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Insurance Ccommissioner
Legislative Rule
Title 114, Series 58

EXTERNAL REVIEW OF COVERAGE DENIALS

TITLE 114, SERIES 58

BRIEF SUMMARY OF RULE

This propogsed rule establishes policies and procedures
necessary to carry out the provisions of article twenty-five-c,
chapter thirty-three of the West Virginia Code, asg amended, which
establishes the right o©of an enrcllee to regquest review by an
approved external review organization of a decision by a managed
care plan to deny, modify, reduce, or terminate coverage of or
payment for a health care service, if the decision was based upon
questions of whether the proposed health care service is medically
necessary or is experimental. This rule establishes the standards,
procedures, and time frames applicable to all parties in both
standard and expedited external reviews and establishes standards
and procedures for the approval of independent external review

organizations. The rule sets forth procedures for the fair
selection and assignment of external review organizations to
reviews; procedures and time limits for providing relevant

information and records to the external review organization for its
congideration at the commencement of and during an external review;
provisions for confidentiality of medical records and information;
procedures and standards for the approval of external review
organizations to conduct reviews; and procedures for providing
fair notice to parties during the review.




Insurance Commissioner
Legiglative Rule
Title 114, Series 58

EXTERNAL REVIEW OF COVERAGE DENIALS

TITLE 114, SERIES 58

STATEMENT OF CIRCUMSTANCES

Chapter thirty-three, Article twenty-five-c was amended by
H.B. 2216 during the 2001 legislative session to include the right
of an enrollee to request review by an approved external review
organization of a decision by a managed care plan to deny, modify,
reduce, or terminate coverage of or payment for a health care
gervice, 1f the decision was based upon gquestions of whether the
proposed health care service 1is medically necessary or is
experimental. This preopesed rule establishes policies and
procedures necessary to carry out the provisions of article twenty-
five-c¢, chapter thirty-three o¢f the West Virginia Code, as
amended. West Virginia Code Sections 33-25C-9% and 33-25C-6
require the Insurance Commissioner to propose rules to establish
standards for external review procedures to be implemented by
managed care plans and to establish standards for certification of

independent external review organizations. These rules are
required to address procedures for fair selection and assignment of
external review organizations to reviews; procedures and time

limits for providing relevant information and records to the
external review organization for its consideration at the
commencement ©f and during an external review; provisions for
confidentiality of medical records and information; procedures and
standards for the approval of external review organizations to
conduct reviews; and procedures for providing fair notice to
parties during the review.




APPENDIX B

FISCAL NOTE FOR PROPOSED RULES

Rule Title: External Review of Coverage Denials

Title 114, Series 58

Type of Rule: X Legislative Interpretive Procedural
Agency: Insurance Commissioner
Address: Post Office Box 50540

1124 Smith Street, Greenbrooke Building
Charleston, West Virginia 25305-0540

1. Effect of Proposed Rule

|| ANNUAL FISCAL YEAR

| Increase Decrease Current Next Thereafter
ESTIMATED TOTAL None None None None None
COST
PERSONAL SERVICES None None None None Ncne
CURRENT EXPENSE None None None None None
REPAIRS AND
ALTERATIONS None None None None None
EQUIPMENT None None None None None
OTHER None None None None None

2. Explanation of above estimates:

The rule will have no additional fiscal impact upon state,
local or federal government.

Objectives of these rules:

The objective of this rule is to establish procedures for
gtandard and expedited external review of adverse determinations
by managed care plans. The rule addresses all of the matters set
forth in Section six, Article twenty-five-c, Chapter thirty-three
of the West Virginia Cecde, as amended by H.B. 2216, including
procedures for approval and assignment of the entities who
will conduct the external reviews, time frames for all steps
during the review process, a description of the rights and
regsponsibilities of all parties to the review, and procedures
to ensure confidentiality of medical records.
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Rule Title: External Review of Coverage Denials
Title 114, Series 58

4. Explanation of Overall Economic¢ Impact of Proposed Rule.
A. Economic Impact on State Government.
None
B. Economic Impact on Political Subdivisions; Specific

Industries; Specific groups of Citizens.

