New York State Department of Health Response to Comments Received from Pharmacy
Associations and Focus Group Members Regarding Average Acquisition Cost (AAC) and Cost
of Dispensing (COD)

2/5/2014

COST OF DISPENSING (COD)

The Department received a number of comments that generally challenge the data analysis
and methodology employed by New York in developing its proposed tiered dispensing fee
structure. Correspondents based their comments on the dispensing fees set by other states
that engaged in a COD survey process, as well as a number of national COD studies.

While the methodology used by New York may not have been identical to those employed by
other surveys, it is similar and produced conclusions consistent with those surveys. (See
Table 1)

For instance, annual prescription volume is time and again identified as having the most
significant impact on cost of dispensing. This is due to the inclusion of a number of fixed costs
(i.e., rent) that do not vary significantly with increased volume. As is seen consistently in other
COD surveys, pharmacies with higher total prescription volume have these fixed costs spread
over a greater number of prescriptions, resulting in lower per prescription costs. Not only was
this the case in New York, it is more significant in New York because of the large number of high
volume pharmacies.

Also, when comparing final results of state COD surveys, one cannot look only at final results
to draw conclusions as differences in survey methodologies may account for ultimate
variables. Results can therefore be practically compared only when considering a variety of
components such as the statistical methodology used; the pool of pharmacies and respondents;
cost types included in the survey; etc. For example, unlike other COD surveys referenced
during the comment period, New York mandated submission of information; thus leading to
a larger data set than other states had for analysis. Additionally, business costs collected by
each referenced study for calculation of a dispensing fee differed materially, with a resulting
effect on COD.

See Page 2 - Table 1 - Literature Review of COD on Cited States
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Comment 1: Comparing results from NYS DOH's COD tiered dispensing fee system by
prescription volume; New York estimates lag well behind other state level tiered COD
estimates. A clear pattern emerges, across all states and all tiered prescription volume
ranges, COD in New York lags well behind other states, despite the fact that New York has
one of the highest costs of living in the United States.

Response: As mentioned above, differences in survey populations, collected costs and
methodologies will affect final results. The conclusions of other states, whether they use a
tiered dispensing or a flat fee, are consistent with the findings in New York which identified
annual number of prescriptions as being the attribute that had the greatest impact on the
NY COD. Final analyses of data collected in Oregon, Alabama, Idaho [11,1,3] and New
York’s COD surveys clearly reflect that a lower COD tends to occur at pharmacies that have
higher prescription volume. New York has more pharmacies and larger Medicaid and general
populations than any of the other survey states. Since results of all survey states support the
premise of lower COD with higher prescription volume, it is expected that New York would have
lower COD costs.

Comment 2: The 2013 NCPA Digest found that an appropriate pharmacy COD is
approximately $12.00. NYS DOH's proposed COD falls well short of this figure.

Response: The NCPA Digest [9] reports financial information only for independent
community pharmacies. New York’s COD survey includes data for both chain and
independent community pharmacies. Therefore, NCPA Digest’s COD does not provide a valid
standard of comparison for New York’s final COD.

Comment 3: The recommended fees of $8.33 and $6.77 to be paid to 76% of participating
pharmacies fall far below a 2007 Grant Thornton COD survey that concluded that the
national average dispensing fee should be $12.10. This calls into question the analytics,
assumptions and policies that were used to “smooth” the data remove “outliers” and
develop linear regression models.

Response: New York’s methodology is consistent both with other states (see Table 1) and

with the national Grant Thornton study, which was conducted at the request of the National
Association of Chain Drug Stores (NACDS)[2] and The National Community Pharmacists
Association (NCPA) [9]. The referenced 512.10 was the National mean COD (per pharmacy)
from the 2007 Grant Thornton study. New York’s median from that same study was 511.27 and
is a more comparable statistic to New York’s methodology. The Grant Thornton study also
found the distribution to be asymmetric and used Quartiles to describe COD dispersion.

The transformation of legitimate values New York performed on the tails of the skewed
distribution, sometimes called “trimming” or “smoothing” are sound techniques to increase
accuracy.



Comment 4: It should be noted that the northeast region of the United States has
historically demonstrated to be one of the highest COD regions.

Response: This comment cannot be fully supported by review of existing surveys as there is
conflicting information available. For example, while the northeast region is reported as
being the highest COD region in the 2013 NCPA Digest, sponsored by Cardinal Health [9], the
2007 Grant Thornton National Study to Determine the Cost of Dispensing Prescriptions in
Community Retail Pharmacies [2] identifies Pacific and Mountain states as having the highest
cost of dispensing.

Comment 5: NYS DOH chose to exclude outliers that would be vital to reflect an appropriate
COD. Based on NCPA calculations it appears that only those outliers that would lower the
proposed COD were utilized while outliers that would raise the proposed COD were
excluded. Such action raises serious concerns as to the accuracy of resulting data.
Response: This is not an accurate portrayal of the methodology used to address outliers.

The Department received 2870 surveys of which an initial 34 were removed due to
incomplete data or the inability to complete the verification process. An additional 143 were
removed for other valid reasons (see Table 1). NY COD was also standardized to control for
both high and low outliers. On the lower end, the values of 280 pharmacies that were below
the 10" percentile of all pharmacies were raised up to values at the 10" percentile level and
analyzed at that level. For example, the lowest COD in the analysis was 50.31, which was
smoothed by the 10% lower trim for its Interquartile range (brought up) to $3.06. On the
high end, the values of the 56 pharmacies that were above the 75" percentile, the highest
being $86.85, were brought down to the 75 percentile value of 543.39 and analyzed at that
level. This allowed us to retain these pharmacies in our analysis.

