290; Part [11 (12 VAC 5-408 220

et seq.)];
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3. [Part V(12 AC 5-408-300-et-seg) Sections 12 VAC 5-408-260 through
12 VAC 5-408-280]; and

4. [Parts VI (12 VAC 5-408-320 et seq.) and V11 (12 VAC 5-408-370 et seq.)]
of this chapter.

B. In lieu of compliance with [theregulations-neted subdivisons A 2 through 4] in
subsection A of this section, the licensee shal demondirate that the preferred provider organization [isiA
compliancewith-one-of the following operates in comformity with the sandards of one of the following]:

1 The Health Networks Standards, Version 3.0 [or the Hedlth Plan Standards
(Verson 3.0 whichever is applicable to the type of PPO], of the American Accreditation HedthCare
Commisson/URAC [forHedth-Networks];

2. The Joint Commission on Accreditation of Hedthcare Organizations=
Accreditation Manud for Preferred Provider Orqanlzatl ons ( 1997) or

3 -. har N
erqaqr%etrenseeeqmed-by—theelqeaﬁmeqt Accreditation standads specrfrcdly governing health qudrty
improvement processes for PPOs issued by other nationally recognized organizations accepted by the

d ment.

depertment Accredltatlon is not required to meet the regui rements of subsectl on B unless the MCHIP
licensee operates a PPO and desires its PPO to be exempt from the comprehensve ongite examination
described in section 12 VAC 5-408-90. The licensee mugt follow the provisions of 12 VAC 5-408-
100 to be digible for exemption from examination).

12 VAC 5-408-60 Generd examination process

A. MCHIP licensees shdl be examined or reviewed by the department according to
Artide 1.1 (" 32.1-137.1 et s2qg.) of Chapter 5 of Title 32.1 of the Code of Virginiato:

1 Verify that aMCHIP gudifiesfor aninitid or renewd cetificate of qudity
assurance;

2. Investigate a complaint filed againg a MCHIP [licensed];

3. Determine compliance with this chapter and gpplicable law; and
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4. Determineif the MCHIP [licenseg] has successfully implemented corrective
action following an examination, or as aresult of disciplinary action, or sanction.

B. Examinations shdl be conducted ongite at a [MCHHRP=s headguarters MCHIP
licensee' s offices] and at the site of any contractors. At its discretion, the department may chooseto
conduct an adminigtrative review to evauate the MCHIP for compliance with applicable law and this
chapter. The MCHIP=s examinaion may aso include contractors with whom the licensee has
agreements, contracts, or other arrangements to provide hedth care services for the MCHIP.

C. Any examiner authorized by the department shdl, so far as necessary for the purposes
of the examination or review, have access during regular business hours to the premises and to any
books, records, files, or property of the licensee asfar asthey directly rdate to the qudity of care
provided by the MCHIP [licensed].

All materia copied, recorded, or received by the department from the MCHIP [licensee]shall
be privileged and confidentid and shdl not be subject to subpoena

D.  TheMCHIP licensee shal be respongble for ensuring that dl examinaion materids are
submitted to the department at the time specified for submission and that they are complete. Fallure to
submit dl of the examination materids as required may ddlay processang or_result in the denid of the
issuance or renewd of the quality assurance certificate.

E A summary report of a MCHIP licensee=s examination shall become part of the
department=s public file on the MCHIP. A copy of the summary report shal be provided to the Bureau
of Insurance.

F. The department shall consider aMCHIP licensee=sinitid examindion for a certtificae
of qudity assurance as a basdline evauation of the MCHIP=s qudity improvement program in order to
determineif it has the structure, organization, and policies and procedures in place to provide and
support qudity improvement activities. If the MCHIP [licensee] has been operating outsde the
geographic boundaries of Virginia, it shdl demondrate that it has arecord of successfully implementing
its qudity improvement program to the benefit of the enrolleesthat it serves.

G. Information provided during any examination conducted regarding compliance with this
chapter shall be accurate and truthful. The MCHIP [licensee] shal not provide the department with
fagfied information during any aspect of the examination process. The department shal condrue any
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effort to provide fadfied information as violation of the satute, and the MCHIP [licensee] shdl be
aubject to disciplinary action. Fagfication is defined for the purpose of this chapter asfabrication, in
Wholeor |n part of any mformatlon prowded by the MCHIPor the MCHIP licensee [to-ncludebut

H. The refusa of any licensee, by its officers, directors, employees or agents, to submit to
examination or review or to comply with any reasonable written request of the examiners shdl be
grounds for suspension, revocation, denid, or nonrenewd of a certificate of quality assurance held by
the licensee.

12 VAC 5-408-70 Adminigrative review

A. [Hamestgtanees; | Theinitid examination shdl be an adminidrative review of the
application for cartificate of quality assurance and supporting documentation that incudes:

1 Theitemsliged inf[subdivisons F, G, H, and | of] 12 VAC 5-408-160 [F];

2. A copy of the most recent accreditation report [if applicable Jissued to the
MCHIP or to the MCHIP=s licensee from anaionaly recognized accreditation organization that
evauates the quality of hedlth care sarvices provided by hedth care plans. The written corrective action
responsg, if any, shal dso be submitted;

3. A copy of the most recent report of an examination of [the quality of hedth care
provided by] the MCHIP under smilar laws and regul ations [geverning-managed-care plans] of another
state [er-states| and a copy of the written corrective action responsg, if any; and

4. The mod recent report of any examination of the gudity of hedth care provided
by the MCHIP issued by afederd regulatory agency [with smilar laws and regulations]. The written

corrective action plan, if any, shal aso be submitted.

The department shdl dso consder any information that the Bureau of Insurance, inits review of
the MCHIP licensee=s application for [insurance] licensure, determines is pertinent to the department=s
examination for issuance of a certificate of quaity assurance. The department [shdl may] coordinate
with the Bureau of Insurance to obtain information [necessary-to-complete that may assd] its review.




VIRGINIA DEPARTMENT OF HEALTH Page 11 of 47

REGULATIONS FOR THE CERTIFICATION OF QUALITY ASSURANCE OF MANAGED CARE HEALTH
INSURANCE PLANS LICENSEES

B. The adminidrative review examination shal be conducted within 45 business days of the
receipt of [dl] the documentation reguired by the department. The MCHIP licensee shdl be notified in
writing if additiond information is needed to darify the information submitted and the specific time
period in which to submit the materids.

C. The MCHIP licensee shdl be natified of the results of the adminigrative review
examination within 60 business days from the receipt by the department of al of the required documents
[and rdlated information].

[ The department, at its discretion, may extend, for up to an additiona 30 days, the period of
time within which to approve or disapprove the information submitted. Licensees shal be natified in
writing of any such extensonsl]

D.  Thedepatment, a its discretion, may conduct an onsite examingation of the [MGHHP=s
MCHIP licensee 5] quality improvement program or aspects integral to the quality improvement
program if, during its conduct of the administrative review examination, the department determines that
an ondte examination is warranted in order to determine the [MCHIP=s MCHIP licensee' g
compliance with applicable law or this chapter.

E. Licensees with MCHIPs that successfully complete the examination shdl beissued a
catificate of quality assurance. Licensees with MCHIPs that do not successfully complete the
examination shdl be denied a cettificate of quality assurance.

12 VAC 5-408-80 Renewad application.

A. Every MCHIP licensee shall request renewd of its certificate of quality assurance
biennidly with the department. The purpose of the renewd examination shal be to determineif the
M CHIP has maintained compliance with applicable laws and regulations since the lagt certificate of
quality assurance was issued or renewed, and whether the MCHIP is making substantive progressin
medting its qudity improvement [expectations gods as st forth in its qudity improvement plan).