There ig no expected economic impact on political
subdivisicons or groups of citizens. All costs of the
external review will be borne by the managed care plan.
The managed care industry will be impacted with the cost
of the reviews, however these costs are not expected to
be significant to the overall operations of the managed
care plans.

C. Economic Impact on Citizens/Public at Large.
None
Date: May 25, 2001
—

-~

Signature of Agency Head or Authori;ed’Representative

fodd L.

DONNA S.” QUESENBERRY, GE 1. COUNSEL
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STATE OF WEST VIRGINIA

Offices of the Insurance Commissioner L
Legal Division

BOB WISE JANE L. CLINE

Governor Insurance Commissioner

May 25, 2001

HAND DELIVERED

Mg. Judy Cooper, Director
2ddministrative Law Division
Office of Secretary of State
State Capitol

Charleston, West Virginia 25305

Dear Ms. Cooper:
Enclosgsed pleage find for filing one (1) copy of the following:
1) Notice of a Comment Period on a Proposed Rule and

Consent of Tax and Revenue Cabinet Secretary to
Proposed Rule;

2) Brief Summary of Rule;

3) Statement of Circumstances;

4} Fiscal Note;

5) The propoged rule entitled "“External Review of

Coverage Denials” (Series 58).
Please contact me if further information is required.
incerely,

hen A,

Donna S. Quesenberry
General Counsel

DSQ/jz
Enclosures

Post Office Box 50540 “We are an Equal Opportunity Employer” Telcp.ho_nf: (304} 5_58-0401
Charleston, West Virginia 25305-0540 Facsimile (304) 558-1362
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§ 114-58-1. General.

1.1. Authority. -- This rule is promulgated pursuant to the authority granted by W. Va. Code
§8 33-2-10 and 33-25C-6.

1.2. Scope. -- The purpose of this rule is to provide standards for the external review process
set forth in W. Va. Code § 33-25C-6, including the procedures for selection of and assignment of
external review organizations.

a. Except as otherwise provided, this rule applies to:

1. Health maintenance organizations and prepaid limited health service
organizations; and

2. External review organizations seeking approval by the commissioner to
conduct external reviews on behalf of managed care plans.

b. This rule does not apply to:

1. Coverage provided by managed care plans to medicaid recipients under
W. Va. Code § 33-25A-27;

2. Coverage provided by managed care plans to beneficiaries enrolled in
medicare programs operated under Title XVII of the Social Security Act, 49 Stat. 620 (1935), 42
U.5.C. §301, as amended;
3. Workers' compensation insurance under W. Va. Code §§ 23-2-1 et seq.
1.3. Filing Date. —
1.4. Effective Date. —

§ 114-58-2. Definitions.

2.1. “Adverse determination” means a determination by a managed care plan or its
designated utilization review organization that an admission, availability of care, continued stay or
other health care service that is a covered benefit has been reviewed and, based upon the information
provided, does not meet the managed care plan's requirements for medical necessity, or is
experimental.
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2.2. “Authorized representative’” means:

a. A person to whom the enrollee has given express, written consent to represent the
enrollee in an external review,

b. A person authorized by law to provide substituted consent for an enrollee,
including, but not limited to, a guardian or agent under a power of attorney; or

c. A family member of the enrollee or the enrollee's treating health care professional
if a situation exists which would warrant an expedited review pursuant to Subsection 6.1 of thistule.

2.3. “Commissioner” means the Commissioner of Insurance of the State of West Virginia.

2.4. “Covered benefit” means a health care service to which an enrollee is entitled under the
terms of a health care plan.

2.5. “Enrollee” is a natural person on whose behalf a contractual arrangement has been
entered into, or who has entered into an agreement with a health maintenance organization or prepaid
limited health service organization for the provision of managed health care.

2.6. “Experimental” means medical technology or a new application of existing medical
technology, including medical procedures, drugs or devices for treating a medical condition, 1llness
or diagnosis that is:

a. not of proven benefit by medical or scientific testing or evidence to be effective
in treating the medical condition, illness or diagnosis for which its use is proposed,;

b. not generally recognized by informed health care professionals as effective or
appropriate in treating the medical condition, illness or diagnosis for which its use is proposed,;

c. provided or performed in special settings for research purposes or under a
controlled environment or clinical protocol; or

d. determined to be experimental under the terms of the health benefit plan.

