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. PURPOSE

The purpose of policy UM_1010 is to ensure that Clinical Review Criteria (Criteria) are developed
based on current scientific evidence and expert opinion. The criteria should consider the use of new
technology and take into account expert opinion as well as changes in clinical practice. New Century
Health’s criteria are used by its Clinical Reviewers for consistency in UM decision making to ensure
that the highest quality of care is consistently delivered to all patients.

[I. DEFINITIONS

Clinical Reviewer: An actively practicing physician or actively practicing health care professional
who possesses a current valid certificate, license, or registration or, where no provision for a license,
certificate or registration exists, is accredited by a national accrediting body and who is the same
profession and same or similar specialty as the provider who typically manages the disease or
condition at issue.

Evidence Based Medicine: Clinical decision-making tools that are based on the integration of
clinically relevant research evidence with clinical expertise and current standards of care. Clinical
policy provides a purposeful and clear evaluation of the effectiveness of diagnostic and/or therapeutic



modalities. Effectiveness is defined as a measure of the benefit resulting from an intervention for a
given health problem under average conditions of use.

Utilization Management: The process of managing resources and use of services through effective
planning and decision-making to assure that services provided are both clinically appropriate and
cost-effective.

[Il. POLICY

A. New Century Health uses evidence based clinical guidelines to address variation in practice and
resource utilization. New Century reviews criteria against current standards of practice at least
annually and updates them as appropriate. New criteria are developed in response to changes in
acceptable standards of practice and technology developments. The development and review
process involve actively practicing physicians, pharmacists and other providers who have current,
expert knowledge in the subject matter under review.

B. All clinical guidelines and policy criteria are approved by the Chief Medical Officer or physician
designee and presented to the Utilization Management Committee.

V. PROCEDURE

A. New Century Health’s Criteria are developed and maintained using evidenced-based guidelines
and input from the areas of internal medicine and specialty practice. Input is also received from
practicing physicians and health plan client medical directors to account for local variation in
practice.

B. Clinical criteria and policies will:

1. Be developed and maintained with input from appropriate providers with current knowledge
relevant to the criteria under review.

2. Be based on scientific evidence, current clinical principles and processes and appropriate
specialty provider expert opinion.

3. Reflect the general consensus of practitioners in the field.
Be dynamic not static.

5. Be flexible enough to allow for consideration of special circumstances and deviation from the
norm when justified on a case-by-case basis.

6. Be made available to providers to allow them an opportunity to review and comment on
criteria.

C. Regulatory input and pertinent specialty organization position/white papers are given weight
during the development and review processes. These include documents from:
1. CMS and local carrier review policies
2. American Medical Association

3. Other specialty care organizations/medical societies (e.g. American Society of Clinical
Oncology)

4, State Medicaid sources and contracts

D. New Century Health’s Chief Medical Officer, Medical Directors and other health care
professionals meet quarterly or every 6 months via the Scientific Advisory Board [NCH SAB]
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meetings to review the criteria for preferred pathways against current peer-reviewed literature,
specialty society documents, new technology and current practice.

1. NCH has four Scientific Advisory Boards: Medical Oncology, Radiation Oncology, Cardiology,
Oncology Imaging

2. Inputis received by actively practicing physicians and pharmacists in pertinent disciplines
who are members of the NCH SAB committees.

3. Arreview of criteria prior to annual review due date is undertaken if indicated by changes in
clinical application or clinical practice.

E. If the Chief Medical Officer, in consultation with all New Century medical directors or peer
reviewers, determines based on recent published literature, a change in clinical practice or
experience with application of the criteria requires revisions and/or additions of new criteria, a
committee is convened for this purpose. Physicians actively practicing or who have expert
knowledge of the subject matter will be asked to participate.

1. Chief Medical Officer or physician designee approves any changes to updated policies and/or
criteria if warranted and prior to the next scheduled quarterly, six-monthly, or annual review.

F. NCH Preferred radiation oncology, imaging, cardiology, and cancer therapy policies are inclusive
of all radiation oncology treatments, imaging services, cardiology services and chemotherapy
regimens that are evidence based, supported by compendia, and endorsed clinical practice
guidelines.

1. Policies are reviewed by CMO, specialty physicians, Pharmacists where appropriate and
approved by the Utilization Management Committee

G. Basis for inclusion in NCH'’s criteria include but are not limited to:
1. Peer reviewed published literature of clinical trial results.

2. Endorsement by national consensus groups established guidelines or compendia (i.e.
National Cancer Institute [NCI], National Comprehensive Cancer Network [NCCN]
Compendium, NCCN Clinical Practice Guidelines in Oncology, American Society of Clinical
Oncology [ASCO], American Society of Hematology [ASH], American Heart Association
[AHA], American College of Cardiology Foundation [ACCF], American College of Cardiology
[ACC], Appropriate Use Criteria [AUC], American College of Radiology [ACR], American
Society for Therapeutic Radiology and Oncology [ASTRO)], National Cancer Institute [NCI]).