Fallure of the MCHIP Ilcensee to adequatdly document that [quud—W—meFwemeqt—pFeqmms
dynamicratherthan gatic a : sthe MCHIP's
quality improvement program has measurably improved the quality of care received by its enrollees over
time, as assessed through generaly-accepted datisticd indicators of dinica qudity] will be afactor in
the renewd of the certificate of qudity assurance.
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B. The renewd examination shdl indude an adminigrative review of the renewa
application and supporting documentation that includes.

1 Theitemsliged in [subdivisons F, G, H, and | of] 12 VAC 5-408-160 [F];

2. The annua complaint reports;

3. The MCHIP=sformd written evauations of its qudity improvement program
expectations for the time period since the MCHIP=s lagt goplication for a certificate of qudity
assurance;

4. A copy of the most recent accreditation report [, as applicable,] issued to the
MCHIP or to the licensee from a nationdly recognized accreditation organization that evduates the
quality of hedth care services provided by hedth care plansif the report was issued after the issuance
of the current certificate from the department. The written corrective action plan in response to the
report, if applicable, shal dso be submitted:

5. A copy of the mogt recent report of an examination of the [qudity of care of
the] MCHIP under smilar laws or regulations [geverning-mranaged-care plans] of another state or date
regulatory agency in which the MCHIP is domiciled that was issued since the ceartificate of qudity
assurance was last issued or renewed; and

6. A copy of the report of any examination of the MCHIP by afederd regulatory
body[, with smilar laws and requlations,] issued since the certificate of qudity assurance was last issued
or renewed.

C. In addition, the department shal consider the following in its renewa examination:

1. The report of any comprehensive onsite examination of the MCHIP if one was
conducted during the renewad period;

2. Any disciplinary actions or sanctions issued by the department pursuant to
' 32.1-137.5 of the Code of Virginiaor this chapter, or by the Bureau of Insurance in keeping with
' 32.1-137.2 E of the Code of Virginia; and

3. A summary report of the andlyss of any data provided to the Hedlth Care Data
Reporting System.

12 VAC 5-408-90 Comprehensve Ondte Examination

A.  Thecomprehensive ongte examination represents a periodic guality improvement
evauation process designed to vaidate that not only does the MCHIP have appropriate syssemsin
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place to ensure qudity of hedth care, but that the sysems are successfully implemented and result in the
improvement of enrollees= health outcomes and the ddivery of thelr care,

B. A comprehens ve ondte exami natl on shdl be conducted [at-Leest-eneee;es/—hNe—yea:s

i3 trlennldly except for MCHIPsthat
mest the cntenaspecnfled in 12 VAC 5408 100 perta ning to nationdly recognized accreditation.

tdéeq-tmespensetetheeeaqm-nahen-@alt% At the request of the MCHIP licenseein aqreement W|th
the department following the completion of an initid adminidrative review examination for catification in
order to document any corrective action taken in response to the |n|t|d examl nation.]

At the department’ s discretion and in response to complaints againgt the MCHIP licensee or the
MCHIP, the department may expand a complaint investigation to a comprehensve examingtion to
determine compliance with the MCHIP laws and regulationsiif it appears that enrollees hedlth and
safety may be jeopardized.]
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D.  TheMCHIP licensee shdl be natified in writing at least 60 days in advance of the
comprehensive ongte examination and shall be provided with information regarding the parameters of
the examinaion.

Thefind determination of when a comprehensve ongte examination shal be conducted rests
with the department. However, the department will take into congderation mitigating circumstances
presented by the MCHIP licensee.

E The MCHIP licensee or the department may request a pre-examination conference for
the purpose of discussing preparations for the examination. The conference shdl not be used for
determining whether a plan needs to be examined or the frequency of an ondte comprehensive
examination.

F. In the period before the comprehensive ongte examination, the department shdl
conduct or arrange for member satisfaction input regarding the plan by conducting or reviewing the
results of a member satisfaction survey or by making examiners available to receive comments from
enrolless following notice to enrollees and providers of a scheduled examination through public notice to
the plares enrollees, of upcoming examinaions. The plan shdl provide the department with the member
mailing list for Virginiaenrollees, upon requed, to be used to select samples of the plan=s membership
for the surveys or for public notice of the examination.

G.  The MCHIP shdl be natified of the results of the comprehensive ongite examination
within 60 business days of thefind day of the examination. The department may choose to notify the
plan earlier than 60 days and require immediate corrective action or initiate adminigrative disciplinary
hearings for findings of serious or substantid noncompliance with the law or the regulations that could
jeopardize enrollees= hedth or sofety.

H. Depending on the examination findings, the department [may shdl]:

1 Require a corrective action plan [as specified in 12 VAC 5-408-110] with a
time frame in which corrective action shal be completed and verified by the department;
2. Proceed with disciplinary action or sanctions [as specified in 12 VAC 5-408-

140]; or
3. Notify the MCHIP that it is fully and completely in compliance with dl
applicable requlations.
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[l. If the licensee applicant has achieved full accreditation from anationaly recognized
accreditation entity recognized by the department, the applicable MCHIP will be exempt from the
comprehendve examingation following receipt of dl accreditation findings. |

12 VAC 5-408-100 [ h, '
recognized accreditation organizati on]

taExamination by anaiondly

Thedepa’tment [ma/shdl] accept theexammatlon of aMCHIP Ilcensee or MCHIPby anatlondly

recognized hedth quality improvement accreditation organization approved by the department in lieu of
the triennid comprehensive onsite examination described in 12 VAC 5-408-90 under the following

conditions):

l. The MCHIPisfully accredited by a nationdly recognized accreditation
organization that evaduates the qudity of hedth care provided by managed care plans and the
accreditation organization is accepted by the department [The MCHIP licensee or its MCHI P receives
a leadt full accreditation or the equivadent by an accrediting organization. One year, conditiona or
provisond accreditation shdl not be considered acceptable for meeting this regulation. MCHP licensees
or MCHIPsthat are denied accreditation shdl be subject to examination by the department unless full
accreditation is achieved. MCHIP licensees whose plans are fully accredited are considered exempt
only from thetriennid examination by virtue of their accreditation but are not exempt from compliance
with this requlation.]

chapter The MCHI P Ilcensee shail releeseto the depatmmt any and dl reports, Ietters memorandum

issued by the accrediting organization to the licensee regarding the MCHIP concerning the
organization's evaluation of the MCHIP s compliance with accreditation Standards. Any written
materias generated by the licensee or its plan regarding corrective or remedia action to be taken by the
licensee or the plan to be in compliance with the accreditation standards shall dso be released to the
department. The licensee shall forward copies of its written accreditation reports to the department
within 10 days of receipt by the licensee and of its response regarding corrective , remedid or
improvement actions at the same time the accreditation organization is notified].
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OO

s-nee#sJest—eea%Fmen The MCHIP Ilcensee or its plen notlflesthe depatment the date of its

accreditation examination at least 90 days prior to the exanl natl on]

‘ : s The MCHIPIlcensee permltsthe
depa‘[ment to observe dl or pat a the depa‘[ment s discretion, of the accreditation organization's
examination and communicates such agreement to the accrediting orqanl zation].

The department reserves the right to conduct a comprehensive examination of afully accredited
MCHIP when it appears that the health and safety of the enrollees may be jeopardized.]

menta jance Accredltatlon by anatlondly
recoqnlzed a:credltatlon orqanlzatl on for hedth qudity improvement will not be accepted in lieu of the

comprehensve ondte examinaion unless [the- MCHIR licensee can-demonsirate that]:

1. The accreditation sandards are equivaent to or more stringent than the
department’ s certification of quality assurance regulations, and




VIRGINIA DEPARTMENT OF HEALTH Page 17 of 47

REGULATIONS FOR THE CERTIFICATION OF QUALITY ASSURANCE OF MANAGED CARE HEALTH
INSURANCE PLANS LICENSEES

2. The accreditation standards are appropriate for the type of plan seeking
exemption from the department’ s comprehensive ongite examination] .