2.7. “External review” means a process, independent of al! affected parties, to determine if
a health care service is medically necessary, or experimental.

2.8. “Health care plan" means a plan that establishes, operates, or maintains a network of
health care providers that have entered into agreements with the plan to provide health care services
to enrollees to whom the plan has the ultimate obligation to arrange for the provision of or payment
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for services through organizational arrangements for ongoing quality assurance, utilization review
programs, or dispute resolution. For purposes of this rule, “health care plan™ shall not include
indemnity health insurance policies including those using a contracted provider network.

2.9. “Health care professional” means a physician or other health care practitioner licensed,
accredited or certified to perform specified health care services consisient with state law.

2.10. “Health care provider” or “provider” means a health care professional or an institution
which is licensed or otherwise authorized in this state to provide health care services or supplies.

2.11. “Health care services” means services for the diagnosis, prevention, maintenance,
treatment, cure or relief of a health condition, illness, injury or disease.

2.12. “Health information” means:

a. Information or data in any form that relates to past, present or future physical,
mental or behavioral health or condition of an individual;

b. The provision of health care services to an individual; or
c. Payment for the provision of health care services to an individual.
2.13. “Managed care plan” or “plan” means any health maintenance organization or prepaid
limited health service organization; provided, that this rule only applies to prepaid limited health

service organizations to the extent of coverage and services these organizations offer.

2.14. “Medical necessity” or “medically necessary” means the determination that a health
care service recommended by a health care provider is:

a. The most appropriate available supply or level of service for the enrollee,
considering potential benefits and harms to the individual; and

b. Known to be effective in improving health outcomes.
2.15. “Protected health information” means information:
a. That identifies an enrollee who is the subject of the information; or

b. With respect to which there is a reasonable basis to believe that the information
could be used to identify an enrollee.
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2.16. “Religious nonmedical provider” means an individual or institution that provides no
medical care but provides only religious nonmedical treatment or religious nonmedical nursing care.

2.17. “Retrospective review” means a review of medical necessity conducted after services
have been provided to an enrollee, but does not include the review of a claim that is limited to an
evaluation of reimbursement levels, veracity of documentation, accuracy of coding or adjudication
for payment.

2.18. “Utilization review” means a formal system for the evaluation of the necessity,
appropriateness, and efficiency of the use ofhealth care services, procedures and facilities, as defined
in Section 2 of Series 51, Title 114 of the West Virginia Code of State Rules. For purposes of this
rule, utilization review shall also include reviews for the purpose of determining coverage based on
whether or not a health care service is considered experimental in a given circumstance.

§ 114-57-3. Notice of Right to External Review.

3.1. At the time the managed care plan sends written notice to the enrollee of an adverse
determination, the managed care plan shall also notify the enroliee in writing of the enrollee's right
to request an external review and shall include in the required notice:

a. The specific criteria and standards on which the adverse determination was based,
and does not solely use generalized terms such as “experimental procedure not covered,” or “not
medically necessary.”

b. A description of both the standard and expedited external review procedures;

c. The circumstances under which the enrollee or the enrollee’s authorized
representative may use either procedure;

d. The procedures for requesting an external review, including the time within which
an external review must be requested;

e. The procedures giving the enrollee or the enrollee's authorized representative the
opportunity to submit additional information;

f. The disclosure that the enrollee will not be responsible for the cost of the external
review; and

g. All forms necessary to process an external review, including a form by which the
enrollee or the enrollee’s authorized representative may authorize the plan to disclose pertinent
protected health information concerning the enrollee to the external review organization.
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§ 114-57-4. Request for External Review.

4.1. An enrollee or the enrollee's authorized representative may make a request for external
review of an adverse determination only where the denial, reduction, modification or termination of
payment for health care services or course of health care services would result in payment of at least
one thousand dollars if the health care services were paid for by the enrollee.

