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AMENDATORY SECTION (Amending WSR 13-18-035, filed 8/28/13, effective
9/28/13)

WAC 182-530-1050 Definitions. In addition to the definitions
and abbreviations found in chapter 182-500 WAC, Medical definitions,
the following definitions apply to this chapter.

"Active ingredient” - The chemical component of a drug responsi-
ble for a drug"s prescribed/intended therapeutic effect. The medicaid
agency or its designee limits coverage of active ingredients to those
with an eleven-digit national drug code (NDC) and those specifically
authorized by the agency or its designee.

"Actual acquisition cost (AAC)" - ((F¥he—net—cost—a provider—paid
for—a—drug,—device,—or—drug—related—supplby—marketed—1n—the—package
stze—purehased—The AACrchudes—diseounts,—rebates,—chargebacks—and

supphys—but—excludes—dispensing—Fees-)) Refers to one of the follow-
ing:

(1) Provider AAC - The true cost a provider paid for a specific
drug or product in the package size purchased, including discounts,
rebates, charge backs that affect the provider"s invoice price, and
other adjustments to the price of the drug, device or drug-related
supply, excluding dispensing fees;

(2) 340B AAC - The true cost paid by a public health service
(PHS)-qualifying entity for a specific drug, excluding dispensing
fees; or

(3) POS AAC - The agency-determined rate paid to pharmacies
through the point-of-sale (P0S) system, and intended to reflect phar-
macy providers®” actual acquisition cost.

"Administer™ - Includes the direct application of a prescription
drug or device by injection, insertion, inhalation, ingestion, or any
other means, to the body of a patient by a practitioner, or at the di-
rection of the practitioner.

"Appointing authority” - ((Fer—the—evidence-based—preseription
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-)) Means the following people
acting jointly: The director of the Washington state health care au-
thority and the director of the Washington state department of labor
and industries.

"Authorized generic drug” — Any drug sold, licensed, or marketed
under a new drug application (NDA) approved by the Food and Drug Ad-
ministration (FDA) under section 505(c) of the Federal Food, Drug and
Cosmetic Act (FFDCA) that is marketed, sold or distributed under a
different labeler code, product code, trade name, trademark, or pack-
aging (other than repackaging the listed drug for use in institutions)
than the brand name drug.

"Automated authorization™ - Adjudication of claims using submit-
ted NCPDP data elements or claims history to verify that the medicaid
agency"s or its designee"s authorization requirements have been satis-
fied without the need for the medicaid agency or its designee to re-
quest additional clinical information.

"Automated maximum allowable cost (AMAC)"™ - The rate established
by the medicaid agency or its designee for a multiple-source drug that
is not on the maximum allowable cost (MAC) list and that is designated
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by two or more products at least one of which must be under a federal
drug rebate contract.

"Average manufacturer price (AMP)" - The average price paid to a
manufacturer by wholesalers for drugs distributed to retail pharma-
cies.

"Average sales price (ASP)" - The weighted average of all nonfed-
eral sales to wholesalers net of charge backs, discounts, rebates, and
other benefits tied to the purchase of the drug product, whether it is
paid to the wholesaler or the retailer.

"Average wholesale price (AWP)" - ((Fhe—average)) A reference
price of a drug product that is (( 1 i
ces—hationwide)) published at a point in tlme and reported to the med-
icaid agency or |ts deS|gnee by the agency s drug flle contractor

((ZCe ,
)) "Brand name druq _— A S|nqle source
or _innovator multiple-source drug.

"Compendia of drug information™ includes the following:

(1) The American Hospital Formulary Service Drug Information;

(2) The United States Pharmacopeia Drug Information; and

(3) DRUGDEX Information System.

"Compounding™ - The act of combining two or more active ingredi-
ents or adjusting therapeutic strengths iIn the preparation of a pre-
scription.

"Deliver or delivery” - The transfer of a drug or device from one
person to another.

"Dispense as written (DAW)"™ - An 1instruction to the pharmacist
forbidding substitution of a generic drug or a therapeutically equiva-
lent product for the speC|f|c drug product prescribed.

"DlspenS|ng fee" ((Ihe—fee—the—med+ea+d—ageney—er—its—designee

)) See
DrofeSS|onaI dISDenS|nq fee

"Drug file”™ - A list of drug products, pricing and other informa-
tion provided to the medicaid agency or its designee and maintained by
a drug file contractor.

"Drug file contractor”™ - An entity which has been contracted to
provide regularly updated information on drugs, devices, and drug-re-
lated supplies at specified intervals, for the purpose of pharmaceuti-
cal claim adjudication. Information is provided specific to individual
national drug codes |nclud|ng product pr|C|ng

"brug—related supplies™ - Nondrug items necessary for the admin-
istration, delivery, or monitoring of a drug or drug regimen.
"Drug use review (DUR)"™ - A review of covered outpatient drug use

that assures prescriptions are appropriate, medically necessary, and
not likely to result in adverse medical outcomes.

"Effectiveness” - The extent to which a given intervention is
likely to produce beneficial results for which it is intended in ordi-
nary circumstances.
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"Efficacy” - The extent to which a given intervention is likely
to produce beneficial effects In the context of the research study.

"Emergency Kkit" - A set of limited pharmaceuticals furnished to a
nursing facility by the pharmacy that provides prescription dispensing
services to that facility. Each kit is specifically set up to meet the
emergency needs of each nursing facility®"s client population and is
for use during those hours when pharmacy services are unavailable.

"Endorsing practitioner”™ - A practitioner who has reviewed the
Washington preferred drug list (Washington PDL) and has enrolled with
the health care authority (HCA), agreeing to allow therapeutic inter-
change (substitution) of a preferred drug for any nonpreferred drug in
a given therapeutic class on the Washington PDL.

"Estimated acquisition cost (EAC)"™ - The medicaid agency®s esti-
mate of the price providers generally and currently pay for a drug
marketed or sold by a particular manufacturer or labeler.

"Evidence-based” and "evidenced-based medicine (EBM)"™ - The ap-
plication of a set of principles and a method for the review of well-
designed studies and objective clinical data to determine the level of
evidence that proves to the greatest extent possible, that a health
care service is safe, effective and beneficial when making population-
based coverage poI|C|es or individual medical necessity decisions.

guide health care decisions.)) "Federal druq rebates - Dollars re-
turned to medicaid from pharmaceutical manufacturers under the terms
of the manufacturers® national rebate agreement with the federal De-
partment of Health and Human Services (DHHS).

"Federal upper limit (FUL)" - The maximum allowable reimbursement
set by the Centers for Medicare and Medicaid Services (CMS) for a mul-
tiple-source drug.

aDDroved bv the Food and Druq Admlnlstratlon (FDA) under an abbreV|—

ated new drug application.