3. New or updated FDA approvals or expanded clinical indications for existing therapies.
Research data presented at national oncology society conferences.

Input from NCH Medical Directors or SAB Members specializing in radiation oncology,
oncology imaging, medical oncology, or cardiology.

H. New Century Health’s preferred pathways are maintained and updated in the internal database
called Rules Manager by CMO appointed designees

I. New Century Health medical oncology preferred pathways are the selected chemotherapy
regimens that are taken from approved compendia and peer review literature and selection is
narrowed done first by regimen comparisons for efficacy in a specific clinical indication, then by
selection of regimens with the least toxicities and lastly narrowed down by the most cost-effective
regimen(s) after meeting efficacy and toxicity review.

J. The Chief Medical Officer or physician designee reviews and approves all clinical content
included in the NCH Criteria at least annually.
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1. Once the review and approval process are complete, final criteria are submitted to the UM
Committee

K. CMO appointed designees maintain the NCH Criteria database including development, updates,
and annual review cycle maintenance.

L. New Century Health’s Inter-rater reliability review policies are used in conjunction with this policy
to ensure consistency of use and application by client services staff, nurses, peer reviewers and
medical directors.

M. Clinical policies and clinical pathways are distributed internally to client services staff, nurses,
medical directors and peer reviewers in an organized fashion and appropriate training is
conducted.

N. Clinical Criteria policies and clinical pathways are distributed externally to the health plan.

Training is scheduled as needed for referring physicians and other provider offices and as
required by health plans.

P. State UM licensing authorities are updated accordingly and as required by state-specific laws.
Q. Copies of the clinical criteria and/or specific clinical criteria utilized in making a determination is
available upon request to:
1. Accreditation organizations
2. State utilization review certification agencies
3. Physicians, treating facilities whose patients are reviewed by New Century
4. Health Plan clients of NCH and their members
R. Approval lengths for authorizations are based upon the number of cycles of therapy requested
consistent with medical necessity. Upper time limits of the approval length are set on a time

basis, and the number of cycles cannot exceed the upper lime limit. The general upper time limits
are based upon drug tiers assigned by New Century Health as follows:

Tier Tier Definition General Upper Time Limit
1 Supportive care medications without health plan policy | Up to 12 months
2 Generally low-cost medications and generic anti- Up to12 months

cancer medications

3 Any drug that does not fall into Tiers 1, 2, or 4 Up to 12 months

4 Any drug that generally does not cost more than 3 months, certain regimens
$25,000/3 months and requires scans or labs every 3 | may qualify for 6 or 12
months to assure ongoing benefit months

5 New Century Health Value Based Initiatives 3 months

V. APPROVAL AUTHORITY
A. Review — Utilization Management Department

B. Final Approval — Utilization Management Committee
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VI. ATTACHMENTS
A. Attachment A: Texas Addendum
B. Attachment B: Missouri Addendum
C. Attachment C: South Carolina Addendum

VII. REFERENCES

A. Parts C & D Enrollee Grievances, Organization/Coverage Determinations, and Appeals
Guidance: https://www.cms.gov/Medicare/Appeals-and-Grievances/MMCAG/Downloads/Parts-C-
and-D-Enrollee-Grievances-Organization-Coverage-Determinations-and-Appeals-Guidance.pdf
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Attachment A: Texas Addendum

A. New Century Health’s utilization review plan, including reconsideration and appeal requirements,
shall be reviewed by a health care provider of the appropriate specialty, and conducted in
accordance with standards developed with input from a health care provider of the appropriate
specialty. (TIC 4201.453)

B. Screening criteria must be used to determine only whether to approve the requested treatment. A
denial of requested treatment must be referred to an appropriate physician, dentist, or other
health care provider to determine medical necessity. (TIC 4201.153)
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Attachment B: Missouri Addendum
New Century Health will abide by the Missouri statures are outlined in RSMO Chapter 376.

Documented clinical review criteria used in a utilization program--medical director qualifications--
compensation of utilization review services.

376.1361. 1. A utilization review program shall use documented clinical review criteria that are based
on sound clinical evidence and are evaluated periodically to assure ongoing efficacy. A health carrier
may develop its own clinical review criteria, or it may purchase or license clinical review criteria from
qualified vendors. A health carrier shall make available its clinical review criteria upon request by
either the director of the department of health and senior services or the director of the department of
insurance, financial institutions, and professional registration.

5. If a health carrier delegates any utilization review activities to a utilization review organization, the
health carrier shall maintain adequate oversight, which shall include:

(1) A written description of the utilization review organization's activities and responsibilities,
including reporting requirements;

(2) Evidence of formal approval of the utilization review organization program by the health carrier;
and

(3) A process by which the health carrier evaluates the performance of the utilization review
organization.