Other states used similar methodologies to address outliers and smooth the data. For example,
for the Alabama survey a 10% upper and lower trim was performed to “smooth” the data and
remove outliers [1]. Alternatively, the Grant Thornton nationwide study [2] reported dropping
about 1300 surveys due to failure to meet reasonableness/completeness guidelines, removing
14 extreme outliers and further reducing the data to plus/minus 4 standard deviations.

Transformations of skewed distributions can take many forms but they all involve altering
values further from the center of the distribution to improve the shape of the distribution. This is
done in the pursuit of accuracy as well as to get a clearer understanding of center and area
under the statistical bell curve. DOH chose a very conservative transformation, one that retained
nearly all pharmacies in their general position along the curve.

The degree to which outlier data would be identified for the NY COD study was defined by DOH
in conjunction with Ernst & Young long before the study had data. While it was a policy decision
to determine that values beyond plus/minus 2 standard deviations from the median were to be
excluded from analyses, it is a prevalent cut off for survey evaluation and indisputably, by its
timing, done without bias.



Comment 6: NYDOH developed a regression model to identify the attributes that had
significant and consistent impact on COD. The model has an R-squared of 18.27, suggesting
that model predicts only 18.27% of the variation in COD around its mean value. DOH needs
to document what additional testing was done to assure a robust model.

Response: The Department performed a large number of descriptive and correlative procedures

as well as factor analyses before and during the process of developing Generalized Linear
Models (predictive procedure). Generalized Linear Models (GLMs) start with a base model that
includes all variables/attributes and then each iteration pares down variables/attributes, as
they are determined to be not significantly predictive. Over 18 GLMs were run which evaluated
attributes such as region, independent vs. chain, population density, prescription types and
single ownership vs. multiple ownership. Most models were assessed in 20 mean groups that
had the average actual COD and the average predicted COD calculated and plotted. The graph
plots were analyzed for shape and overlap for validation purposes. There were models with
higher R-squared values but they included 32 tiers, which would have been an unmanageable
number of tiers.

Throughout all modeling, the single most predictive attribute was annual number of
prescriptions. Additionally, the Department performed a literature review which found that
similar studies either found a significant correlation of COD to number of prescriptions or found
the number of prescriptions to be highly predictive of COD. [See Table 1]

Comment 7: NYDOH should consider annual volume of Medicaid prescriptions filled and
allow an additional incentive payment be added to the base dispensing fee when Medicaid
prescriptions make up a certain percentage of a provider’s annual prescription volume.
Response: The Department analyzed the ranges of percent Medicaid prescriptions in
increments of 1%, 5%, 10%, 30%, and unequal increments to determine that the best breakpoint
was '0 to <30%' and '30% +'. That breakpoint was used in further analyses of mean and median
as well as a set of GLM procedures.

Comment 8: NY DOH excluded from COD analysis important expense categories. These
include but are not limited to; account receivable expenses, bad debts, write offs, delivery
cost and equipment depreciation, corporate overhead expenses and cost of carry inventory.
Response: Initially, it should be noted that all components of the COD survey were identified
based on guiding principles established during the March 2012 focus group meetings which
included stakeholders representing all affected pharmacy business models. See Attachment
A for a list of the COD Components.

Specific to this comment, delivery expenses and equipment depreciation are, in fact,
collected in the NYS COD survey. Uncollectable accounts receivable are eligible to be written
off against income at year end and therefore not included in New York’s COD survey. While
corporate overhead expenses are not reportable, expenses for support sites (i.e., utilities,
rent, staffing, etc.) are included in the NYS COD calculation. The cost to carry inventory was



not included in the COD survey because to do so would be contrary to the NY State Medicaid
reimbursement methodology used for other provider types.

The exclusion of bad debts and other write offs is consistent with state COD surveys (i.e.,
Alabama, Idaho, Oregon) [1,3,11] and provisions of the federal Provider Reimbursement
Manual CMS Pub 15-1, Section 304, “The allowance of unrecovered costs attributable to such
bad debts in the calculation of reimbursement by the Program results from the expressed intent
of Congress that the costs of services covered by the Program will not be borne by individuals
not covered, and the costs of services not covered by the Program will not be borne by the
Program.”

Guiding Principles
Included in the COD:
An expense directly related to the dispensing of a Medicaid prescription

Not included in the COD:

An expense resulting from a discretionary business or marketing decision

An expense incurred to obtain a competitive advantage

An expense that can be reimbursed, written off or recovered elsewhere

An expense contrary to Medicaid policy, regulation, statute or standard reimbursement
methodology for other Medicaid services

Comment 9: Please provide a regional breakdown of where the remaining folks in Medicaid FFS
live.
Response: See chart below. Numbers reflect non-dual FFS members only.

Table 2 (Data source: DOH Salient 12/30/13 “Current MA Coverage:FFS”)

Region FFS Members
Capital District 69,208
Central New York 87,130
NY Metro Long Island 77,468
NY Metro New Rochelle 78,986
NY Metro New York City 413,387
Western NY Buffalo 68,512
Western NY Rochester 58,219
TOTAL 852,910




Comment 10: Please provide a breakdown of the response and non-response rate for the COD
survey. We believe the response rate for New York City is much lower than any of the other
areas identified, which skews the COD downward.