"Inactive iIngredient” - A drug component that remains chemically
unchanged during compounding but serves as the:

(1) Necessary vehicle for the delivery of the therapeutic effect;

or

(2) Agent for the intended method or rate of absorption for the
drug®s active therapeutic agent.

"Ingredient cost”™ - The portion of a prescription®s cost attrib-
utable to the covered drug |ngred|ents or chemical components.

"Innovator multiple-source drug"” - ((As—set—forth—in-Section—1927

)) A multlple source druq that

was originally marketed under a new druq application (NDA) approved by
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the Food and Drug Administration (FDA), including an authorized gener-
ic drug. This includes:

(1) A drug product marketed by any cross-licensed producers, la-
belers, or distributors operating under the NDA; or

(2) A covered outpatient drug approved under a biologics license
application (BLA), product license application (PLA), establishment
license application (ELA), or antibiotic drug application (ADA).

"Less than effective drug™ or "DESI'™ - A drug for which:

(1) Effective approval of the drug application has been withdrawn
by the Food and Drug Administration (FDA) for safety or efficacy rea-
sons as a result of the drug efficacy study implementation (DESI) re-
view; or

(2) The secretary of the federal Department of Health and Human
Services (DHHS) has 1issued a notice of an opportunity for a hearing
under section 505(e) of the federal Food, Drug, and Cosmetic Act on a
proposed order of the secretary to withdraw approval of an application
for such drug under such section because the secretary has determined
the drug is less than effective for some or all conditions of use pre-
scribed, recommended, or suggested in its labeling.

_((FLeng-term—therapy—A—drug—regimen—a—cHent—recetves—or—wit

"Maximum allowable cost (MAC)'™ - The maximum amount ((that)) the
medicaid agency or 1its designee reimburses for a drug, device, or
drug-related supply.

"Medicaid preferred drug list (medicaid PDL)" - The list of all
drugs in drug classes approved for inclusion by the Washington medic-
aid drug use review (DUR) board and each drug"s preferred or nonpre-
ferred status as determined by the agency. The list includes at mini-
mum all drugs and drug classes on the Washington PDL and may include
additional drugs and drug classes at the discretion of the DUR board.

"Medically accepted indication”™ - Any use for a covered outpa-
tient drug:

(1) Which is approved under the federal Food, Drug, and Cosmetic
Act; or

(2) The use of which is supported by one or more citations inclu-
ded or approved for inclusion in any of the compendia of drug informa-
tion, as defined iIn this chapter.

"Modified unit dose delivery system” (also known as blister packs
or "bingo/punch cards™) - A method in which each patient®s medication
is delivered to a nursing facility:

(1) In individually sealed, single dose packages or "blisters';

and
(2) In gquantities for one month"s supply, unless the prescriber
specifies a shorter period of therapy.

"Multiple-source drug” - A drug ((marketed—or—soldby:-
)—Two—ormoremanufacturers—orlabelers;—or
)—Fhe—sare—ranufacturer—or—labeler-

i 1 )) for which there
is at least one other drug product sold in the United States that is
pharmaceutically equivalent and bioequivalent, as determined by the
Food and Drug Administration (FDA).

"National drug code (NDC)™
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i i )) numerical
code that includes the labeler code, product code, and package code.

"National rebate agreement™ — The agreement developed by the Cen-
ters for Medicare and Medicaid Services (CMS) to implement section
1927 of the Social Security Act, and entered into by a manufacturer
and the federal Department of Health and Human Services (DHHS).

"Noninnovator multiple-source drug”™ — A drug that is:

(1) A multiple-source drug that is not an innovator multiple-
source drug or a single-source drug;

(2) A multiple-source drug marketed under an abbreviated new drug
application (ANDA) or an abbreviated antibiotic drug application;

(3) A covered outpatient drug that entered the market before 1962
and was originally marketed under a new drug application (NDA); or

(4) Any drug that has not gone through a Food and Drug Adminis-
tration (FDA) approval process but otherwise meets the definition of a
covered outpatient drug.

IT any of the drug products listed in this definition of a nonin-
novator multiple-source drug subsequently receive an NDA or ANDA ap-
proval from the FDA, the product®s drug category changes to correlate
with the new product application type.

"Nonpreferred drug™ - A drug ((that—has—nhot—been—selectedas—a
preferred—drug)) within ((the)) a therapeutic ((elass€es))) class of
drugs on the medicaid preferred drug list (medicaid PDL) that has not
been selected as a preferred drug.

"Obsolete NDC" - A national drug code replaced or discontinued by
the manufacturer or labeler.

"Over-the-counter (OTC) drugs™ - Drugs that do not require a pre-
scription before they can be sold or dispensed.

"Peer reviewed medical literature” - A research study, report, or
findings regarding the specific use of a drug that has been submitted
to one or more professional journals, reviewed by experts with appro-
priate credentials, and subsequently published by a reputable profes-
sional journal. A clinical drug study used as the basis for the publi-
cation must be a double blind, randomized, placebo or active control
study.

"Pharmacist™ - A person licensed in the practice of pharmacy by
the state in which the prescription is filled.

"Pharmacy”™ - Every location licensed by the state board of phar-
macy in the state where the practice of pharmacy is conducted.

"Pharmacy and therapeutic (P&T) committee” - The 1independent
Washington state committee created by RCW 41.05.021 (1)(a)(iii) and
70.14.050. At the election of the medicaid agency or its designee, the
committee may serve as the drug use review board provided for in WAC
182-530-4000.

"Point-of-sale (P0OS)" - A pharmacy claims processing system capa-
ble of receiving and adjudicating claims online.
"Practice of pharmacy”™ - The practice of and responsibility for:

(1) Accurately interpreting prescription orders;

(2) Compounding drugs;

(3) Dispensing, labeling, administering, and distributing of
drugs and devices;
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(4) Providing drug information to the client that includes, but
is not limited to, the advising of therapeutic values, hazards, and
the uses of drugs and devices;

(5) Monitoring of drug therapy and use;

(6) Proper and safe storage of drugs and devices;

(7) Documenting and maintaining records;

(8) Initiating or modifying drug therapy in accordance with writ-
ten guidelines or protocols previously established and approved for a
pharmacist®s practice by a practitioner authorized to prescribe drugs;
and

(9) Participating in drug use reviews and drug product selection.

"Practitioner”™ - An individual who has met the professional and
legal requirements necessary to provide a health care service, such as
a physician, nurse, dentist, physical therapist, pharmacist or other
person authorized by state law as a practitioner.

"Preferred drug” - ((Brug{s)—of—cholce—within—a—selected—thera-

i HER i =)) A drug within a
therapeutic class of drugs on the medicaid preferred drug list (medic-
aid PDL) that has been selected as a preferred drug.