12 VAC 5-408-110 Corrective action procedures

A. [At-the-conclusion-of-an-examination-orwithin Within] 30 business days [thereafter of
the condusion of the examination], the department shdl provide the MCHIP licensee with awritten
summary of violations of the regulations or laws and any factud findings used as abasis to determine
that aviolation has occurred.

B. The department [may shdl] require the MCHIP licensee to submit awritten plan of
correction specifying how each violation will be corrected dong with the time frames for completion of
each corrective action. A single plan of correction [y shall] address dll events associated with agiven
violaion. The plan of correction, when required, shal be submitted by the MCHIP licensee within 20
business days of receipt of the notice of violation, or sooner, if the department determines that the
violations jeopardize the safety of enrollees.

C. The plan of correction shall be gpproved when the MCHIP demondrates to the
satisfaction of the department that compliance will be achieved. If the plan of correction is not
approved, the department may request that an amended plan of correction be submitted within 10
business days, or sooner, if the department determines that the violations jeopardize the safety of
enrolless.

D. The summary of violations and the plan of correction shal not be released as public
information until the department has [recaived approved] the plan of correction or, in the event no plan
of correction isreguired, after 20 business days of receipt of the summary of violations by the MCHIP,
whichever is sooner.

E Unless otherwise documented, the department will presume receipt of the summary of
violations by the MCHIP licensee by the seventh business day [H-sent-by-regdlar-mall when mailed
return receipt requested].

F. Failure of the MCHIP to successfully implement the written plan of correction within a
specified time period may result in an adminigrative sanction.

12 VAC 5-408-120 Changes to geographic service areas
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A. Any changes to a MCHIP=s geographic sarvice areas shdl be submitted in writing to
the department [at least] 45 days prior to the proposed effective date of the changes.

B. The request for a change in a geographic service area shdl include [at leadt]:

. A description of the current geographic service areaincluding amap
of the current service area, aligt of current primary care and speciaty physicians and other providers,
and the number of enrollees by service area.

2. An explanation as to whether the MCHIP is requesting an expansion or
areduction in its service area.

3. Noatification that the MCHIP licensee has inquired of the Bureau of Insurance as
to whether or not the service area request condtitutes a materia change and the Bureau's determination,
if avalable

4. If aservice areaexpanson is proposed, then the following is

required:

a A description of the proposed area that includes a map of the
proposed geographic area expansion, projections of new enrollment, alisting of new primary care and
specidty providers and other providers and their locations, and physician capacity to accept the
anticipated enrollment;

b. Information necessary to determine if the MCHIP [licenseg] will be
capable of conforming to the access, availability, and travd requirements of 12 VAC5-408-260 and 12
VAC 5-408-270; and

C. The methodology used to determine that the current hedth care system
in the proposed service area can support the expansion.
5. If aMCHIP s reducing or diminating a service areg, the following
information is required:

a A description of the service area being reduced or diminated;
b. The reason for the reduction or imination of the service area and the
effective date on which hedth care services will no longer be available through the MCHIP; and
C. Any information required by the department to determine that MCHIP

enrolless are ensured continuity of care during the trangtion.

C. If the department fails to act on arequest within 30 business days of receipt of dl
requested information, the proposed changes shall be deemed approved. The department, at its
discretion, may extend, for up to an additiond 30 days, the period of time within which to approve or
disapprove the proposed changes. Licensees shdl be notified in writing of any such extensons.
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12 VAC 5-408-130 Complaint system, complaint examination and investigation.

A. Each MCHIP licensee shdl establish and maintain for each of its MCHIPs a complaint
system approved by the department and the Bureau of Insurance to provide reasonable procedures for
the resolution of complaints.

B. The department, in cooperation with the Bureau of Insurance, shdl examine the
complaint system for compliance of the system with gpplicable satutes and regulations and shdl require
corrections or modifications as necessary. The effectiveness of the complaint sysemin dlowing
enrolless, or their duly authorized representatives, to have issues regarding quaity assurance
appropriately resolved shall be assessed by the department.

C. The department has the responghility to investigate complaints regarding aleged quality
of care violationsfiled by or on behdf of enrolless.

D. Every person from whom information is sought in an invedtigation of acomplaint agangt
aMCHIP licensee shdl cooperate in producing, or alowing reasonable access during regular business
hours, to the books, records, files, accounts, papers, documents, and any or al computer or other
recordings of the licensee being examined or those of any person delivering hedlth care services under
contract, afiliation, delegation or other arrangement directly rdevant to the investigation. Information
shdl be limited to that which is rdlevant to the investigation in question.

E Deficiencies found during a complaint investigation shdl be corrected as required in 12
VAC 5-408-110.

F. When the investigation is complete, the MCHIP and the complainant will be notified of
the findings of the invedtigation.

12 VAC 5-408-140 Adminigtrative sanctions

A. Nothing in this part shdl prohibit the department from exercising its respongbility and
authority to enforce applicable law and this regulation including proceeding directly to impostion of
adminidrative sanctions.
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B. The department, in consultation with the Bureau of Insurance, may impose such
adminigrative sanctions or take such actions as are appropriate for violation of any of the regulations or
laws. Such sanctionsinclude:

1 Imposing civil monetary pendties, which shal not exceed $1,000 per incident
of noncompliance, to a maximum of $10,000 for a series of related incidents of noncompliance;
2. Placing a cartificate holder on probation;

3. Temporarily suspending a certificate of qudity assurance;

4. Temporarily redricting or prohibiting new enrollmentsinto a MCHIP with the
concurrence of the Bureau of Insurance;

5. Revoking or not renewing a certificate of quality assurance and certifying to the
Bureau of Insurance that aMCHIP licensee or its managed care hedlth insurance plan is unable to fulfill
its obligations to furnish quaity hedth care services, or

6. Other remedies as provided by State or federa law.

C. The MCHIP licensee shdl receive awritten notice describing the reasons for the
imposition of sanctions and a report specifying the findings of noncompliance. Upon receipt of the
notice, to impose a sanction, the MCHIP shdl have the right and the opportunity to apped the sanction
according to' 32.1-137.5 of the Code of Virginia. A copy of the Department=s notice shdl be
provided to the Bureau of Insurance.

12 VAC 5-408-150 Surrender of cartificate.

A. Upon revocation or suspension of a certificate or loss of license, the MCHIP licensee
mus surrender its certificate to a representative of the center.

B. In the event a MCHIP licensee voluntarily ceases operation, it shdl provide at least 90
bus ness days advance written notice to dl enrollees, employers, providers, the department, and the
Bureau of Insurance. The notice shdl identify the storage location of business and medica records,
where applicable, and procedures for obtaining copies of such records.
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PART II.
Administrative Services.

12 VAC 5-408-160 Management and administration.

A. No person shdl establish or operate a managed care hedth insurance planin Virginia
without firgt obtaining a license from the Bureau of Insurance and a certificate of quality assurance from

the department.

B. The licensee must comply with:

1 This chapter (12 VAC 5-408 et seq.);
2. Other applicable federd, state or loca laws and regulations; and
3. The licensee=s own palicies and procedures.

C. The licensee shdl submit, or make available, reports and information as described in
' 32.1-137.4 of the Code of Virginia necessary to establish compliance with these sandards and
applicable laws.