4.2, Except for a request for an expedited external review made pursuant to Section 6, all
requests for external review shall be made in writing to the commissioner and the managed care plan.
A request for an expedited external review may be made by electronic means to the commissioner
and the managed care plan followed by written confirmation not later than three business days after
the electronic request is made.

4.3. Requests for external review shall be made:

a. Within sixty calendar days after the managed care plan has exceeded the time
periods for grievances provided in W. Va. Code § 33-25A-12, without reaching a dectsion; or

b. Within sixty calendar days after receiving written notice of an adverse
determination by the managed care plan.

4.4, A request for external review of an adverse determination shall not be made until the
enrollee has exhausted the managed care plan's intemal grievance process. An enrollee shall be

considered to have exhausted the managed care plan's internal grievance process if:

a. The internal grievance process has been completed timely and the enrollee has
received an adverse determination; or

b. Except to the extent the enrollee or the enrollee's authorized representative
requested a delay, the managed care plan has exceeded the time periods for grievances provided in
W. Va. Code § 33-25A-12, without reaching a decision.

§ 114-58-5. Standard External Review.

5.1. Within seven calendar days after receiving the written request for external review from
the enrollee, a preliminary determination shall be completed by the commissioner to determine:

a. Ifthe enrollee has provided all the information and forms necessary to process the
external review request;

b. If the enrollee has received an adverse determination as defined in Section 2 this

rule;
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c. Ifthe adverse determination by the managed care plan would result in payment of
at least one thousand dollars for health care services or a course of health care services if paid for
by the enrollee;

d. Ifthe individual is or was an enrollee in the plan at the time the health care service
was requested, or in the case of a retrospective review, was an enrollee in the plan at the time the
health care service was provided;

e. If the enrollee has exhausted all of the managed care plan’s available internal
grievance procedures; and

f. Ifthe health care service that is the subject of the adverse determination reasonably
appears 1o be a covered benefit under the plan. If the commissioner determines that the resolution
of a medical issue is required for this determination, and if the request otherwise meets the
requirements of this Subsection, the commissioner shall certify the request for external review and
proceed with assignment of an external review organization.

5.2. Within seven calendar days afier receiving the written request for external review from
the enrollee, the commissioner shall send to the enrollee and the managed care plan notification:

a. If the criteria for the preliminary determination set forth in Subsection 5.1 have
not been met, that the request is denied; or

b. If the criteria for the preliminary determination set forth in Subsection 5.1 have
been met and the request is complete, that the request has been certified for external review. If
certified by the commissioner, the notice shall include the name, address, and telephone number of
the external review organization to which the review has been assigned.

5.3. The notification required by Subsection 5.2 may be provided by telephone, facsimile,
or electronic means followed by written confirmation to the enrollee and the managed care plan
within two business days.

5.4. Ifthe commissioner cannot make the preliminary determination required by Subsection
5.1 because the request for external review is incomplete, the notice shall so state and shall describe
the information or materials needed to make the request complete.

5.5. For each request for external review certified by the commissioner, the commissioner
shall randomly select an external review organization which has been approved pursuant to Section
8 and which does not have a conflict of interest as described in Subdivision e of Subsection 9.1.

5.6. The standard of review in an external review shall be whether the health care service
denied by the managed care plan was medically necessary under the terms of the plan. Inreviews
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regarding experimental treatment, the standard of review shall be whether the health care service
denied by the managed care plan was a covered benefit or excluded from coverage under the terms
of the plan. In reaching a decision, the external review organization shall not be bound by any
decisions or conclusions reached during the managed care plan's internal grievance procedure.

5.7. External review determinations are to be made by physician or provider panels.

a. External reviews concerning questions of medical necessity will be conducted by
at least one physician, or other provider appropriate to the health care service under consideration,
who is knowledgeable about the proposed health care service.

b. Extenal reviews concerning whether a proposed health care service is
experimenta) will be conducted by a panel of at least three physicians, or other providers appropriate
to the health care service under consideration, who are knowledgeable about the proposed health care
service.

c. External reviews concerning questions of both medical necessity and whether a
proposed health care service is experimental will be conducted by a panel of at least three physicians,
or other providers appropriate to the health care service under consideration, who are knowledgeable
about the proposed health care service.

d. The opinion of a majority of the panel members is binding on the managed care
plan with respect to that enrollee. If the opinions of the panel members are evenly divided, the
decision shall be in favor of coverage. If less than a majority of the panel members recommends
coverage, the managed care plan may, in its discretion, provide coverage, subject to the terms and
conditions of the plan.