"Prescriber™ - A physician, osteopathic physician/surgeon, den-
tist, nurse, physician assistant, optometrist, pharmacist, or other
person authorized by law or rule to prescribe drugs. See WAC
246-863-100 for pharmacists® prescriptive authority.

"Prescription”™ - An order for drugs or devices issued by a prac-
titioner authorized by state law or rule to prescribe drugs or devi-
ces, in the course of the practitioner®s professional practice, for a
legitimate medical purpose.

"Prescription drugs”™ - Drugs required by any applicable federal
or state law or regulation to be dispensed by prescription only or
that are restricted to use by practitioners only.

"Professional dispensing fee":

(1) The fee the medicaid agency or its designee pays pharmacists
and dispensing providers for covered prescriptions. The fee pays for
costs in excess of the ingredient cost of a covered outpatient drug
when a covered outpatient drug is dispensed; and

(2) Includes only costs associated with ensuring that possession
of the appropriate covered outpatient drug is transferred to a medic-
aid beneficiary. Pharmacy and dispensing provider costs include, but
are not limited to, reasonable costs associated with a prescriber®s
time in checking the computer for information about an individual®s
coverage, performing drug utilization review and preferred drug list
review activities, measurement or mixing of the covered outpatient
drug, filling the container, beneficiary counseling, physically pro-
viding the completed prescription to the medicaid beneficiary, deliv-
ery, special packaging, and overhead associated with maintaining the
facility and equipment necessary to operate the dispensing entity.

"Prospective drug use review (Pro-DUR)'"™ - A process in which a
request for a drug product for a particular client iIs screened, before
the product is dispensed, for potential drug therapy problems.

"Reconstitution”™ - The process of returning a single active in-
gredient, previously altered for preservation and storage, to its ap-
proximate original state. Reconstitution is not compounding.

"Retrospective drug use review (Retro-DUR)" - The process in
which drug utilization is reviewed on an ongoing periodic basis to
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identify patterns of fraud, abuse, gross overuse, or inappropriate or
not medically necessary care.

(('. | m : ; m | : m

"Singie;source drug”™ - A drug produced or distributed under an
original new drug application (NDA) approved by the Food and Drug Ad-
ministration (FDA)((~=
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sued by the FDA. This includes:

(1) A drug product marketed by any cross-licensed producers, la-
belers, or distributors operating under the NDA; or

(2) A drug approved under a biologics license application (BLA),
product license application (PLA), establishment license application
(ELA), or antibiotic drug application (ADA).

For the purposes of this definition, an ANDA is not an NDA.

"Systematic review'” - A specific and reproducible method to iden-
tify, select, and appraise all the studies that meet minimum quality
standards and are relevant to a particular question. The results of
the studies are then analyzed and summarized iInto evidence tables to
be used to guide evidence-based decisions.

"Terminated NDC" - An eleven-digit national drug code (NDC) that
is discontinued by the manufacturer for any reason. The NDC may be
terminated immediately due to health or safety issues or it may be
phased out based on the product®s shelf life.

"Therapeutic alternative™ - A drug product that contains a dif-
ferent chemical structure than the drug prescribed, but is in the same
pharmacologic or therapeutic class and can be expected to have a simi-
lar therapeutic effect and adverse reaction profile when administered
to patients in a therapeutically equivalent dosage.

AD
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"Therapeutic class”™ - A group of drugs used for the treatment,
remediation, or cure of a specific disorder or disease.
"Therapeutic interchange™ - To dispense a therapeutic alternative

to the prescribed drug when an endorsing practitioner who has indica-
ted that substitution is permitted, prescribes the drug. See therapeu-
tic interchange program (TIP).

"Therapeutic interchange program (TIP)"™ - The process developed
by participating state agencies under RCW 69.41.190 and 70.14.050, to
allow prescribers to endorse a Washington preferred drug list, and in
most cases, requires pharmacists to automatically substitute a prefer-
red, equivalent drug from the list.

"Therapeutically equivalent” - Drug products that contain differ-
ent chemical structures but have the same efficacy and safety when ad-
ministered to an individual, as determined by:

(1) Information from the Food and Drug Administration (FDA);

(2) Published and peer-reviewed scientific data;

(3) Randomized controlled clinical trials; or

(4) Other scientific evidence.

"Tiered dispensing fee system”™ - A system of paying pharmacies
different dispensing fee rates, based on the individual pharmacy"s to-
tal annual prescription volume and/or the drug delivery system used.
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"True unit dose delivery” - A method in which each patient®s med-
ication is delivered to the nursing facility in quantities sufficient
only for the day"s required dosage.

"Unit dose drug delivery”™ - True unit dose or modified unit dose
delivery systems.

"Usual and customary charge™ - The fee that the provider typical-
ly charges the general public for the product or service.

"Washington preferred drug list (Washington PDL)"™ - The list of

drugs selected by the appointing authority to be used by applicable
state agencies as the basis for purchase of drugs in state-operated
health care programs.

"Wholesale acquisition cost” - ((Fhe—price)) Refers to either the
actual wholesale cost paid by a wholesaler for drugs purchased from a
manufacturer or a list price published as wholesale acquisition cost.

AMENDATORY SECTION (Amending WSR 16-01-046, filed 12/9/15, effective
1/9/16)

WAC 182-530-3000 When the medicaid agency requires authoriza-
tlon ((PhaFmae+es—mHst—ebta+n—aHther+zat+en—fer—eevered—drugsT—dev+-

seF+bed——+n——th+s~—seet+en—)) Covered druqs devices, or drug- related
supplies require authorization for reimbursement when:

(1) The medicaid agency"s pharmacists ((and)) or medical consul-
tants:

(a) Have determined that authorization for the drug, device, or
drug-related supply is required, as described in WAC 182-530-3100; or

(b) Have not yet reV|ewed the ((manHfaeterer—s—dess+ep—ef—dreg

fermat)) druq deV|ce, or druq related supplv as descrlbed' in 'WAC

182-530-3100.

(2) The drug, device, or drug-related supply is in ((#he)) a
therapeutic drug class on the Washington preferred drug list and the
product is one of the following:

(a) Nonpreferred as described in WAC 182-530-4100; and

(i) The prescriber is a nonendorsing practitioner; or

(i1) The drug is designated as exempt from the therapeutic inter-
change program per WAC 182-530-4100(6) or 182-530-4150 (2)(a);

(b) Preferred for a special population or specific indication and
has been prescribed by a nonendorsing practitioner under conditions
for which the drug, device, or drug-related supply is not preferred;
or

(c) Determined to require authorization for safety.

(3) ((Fer—the—purpese—oFf)) The agency is promoting safety, effi-
cacy, and effectiveness of drug therapy, or the agency identifies cli-
ents or groups of clients who would benefit from further clinical re-
view.

(4) The agency designates the prescriber(s) as requiring authori-
zation because the prescriber(s) is under agency review or IS sanc-
tioned for substandard quality of care.