Response: The table below illustrates the 2012 COD survey receipt/non receipt counts, inclusive
of both chain and independents. The data supports consistent submission percentages across
statewide regions, including NYC, which accounts for 50% of surveys received.

Table 3

Region Total Number % of Number % of Regional | Regional
Number of | of Surveys of Surveys % of % of
Pharmacies | Surveys Received | Surveys Not Total Total Not
in Study Received Not Received | Received | Received

Received

Capital 313 200 64% 113 36% 7.1% 6.3%

District

Central New | 353 229 65% 124 35% 8.1% 6.9%

York

NY Metro 568 334 59% 234 41% 12% 13%

Long Island

NY Metro 448 274 61% 174 39% 9.7% 9.7%

New

Rochelle

NY Metro 2,245 1,414 63% 831 37% 50% 46%

New York

City

Out of State | 102 4 3.9% 98 96% 0.14% 5.4%

Western NY | 346 221 64% 125 36% 7.8% 6.9%

Buffalo

Western NY | 260 160 62% 100 38% 5.6% 5.6%

Rochester

Totals 4,635 2,836 61% 1,799 39% 100% 100%

Notes:

1. Category of ‘number of surveys received’ includes pharmacies for which the surveys may have been
excluded from statistical analyses.

2. Category of ‘number of surveys not received’ includes pharmacies that may have been exempted from
participation or those that submitted incomplete or blank surveys.
See SAS job cod_non_receipts.sas against CODAAC database.

Comment 11: The data from the NY COD survey does not compare well with the data collected
by other states that are using an AAC/COD reimbursement methodology. In particular, data is
much more skewed, whereas in other states the maximum difference between mean and
median is less than $2. Because New York’s data is so different from other states, the median is
not the best representation of the central location of the data. Unless an argument can be
made that Medicaid patients will never use high-cost specialty pharmacies, the median does
not accurately reflect, nor will it cover the costs for many pharmacies. For example, some



pharmacies specialize in high cost medications and offer specialized services that include
patient care teams, side effect management, adherence counseling, compliance devices, 24/7
access to pharmacists and others. These costs must be considered in COD.

Response:

Addressing first, the use of median in the New York analysis, mean and median are two
measures of center in a distribution. When they are not close (as with the New York data), they
are described as a skewed distribution. In such situations, median is considered the better
measure of center or midpoint because the mean is susceptible to the influence of outliers. This
is not a policy decision; it is an accepted principle of statistical analysis. [4,6]

Transformations of skewed distributions can take many forms but they all involve altering
values further from the center of the distribution to improve the shape of the distribution. This is
done in the pursuit of accuracy and to get a clearer understanding of center and area under the
curve. The Department chose a very conservative transformation, one that retained nearly all
pharmacies in their general position along the curve. Stratifying the dispensing fee, with each
stratum having its own mean, allows for greater accuracy than a single midpoint for all
pharmacies in New York. The final proposed dispensing fees of $14.11, $8.33 and 56.77
represent the mean of each tier.

Beyond those pharmacies that were excluded through the verification and validation process,
(see Table 1), pharmacies specializing in high cost medications were retained in the study and,
as such, affected both mean and median for COD. Additionally, the use of the Generalized Linear
Model procedure showed that pharmacies which indicated that they filled one percent or
greater prescriptions under the categories of Long Term Care or Limited Distribution did not
significantly affect the predictive estimates for COD.

Secondly, addressing the comment that costs associated with patient care teams, side effect
management, adherence counseling, compliance devices and 24/7 access to pharmacists and
others, the costs associated with these services did not meet the COD guiding principles that
were established (see comment 8).

Comment 12: Once New York arrived at the median dispensing fee of $8.01, a decision was
made to propose a three-tiered dispensing fee based on each pharmacy’s annual prescription
volume. This is concerning and seems to conflict with the assurances the Department has given
throughout this process that the data would drive the results.

Response: The data did in fact drive the results in this process. The Department did not
arbitrarily jump from the initial $8.01 median dispensing fee to the proposed tiered structure.
The Department conducted additional testing to determine if those survey attributes identified
in the initial analysis as being significantly different statistically from the $8.01 median COD
were being influenced by other attributes. We found that the most consistently significant
attribute driving COD is total annual prescription volume. This finding led to the proposed
three-tiered dispensing fee.

The levels proposed were not selected arbitrarily. The three-tier structure was arrived at by
analyzing the distribution of pharmacies along the primary predictive attribute, number of



prescriptions filled. There is more than one statistically sound/valid way to develop tiered
dispensing fees. Since we had a skewed distribution, the use of an Interquartile range was
indicated, as it is a better measure of distribution. As per Table 4 below, there are a similar
number of pharmacies within each quartile.