5.8. Within seven calendar days from the date the managed care plan receives notice from
the commissioner that the request has been certified for external review, the managed care plan shall
deliver to the assigned external review organization all documents and information in its possession
that are relevant to the enrollee's medical condition and considered in making the managed care
plan's adverse determination, including, but not limited to, the following:

a. All information used by the managed care plan during the internal grievance
process to determine whether the proposed health care services were medically necessary or
experimental, including medical and scientific evidence and clinical review criteria;

b. A copy of all denial letters issued by the managed care plan concerning the case
under review;

c. A copy of the signed authorization permitting disclosure of protected health
information; and
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d. Anindex of all submitted documents.

5.9. Upon delivery of the required information and documentation to the external review
organization, the managed care plan shall also provide to the commissioner written verification of
its compliance with Subsection 5.8.

5.10. The failure of the managed care plan to provide the information and documents set
forth in Subsection 5.8 within the stated time frame may result in the termination of the external
review and a decision to reverse the adverse determination.

5.11. Atthe same time the information required by Subsection 5.8 is delivered to the external
review organization, the managed care plan shall also deliver to the enrollee a copy of the index of
documents submitted. The enrollee or the enrollee’s authorized representative may submit additional
information to the external review organization within seven calendar days from the date the enroliee
receives the index from the managed care plan.

5.12. The managed care plan, the enrollee, or the enrollee's health care provider shall provide
any additional information the external review organization requests to complete the review. The
additional information shall be provided within five calendar days of the request, which time may
be extended upon written request to the commissioner, for good cause shown. The external review
organization may make the request for additional information in writing, by telephone, by facsimile,
or by electronic means followed by written confirmation of the request within five calendar days.
If the requested additional information is not provided within the time specified, the external review
organization shall proceed with its review without the information.

5.13. In making its decision, an external review organization shall consider safety, efficacy,
appropriateness, and cost effectiveness. It shall take into account all of the information submitted
by the managed care plan, the enrollee, and the enrollee's health care provider, including:

a. The enrollee's medical records;

b. The standards, criteria, and clinical rationale used by the managed care plan to
make its decision;

c. The recommendation of the enrollee’s health care provider;

d. Findings, studies, research, and other relevant documents of government agencies
and nationally recognized organizations, including the national institutes of health or any board
recognized by the national institutes of health, the national cancer institute, the national academy of
sciences, the United States food and drug administration, the health care financing administration
of the United States department of health and human services, and the agency for health care policy
and research;
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e. Relevant findings in peer-reviewed medical or scientific literature, published
opinions of nationally recognized medical experts, and clinical guidelines adopted by relevant
nattonal medical societies; and

f. The terms of coverage under the enroliee’s managed care plan,

5.14. Nothing in this rule shall be construed to require the external review organization to
utilize medical professionals or criteria in making decisions in external reviews regarding coverage
for care by religious nonmedical providers.

5.15. As soon as possible, but not more than forty-five calendar days after the date the
request for external review is received by the commissioner, the assigned external review
organization shall send written notice of its decision to uphold or reverse the managed care plan's
adverse determination to:

a. The enrollee or the enrollee's authorized representative;

b. The managed care plan;

¢. The commissioner; and

d. The enrollee's health care provider.

5.16. The notice sent pursuant to Subsection 5.15 shall include the following information:

a. A general description of the reason for the request for external review;

b. The date the external review organization received the assignment from the
commissioner to conduct the external review;

¢. The date the external review was conducted;
d. The date of the external review organization’s decision;

e. The reason(s) and clinical rationale for its decision with references to the evidence
and documentation considered in reaching the decision; and

f. Anexplanation that the external review decision is binding on the enrollee and the
managed care plan.