D. The licensee shdl permit representatives from the center to conduct examinations or
reviews to:

1 Verify goplication information;

2. Determine compliance with these sandards,

3. Review necessary records, including contracts for delegated services and
capitated rate information; and

4. Investigate complaints and review [grevance-and] appeals procedures.

E The licensee shdl natify the Center and providers in writing 30 days prior to
implementing any changes affecting the plan, induding:

Mailing address;

Ownership;

Hedth care services provided, including any delegated services;
Medical director;

MCHIP or licensee name;

Significant provider network changes, and

| |97 [ [ [N =




VIRGINIA DEPARTMENT OF HEALTH Page 22 of 47

REGULATIONS FOR THE CERTIFICATION OF QUALITY ASSURANCE OF MANAGED CARE HEALTH
INSURANCE PLANS LICENSEES

7. Any systematic changes in the quality assurance plan, complaint process, or
utilizetion review process.

If more advance notice of a specific changeis required by law for notices to providers or
enralless, notice given to the department under this section shdl be no less than notice given to enrollees
under the law.

F. All gpplications, including those for renewd, shdl require:

1 A description of the geographic areato be served with amap clearly ddineating
the boundaries of the service area or aress,

2. A description of the complaint system required under [tg] ' 32.1-137.6 of the
Code of Virginiaand 12 VAC 5-408-130;

3. A description of the procedures and programs established by the licensee to
assure both availability and accessihility of adequate personne and facilities and to assess the qudity of
hedlth care services provided; and

4. A lig of the licensee=s managed care hedlth insurance plans.

G. In addition, applications shdl include [, as applicable to the type of MCHIPF]:

A description of the M CHIP=s disease management program;
[FreMCHIP=sdrugformulary A detailed description of the plan’s prescription

1
2.

drug benefit program;

3. A destription of the qudity improvement plan;

4. The utilization review plan including a description of the criteria, dinicd and
therapeutic quiddines, and their derivation or source;

5. [Fhe A description of the plan’s] credentiding process;

6. The current provider directory identifying providers by specidity and by service
aea, including those providers who are not currently accepting new peatients;

7. A copy of the evidence of coverage or insurance plan coverage limitations and
exclusons and other information provided to enrollees;

8. A description of dl types of payment arrangements that the licensee usesto
compensate providers for hedth care services rendered to enrollees, including, but not limited to,
withholds, bonus payments, capitation, processing fees, and fee-for-sarvice discounts; and

9. A lig of dinicd [euteome] studies with abgtracts of study design, objectives
and, if available, results [as applicable to the type of MCHIF].
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H. The[basc hedth careserwc&sasreqwreby law that the] licensee [shallprovideer
0 : 3 swhich provides, arranges, pays for, or reimburses] shall
be appropriately integrated throuqhout the M CHI P=s sarvice area. Services shal be based upon
prevailing nationdly recognized slandards of medicd practice.

I. The licensee shdl have awritten policy gating the MCHIP=s commitment to tregting
enrolless in amanner that respectsthar rights as well as its expectations of provider and enrollee
responghilities. The sarvices shdl be accessble to dl enrollees, indluding those with diverse culturd and
ethnic backgrounds, and with physica and mentd disgbilities,

12 VAC 5-408-170 Provider credentiding and recredentialing

A. The licensee shdl establish and maintain a comprehengve credentiaing verification
program to ensure its providers meet the minimum standards of professond licensure or cartification.
Written supporting documentation shdl include, but is not limited to:

Current valid license and history of licensure or certification;

Status of hospitd privileges, if applicable;

Vdid DEA cetificate, as applicable;

Information from the Nationd Practitioner Data Bank as available;

Education and training, including post graduate training, if applicable;
Specidity board certification status, if applicable;

Practice or work history covering at |east the past five years, and

Current, adegquate ma practice insurance and mapractice history of at least the

|0 NS |1 [ W N =

past five years.

B. Policiesfor credentialing and recredentiding shdl include, but are not limited to the:

1 Criteriaused to credentia and recredentid;

2. Process used to make credentiaing and recredentiding decisions,

3. Type of providerd, including network providers,] covered under the
credentiding and recredentiding policies,

4. Process for notifying providers of information obtained that varies subgantialy
from the information provided by the provider; and
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5. Process for receiving input from participating providers to make
recommendations regarding the credentialing and recredentiding process.

The policies shall be made available to participating providers and applicants upon written
request.

C. The credentiding process shal be completed before the provider:

Begins seeing enrolless;

Enters into the employment or contractud relationship with the MCHIP;, and
3. Isincluded in the listing of hedth care providers as a participating provider in

any marketing and enrollee materids.

1
2.

D. The providers shdl be recredentided at least every two years. Recredentiaing
documentation shdl indude:

Current valid license or cetification;
Status of hospita privileges, if applicable;
Current valid DEA regdration, if applicable;
Specidity board digibility or certification satus, if applicable;
Data from enrollee complaints and the results of qudity reviews, utilization
management revlews and enrollee satidfaction surveys, as applicable; and
6. Current, adeguate md practice insurance and history of mapractice daims and
professond liahility cdlaims resulting in settlements or judgements.

|01 5 (00 [N 1=

E All information obtained in the credentiding process shdl be subject to review and
correction of any erroneous information by the hedth care provider whose credentials are being
reviewed.

F. Providers shall be required by the MCHIP to notify the MCHIP of any changesin the
datus of any credentiding criteria

G. The licensee shdl not refuseto initially credentia or refuse to reverify the credentids of a
hedlth care provider soldy because the provider treats a substantia number of patients who require
expensive or uncompensated care.
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H. The licensee shdl have policies and procedures for dtering the conditions of the
provider=s participation with the MCHIP. The palicies shdl include [a+ange-of] actionsto be taken to
improve performance prior to termination and an appeds process for instances when the MCHIP
chooses to dter the condition of provider participation based on issues of quality of care or sarvicd,
except in circumstances where an enrolleg s hedlth has been jeopardized]. Providers shdl have
complete and timdly access to al data and information used by the licensee to identify or determine the
need for dtering the conditions of participation.

I. The licensee shdll retain the right to approve new providers and sites based on qudity
issues, and to terminate or suspend individud providers. Termination or sugpenson of individua
providers[for qudity of care considerations] shall be supported by documented records of
noncompliance with specific plan expectations and requirements for providers. The provider shdl have a
prescribed system of apped of this decision available to them as prescribed in the MCHIP contract with

the provider.

J. Providers shdl be informed of the gppedls process. Profession specific providers
actively paticipating in the plan shdl beinduded in reviewing apped s and making recommendations for
action.

K. The MCHIP shdl notify appropriate authorities when a provider=s application or
contract is suspended or terminated because of qudity deficiencies by the hedlth care provider whose
credentiads are being reviewed.

L. There shdl be an organized system to manage and protect the confidentidity of
personnd files and records. Records and documents relating to a provider=s credentiding application
shdl beretained for at least seven years.

12 VAC 5-408-180 Complaint system.

A. Every MCHIP shdl egtablish and maintain a system for the resolution of complaints
brought by enrollees, or by providers acting on behdf of an enrollee and with the enrollee=s consent,
regarding any aspect of an MCHIP=s hedth care services including, but not limited to, complaints
regarding quality of care, choice and accessibility of providers, and network adequeacy.

The sysem shdl include, but is not limited to:
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1 Written notification to al enrollees of the procedures, including phone numbers
and addresses, for contacting the MCHIP with a complaint and phone numbers and addresses of
[aevocate programs the complaint unit of the Center and the Office of the Managed Care Ombudsman]
to hdp with complaints [-grievances|or appeds;

2. A description of the process used to_investigate and resolve complants,
including specific time lines for each step in the complaint process, and

3. A description of the process used to document and track the status of dll
complaints and compile the complaint information required to be reported to the department under '
32.1-137.6 C of the Code of Virginia

B. Time linesfor responding to complaints shal accommodate dinica urgency and shdl not
exceed 30 days from receipt of the complaint. Resolution of complaints shall not exceed 60 days from
date of reciept of the complaint.