(5) Utilization data iIndicate there are health and safety con-
cerns or the potential for misuse and abuse. Examples of utilization
concerns include:
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(a) Multiple prescriptions filled ((e¥)) for the same drug in the
same calendar month;

(b) Prescriptions filled earlier than necessary for optimal ther-
apeutic response;

(c) Therapeutic duplication;

(d) Therapeutic contraindication;

(e) Excessive dosing, excessive duration of therapy, or subthera-
peutic dosing as determined by FDA labeling or the compendia of drug
information; and

() Number of prescriptions filled per month in total or by ther-
apeutic drug class.

(6) The pharmacy requests reimbursement in excess of the maximum
allowable cost and the drug has been prescribed with instructions to
dispense as written.

AMENDATORY SECTION (Amending WSR 16-01-046, filed 12/9/15, effective
1/9/16)

WAC 182-530-3100 How the medicaid agency determines when a drug
requires authorization. (1) The medicaid agency"s pharmacists ((and))
or medical consultants periodically evaluate ((hew)) covered drugs,
((hew)) covered indications, or new dosages approved by the Food and
Drug Administration (FDA) to determine the drug authorization require-
ment.

() The clinical team ((uses—a—drug—evaluationmatrix—to—evaluate

)) evaluates and grades available information
for each drug or drug class based on quality evidence contained 1In
compendia of drug information and peer-reviewed medical Iliterature.
The information evaluated includes, but is not limited to:

(i) Evidence for efficacy and safety;

(i1) Cost comparisons of drugs with similar existing drugs;

(iii1) Potential for clinical misuse;

(iv) Potential for client misuse or abuse;

(v) Drugs with a narrow therapeutic index;

(vi) Other safety concerns; or

(viil) Product cost and outcome data demonstrating the cost effec-
tiveness of the drug, device, or drug-related supply.

(b) In performing this evaluation the clinical team may consult
with other agency clinical staff, financial experts, and program man-
agers. The agency clinical team may also consult with ((an—evidence-

)) other purchasers, the drug use review (DUR)
board, and medical experts iIn this evaluation.

(c) ((+nfeFmat+en——Fev+ewed——+n——the~—drug——evalaat+en——matr+x——+n—
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€)) Based on the clinical team"s evaluation ((anrd—the—drug
i i )). the agency may determine that the drug, de-
vice, or drug-related supply:
(i) Requires authorization;
(i1) Requires authorization to exceed agency-established limita-
tions; or
(iii1) Does not require authorization.

2 «

182-530-4100-

3))) The agency periodically reviews existing drugs, devices, or
drug-related supplies and reassigns authorization requirements as nec-
essary according to the same provisions as outlined above for new
drugs, devices, or pharmaceutical supplies.

((4)) (3) For any drug, device, or drug-related supply with
limitations or requiring authorization, the agency may elect to apply
automated authorization criteria according to WAC 182-530-3200.

AMENDATORY SECTION (Amending WSR 16-17-071, filed 8/16/16, effective
9/16/16)

WAC 182-530-3200 The medicaid agency"s authorization process.
(1) The agency may establish automated ways for pharmacies to meet au-
thorization requirements for specified drugs, devices, and drug-rela-
ted supplies, or circumstances as listed in WAC 182-530-3000 ((3)—and
€4))) including, but not limited to:

(a) Use of expedited authorization codes as published in the
agency"s prescription drug program billing instructions ((ard—numbered
meroranda));

(b) Use of specified values in national council of prescription
drug programs (NCPDP) claim fields;

(c) Use of diagnosis codes; and

(d) Evidence of previous therapy within the agency"s claim histo-
ry.

(2) When the automated requirements iIn subsection (1) of this
section do not apply or cannot be satisfied, the pharmacy provider
must request authorization from the agency before dispensing. The
pharmacy provider must:

(a) Ensure the request states the medical diagnosis and includes
medical jJustification for the drug, device, drug-related supply, or
circumstance as listed in WAC 182-530-3000 ((3)—anrd—4))); and

(b) Keep documentation on file of the prescriber®s medical justi-
fication that is communicated to the pharmacy by the prescriber at the
time the prescription is filled. The records must be retained for the
period specified in WAC 182-502-0020(5).

(3) When the agency receives the request for authorization:

(a) The agency acknowledges receipt:

(i) Within twenty-four hours i1f the request is received during
normal state business hours; or

(i1) Within twenty-four hours of opening for business on the next
business day if received outside of normal state business hours.
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(b) The agency reviews all evidence submitted and takes one of
the following actions within fifteen business days:

(i) Approves the request;

(i1) Denies the request if the requested service is not medically
necessary; or

(i11) Requests the prescriber submit additional justifying infor-
mation.

(A) The prescriber must submit the additional iInformation within
ten days of the agency"s request.

(B) The agency approves or denies the request within five busi-
ness days of the receipt of the additional information.

(C) If the prescriber fails to provide the additional information
within ten days, the agency will deny the requested service. The agen-
cy sends a copy of the request to the client at the time of denial.

(4) The agency"s authorization determination may be based on, but
not limited to:

(a) Requirements under this chapter and WAC 182-501-0165;

(b) Client safety;

(c) Appropriateness of drug therapy;

(d) Quantity and duration of therapy;

(e) Client age, gender, pregnancy status, or other demographics;

and

() The least costly therapeutically equivalent alternative.

(5) The agency evaluates request for authorization of covered
drugs, devices, and drug-related supplies that exceed limitations in
this chapter on a case-by-case basis in conjunction with subsection
(4) of this section and WAC 182-501-0169.

(6) ITf a provider needs authorization to dispense a covered drug
outside of normal state business hours, the provider may dispense the
drug without authorization only iIn an emergency. The agency must re-
ceive jJustification from the provider within seven days of the fill
date to be reimbursed for the emergency fill.

(7) The agency may remove authorization requirements under WAC
182-530-3000 for, but not limited to, the following:

(a) Prescriptions written by specific practitioners based on con-
sistent high quality of care; or

(b) Prescriptions filled at specific pharmacies and billed to the
agency at the pharmacies” lower acquisition cost.

(8) Authorization requirements in WAC 182-530-3000 are not a de-
nial of service.

(9) Rejection of a claim due to the authorization requirements
listed in WAC 182-530-3000 is not a denial of service.

(10) When a claim requires authorization, the pharmacy provider
must request authorization from the agency. If the pharmacist fails to
request authorization as required, the agency does not consider this a
denial of service.

(11) Denials that result as part of the authorization process
will be issued by the agency in writing.