Table 4

RXs Per Year, In 1,000s # of Pharmacies Analyzed | % of Pharmacies

O0to<10 55 2.0%
10to <20 208 7.7%
20to <30 341 12.7%
30to <40 383 14.2%
40to <50 382 14.2%
50to < 60 260 9.7%
60to <70 257 9.5%
70 to < 80 193 7.2%
80to <90 151 5.6%
90to <100 108 4.0%
100to <120 126 4.7%
120to <140 82 3.0%
140 to < 160 51 1.9%
160 to < 200 39 1.4%
200 to < 250 26 1.0%
250 to < 300 8 0.3%
300 to < 500 6 0.2%
500 to < 700 7 0.3%
700 to < 1,000 5 0.2%
1,000 + 5 0.2%
Totals 2,693 100%

Please note that in the distribution, a single range of 0-29,999 would encapsulate 24% of the
pharmacies, 30,000-79,999 the middle 54% and 80,000 and higher would categorize the final
22%. This roughly corresponds to the First and Third Quartiles around a median occurring in the
30,000-49,999 range where 50 percent falls within the Interquartile Range. Each quartile
creates an approximately equivalent-sized group.

The only policy decision was to create a reasonable number of tiers that retained the highest
predictive estimates of COD possible. It is important to note that using the proposed tiered
structure, 78% of survey participants will realize a dispensing fee higher than they would have
received using the original $8.01 median.

Comment 13: NYDOH stated that the proposed volume-based tiers were based on the theory of
economies of scale.

Response: The concept of 'economies of scale' was a discussion point brought up in the
December 3, 2013 focus group meeting to merely provide thought as to why, perhaps, the
lowest CODs were amongst some of the pharmacies with the highest volume of prescriptions
filled. Discussion surrounded fixed costs driving down the cost of dispensing. As stated in other



responses, the Department’s finding that lower costs tended to occur at pharmacies which had
higher volume, is clearly reflected in our data and is consistent with the findings of other states.
The concept of economies of scale did not drive or impact DOH's study or final determinations;

however, it is reasonable to conclude that economy of scale is at play in what drives the COD.

Comment 14: A study conducted by Virginia Commonwealth University found that for
closed door LTC pharmacies, the median COD was $13.54. Compared to retail pharmacies,
LTC pharmacies incur additional dispensing-related costs to serve residents’ needs. The
initial COD for LTC was identified as $5.59. This calls into question the validity of the data.
Response: Differences in surveys make a comparison inapposite. New York’s preliminary
median COD of $5.59 was based on s an evaluation of any pharmacy that self-reported LTC
prescriptions of greater than or equal to one percent. The referenced study surveyed only
closed door pharmacies that service LTC facilities exclusively. It is important to note that the
Department has never proposed a 55.59 dispensing fee for LTC pharmacies.

The Virginia Commonwealth University School of Pharmacy, in conjunction with the National
Community Pharmacy Association, published the 2013 Analysis of Costs to Dispense
Prescriptions in Independently Owned Long Term Care Pharmacies. [12] While the Department
cannot comment in detail without access to the full report, a review of the executive summary
identifies over half of dispensing-related costs to be a result of personnel expenses. Without
access to detailed survey components the Department questions whether the final COD
discrepancy is a result of New York’s exclusion of such personnel costs as nursing, case
managers, etc.

In response to this concern, the Department reviewed the raw data for any pharmacy that
reported LTC prescription volume of 50% or higher. We looked at the COD calculated for each
individual pharmacy and calculated an average COD for each reported percent range. We did
not remove outliers, but simply calculated averages. We did not include annual percentages less
than 50%. The final average COD for all LTC reporting annual LTC prescription percentages of
50% or above is $9.719774. See Table 5.
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Table 5

Reported Annual LTC

Number of Pharmacies in this

Avg. COD for Percent

Percentage Percent Range Range

100.00% 18 $11.371656
99.00% 15 $11.117477
98.00% 12 $8.534917
97.00% 7 $6.548406
96.00% 5 $7.264655
95.00% 7 $4.243859
94.00% 5 $11.690221
93.00% 2 $11.267486
90.00% 10 $7.283651
89.00% 3 $4.096521
88.00% 3 $15.723542
86.00% 1 $6.728494
85.00% 4 $7.249956
83.00% 1 $1.859036
80.00% 9 $8.548105
75.00% 4 $7.414452
74.00% 1 $12.102381
73.00% 1 $4.381592
70.00% 6 $28.777132
65.00% 2 $6.033780
63.00% 1 $7.916226
60.00% 4 $4.196916
59.00% 1 $3.952277
55.00% 1 $36.301308
50.00% 2 $8.390304
TOTALS 125 $9.719774

Comment 15: The dispensing fee calculated for long-term-care (LTC) pharmacies is extremely

low and lower than the lowest proposed community pharmacy dispensing fee.
Response: The Department is not proposing a separate, or lower, dispensing fee for LTC
pharmacies but rather dispensing fees based on prescription volume.

Comment 16: LTC Pharmacies have different business models than community based retail or

hospital based pharmacies. Including LTC in the models for the general population of
pharmacies dilutes the federal mandates and requirements that LTC are obligated to.

Response: Based on this comment, DOH revisited the Generalized Linear Modeling that provided
the elements that predominantly predicted COD. The initial base model for pharmacies that

reported 1% or more LTC prescriptions was not significantly predictive.
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Comment 17: LTC pharmacies have special handling and packaging requirements that should be
reflected in the COD.

Comprehensive inventory and inventory capacity
Pharmacy operations and prescription orders
Special packaging.

IV meds

Compounding capabilities

Pharmacist on call

Response: The Department seeks clarification regarding the first bullet. All of the other
expenses above were reportable in the NY COD survey. Providers were instructed to contact the
Department if there were questions as to what could or could not be reported.