5.17. The managed care plan may elect at any time to cover the proposed health care service
and request termination of the external review. The managed care plan shall notify the enrollee, the
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external review organization and the commissioner of its election to provide coverage. Uponreceipt
of the notice from the managed care plan, the external review organization shall terminate the
external review.

5.18. If the external review organization reverses the adverse determination, the managed
care plan shall provide coverage for the health care services subject to the adverse determination.

5.19. An enrollee shall not be required to pay for any part of the cost of the review. All costs
and fees associated with the external review shall be borne by the managed care plan.

§ 114-58-6. Expedited External Reviews.

6.1. Except for retrospective adverse determinations, an enrollee or an enrollee’s authorized
representative may request an expedited external review of an adverse determination in
circumstances where failure of the enrollee to immediately receive the health care service could
result in placing the health of the enrollee or the health of the enrollee's unborn child in serious
jeopardy, cause serious impairment to bodily functions, or serious dysfunction of any bodily organ
or part. Requests for expedited external review shall be made to the commissioner and the managed
care plan.

6.2. A request for an expedited external review must include a certification from the
enrollee’s health care provider that the enrollee’s medical condition meets the criteria set forth in
Subsection 6.1.

6.3. Within one business day of receiving a request for an expedited external review, the
commissioner shall determine if the criteria set forth in Subsection 5.1 have been met, and shall send
notification to the enrollee and the managed care plan of the following:

a. If the criteria for the preliminary determination set forth in Subsection 5.1 have
not been met, that the request is denied; or

b. If the criteria for the preliminary determination set forth in Subsection 5.1 have
been met and the request is complete, that the request has been certified for expedited external
review. If certified by the commissioner, the commissioner shall randomly select an external review
organization that does not have a conflict of interest and include in the notice the name, address, and
telephone number of the external review organization to which the expedited review has been
assigned.

6.4. Ifthe commissioner cannot make the preliminary determination required by Subsection
5.1 because the request for external review is incomplete, the notice shall so state and shall describe
the information or materials needed to make the request complete.
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6.5. The notification required by Subsection 6.3 shall be provided by telephone, facsimile,
electronic means, or any other expeditious method, followed by written confirmation no later than
the next business day.

6.6. The standard of review in an expedited external review shall be as set forth in
Subsection 5.6.

6.7. Expedited external reviews shall be conducted pursuant to Subsection 5.7.

6.8. Within one business day from the date the managed care plan receives the initial notice
from the commissioner that the request has been certified for external review, the managed care plan
shall deliver to the assigned external review organization all documents and information described
in Subsection 5.8. The documents and information shall be transmitted by facsimile, electronic
means or some other available expeditious method.

a. The failure of the managed care plan to provide the information and documents
set forth in this Subsection within the stated time frame may result in the termination of the
expedited external review and a decision to reverse the adverse determination.

b. At the same time the information required by this Subsection is delivered to the
external review organization, the managed care plan shall also provide to the enrollee by telephone,
facsimile, or electronic means the index of documents submitted. The enrollee or the enrollee's
authorized representative may submit additional information to the external review organization
within two business days from the date the enrollee receives the index from the managed care plan.

¢. Upon delivery of the required information and documentation to the external
review organization, the managed care plan shall also provide to the commissioner written
verification of its compliance with this Subsection.

6.9. The managed care plan, the enrollee, or the enrollee's health care provider shall provide
any additional information the external review organization requests to complete the review. The
additional information shall be provided to the external review organization within two business days
of the request. The external review organization shall make the request for additional information
by telephone, facsimile, or by electronic means, followed by written confirmation no later than the
next business day. Ifthe requested additional information is not provided within the time specified,
the external review organization shall proceed with its review without the information.

6.10. In making its decision, an external review organization shall consider safety, efficacy,
appropriateness, and cost effectiveness. It shall take into account all of the information described
in Subsections 5.8 and 5.13, as well as all other information submitted by the managed care plan, the
enrollee and the enrollee's health care provider.

Page 11




Insurance Commissioner
Legislative Rule
Title 114, Series 58

6.11. Nothing in this rule shall be construed to require the external review organization to
utilize medical professionals or criteria in making decisions in expedited external reviews regarding
coverage for care by religious nonmedical providers.