(12) The agency®s authorization:

(a) Is a decision of medical appropriateness; and

(b) Does not guarantee payment.
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AMENDATORY SECTION (Amending WSR 15-12-093, filed 6/2/15, effective
7/3/15)

WAC 182-530-4100 ((Washingtoen)) Medicaid preferred drug list
(medlcald PDL) ((undeF—4Mww—69—4%—i99—4ﬁ%*—l9744795@e——the—4%edieaid

(&9—4Nash+ngten——state)) (1) The medicaid agency contracts with

)) a vendor to perform systematic

evidence-based drug reviews.

(2) The pharmacy and therapeutics (P&T) committee or the drug use
review (DUR) board reviews and evaluates the safety, efficacy, and
outcomes of prescribed drugs, using evidence-based information provi-
ded by the ((evidence-based practice—centers)) vendor.

(3) The P&T committee makes recommendations to state agencies as
to which drugs to include on the Washington PDL under chapter 182-50
WAC. The DUR board makes recommendations to the medicaid agency about
which additional drug classes to include in the medicaid PDL.

(4) The ((eppoernrting—avtherity)) agency director or designee

makes the final selection of drugs or drug classes included on the
((Washingten)) medicaid PDL.

)) medlcald PDL onlv but not

on the Washington PDL are not subject to therapeutic interchange pro-

gram (TIP) and dispense as written (DAW) rules under WAC 182-530-4150.
(6) Drugs in a drug class on the ((Wash+ngten)) medlcald PDL that

have not been reV|ewed by the P&T commlttee ((W+ll)) or the DUR board
may be treated as nonpreferred drugs and_are not subject to ((the—d+s—

DAW or TIP.

(7) A nonpreferred drug ((whi i
ered)) 1s considered for authorization after the client has:

(a) Tried and failed or is intolerant to at least one preferred
drug; and

(b) Met agency-established criteria for the nonpreferred drug.

(8) Drugs in a drug class on the ((Washingten)) medicaid PDL may
be designated as preferred drugs for special populations or specific
indications.

(9) Drugs in a drug class on the ((Washingten)) medicaid PDL may
require authorization ((¥er—safety)) regardless of preferred or non-
preferred status.

(10) ((Con

b incl I [ I e
D)) When a ((brand—name)) preferred innovator drug ((has—been
)) or biological product on the medicaid

PDL loses its patent, the agency may ((#wmediately)):

(a) Designate an available, ((dess—expensives)) equally effec-
tive, generic equivalent, or b|03|mllar biological product as a pre-
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)): and

(b) Make the innovator drug or biological product nonpreferred.

AMENDATORY SECTION (Amending WSR 15-12-093, filed 6/2/15, effective
7/3/15)

WAC 182-530-4125 Generics Tirst for a client®s first course of
treatment. ((Fhe—rmedrcardagency—uses—potrrt-of-sale (POS)—clatm—res—

saging—to—tell-pharmactes—to—use—a preferredgenerte—drug—for—thechi—
ent s—Frrst—ecourse —of treatment 1n—spectfre—drug—elassess)) (1) The
medicaid agency may require preferred generic drugs on the Washington
preferred drug list (Washington PDL) be used before any brand name or

nonpreferred generic drugs for a client®"s first course of treatment
within that therapeutic class of drugs, ((when:

ent s First-courseof treatment)) according to RCW 69.41.190.

(2) For drug classes selected by the agency that meet the crite-
ria of subsection (1) of this section, only preferred generic drugs
are covered for a client®s first course of treatment, except as iden-
tified in subsection (3) of this section.

(3) Endorsing practitioners®™ prescriptions written "dispense as
written (DAW)"™ for preferred and nonpreferred brand name drugs and
nonpreferred generics iIn the specific drug classes on the Washington
PDL reviewed by the drug use review (DUR) board will be subject to au-
thorization to establish medical necessity as defined 1in WAC
182-500-0070.

(4) The agency uses point-of-sale (P0OS) claim messaging to tell
pharmacies to use a preferred generic drug for the client"s first
course of treatment in specific drug classes.

AMENDATORY SECTION (Amending WSR 16-01-046, filed 12/9/15, effective
1/9/16)

WAC 182-530-4150 Therapeutic interchange program (TIP). This
section contains the medicaid agency"s rules for the endorsing practi-
tioner therapeutic interchange program (TIP). TIP is established under
RCW 69.41.190 and 70 14 050((

(D ((Ihe—theFapeutié—inte¥ehange—p¥eg¥am—{l+P})) TIP applies on-
ly to drugs:
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(a) Within therapeutic classes on the Washington preferred drug
list (Washington PDL);

(b) (C :
i )) Included in a motion passed by the pharmacy and

therapeutics (P&T) committee; and

((€D)) (©) Prescribed by an endorsing practitioner.

(2) TIP does not apply to a drug when:

(a) ((When)) The P&T committee determines that TIP does not apply
to the drug or its therapeutic class on the Washington PDL; ((e¥))
(b) ((Fo—a—drug)) Prescribed by a nonendorsing practitioner((=

A a¥a aYaala
Y O -

€)=

(c) The endorsing practitioner signs the prescription ''dispense

as written (DAW)': or
(d) Otherwise prohibited under RCW 69.41.190.

(3) The agency may impose nonendorsing status on an endorsing
practitioner only under the ((feHewing)) circumstances((=
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€10))) outlined in RCW 69.41.190.
(4) Except as otherwise provided in subsection (((3H)) (5) of
this section, ((¥er)) the agency may restrict a client"s first course

of treatment Wlthln a therapeutlc class ((ef——drugs———the—~ender+ng

1)), according to the provisions in RCW 69.41.190.

(5) In accordance with WAC 182-530-4125(3) and 182-501-0165, the
agency will request and review the endorsing practitioner®s medical
justification for preferred and nonpreferred brand name drugs and non-
preferred generic drugs for the client"s first course of treatment.

AMENDATORY SECTION (Amending WSR 16-01-046, filed 12/9/15, effective
1/9/16)

WAC 182- 530 6000 Mall—order and SDeC|aItv Dharmacv serV|ces
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ey—servieces-)) Clients may elect to receive pharmacy services through
any mail-order or specialty pharmacy enrolled with the agency.

(1) Mail-order pharmacies or specialty pharmacies licensed to do
business in Washington state under RCW 18.64.360 may enroll with the
agency in_ the same manner as other pharmacies according to chapter
182-502 WAC, including out-of-state mail-order or specialty pharma-
cies.

(2) The agency considers mail-order and specialty classes of
trade the same as retail class of trade for the purpose of enrollment
with the agency. When enrolling with the agency, a mail-order or spe-
cialty pharmacy must enroll as a retail pharmacy unless participating
with the agency under a mail-order or specialty pharmacy contract.
Mail-order and specialty pharmacies cannot enroll under a mail-order
designation by taxonomy or other indicator except when providing serv-
ices under a mail-order contract with the agency separate from and in
addition to the pharmacy®"s core provider agreement.