Comment 18: In the initial findings by Ernst &Young, a number of issues stood out.
Specifically:

12

The COD survey found the median dispensing fee in Rochester to be higher than in
New York City. This seems impossible when it is common knowledge that NYC is the
most expensive city in the state to do business.

Response: The Department had similar questions, based solely on anecdotal evidence,
after review of the initial data. It is important to note that this was an initial finding and
it was for that reason that additional testing was conducted to determine what was
actually driving the identified statistical differences. What was ultimately determined
was that it is not region or any other attribute but rather total annual prescription
volume that predominantly drives COD in New York State.

We question the rationale for using median COD of $8.01 when the mean COD was
calculated as $11.01, which is more in line with other states. We believe use of the
median is simply an attempt to reduce pharmacy reimbursement further rather than
to compensate us fairly for the cost of doing business.

Response: Use of median was not a policy decision intended to reduce
reimbursement. It is a statistically sound, generally accepted measurement of central
tendency with skewed data. [4, 6]

NY reports an unweighted standard deviation of $25.27 for the COD distribution well
above what other states report. Even after adjusting for outliers, the standard deviation
is above that is reported by other states, For example Alabama reports an unweighted
standard deviation of $7.24 and a weighted standard deviation of +$3.58. NYS DOH
must provide a rationale justifying the discrepancy.

Response: The Department reports a larger standard deviation than similar studies
partially due to the inclusion of many types of pharmacies. Pharmacies that were
included fall into self-defined categories such as 'Long Term Care’, 'Limited Distribution’,
'Clotting Factor', 'Infusion’, etc., in varying percentages of prescriptions, that were often
not included in other studies. Additionally, the Department survey reached both mail
order and some out-of-state pharmacies that may contribute to the low end of the COD



spectrum. Such pharmacies can add to the volatility of the data yet are legitimate values
for analysis. Also affecting the fullness of the range of received surveys inherent to the
Department's study is that it was mandatory which could lead to responses from a wider
range of pharmacies than the merely interested or the compliant. Please note that
standard deviation should not be considered the best representation of spread in a
skewed distribution as it squares each data point's distance from the mean. The most
helpful and robust measures of spread are the first and third quartiles.

Comment 19: Medicaid beneficiaries are not required to pay co-pays. Pharmacists should
be able to account for such losses when completing a COD survey.

Response: Section 367-a (6) of NYS Social Service Law states that claims for certain Medicaid
services, including pharmacy, shall be reduced by the specified copayment. Medicaid
members are responsible for co-pays but cannot be denied services for non-payment.
Including unpaid copayments in the COD survey would be contrary to NYS statute that
requires that provider payments be reduced by the specified copayment amount.

The determination to exclude uncollected copayments from being recaptured in the
dispensing fee is in line with the guiding principle to be consistent with Medicaid policy,
statute and regulations and is also consistent with reimbursement methodology of non-
pharmacy Medicaid services. However, consistent with federal Provider Reimbursement
Manual CMS Pub 15-1, Section 310, the Department includes in the calculation of COD all
expenses related to reasonable collection efforts associated with collection of copayments.

Exclusion of uncollected copayments is also consistent with other states that have
implemented an AAC/COD reimbursement methodology. [1,3,7,11]

Comment 20: The dispensing fee allowed by NYSDOH Medicaid fee-for-service should not vary
due to annualized prescription volume because the Program continues to add more and more
medications that require increased pharmacists intervention due to prior authorizations, DUR
review and formulary compliance rules. Additionally, emerging trends such as patient centered
medical homes and Medication Therapy Management services as required by Medicare Part D,
will expand the responsibilities of practicing pharmacists.

Response: As discussed in other responses, annualized prescription volume is the survey
attribute that most consistently and significantly affected COD. Staffing expense was not a
separate descriptive attribute of pharmacies for comparative analysis. Expenses for time spent
by pharmacists to perform all referenced services were collected in the COD survey in “Section B,
Pharmacy Dispensing Area Staff,” and used to calculate COD. The COD survey will be conducted
annually and adjustments to the dispensing fee will be made as necessary to reflect changes in
expenses (including those related to headcount if applicable).

Comment 21: In order to ensure that specialty pharmacies can continue to support New York
Medicaid members, we recommend that New York develop a separate dispensing fee for
specialty pharmacies that address the high administrative, overhead and operating costs and
costs for personnel such as nurses and social workers.
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Response: The COD survey collected costs from all pharmacy business types to develop a
dispensing fee that is directly related to dispensing prescription drugs to a Medicaid member.
This includes expenses such as equipment, packaging, delivery and staffing costs. Expenses such
as nursing and social worker expenses are not considered directly related to the cost of
dispensing. Please see Attachment A for a list of items included and not included in NY’s COD
survey.

Comment 22: The COD survey was negatively impacted by Hurricane Sandy, which caused
responses that were not representative of all stores in the state.

Response: Hurricane Sandy had a negligible, if any, impact on the COD survey. The COD survey
was issued on September 27, 2012 and was closed on October 26, 2012, which is the date on
which a State of Emergency was issued in New York. Hurricane Sandy did not make landfall in
New York until October 29, 2012. The only impact to COD was a delay in collecting validating
documents from pharmacies that had already submitted data.

In response to the devastation caused by the storm, the Department delayed issuance of the
AAC survey, initially scheduled for November 4, 2012, until December 10, 2012. Additionally, all
stores in the Rockaway section of New York (identified by zip code) were exempted from the
initial AAC survey, as was any store identified by the NYS Department of Education as having
been closed or damaged by the storm or any store that requested exemption based on impact of
the storm.