C. The MCHIP shdl keep records of complaints filed including, but not limited to:

1 Complaint identifier, using a unigue identification code assigned consgently to
the enrollee;

2. Dae complaint received;

3. A generd description of the reason for the complaint;

4. Date of each review and hearing, if any;

5. The number of daysto gather the information necessary to resolve the
complant;

6. Date closed;

7. Resolution of the complaint;

8. Record of internd actions necessary as aresult of the complaint resolution, as
applicable; and

9. Noatification to the enrollee of the resolution.

D. No enrollee who exercises the right to file acomplaint or [agrievance an apped] shdl
be subject to disenrollment or otherwise pendized due to thefiling of acomplaint or [grievance appedl].

E Complaint records shal be maintained from the date of the licensee=slagt examination
and for no lessthan five years.
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F. A description of the systems for filing complaints [-grievaneces; and] appeds shdl be
provided to enrollees at the time of enrollment and upon request theregfter.

12 VAC 5-408-190 Enrollee education and communication

A. The MCHIP shdl make available to each enrdllee a the time of enrollment or a the
time the contract or evidence of coverageisissued, as required by law and upon request theredfter,
policies and procedures applicable to the enrolleeinduding, but not limited to:

1 A datement of enrollee=s rights and responsbilities,
2. Procedures for obtaining careindluding:

a Referrd and authorization requirements,

b. Primary care services,

C. Specidity care and hospital services,

d. Behaviora services, when the complexity of the enrollee=s condition
reguires the knowledge base and expertise beyond those of the primary
care provider;

e Emergency services and after-hours coverage, including access to
emergency care, and any reguirements for prior authorization and
payment for out-of-service aress,

f. Care and coverage when out of the service areg;

h. Pharmacy services.
3. Procedures for appeding decisions adversely affecting enrollee coverage

bendfits,

4. Procedures for changing primary care and speciaty care providersinduding any
regtrictions on changing providers,

5. All necessary mailing addresses and tel ephone numbers for seeking information
or authorization;

6. Thetall-free number for the complaint unit of the center; and
7. Notice of the right to obtain information on types of provider payment
arrangements used to compensate providers for hedth care services rendered to enrollees, including,

but not limited to, withholds, bonus payments, capitation, procesang fees, and fee-for-service discounts.

B. Ligsof dl network providers by speciaty and by location and indicating which
providers are accepting new patients shall be available to al enrollees on request.
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C. There shdl be a mechaniam for providing enrollee information in plain language that is
clearly understood and in the languages of the magor population groups served.

D. Enrollees shal be provided an opportunity for input into matters of policy and operation
through the establishment of advisory pands, the use of advisory referenda on major policy decisons, or
by other mechaniams.

E There shdl be a mechanism for asssting enrollees affected by changesin the MCHIP=s
sarvice areas or network providers.

12 VAC 5-408-200 Data Management

A. The information system shdl collect data on enrollees and provider characteristics and
on sarvices furnished to enrolless, as needed, to guide the sdlection of the qudity assurance activities
and to mest the data collection requirements of quality assurance projects.

B. The data management system, which includes medica records, shdl be safequarded
agang loss, destruction, tampering, and unauthorized access or use.

12 VAC 5-408-210 Medical Records

A. The licensee shdl maintain [or require to be maintained] an organized medicd record
sysem assuring the availability of information required for effective and continuous enrollee care and for
quality review. Written policies and procedures based on accepted standards of practice shal specify
retention, reproduction, access, storage, content, and completion of each record.

B. Medicd records shdl be confidentid. Only authorized personnd shdl have access as
specifiedin' 32.1-127.1:03 of the Code of Virginia. Written procedures shdl govern the use and
remova of medica records and the conditions for release of information. The enrollee=s written consent
shdl be required for release of information as required by law.




VIRGINIA DEPARTMENT OF HEALTH Page 29 of 47

REGULATIONS FOR THE CERTIFICATION OF QUALITY ASSURANCE OF MANAGED CARE HEALTH
INSURANCE PLANS LICENSEES

Part 111.
Qudity Improvement Program

12 VAC 5-408-220 Purpose

A. The MCHIP shdl have a comprehensive, systematic, and organized qudity
improvement program for the purpose of ;

Improving enrollees= hedlth outcomes;

Enhancing the qudlity of the clinica care and service provided to enrolless,
Increasing enrollee satisfaction;

Maximizing opportunities for MCHIP improvements and minimizing
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opportunities fo I erors,

Monitoring and evduating gudity of careissues, and
Reporting incidences to the appropriate entities.

|o |o |

|

semesiéha—et—eummum The plan S qud |tv |mpr0vement program shdl ensure that the sarvices the
MCHIP provides, arranges, pays for, or remburses shdl, a aminimum]:

1 [Are Be] (i) consstent with prevailing nationdly recognized medica standards
of care, (ii) adequately available, (iii) accessble, (iv) appropriate for enrollees= dinicad conditions, and
(v) quided by acombination of utilization review quiddlines, treatment protocols, accepted practice
guiddlines, and clinica case data that ensures balanced dlinical decisonmaking;

2. [Farget |dentify and treat] acute and chronic illnesses;

3. [Prometeprevention Allow for prevertive serviced];

4. Provide for the treetment of enrollees with smilar medica conditions while
recognizing individud case differences,

5. Allow for avariety of treatment options that are commensurate with the
M CHIP=s benefit coverage;

6. Offer enrollee guidance for trestment out of network if treatment is not available

through the MCHIP,

7. Recognize identified public hedth gods,

8. Allow for the evaduation and use of new technology or the new application of
exiging technology; and
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9. Provide for amultidisciplinary treatment approach that addresses the physicd
and psychologica function and functiond status of the MCHIP=s enrollees.

12 VAC 5-408-230 Program [ Structure-Requirements]

A. The MCHIP shdl [have-an-eperationa-unitto be structured operationdly to] administer
the qudity improvement program. [ The qudity improvement operations shdl include, but not be limited

to]

1 Egtablishing performance [expectations goad sldesigned to improve the qudity of
hedlth care services provided by the MCHIP;

2. Developing aqudity improvement plan to implement the [expectations-gods);

3. Measuring and assessing the M CHIP=s performance in meeting the
[expectations goas];

4. Implementing activities based upon the assessments to improve and maintain
performance;

5. Integrating the quaity improvement activities of dl other organizationd units,
providers, delegated hedth service providers, and the governing body into the quality improvement
program and providing feedback to those entities;

6. Enligting enrollee input through sources such as satisfaction surveys, reviews of
complaints, appeds, and requests to change providers, and utilizing enrollee and provider participation
in the program;

7. |dentifying the resources necessary for the MCHIP to successfully pursue
improvement priorities;

8. Maintaining and documenting the plan=s compliance with state and federd laws,
aswdl as private accreditation requirements, if applicable, that govern the MCHIP=s qudity
improvement program; and

9. Ensuring that the MCHIP=s qudlity improvement [expectations goas| are
communicated to dl organizationd units of the plan, enrollees, providers and delegated hedth service

providers.
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C. The qudity improvement program shal be managed by professiond personnd qudified
by training and experience to implement the MCHIP=s program [expectations gods]. The
organizationd rdationship and responshilities for quaity improvement shdl be dearly defined.

D. The qudity improvement program shal be structured to include, but is not limited to:

1 A qudity improvement [program operationd-unit operations] accountable for
the quaity improvement program,

2. A qudity improvement program advisory committee whose members include
enrollees and representatives from the [operationa-units operations] responsible for quaity
improvement, utilization management, provider affairs, credentiding, complaints and [grie/ances
appeag], customer service, medical records, and data management;

3. A medica director of the MCHIP;

4. Committees established accountable to the quaity improvement program
[operationa-unit operationg|that meet to address specific ongoing aspects of the quality improvement

rogram; and

5. Committees established to provide the quality improvement program [dait] with
periodic input regarding the qudity improvement program from Virginia providers active in the plan and
enrolless.