(3) Out-of-state pharmacies must comply with all applicable Re-
vised Code of Washington and Washington Administrative Code when serv-
ing agency clients.

(4) The provisions of this chapter apply equally to all pharma-
cies and services provided by pharmacies regardless of the pharmacy"s
class of trade, except when those services are provided under a con-
tract with the agency separate from and in addition to the pharmacy"s
core provider agreement.

(5) The agency may contract with one or more mail-order or spe-
cialty pharmacies separate from and in addition to the pharmacy"s core
provider agreement.

(a) Provisions of the contract may differ from requirements de-
tailed i1n_ this chapter including, but not limited to, reimbursement
rates, dispensing limitations, and authorization requirements.

(b) Mail-order or specialty pharmacy contract provisions Ssuper-
sede individual sections or subsections of this chapter when specifi-
cally cited in contract, leaving in effect all other provisions of
this chapter.

(c) Mail-order contract provisions for a dispensing pharmacy must
not allow for a higher reimbursement than is allowed under this chap-
ter for a retail pharmacy.
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(d) When opening enrollment under a mail-order or specialty con-
tract, the agency will make publicly available the contract provisions
and minimum requirements to participate under the contract including,
but not limited to, the reimbursement rate and methodology the provid-
er must accept. Any pharmacy enrolled with Washington medicaid as a
billing provider may choose to accept and participate with the agency
under the terms of the mail-order or specialty pharmacy contract.

(e) The agency may use the same contract for both mail-order and
specialty pharmacies, or may have separate standard contracts for each
class of trade.

() The agency may base contract provisions on information sup-
plied through a request for information to interested parties before
making the finalized contract publicly available.

(6) The agency may implement programs or contract provisions that
provide favorable conditions to contracted mail-order pharmacies, spe-
cialty pharmacies, or clients to encourage participation by pharmacies
or the use of mail-order and specialty services by clients.

(7) The agency may designate specific products or classes of
products to be made available to clients through mail-order or spe-
cialty pharmacies only.

AMENDATORY SECTION (Amending WSR 12-16-061, filed 7/30/12, effective
11/1/12)

WAC 182-530-7000 Reimbursement. (1) The agency"s ((tetal)) re-
imbursement for a prescription drug dispensed through point-of-sale
(POS) must not exceed the ((lewest—of:

i i )

lesser of actual acquisition cost (AAC) plus a professional dispensing
fee or the provider®"s usual and customary charge.

(2) The agency selects the sources for pricing information used
to set POS AAC.

(3) The POS AAC is calculated as the lowest of:

(a) National average drug acquisition cost (NADAC);

(b) Maximum allowable cost (MAC) ((plus—a—dispensing—Fee));

(c) Federal upper limit (FUL) ((plus—a—dispensing—Fee));

(d) 340B Actual acquisition cost (340B AAC) ((plus—a—dispensing
fee)) for drugs purchased under section 340B of the Public Health
Service (PHS) Act (see WAC 182-530-7900 for exceptions); or

(e) Automated maximum allowable cost (AMAC) ((plus—a—dispensing

(4) Where NADAC does not exist, other available reference prices

from national sources such as wholesale acquisition cost, or average
manufacturer price will be used as the basis of the reimbursement.

(5) Where NADAC does not accurately reflect the actual acquisi-
tion costs in Washington state, a percentage adjustment to NADAC will
be made to the reimbursement.

[ 17 ] 0TS-8352.2



(6) The agency may set POS AAC for specified drugs or drug cate-
gories at a maximum allowable cost other than that determined in sub-
section (2) of this section based on specific product acquisition
costs. The agency considers product acquisition costs in_ setting a
rate for a drug or a class of drugs.

(7) The agency bases POS AAC drug reimbursement on the actual
package size dispensed.

(8) The agency reimburses a pharmacy for the least costly dosage
form of a drug within the same route of administration, unless the
prescriber has designated a medically necessary specific dosage form
or the agency has selected the more expensive dosage form as a prefer-
red drug.

(()) (9 If the pharmacy provider offers a discount, rebate,
promotion or other incentive which directly relates to the reduction
of the price of a prescription to the individual nonmedicaid customer,
the provider must similarly reduce its charge to the agency for the
prescription.

((€6))) (10) If the pharmacy provider gives an otherwise covered
product for free to the general public, the pharmacy must not submit a
claim to the agency.

(D)) (11) The agency does not reimburse for:

(a) Prescriptions written on presigned prescription blanks filled
out by nursing facility operators or pharmacists;

(b) Prescriptions without the date of the original order;

(c) Drugs used to replace those taken from a nursing facility
emergency Kit;

(d) Drugs used to replace a physician®s stock supply;

(e) Outpatient drugs, biological products, insulin, supplies, ap-
pliances, and equipment included iIn other reimbursement methods in-
cluding, but not limited to:

(1) Diagnosis-related group (DRG);

(i1) Ratio of costs-to-charges (RCC);

(ii1) Nursing facility daily rates;

(iv) Managed care capitation rates;

(v) Block grants; or

(vi) Drugs prescribed for clients who are on the agency"s hospice
program when the drugs are related to the client®s terminal illness
and related condition.

() Hemophilia and von Willebrand related products shipped to
clients for administration in the home unless the products are provi-
ded through a qualified hemophilia treatment center of excellence
(COE) as defined in WAC 182-531-1625.

AMENDATORY SECTION (Amending WSR 16-01-046, filed 12/9/15, effective
1/9/16)

WAC 182-530-7050 Reimbursement—Dispensing fTee determination.
(1) Subject to the provisions of WAC 182-530-7000 and the exceptions
permitted in WAC 182-530-2000, the medicaid agency pays a dispensing
fee for each covered, prescribed drug.

(2) The agency does not pay a dispensing fee for:

(a) Nondrug items, devices, or drug-related supplies; or

(b) Drugs administered by a health care professional.
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(3) The agency periodically examines the sufficiency of pharmacy
dispensing fees and may adjust((s)) the dispensing fee by considering
factors including, but not limited to:

(a) Legislative appropriations for vendor rates;

(b) Input from provider and advocacy groups;

(c) Input from state-employed or contracted actuaries; and

(d) Dispensing fees paid by other third-party payers including,
but not limited to, health care plans and other states®™ medicaid agen-
cies.

(4) The agency uses a tiered dispensing fee system which pays
higher volume pharmacies at a lower fee and lower volume pharmacies at
a higher fee.

(5) The agency uses total annual prescription volume (both medic-
aid and nonmedicaid) reported to the agency to determine each pharma-
cy"s dispensing fee tier.

(a) A pharmacy which fills more than thirty-five thousand pre-
scriptions annually is a high-volume pharmacy. The agency considers
hospital-based pharmacies that serve both inpatient and outpatient
clients as high-volume pharmacies.