6.12. As soon as possible, but not more than seven calendar days after the date the request
for expedited external review is received by the commissioner, the assigned external review
organization shall notify the enrollee, the managed care plan, and the commissioner of its decision
to uphold or reverse the managed care plan’s adverse determination. The notification shall be made
by telephone, facsimile, or electronic means, followed by written confirmation no later than the next
business day.

a. The written confirmation of the external review organization’s decision shall
include the following information:

1. The information required by Subsection 5.16 of this rule; and

2. An explanation that the external review decision is the final appeal
avatlable to the enrollee under state insurance law.

6.13. The managed care plan may elect at any time during the expedited external review to
cover the proposed health care service and request termination of the expedited review. The
managed care plan shall notify the enrollee, the external review organization and the commissioner
by telephone, facsimile, or electronic means, of its election to provide coverage, followed by written
confirmation. Upon receipt of the notice from the managed care plan, the external review
organization shall terminate the external review,

6.14. If the external review organization reverses the adverse determination, the managed
care plan shall immediately provide coverage for the proposed health care services.

6.15. Anenrollee shall not be required to pay for any part of the cost of the expedited review.
All costs and fees associated with the expedited external review shall be borne by the managed care
plan.
§ 114-58-7. Binding Nature of External Review Decision.

7.1. An external review decision is binding on the managed care plan.

7.2. An external review decision is binding on the enrollee except to the extent the enroliee
has other remedies available under federal or state law.
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7.3. Anenrollee or an enrollee's authorized representative may not file a subsequent request
for external review involving the same adverse determination for which the enrollee has already
received an external review decision pursuant to W. Va. Code § 33-25A-6 and this rule.

7.4. The external review organization may not order the managed care plan to provide a
benefit or to pay a claim for a benefit that is excluded from coverage by the contract.

§ 114-58-8. Approval of External Review Organizations.

8.1. The commissioner shall approve external review organizations eligible to be assigned
to conduct external reviews pursuant to W. Va. Code § 33-25A-6 and this rule. An approval is
effective for two years, unless the commissioner determines before expiration of the approval that
the external review organization is not satisfying the minimum qualifications established under
Section 9 of this rule. The commissioner shall maintain a randomly organized roster of approved
cxternal review organizations.

8.2. An extemnal review organization seeking approval to conduct external reviews shall
submit an application on a form prescribed by the commissioner. The application shall include any
documentation or information specified by the commissioner as necessary to determine if the
external review organization meets the minimum qualifications established under Section 9 of this
rule.

8.3. To ensure continued compliance with this rule, the commissioner may:

a. Conduct periodic examinations and random audits of approved external review
organizations. These examinations shall be at the expense of the external review organization.

b. Withdraw approval of the external review organization if the commissioner
determines that an external review organization no longer satisfies the minimum requirements
established under Section 9 of this rule.

c. Investigate complaints by enrollees and managed care plans regarding external
TevViews.

8.4. The commissioner, after reviewing the accreditation process and standards used by a
national organization to accredit an external review organization, may determine that accreditation
by the national organization satisfies the approval standards of the commissioner.

8.5. An approved external review organization may request termination of its approval by
sending written notice o the commissioner at least sixty days prior to the effective date of the
termination. No termination of an external review organization's approved status shall be effective
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until all pending external reviews assigned to the external review organization have been
satisfactorily completed.

§ 114-58-9. Minimum Qualifications for External Review Organizations.

9.1. Tobe approved to conduct external reviews, an external review organization shall have
and maintain written policies and procedures that govern all aspects of both the standard and
expedited external review processes, which include, at a minimum:

a. A quality assurance program that:

1. Ensures that external reviews are conducted and all required notices are
provided within the time frames specified in Sections 5 and 6 of this rule;

2. Ensures the selection of qualified and impartial clinical peer reviewers to
conduct external reviews on behalf of the external review organization and appropriate matching of
clinical peers to specific cases;

3. Ensures the confidentiality of medical and treatment records, clinical
review criteria, and personal information; and

4. Ensures that any person employed by or under the external review
organization adheres to the requirements of this rule.

b. Procedures in place that:

1. Ensure appropriate systems, including a toll-free telephone number, are
accessible twenty-four hours per day, seven days per week to receive a notice of selection for an
external review and other information relating to an external review;

2. Ensure appropriate systems are available twenty-four hours per day, seven
days per week to respond to a notice of selection for an external review; and

3. Ensure appropriate personnel are accessible not less than forty hours per
week during normal business hours to discuss issues related to the external review.