E. The MCHIP shdl designate aboard certified physician to serve as medica director.

F. The medicd director shdl provide supervison and oversght of the qudity improverment
program including, but not limited to:

1 Defining the respongbilities and interreaionships for professond services,

2. Coordinaing, supervising and overseaing the functioning of professond
sarvices,

3. Input into the medical performance of providers,

4. Overseeing the continuing in-service education of the MCHIP=s professond
gaf;

5. Providing dlinicd direction and leedership to the continuous qudity improvement

rogram;

6. Establishing policies and procedures covering al hedth care services provided
to enrollees, and
7. Ensuring review of provider credentids, including, but not limited to:
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a Ddineating qudifications for participating in the MCHIP,
b. Edablishing a system for verification of providers= credentids,
recredentiding, performance reviews, and

C. Obtaining information about any disciplinary action againg the provider.

The qudity improvement program advisory committee shall:

|®

Recommend policies for qudity improvement;

Review and approve the qudity improvement program;
Evduate the reaults of the quality improvement program;
Initiate qudity improvement activities, and

Ensure implementation of the qudity improvement program.

[O7 [ @ N =

H. All determinations and actions made by the committee shdl be recorded in minutes that
are dated, approved and current.

I. The qudity improvement program [eperationa-unit operations] shal maintain written
descriptions of the responghilities of each of the operationd units of the licensee and the governing body
in the planning, development, implementation and evauation of the planes qudity improvement program.
The description shdl dearly ddineate the respongbilities of each unit, to whom the responghilities are
ddegated, and the organizationd relationship that each operational unit has with another to provide
qudity hedth care.

J. The director of the quaity improvement program [gperationa-unit] shdl report directly
to the executive management of the MCHIP.

K. A written report shdl beissued annudly by [the] qudity improvement [operationa-unit
operations]to the M CHIP=s executive management and to the governing body. The purpose of the
report shal be to evaluate the MCHIP=s qudity improvement program activities induding, & a
minmum:

1 The [MCHHR=s MCHIP licensee slachievements in medting its quality
improvement expectations,
2. Those areas where expectations were not met or where improvements are ill

needed;
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' Ovi tions of the MCHIP'squdlty improvement program,
|nc|ud| ng specific proqrammatlc initiatives, on the qudlity of care received by enrollees as assessed usng

generdly-accepted clinicd indicatorg);

4. New aress identified through the quadity improvement assessment process that
will be incorporated in the next annud qudity improvement program plan; and

5. Resources identified as necessary to assist in meeting the MCHIP=s qudity
improvement expectations.

L. The governing body shdl retain the ultimate authority for the [MGHHP=s MCHIP
licensee glqudity improvement program. Documentation shdl be maintained by the MCHIP that the
governing body has reviewed the annua quaity improvement program report and has provided
direction to the program and, as necessary, other operationa units in response to the report.

M. A summary of the program shal be provided to appropriate managers, providers and
daff members of the MCHIP, and shdl be available to enrollees of the MCHIP upon request. The
program shal be made available to dl other managers, providers, and staff upon request.

N. There shdl be amechanism in place to inform enrollees, providers, and employers of
the [MGHIHP=s MCHIP licensee’ | annua performance results each year, upon request.

12 VAC 5-408-240 Program plan

A. Each MCHIP [licenseg]shdl have awritten qudity improvement plan. The plan shdl
include:

1 The qudity improvement performance expectations for the MCHIP for the year
and an explanation asto the rationde for targeting these expectations,

2. Delinestion of the expected outcomes for the performance expectations,

3. The performance activities to implement the plan and the specific lines of
authority and accountability for implementation;

4. The data collection and analysi's methodol ogies to be used to evauate the
qudity of hedth care services,

5. Clinica studieq, applicable to the type of MCHIP] that target clinicd diagnosis
and treestments with the requirement that those diagnoses focused upon are pertinent to a substantial
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number of its enrolless or have been identified as major public hedth risks. The plan shdl dso include
studies that are pertinent to the enrollees of the product lines that the MCHIP manages or that address
maor public hedth risks;

6. Strategies to evauate provider performance and systems, direct corrective
action, and act when corrective action has not been taken;

7. M ethods to assess enrollee and provider satisfaction and respond to enrollee
and provider satisfaction results regarding the provision of the quality of the hedth care services,

8. Evduations of the actua outcomes of care provided to selected groups of
enrollees with an andlyss of vaiaionsin care;

9. Amendment of treatment protocols and clinical practice guiddines, as
necessary, to make them current and the development of new protocols and dlinica practice quiddines,
as necessary, to address clinical conditions;

10.  Examination of the over utilization and under utilization of services and
interventions when ether are identified;

11.  Strategiesto evduate the coordination and continuity of care that enrollees

receive,

12.  Andyssof the accesshility of enrollee sarvices induding emergency services
and after-hour care; and

13.  Strategiesto evauate experimenta treatment procedures.
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Pat V.

Coordination and Continuity of Care

12 VVAC 5-408-250 Continuity of Care

A. The MCHIP shdll [eoerdinate provide, arrange, pay for, or reimburse] the hedth care
savicesit providesin such away that:

1 Enrollees= individua needs are assessed on an ongoing basis, through their
physcian or staff and matched with the appropriate level of medical, psychologica, or medica socid
sarvices care. The MCHIP shdl monitor the continuity and coordination of care an enrollee receives
with other facets of care;

2. Enrallees= trangtions through the hedlth care ddivery system are facilitated by
the MCHIP and its components;

3. The MCHI P prow ides for enrollees: mvolvement in determining care ad

4. | nformation necessary to support the provision of care from one plan

component to another is provided in atimely manner to enrollees and providers to support the continuity
of the enrallee=s care;

5. [Provi The MCHIP addresses)
enrollees= need to know speuflc mformatl on about their illness, condition or treatment in order for the
enrollee to follow their plan of care and recaive follow-up care when needed; and

6. Enrollees affected by a change or termination of benefits, services or providers
are asssted in understanding how such deve opments impact them and the options available for deding
with them.

- |@

m@preweletsd%ﬂ-bemﬂ#ed—maﬂmd»umaqnez] The MCHIPshdI assst W|th denld of carelssuesbv

providing adeguate information for enrollee and provider decisions regarding ongoing care, or if
appropriate, discharge.
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12 VAC 5-408-260 Network Adequacy

A. The MCHIP shdl provide a sufficient number and mix of services, specidists, and
practice stes to meet enrollees= hedth care needs, induding providers serving high risk populations or
those specidizing in the treatment of costly conditions, and its contractual obligations with reasonable

promptness.

B. The MCHIP shdl ensure telephone access 24 hours aday, 7 days aweek, to
respons ble and knowl edgeable hedth care practitioners capable of ng the enrollees= conditions,
and as necessary, arranging for appropriate services.

C. The MCHIP shall incorporate strategies into their access procedures to facilitate
utilization of the MCHIP=s hedth care sarvices by enrolless with physica, mentd, lanquage or cultura
barriers.

D. When a MCHI P does not have a hedlth care provider with the gppropriate training and
experience within its network capable of meeting the particular hedth care needs of an enrolleg, the
MCHIP shall ensure that the enrolleeis referred, consistent with the evidence of coverage, to ahedth
care provider outside of the MCHIP=s network. The enrollee shall not be responsible for any additiond
costs incurred by the MCHIP as areault of thisreferrd, consstent with the evidence of coverage, other
than any applicable copayment, coinsurance or deductible.

E The MCHIP shdl make provisions for affected enrollees to be notified about the
termindion of a [hed%haea:eelelwew—aée prow der] as soon as it becomes aware of the termination [but
te]. The MCHIP shdl inform the affected enrollees
of other part|C| pating providers avaldole to assume ther care and facilitate the enrollees= trangtion from
aterminating provider to another provider so that the enrollee=s continuity of careis not interrupted.
Enrollees undergoing an active course of trestment shall have continued access to care during the
trangtion period.