(b) A pharmacy which fills between fifteen thousand one and thir-
ty-five thousand prescriptions annually is a mid-volume pharmacy.

(c) A pharmacy which fills fifteen thousand or fewer prescrip-
tions annually is a low-volume pharmacy.

(6) The agency determines a pharmacy"s annual total prescription
volume as follows:

(a) The agency sends out a prescription volume survey form to
pharmacy providers during the first quarter of the calendar year;

(b) Pharmacies return completed prescription volume surveys to
the agency each year. Pharmacy providers not responding to the survey
by the specified date are assigned to the high volume category;

(c) Pharmacies must include all prescriptions dispensed from the
same physical location in the pharmacy®s total prescription count;

(d) The agency considers prescriptions dispensed to nursing fa-
cility clients as outpatient prescriptions; and

(e) Assignment to a new dispensing fee tier is effective on the
first of the month, following the date specified by the agency.

(7) A pharmacy may request a change iIn dispensing fee tier during
the interval between the annual prescription volume surveys. The phar-
macy must substantiate such a request with documentation showing that
the pharmacy®s most recent six-month dispensing data, annualized,
would qualify the pharmacy for the new tier. If the agency receives
the documentation by the twentieth of the month, assignment to a new
dispensing fee tier is effective on the first of the following month.

(8) The agency grants general dispensing fee rate increases only
when authorized by the legislature. Amounts authorized for dispensing
fee increases may be distributed nonuniformly (e.g., tiered dispensing
fee based upon volume).

(9) The agency may pay true unit dose pharmacies at a different
rate for unit dose dispensing.
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AMENDATORY SECTION (Amending WSR 16-01-046, filed 12/9/15, effective
1/9/16)

WAC 182-530-7150 Reimbursement—Compounded prescriptions. (D
The medicaid agency does not consider reconstitution to be compound-
ing.

(2) The agency covers a drug ingredient used for a compounded
prescription only when the manufacturer has a signed rebate agreement
with the federal Department of Health and Human Services (DHHS).

(3) The agency considers bulk chemical supplies used In compoun-
ded prescriptions as nondrug items, which do not require a drug rebate
agreement. The agency covers such bulk chemical supplies only as spe-
cifically approved by the agency.

(4) The agency reimburses pharmacists for compounding drugs only
iT the client"s drug therapy needs are unable to be met by commercial-
ly available dosage strengths or forms of the medically necessary
drug.

(a) The pharmacist must ensure the need for the adjustment of the
drug®s therapeutic strength or form is well-documented in the client"s
file.

(b) The pharmacist must ensure that the ingredients used In a
compounded prescription are for an approved use as defined In "medi-
cally accepted indication”™ in WAC 182-530-1050.

(5) The agency requires that each drug ingredient used for a com-
pounded prescription be billed to the agency using its eleven-digit
national drug code (NDC) number.

(6) Compounded prescriptions are reimbursed as follows:

(a) The agency allows only the lowest cost for each covered in-
gredient, whether that cost is determined by actual acquisition cost
(AAC), ((estimated—acguisition—cost—(EAC);)) Tederal wupper limit
(FUL), maximum allowable cost (MAC), automated maximum allowable cost
(AMAC), or amount billed.

(b) The agency applies current prior authorization requirements
to drugs used as ingredients in compounded prescriptions, except as
provided under (c) of this subsection. The agency denies payment for a
drug requiring authorization when authorization iIs not obtained.

(c) The agency may designate selected drugs as not requiring au-
thorization when used for compounded prescriptions. For the list of
selected drugs, refer to the agency"s prescription drug program bill-
ing Instructions.

(d) The agency pays a professional dispensing fee as described
under WAC 182-530-7050 for each drug ingredient used in compounding
when the conditions of this section are met and each ingredient 1is
billed separately by the eleven-digit NDC.

(e) The agency does not pay a separate fee for compounding time.

(7) The agency requires pharmacists to document the need for each
inactive ingredient added to the compounded prescription. The agency
limits reimbursement to the Inactive ingredients that meet the follow-
ing criteria. To be reimbursed by the agency, each inactive ingredient
must be:

(a) A necessary component of a compounded drug; and

(b) Billed by an eleven-digit national drug code (NDC).
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AMENDATORY SECTION (Amending WSR 16-01-046, filed 12/9/15, effective
1/9/16)

WAC 182-530-7250 Reimbursement—Miscellaneous. (1) The medicaid
agency reimburses for covered drugs, devices, and drug-related sup-
plies provided or administered by nonpharmacy providers under speci-
fied conditions, as follows:

((H)) (a) The agency reimburses for drugs administered or pre-
pared and delivered for individual use by an authorized prescriber
during an office visit according to specific program rules found in:

((®)) (1) Chapter 182-531 WAC, Physician-related services;

((b))) (1) Chapter 182-532 WAC, Reproductive health/family
planning only/Take cHarce; and

((€e))) (@i1i1) Chapter 182-540 WAC, Kidney disease program and
kidney center services.

((&)) (b)) Providers who are purchasers of Public Health Serv-
ices (PHS) discounted drugs must comply with PHS 340B program require-
ments and Washington medicaid requirements for 340B providers partici-
pating with medicaid. (See WAC 182-530-7900.)

((3))) (2) The agency may request providers to submit a current
invoice for the actual cost of the drug, device, or drug-related sup-
ply billed. If an invoice is requested, the iInvoice must show the:

(a) Name of the drug, device, or drug-related supply;

(b) Drug or product manufacturer;

(c) NDC of the product or products;

(d) Drug strength;

(e) Product description;

(f) Quantity; and

(g) Cost, including any discounts or free goods associated with
the 1nvoice.

(%)) (3) The agency does not reimburse providers for the cost
of vaccines obtained through the state department of health (DOH). The
agency does pay physicians, advanced registered nurse practitioners
(ARNP), and pharmacists a fee for administering the vaccine.

AMENDATORY SECTION (Amending WSR 16-01-046, filed 12/9/15, effective
1/9/16)

WAC 182-530-7300 Reimbursement—Requesting a change. Upon re-
quest from a pharmacy provider, the medicaid agency may reimburse at
the provider®s actual acquisition cost (provider AAC) for a drug that
would otherwise be reimbursed at maximum allowable cost (MAC) when:

(1) The availability of lower cost equivalents in the marketplace
is severely curtailed and the price disparity between AAC for the drug
and the MAC reimbursement affects clients® access; and

(2) An invoice documenting actual acquisition cost relevant to
the date the drug was dispensed is provided to the agency.
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AMENDATORY SECTION (Amending WSR 13-14-052, filed 6/27/13, effective
7/28/13)

WAC 182-530-7700 Reimbursement—Dual eligible clients/medicare.
For clients who are dually eligible for medical assistance and medi-
care benefits, the following applies:

)) The aqencv pavs medicare’ counsurance copay-

ahd—the—ageney—cover—
ments, and deductibles for Part A, Part B, and medicare advantaqe Part
C. subject to the limitations in WAC 182-502-0110.