¢. Procedures to ensure the qualifications of reviewers. No party other than the
external review organization shall control, directly or indirectly, the appointment of clinical peer
reviewers to an external review. Each clinical peer assigned by an external review organization to
conduct an external review shall :
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1. Have expertise in the treatment of the medical condition of the enrollee
and clinical experience in the past three years with the proposed health care service at issue;

2. Hold an unrestricted license by the state in the United States in which the
chinical peer 1s licensed;

3. Nothave been disciplined or sanctioned by a hospital or government entity
based on the quality of care provided by the clinical peer; and

4. In the case of a physician, be certified by a nationally recognized medical
specialty board in the area that is the subject of the review.

d. Procedures in place to prevent conflicts of interest. The external review
organization shall maintain policies and procedures to ensure that neither the external review
organization nor any clinical peer assigned to conduct the external review has a material
professional, familial, or financial conflict of interest with:

1. The enrollee that is the subject of the review;
2. The managed care plan that is the subject of the review,

3. Any officer, director, or management employee of the managed care plan
that 1s the subject of the review;

4. The health care provider or facility that would provide or has provided the
health care service; or

5. The developer or manufacturer of the principal drug, device, procedure,
or other therapy that is the subject of the review.

. Procedures in place to ensure that no compensation or anything of value, other than
payment for the fees and costs of the external review, shall be accepted, permitted, or provided by
or to the external review organization, its employees or agents, or any clinical peer reviewer, that,
directly or indirectly, encourages the affirmation or reversal of an adverse determination.

f. An agreement to maintain and provide to the commissioner the information set
forth in Section 11 of this rule.

g. A fee structure that is competitive and reasonable and does not exceed the
maximum rates and maximum amounts permitted by the commissioner.
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9.2. For the purpose of allowing in-state health care providers to act as clinical peers in the
conduct of external reviews, an affiliation with a hospital, an institution, an academic medical center,
or a provider network does not solely constitute a conflict of interest sufficient to preclude that
provider from acting as a clinical peer, as long as the affiliation is disclosed to the enrollee or the
enrollee’s authorized representative and the managed care plan and both parties agree that no conflict
exists.

§ 114-58-10. External Review Organization Reporting Requirements.

10.1. An external review organization shall maintain records in the aggregate and by
managed care plan on all standard and expedited external reviews it conducts pursuant to assignment
by the commissioner during each calendar year. The external review organization shall retain the
records required by this Subsection for at least three years.

10.2. Each external review organization conducting an external review pursuant to
assignment by the commissioner shall, by the 31st day of March of each year for the preceding

calendar year, submit a report on a form prescribed by the commissioner.

a. The report required by this Subsection shall include in the aggregate, for each
managed care plan, and for West Virginia external reviews only, the following information:

1. The total number of requests for external review;
2. The number of requests for external review resolved and, of those resolved,
the number resolved upholding the adverse determination and the number resolved reversing the

adverse determination;

3. The average length of time for standard external reviews and for expedited
external reviews;

4. A summary of the types of coverages or cases for which an external
reviews were sought and the types of health care plans invelved 1n the external reviews;

5. The number of external reviews that were terminated at the request of the
managed care plan as the result of a reconsideration by the managed care plan; and

6. Any other information the commissioner may request or require.
§ 114-58-11. Liability of External Review Organizations.

11.1. Neither the external review organization nor any person who participates in an external
review by investigating, reviewing materials, providing technical expertise or rendering a decision
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shall be civilly liable for any action that is taken in good faith, that is within the scope of the
organization’s or person’s duties, and that doe not constitute wilful or reckless misconduct.
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