6. The health carrier shall coordinate the utilization review program with other medical management
activities conducted by the carrier, such as quality assurance, credentialing, provider contracting, data
reporting, grievance procedures, processes for accessing member satisfaction and risk management.

7. A health carrier shall provide enrollees and participating providers with timely access to its review
staff by a toll- free number.

8. When conducting utilization review, the health carrier shall collect only the information necessary
to certify the admission, procedure or treatment, length of stay, frequency, and duration of services.

9. Compensation to persons providing utilization review services for a health carrier shall not contain
direct or indirect incentives for such persons to make medically inappropriate review decisions.
Compensation to any such persons may not be directly or indirectly based on the quantity or type of
adverse determinations rendered.

10. A health carrier shall permit enrollees or a provider on behalf of an enrollee to appeal for the
coverage of medically necessary pharmaceutical prescriptions and durable medical equipment as
part of the health carriers' utilization review process.

11. (1) This subsection shall apply to:

(a) Any health benefit plan that is issued, amended, delivered, or renewed on or after January 1,
1998, and provides coverage for drugs; or

(b) Any person making a determination regarding payment or reimbursement for a prescription drug
pursuant to such plan.

(2) A health benefit plan that provides coverage for drugs shall provide coverage for any drug
prescribed to treat an indication so long as the drug has been approved by the FDA for at least one
indication, if the drug is recognized for treatment of the covered indication in one of the standard
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reference compendia or in substantially accepted peer- reviewed medical literature and deemed
medically appropriate.

(3) This section shall not be construed to require coverage for a drug when the FDA has determined
its use to be contraindicated for treatment of the current indication.

(4) A drug use that is covered pursuant to subsection 1 of this section shall not be denied coverage
based on a "medical necessity" requirement except for a reason that is unrelated to the legal status of
the drug use.

(5) Any drug or service furnished in a research trial, if the sponsor of the research trial furnishes such
drug or service without charge to any participant in the research trial, shall not be subject to coverage
pursuant to subsection 1 of this section.

(6) Nothing in this section shall require payment for nonformulary drugs, except that the state may
exclude or otherwise restrict coverage of a covered outpatient drug from Medicaid programs as
specified in the Social Security Act, Section 1927(d)(1)(B).

12. A carrier shall issue a confirmation number to an enrollee when the health carrier, acting through
a participating provider or other authorized representative, authorizes the provision of health care
services.
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Attachment C: South Carolina Addendum
South Carolina: Chapter 70: applicable to New Century Health Section 38-70-10 definitions

(1) Utilization Review: means a system for reviewing the necessary, appropriate, and efficient
allocations of health care resources and services given or proposed to be given to a patient or group
of patients.

(2) Private review agents means a person performing utilization reviews who is either under contract
with or acting on behalf, but not employed by: (a) a South Carolina business entity; (b) the State of
South Carolina, or (c)a hospital.

(3) Utilization Review Program: means an overview of the activities performed by a private review
agent.

(4) Director or his designee means the director or his designee of the South Carolina Department of
Insurance.

Section 38-70-20

(A) No private review agent may conduct utilization review in this state unless; the director or his
designee has granted the private review agent a certificate to perform these activities.

(C)A utilization review program of the applicant must meet the following minimum standards:

(1) Notification of an adverse decision by the utilization review agent must be provided to the insured
or other party designated by the insured within five business days.

(2) All utilization review agents shall maintain a procedure by which insured or providers may seek
reconsideration of appeal of determinations of the utilization review agent.

(3) A representative of the utilization review agent must be accessible by telephone to insureds or
providers in South Carolina, at least forty hours each week during normal business hours.

(4) The type and qualification of the personnel either employed or under contract to perform the
utilization review must be included in the utilization review program information submitted to the
director or designee.

(5) A copy of the materials designed to inform applicable patients of the requirements of the
utilization plan and the responsibilities and rights of patients under the plan must be provided
interested parties upon request, and

(6) An acknowledgement that all applicable state and federal laws to protect the confidentiality of
individual medical records are followed.

Section 38-70-40

Periodic review of operations of private review agents; telephone audits; complaints; fines; denials,
suspension or revocation of certificate; hearings.

(A) The director or his designee may conduct periodic reviews of the operations of private review
agents in this State to ensure that they continue to meet the specifications outlined in this chapter and
any applicable regulations which may promulgated by the department. The director or his designee
may perform periodic telephone audits of private review agents authorized to conduct business in this
State, to determine if agents are reasonably accessible.

(B) Within ninety days upon receipt of a complaint from a licensed health care provider, the director
or designee may investigate the compliant.

.
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© The director or his designee is authorized to take appropriate action against a private review
agent who fails to meet the standards of this chapter or any applicable regulations promulgated by the
department.
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