Comment 23: Some pharmacies included supplies and over-the counter (OTC) products when
reporting total annual prescriptions for COD. Please explain how this can be corrected.
Response: Pharmacies were required to submit costs associated with dispensing drugs that
require a prescription. The Department did not request information for products dispensed by
fiscal order as NY Medicaid does not pay a dispensing fee for these products. Any errors should
be corrected on the next COD survey.

New York Average Acquisition Cost (NYAAC)

Comment 24: Explain how you define how you got the "average". Was it all of the stores’ data,
or the selected stores after pulling out the "outliers?"

Response: Average pricing is derived using data submitted by all reporting NPIs in the 3 month
survey period, minus the outliers. Outliers for this purpose are those NPIs that are not part of
the selected pool of survey participants for the given time period. Each month all submitted
surveys are downloaded from the Health Commerce System and NPIs are checked against the
database of expected submissions for that month. Pharmacies with data in the database that
were not scheduled for that survey period are not included in the calculation of NYAAC.

See Attachment B for illustrative examples of how the NYAAC is calculated and our response to
Comment 43, for a more detailed description of how “outliers” are handled.
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Comment 25: After review of the top 100 drugs NYAAC is determined to be, on average, $8.72
per unit lower than the National Average Drug Acquisition Cost (NADAC) price. This
discrepancy must be reconciled.

Response: There are significant differences between the methodologies used to calculate the
NYAAC and the NADAC. The latter relies on unweighted data submitted by voluntary survey
respondents, both of which considerations are generally recognized as undermining the validity
of statistical survey results. [5, 6] Additionally, the NYAAC incorporates off-invoice pricing
considerations, which the NADAC expressly excludes. Any of these factors could cause a
difference in results and taken together they render it unlikely that NADACs and NYAACs will be
the same values. Finally, the “average difference in unit cost” cannot be regarded as a valid
measure of the statistical accuracy of an array with a range from 50.85 through 54,376.00,
which is the case with NYAAC. The average percent difference between NYAAC and NADAC is
2.15%.

Comment 26: NYDOH should publish NYAAC for all reimbursable products prior to
implementing this initiative so providers can fully assess the impact.

Response: Draft NYAACs have been posted on the Department’s web site. This will enable
providers to assess impact.

Comment 27: Please clarify if there will be one AAC for generics.

Response: Each generic will be reimbursed at the Generic Code Level. This means that there will
be one AAC for all generics having the same ingredients, strength, dosage form, and route of
administration.

Comment 28: During the December 3, 2013 focus group presentation, a representative from
First Data Bank stated that the difference between NYAAC and WAC prices is generally within
1%. Review of the list of AAC pricing for the top 100 brand and generic drugs does not support
this statement, which is very troubling. The Department attempted to clarify the statement via
email, writing: “The statement that the NYAAC for brand name drugs was within 1% of WAC
was based on historical review of the cumulative price average across all brand drugs; no
weighting or volume discount measurement of any kind was factored into his statement. We
find this explanation incomprehensible and unacceptable.

Response: Over the course of 2013 FDB conducted snapshot comparisons of AACs and WACs for

all brand and generic drugs collectively Those reviews showed relatively small differences
between WACs and AACs for brand drugs, but more substantial spreads for generics. (It is
important to mention that WAC is identified as a manufacturer-reported value, defined in federal
law as an “undiscounted list price”.) Significantly, these assessments did not target products
based on their volume, in either cost or units dispensed, but were a simple average of the
percentage differences between AACs and corresponding WACs. Also, survey participants’
reporting practices were demonstrably more irregular earlier in the year when the Department
was not receiving as many responses as are currently received. Therefore, these comparisons
that were made may have made those results different from more recent instances. In any case,
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whatever those earlier results may have shown, the data contained in the Top 100 drugs
represents the current and most completely developed results of the AAC survey and the
relationship of AACs to other benchmarks.

Comment 29: Pharmacies typically pay more than wholesalers for drugs and those states with a
WAC reimbursement methodology use a WAC plus a % formula. We believe this demonstrates
the inaccuracy and inadequacy of what NY is proposing with AAC pricing.

Response: The NYAAC survey requires submission of invoice pricing by all enrolled pharmacies;
meaning pharmacies are submitting the actual purchase price for a drug. As noted below, WAC
is defined by federal law as an undiscounted list price and as such is not a reliable indicator of
true wholesale costs.

Comment 30: We request that the Department publish both NYAAC and a comparison to WAC
as a mechanism to ensure that AAC is adjusting as market prices fluctuate.

Response: While the Department will publish NYAAC, there is no plan to publish a comparison
of NYAAC to WAC on a regular basis. As mentioned in other responses, the Department will
review other pricing benchmarks between surveys to determine whether price adjustments,

both increases and decreases, are required.

As detailed in the 2010 white paper from the National Association of State Medicaid
Directors “Post AWP Pharmacy Pricing and Reimbursement,”[8] WAC is a manufacturer-
reported value, defined in federal law as an “undiscounted list price” that is potentially
vulnerable to the same manipulation that led to the downfall of AWP. Since New York
defines AAC as the invoice price to the pharmacy of a prescription drug dispensed to a Medicaid
recipient, minus the amount of all discounts and other cost reductions attributable to such
dispensed drug, continued comparison to WAC is not relevant.