12 VAC 5-408-270 Trave and Appointment Waiting Times

A. Thetrave time for the enrollee to the nearest primary care ddivery ste or to the nearest
inditutiond service gte shdl not exceed 30 minutes normd driving time from the enrollee=s residence or
place of businessfor at least 90% of the enrolled population within each approved service area.
Pharmacy sarvices shdl dso be avallable within this time frame. The Department may wave this
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requirement for rura or urban aress if the MCHIP can successfully demonstrate that the 30-minute
driving timeis not feasble,

Ingtitutiond service sites include acute care hospitds, surgicd fadilities including licensed acute
care hospitals and outpatient surgical hospitas, psychiatric inpatient facilities, licensed long term care
facilities with certified skilled nuraing beds, certified rend diadyss providers, home hedth agendies,
hospice programs, and outpatient therapy providers for mental hedth and substance abuse conditions
and other sites as determined appropriate by the department.

B. Thetrave time for the enrollee to the nearest specidty care shdl not excoed 60 minutes
normd _driving time from the enrollee=s residence or place of business for at least 90% of the enrolled
population within each approved service area. The Department may waive this requirement for rurd or
urban aress if the plan can successfully demondtrate that the 60-minute driving timeis not feasble,

C. Thetrave time for the enrollee to each of the nearest hedlth care ddivery steslisted
b ow shdl not exceed 60 minutes normd driving time from the enrollee=s residence or place of
businessfor at least 90% of the enrolled population within each approved service area.
A hospitd providing specidty level or above neonatd services,
A hospitd providing tertiary pediatric services,
A resdentid substance abuse trestment center;
Hospital- based diagnostic cardiac [cadterization catheterization] services,
Hospitd inpatient medica rehabilitation services, and
L aboratory, x-ray, Magnetic Resonance Imaging (MRI) services.

O |97 | [ [N =

The department may waive this requirement for rura or urban aressif the plan can successfully
demonstrate that the 60- minute driving time is not feegble.

D. The travel time for the enrollee to each of the nearest hedlth care ddlivery steslisted
below shdl not exceed 90 minutes norma driving time from the enrollee=s residence or place of
businessfor a least 90% of the enrolled population within each approved service area

1 A hospita providing kidney and other organ transplantation services,

2. A hospital providing major trauma treatment and open-heart surgery services,
and

3. Other specidty hospital servicesincluding mgor burn care and oncology
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The Department may waive this requirement for rura or urban aress if the plan can successfully
demonstrate that the 90-minute driving time is not feasble.

Nothing in this section shal prohibit or restrict a plan from offering such services a desgnated
Acenters of excellence@ingde or outsde of the geographic boundaries of Virginia

E Routine gppointments for nonemergency or nonurgent care shdl be avallable within two
weeks of the enrollee=s requedt.

F. Preventive care gppointments, including routine physica examinations, shdl be avallable
with 60 days of the enrollee=s request.

G. Conaultations for specidty services shdl be [availableasreguested by-the priman-care
provider at least asrequired in ' 38.2-3407.11:1 of the Code of Virginial.

12 VAC 5-408-280 Urgent care and emergency sarvices

A. The MCHIP shdl have a system in place to provide to its enrollees, on a 24-hour basis,
(1) accessto medical care or (i) access by telephone to aphysician or licensed hedlth care professond
with appropriate medica training who can refer or direct an enrollee for prompt medicd carein cases
where thereis aneed for urgent care or emergency Services.

B. The MCHIP shdl comply with the requirements of the Federd Emergency Medicd
Treatment and Active Labor Act (42 U.S.C." 1395 dd).

C. The MCHIP shall provide clear and understandabl e explanations to enrollees and
providers of :

1 What condtitutes emergency and urgent care;

2. The process for accessng emergency and urgent care,

3. The responghility of the enrollee for payment for non emergency services
rendered in a hospita emergency facility; and

4. Coverage for out of network emergency medica care when a enrollee cannot
reasonably access network services.
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D. The MCHIP shdl require its providers to clearly notify enrollees of provisons for urgent
care or emergency sarvices when the physician is not available after hours.

E The MCHIP shdl recognize primary care practitioners= authority to facilitate and
authorize emergency sarvices for enrolless.

F. Coverage of cods for emergency services shdl be consistent with the evidence of
coverage and shdl not interfere with enrollee access to care.

G. Enrollees shdl be dlowed immediate access to emergency services and access within
no more than 24 hours for urgent care. Urgent care access may be provided sooner with appropriate
authorization.

H. The MCHIP shal monitor usage of urgent care and emergency service to determine if
the services are understood and appropriately used by enrollees and providers.

12 VAC 5-408-290 Heath Promotion [and-Bisease Management]

A. Annudly, the MCHIP shdl develop and implement at least two hedth guidelines for the
prevention and early detection of illness and disease. Each written quiddine shdl:

1 Be avallable to enrollees upon request;

2. Describe the prevention or early detection intervention and the recommended
frequency and condition under which the intervention is required and;

3. Document the scientific basis or authority upon which the gquiddine is based.

Guiddines may be specific to a defined popul ation segment.

B. The MCHIP shdl digtribute any preventive hedth guiddine it develops and any updates
to its providers as soon as practicable after development of the quiddine.

C. The MCHIP shall reqularly communicate with its enrollees to encourage the use of
preventive hedth services.
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D. At least annudly, the MCHIP shdl measure enrollee and provider compliance with the
current preventive care quiddines. The MCHIP may measure compliance by population segment if the
quiddine is specific to a population segment.

E Providers who have appropriate knowledge shall be consulted in the adoption of the
preventive hedth guidelines.
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Part V.
Clinica Peformance Evduation

12 VAC5-408-300 Clinicd Peformance Evauation Sysems

A. The MCHIP shdl have a system for the evauation of the outcomes and processes of
clinica care services delivered to the MCHIP=s enrollees.

B. The MCHIP shdl adopt anationaly recognized dlinica performance evauation system,
such as HEDIS, that andyzes data based upon sdlected performance factors or shdl establish aclinicd
performance evaluation system that uses data collection, quantitative measures, and andysis to monitor
quality improvement activities.

C. The MCHIP shdl natify the department regarding its adoption of a nationaly recognized
dinica parformance evduation sysem, such as HEDIS, or that it has chosen to establish its own
performance measurement system.

MCHIPs that choose not to adopt anationdly recognized system shdl provide judtification to
the department of their choice of performance measurement seections for the department=s approval.

D. The MCHIP shdl annualy evauate its performancein at least three of the areas of
clinical care shown below:

Primary care services,

High volume specidty sarvices,

Behaviord hedth sarvices, and

Indtitutiona hedth servicesindluding inpatient hospital care, home hedth
savices, skilled nuran facility services and ambulatory surgery.

[ 160 |1 1=

If HEDIS s used to assess clinica performance, the plan shal substitute the HEDIS
AFEffectiveness of Care@measures for those aress listed in subdivisions 1 through 4 of this subsection.

E The performance measurement indicators chasen by the plan shdl:
1 Be objective and quantifiable;
2. Be based upon current and rdligble scientific information;
3. Have an established god or benchmark;
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4. Effectively measure performance indicators, and

5. Have priority areas for measuring outcomes of dinica care and be reflective of
industry-wide performance measurement goals.

F. The plan shdl implement ways to improve its performance based on an andysis of its
clinica performance measurements.

12 VAC 5-408-310 Data Caollection and Submission

A. Data collected and andyzed for clinica service evduation shdl be:

1 From the enrollee population areas appropriate for the MCHIP to assess
including: (i) high risk and high volume aress, (ii) areas where dlinica problems are expected or have
occurred in the pad, (iii) areas that have the potentid for adverse hedth outcomes, and (iv) areas where
preventive hedth measures may have an impact;

2. Callected using processes that are methodologically sound;

3. Vdid, religble, complete and timely;

4. Andyzed quantitatively by personnd qudified to evauate the data for clinica
quality improvemen; and

5. Protected for confidentidly, easly retrievable, and transmitted for appropriate

release to externd parties.