(2) Medicare Part D:

(a) Medicare is the payer for drugs ((eevered—under)) included in
the medicare Part D benefit.

(b) The agency does not pay for Part D drugs or Part D copay-
ments.

(c) For drugs excluded from the ((baste)) medicare Part D bene-

fit:

(1) The agency offers the same drug benefit as a nondual eligible
client has within those same classes;

(i1) IT the client has another third party insurer, that insurer
is the primary payer; and

(i11) The agency i1s the payer of last resort.

AMENDATORY SECTION (Amending WSR 16-01-046, filed 12/9/15, effective
1/9/16)

WAC 182-530-7900 Drugs purchased under the Public Health Service
(PHS) Act- (1) ((brugs—purchased—under—section—340B—of—the—PubHic

{2)) Providers dispensing ((érugs—under—this—section)) or admin-
istering 340B drugs to Washington apple health clients are required to
submit their valid medicaid provider number(s) or national provider
identification (NPI) number to the PHS health resources and services

administration, office of pharmacy affairs. ((Fhris—Freguirement—is—to
ensape—that—ela+ms—fe¢—d#Hgs—d+spensed—andep—th+s—seet+en—and—eafd—by
britted
-)) See WAC 182-530-7500 for informa-

tion on the drug rebate program.

(S : :

(2) Drugs
purchased under section 340B of the Public Health Servuce (PHS) Act
can be billed to Washington apple health only by PHS-qualified enti-
ties. The Washington medicaid rebate process excludes 340B claims from
invoicing only when the drug is billed by a medicaid provider number
or national provider identification (NPI) number listed on the PHS of-
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fice of pharmacy affairs national medicaid exclusion Tfile. See WAC
182-530-7500 for information on the drug rebate program.

(3) With the exception of claim types identified in subsection
(4) of this section, all 340B purchased drugs must be billed to the
medicaid agency at the 340B actual acquisition cost (340B AAC).

(4) Exceptions to the 340B AAC billing requirement are only made

for:

(a) Outpatient hospital claims paid under the enhanced ambulatory
payment group (EAPG) methodology (see WAC 182-550-7000);

(b) Ambulatory surgery claims paid under payment groups methodol-
ogy: and

(c) Family planning clinics billing contraceptives designated by
the agency to be paid at 340B ceiling price plus a professional dis-
pensing fee.

AMENDATORY SECTION (Amending WSR 16-01-046, filed 12/9/15, effective
1/9/16)

WAC 182-530-8000 Reimbursement method—((Estinated)) Actual ac-
quisition cost ((EASY)) (AAC). (D)) The medicaid agency ((deteF—
mines—estimated)) uses the following sources to determine point-of-
sale actual acquisition cost (((EAS)—uskhg=

))) (POS AAC) including, but not limited to:

(1) National average drug acquisition cost (NADAC) published by
the Centers for Medicare and Medicaid Services (CMS);

(2) Acquisition cost data made available to the agency((s—eFf

(b) Information provided by any of the following)) by:

(D)) (@) Audit ((agenectess)) results from federal or state
agencies;

(((ii))) (b) Other state health care purchasing ((agenctes)) or-
ganizations;

(C ) (c) Pharmacy benefit managers;
(((»w)) (d) Individual pharmacy providers participating in the
agency"s programs;

) (e) Other third-party payers;

((¢+1))) (P) Drug file data bases; and
((¢H1))) (9) Actuaries or other consultants.
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AMENDATORY SECTION (Amending WSR 16-01-046, filed 12/9/15, effective

1/9/16)

WAC 182-530-8100 Reimbursement—Maximum allowable cost (MAC).
(1) The medicaid agency establishes a maximum allowable cost (MAC) for
a multiple-source drug which i1s available from at least two manufac-
turers/labelers.

(2) The agency determines the MAC for a multiple-source drug:

(a) When specific regional and local drug acquisition cost data
i1s available, the agency:

(1) ldentifies what products are available from wholesalers for
each drug being considered for MAC pricing;

(i1) Determines pharmacy providers®™ approximate acquisition costs
for these products; and

(i11) Establishes the MAC at a level which gives pharmacists ac-
cess to at least one product from a manufacturer with a qualified re-
bate agreement (see WAC 182-530-7500(4)).

(b) When specific regional and local drug acquisition cost data
is not available, the agency may estimate acquisition cost based on
national pricing sources.

(3) The MAC established for a multiple-source drug does not apply
iT the written prescription identifies that a specific brand is medi-
cally necessary for a particular client. In such cases, the ((estima-
ted)) actual acquisition cost ((€EAS))) (AAC) for the particular brand
applies, provided authorization iIs obtained from the agency as speci-
fied under WAC 182-530-3000.

(4) Except as provided in subsection (3) of this section, the
agency reimburses providers for a multiple-source drug at the lowest
of the rates calculated under the methods listed in WAC 182-530-7000.

(5) The MAC established for a multiple-source drug may vary by
package size, iIncluding those 1identified as unit dose national drug
codes (NDCs) by the manufacturer or manufacturers of the drug.

AMENDATORY SECTION (Amending WSR 16-01-046, filed 12/9/15, effective
1/9/16)

WAC 182-530-8150 Reimbursement—Automated maximum allowable cost
(AMAC). (1) The medicaid agency uses the automated maximum allowable
cost (AMAC) pricing methodology for multiple-source drugs that are:

(a) Not on the published maximum allowable cost (MAC); and

(b) Produced by two or more manufacturers/labelers, at least one
of which must have a current, signed federal drug rebate agreement.

(2) The agency establishes AMAC as a specified percentage of the

published ((average—wholesale—price—(AWP))) national average drug ac-

[ 24 ] 0TS-8352.2



quisition cost (NADAC) or other nationally accepted pricing source in
order to estimate acquisition cost.

(3) The agency sets the percentage discount from ((AWR)) NADAC
for AMAC reimbursement using any of the information sources identified
in WAC 182-530-8000.

(4) The agency may set AMAC reimbursement at different percentage
discounts from ((AWR)) NADAC for different multiple source drugs. The
agency considers the same factors as those in WAC 182-530-8000.

(5) AMAC reimbursement for all products with the same ingredient,
form and strength is at the AMAC determined for the second Ilowest
priced product, or the AMAC of the lowest priced drug from a manufac-
turer with a current, signed federal rebate agreement.

(6) The agency recalculates the AMAC each time the drug file con-
tractor provides a pricing update.

(7) Except as provided in WAC 182-530-7300, the agency reimburses
at the lowest of the rates calculated under the methods listed in WAC
182-530-7000.
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