Comment 31: The Department’s plan to keep AAC current is deeply flawed. The continuing
survey method will not produce price points that are current or accurate for every product.
Additionally, the Department’s plan to not survey prices in December will mean a significant lag
in price updates for that time period.

Response: It is difficult to respond to comments that the NYAAC is flawed without specific
information as to why the methodology is purportedly flawed. While we cannot respond without
details, information on the methodology used by the Department is summarized in the General
Questions section.

With regards to the monthly survey process, at the inception of this initiative, the
Department proposed implementing the collection of each individual pharmacy’s AAC at the
point-of-service (POS). Focus group members indicated this was not an option as billing
pharmacists likely would not have access to the invoiced price. The current survey method
and tools were developed to address the expressed inability to submit pricing data through
the POS system.
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New York is the only state that canvasses prices from providers monthly to confirm that current
market conditions are reflected in pricing. This puts New York in the unique position of verifying
market changes through actual invoice pricing.

The graphs below are illustrative examples of how acquisition cost trends over time for two
drugs (Cymbalta 60mg Capsules and Norvir 100mg Tablets) It is important to note that while
there may be a direct correlation between changes to AWP or WAC and reimbursement
amounts, when reimbursement is based on AWP or WAC, such a correlation does not exist when
reimbursement is based on acquisition cost. This again supports that average acquisition cost is
the most accurate reflection of market conditions.

Reported Unit Prices Paid for Cymbalta 60mg Capsules
August Through October 2013
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Reported Prices Paid for Norvir 100 mg Tablets
August Through October 2013
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Additionally, New York has committed to monitoring other published pricing benchmarks weekly
and updating prices when necessary. Review of Frequently Asked Question pages on AAC
websites for other states (i.e., http://al.mslc.com/Fags.aspx) indicates that states develop
baseline pricing and then monitor published pricing benchmarks and commit to reviewing
baseline pricing “at least annually” and to monitoring the marketplace “periodically.”

The Department’s decision not to conduct AAC surveys in the month of December is based on
discussions that took place during the March 2012 focus group meetings. At that time,
participants indicated that it would be difficult for pharmacists to submit both COD and AAC
surveys during the same month. Participants further indicated that January is the month during
which the most significant number price updates occur. For these reasons, the Department
proposes to conduct the COD survey in December and forgo an AAC survey for that month, once
the project is fully implemented. The Department is reconsidering this decision based on
comments received.
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Comment 32: We strongly encourage the Department to canvass the state’s pharmaceutical
wholesalers to question whether their customers actually purchase medications so far below
the WAC benchmark.

Response: The NYAAC survey requires submission of invoice pricing by all enrolled pharmacies;
meaning pharmacies are submitting the actual purchase price for a drug and attesting to the
validity of those prices. The Department does not believe that canvassing wholesalers to
provide information that has already been provided and attested to through the NYAAC survey
adds value to the process. Additionally, the Department does not have the authority to require
that wholesalers provide information regarding the wholesalers’ customers.

Comment 33: When reviewing NYAAC for the top 100 drugs, we have determined that we
will be reimbursed at below our cost for the majority of these drugs.

Response: In response to this concern, Department staff reviewed the raw data submitted
through the AAC survey process. A comparison was made with current reimbursement
(MRA). Extreme differences were reviewed further. There were some product size conversion
issues identified and corrected, such as prices that were not in the standardized billing units
(e.g. price submitted as vials when the standard billing unit might be in milliliters). Overall,
the submitted data confirms the validity of the final NYAAC pricing, which is based on an
average of all reported costs minus rebates, credits and discounts.

The method for calculating NYAAC is outlined in the response to Comment # 43.
Any average price benchmark will result in some providers being reimbursed below and
some providers being reimbursed above the average price for certain products.

Comment 34: Of the percentage of WAC-7.25, provide information as to how many stores were
(or are) buying at this rate.

Response: The WAC — 7.25% referenced is the aggregate average comparison of NYAAC (minus
rebates, credits and discounts) to WAC for NY Medicaid’s top 100 brand drugs, identified by
Medicaid spend, which was recently provided to pharmacies (see Attachment C). Based on
more recent data, which includes submissions from pharmacies that were received after the
distribution of Attachment C, the aggregate average comparison of NYAAC (minus rebates
credits and discounts) to WAC for NY Medicaid’s top 100 brand drugs was WAC -5.35%., with
58% of pharmacies buying above and 42% below WAC-5.35%.

Comment 35: Explain how pharmacies will have access to monthly updated NDCs so that
regular comparison can be made and discrepancies reported.

Response: When implemented, NYAAC will be reported on the Medicaid Pharmacy List of
Reimbursable Drugs, found on the eMedNY website at
https://www.emedny.org/info/formfile.aspx. Draft NYAACs have been posted on the
Department’s website.

Comment 36: The proposed AAC never guarantees that a particular pharmacy will be
reimbursed at its actual cost.
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Response: This statement is correct. The NYAAC is calculated as an average of all collected
pharmacy pricing. By nature of any average benchmark, some pharmacies will pay above
NYAAC and some will pay below NYAAC for any given drug.