In addition, the data shdll dlow for intfraand inter syssem comparisons for the purpose of
improving patient heath outcomes and improving dinicd hedth ddivery sysems.

B. The [plan-shal MCHIP may] permit any organization with which it contracts to collect
and andlyze dlinica datafor performance evaluation to release that data to the department or its

designee.
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Part V1.
Delegated Services
12 VAC 5-408-320 Delegated Services
A. If the licensee contracts for any of the following services, it shdl retain accountability for

the oversght of those services:

Quadlity assurance activities;

Credentiding and recredentiaing;

Enrollee education, communication and satisfaction;

Utilization management;

Hedth promotion;

Records management;

Daa management, to include the collection of dinicd trid and the audit of dl
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clinicd trial deta;

Providers and provider networks;
Clams adminigtration; or
Pharmacy bendfits.

B eI
o

B. The MCHIP shdl establish and implement written procedures to eva uate the
effectiveness of any delegated service.

C. Documentation that the delegated service complies with this chapter, its agreement with
the MCHIP to provide sarvices, and any applicable state and federal laws required of the MCHIP to
provide the sarvice shall be maintained by the MCHIP licensee.

D. Data and information exchanged between the delegated service and the plan shdl be
accomplished in amanner that istimely, efficient, and effective.

E The MCHIP shall ensure that data held by the delegated service that is required to be
shared with the state=s Hedlth Care Data Reporting System is transmitted according to collection

requirements.
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F. The MCHIP shdl require the delegated service to provide for timely and efficient
access by state examiners to data, records, and personnd necessary to determine compliance with this

chapter.

12 VAC 5-408-330 Written Agreement

A. There shdl be awritten agreement signed by the MCHIP and the delegated service that
describes the:

1 Delegated service or services,

2. Responsibilities of the MCHIP and the delegated service and the remedies
avalableto the MCHIP if the ddlegated service does not fulfill its obligations, and

3. Frequency of reporting to the MCHIP and the process by which the MCHIP
will evduate the delegated service=s performance.

B. The MCHIP shdl ensure that the enrollees= continuity of careis not disrupted because
of changes made in the written agreement between the MCHI P and the del egated service or because
the reationship, as provided for in the agreement, is terminated.

12 VAC 5-408-340 Exchange of Information

A. The MCHIP shdl inform its enrollees and providers which services they may need are
delegated and how those services are accessed.

B. If the delegated services are hedth care services, then the contractor [or the MCHIPF]
shdl dso inform the plan=s enrollees of a leadt the following:

The procedures for filing complaintg; and] appea J —and-grievances!;

The utilization management decision process,;

The process for appeding clams denids,

How to access emergency and urgent care;

How to obtain services not covered in the delegated health services= benefit

|07 [ oo [N 1

The process for changing from one practitioner to another;
Orientation process for new enrolless;
Enrollee participation opportunities; and

| [N o
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9. Participating practitioners and providers.

C. The ddlegated hedth services [or the MCHIP licenseg] shdl dso inform the MCHIP=s
providers of at least the following:

Opportunities for provider involvement;

Quadlity improvement program expectations,

Provider credentiding process,

Procedures for complaints [; and] appedls [-grievances);
Process for utilization management decisions, and

How to access emergency and urgent care.

|© |G [ oo [N 17

12 VAC 5-408-350 Qudity improvement integration

A. Asit pertains to the enrollees, the MCHIP [licensee] shdl integrate monitoring of the
delegated hedth services within its qudlity improvement program:

1 Qudlity improvement program activities,
2. Quadlity improvement outcomes, and
3. Complaint [-grievanece | and appeals processes.

B. At least annudly, the MCHIP shdl evduate the ddegated hedth service=s qudity
improvement program, and complaint [ —grievanee. | and appeal s processes, and provide the delegated
hedth service with areport of its evauation.

C. When the M CHI P=s expectations have not been met, the MCHIP shdl require the
delegated hedth service to provide:

. A corrective action plan that addresses areas where performance expectations
have not been met; and
2. Evidence that corrective action was taken in kegping with corrective action

plans.
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Part VII.
Utilization Review and Management

12 VAC 5-408-370 Utilization Review and Management

A. The MCHIP shal have a utilization review and management process that complies with
therequirementsof ' ' 32.1-137.7 through 32.1-137.16 of the Code of Virginia and this chapter. The
process shdl be managed by alicensed physician.

B. In developing its utilization review program, the MCHIP shdl utilize [one of | the
[following:

1. The Hedth Utilization Manegement Standards (Version 3.0) of the American
Accreditation HedthCare Commisson/URAC; or

2. The] AStandards for Utilization Management @and the AStandards for the
Ddegation of Utilization Management@of the Nationd Committee for Qudity Assurance=s
Accreditation Standards for Managed Care Organizations, effective July 1, 1999,

which [is are] incorporated by reference as the criteriafor determining compliance with the utilization
management and review requirements of this section except in those indances in which sae
requirements in law or requlation are more stringent.

C. The purpose of the utilization review process shdl be to monitor accessto and utilization
of hedth care services with the process ensuring that the conduct of utilization review is

1 Impartid, timely, consstent and based upon supportive medicd evidence;

2. Performed by [appropriately] quaified [hedth] personnd;

3. Comprehensive in assuring that good fath efforts to obtain al information
necessary to make utilization review decisions are made;

4. Evduated routingly so that program changes that determine the necessity,
appropriateness, efficiency and efficacy of hedth care services provided by the plan can be made asa
result of the evduation; and

5. Reported annually to the MCHIP=s governing body.

D. In addition, the utilization review process shdl:
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Allow for flexihility, taking into account individua cases when appropriate
Provide avenues for provider input into the establishment of dinicd guiddines

1
2.

and protocals;
3. Afford opportunity for reconsideration and appedl of adverse determinationsin

amanner that is easly understood and accessed by enrollees and providers, and
4. Be coordinated with other components of the MCHIP that use or could benefit
from utilization review data

E The utilization review process shdl be based upon awritten plan that is reviewed
annudly and that shdl contain, & aminimum:

1 A description of the scope of the utilization review process, both internd and

externd;

2. A description of the organizationd responghbilities for utilization review including
the qudifications of utilization review personnd;

3. Theclinicd review guiddines, sandards, and protocols which are pplied in
utilization review determingtions,

4. Mechanisms to eva uate uniform gpplication of guidelines and to determine the
necessity for case-by-case decision making;

5. Procedures for soliciting and implementing provider input in the devel opment of
guidelines as well as evauating provider usage of the gquiddines,

6. The process for monitoring over utilization and under utilization;

7. Provisions for notice to enrollees and providers regarding any need for
precertification, concurrent certification, or retrospective review as a prerequisite for approva of
payment or access to service;

8. Procedures for reconsideration of adverse decisons and appealsincluding
expedited appeals,

9. Guiddinesfor the ddegation of utilization review to externd entities and the
expectations for that delegation;

10.  Guiddinesfor the natification in clear and understandable terms of the reasons
for denia of services or payments to providers and subscribers;
11.  Mechanismsfor review and implementation of experimenta trestments and new

technology;
12. Mechaniams for soliciting and evauating provider and enrollee satisfaction with

utilization review determinations and the M CHIP=s apped process and implementing mechanisms to
address areas of dissatisfaction; and
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13.  Proceduresfor the maintenance of records required under ' 32.1-137.16 of
the Code of Virginia

| certify that this regulaion isfull, true, and correctly dated.

E. Anne Peterson, M.D., M.P.H. Date
State Hedth Commissoner