Concerns with Application of Rebates to AAC pricing

A number of comments were received related to the application of rebates, credits and
discounts to NYAAC pricing. As a general response, consideration of any reduction to pricing is
critical in the establishment of a transparent pricing methodology. Section 505.3 of Title 18 of
the Official Compilation of Codes, Rules and Regulations of the State of New York requires the
reporting of all rebates, credits and discounts associated with reported NYAAC pricing. While it
would be the Department’s preference to collect rebates, credits and discounts at the drug level,
March 2012 focus group members clearly indicated that there was no consistent way to connect
rebates, credits and discounts directly to an NDC; however, it was determined that aggregate
rebates, credits and discounts could be reported.

The Department requires surveyed pharmacies to submit 12 months of aggregate rebates,
credits and discounts. Application of these aggregate price reductions to NYAAC is accomplished
by establishing a rebate discount rate for each pharmacy. The rebate discount rate is developed
as follows:

Invoice costs reported by the pharmacy are adjusted by the pharmacy’s discount factor. Each
pharmacy’s discount factor is equal to 1 minus the pharmacy’s discount rate. The pharmacy’s
discount rate is the sum of the pharmacy’s rebates, credits and discounts for the prior 12
months (minus any surcharges) divided by the sum of pharmacy’s total invoicing for the prior 12
months as reported by the pharmacy in Part Il of the NYAAC Survey data collection tools. The
discount rate is applied if and only if data from Part Il of the survey passes all of the following
tests:

e One and only one entry exists for a given month for a pharmacy

e All months are represented in the data

e No Survey Part Il reporting year-month is blank

e No Survey Part Il monthly invoice total is blank

e No Survey Part Il monthly invoice total is O

e No Survey Part Il monthly invoice total is less than 0

e No Survey Part Il monthly invoice total is less than $100.00

e No Survey Part Il monthly discount data is blank

e No Survey Part Il monthly discount data is less than O

e No Survey Part Il monthly discount data exceeds 30% of invoicing for the

month

e No Survey Part Il monthly surcharge data is blank

e No Survey Part Il monthly surcharge data is less than O

e No Survey Part Il monthly surcharge data exceeds 30% of invoicing for the

month
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An example of the pharmacy discount rate calculation is included as Attachment B.

Comment 37: Explain how much rebate was applied to the drugs on the list of Top 100 drugs.
Response: As detailed above, rebates, credits and discounts are applied at the individual NP/
level and applied to that specific provider’s invoice price which is then used to calculate NYAAC.
On December 20", 2013 the Department provided the pharmacy associations with a list
showing NYAAC with and without rebates, credits and discounts for each of the top 100 drugs,
both brand and generic (See Attachment C). Examples of how rebates, credits and discounts are
calculated were also provided. (See Attachment B)

Comment 38: Rebates are not known to individual pharmacies at POS and can potentially lag
behind invoice purchases.

Response: Surveys are collected from selected pharmacies via the monthly survey. Rebates,
credits and discounts are reported for the 12 month period prior to the survey month.

The submission of aggregate rebates, credits and discounts by NPI for a 12 month period
addresses the concerns raised that reductions to pricing are not always known to an individual
pharmacy at the POS or time of invoice, as well as concerns related to rebates, credits and
discounts potentially lagging behind drug purchases. The use of a twelve-month retrospective
model permits the most complete collection of cumulative rebate, discount and surcharge
information as a percentage of total purchases, and provides the best method of identifying a
representative net cost.

Comment 39: The attempt to capture rebates/credits is the reason NYAAC is below what
pharmacies are purchasing drugs for in NYS.

Response: While it is likely that the application of rebates, credits and discounts is a reason why
NYAAC appears to be below some pharmacies’ invoice costs for certain drugs, it is irrefutable
that drug prices are ultimately reduced by rebates, credits and discounts. Section 505.3 of Title
18 of the Official Compilation of Codes, Rules and Regulations of the State of New York defines drug
acquisition cost as the invoice price of a prescription drug dispensed to a Medicaid recipient, minus
the amount of all discounts and other cost reductions attributable to such dispensed drug Therefore
those amounts must be considered in development of a transparent pricing methodology.

There was extensive discussion of this issue during the focus group process. Three options were
presented to members:

1. Collect discounts, rebates and free goods at NDC level.
2. Collect aggregate total discounts, rebates and free goods per month for 12 months.
3. Collect NDC level discounts and then cumulative rebates by year.

Focus group members indicated that NDC level rebates, credits and discounts are not available,
therefore leaving Option #2 as the only viable option. The Department remains open to other
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ideas and/or proposed methodologies for calculating rebates and discounts. To date, none have
been received.

Concerns with NYs proposed appeal process

Comment 40: Explain how the Department will apply successful AAC appeals. Will it be
retroactively and across the board?

Response: As is done with the current SMAC appeal process, if a price is adjusted retroactively,
the Department will post the change to the DOH website for action by pharmacies. We have
processes in place to address drug pricing fluctuations for SMAC prices and will use a process
consistent with the SMAC updates for AAC updates.

Comment 41: We have been told the State plans to use a pharmacy by pharmacy and drug by
drug appeals process whereby pricing updates will be made only for the pharmacy appealing.
Response: This is not an accurate description of the process the Department proposes to use for
appeals or to ensure timely updates to NYAAC.

First, the Department will monitor other pharmacy benchmarks, such as the National Actual
Drug Acquisition Cost (NADAC) and Average Sale Price ( ASP) on a weekly basis to determine if
NYAAC pricing requires adjustment, either an increase or decrease, outside of the survey period.
For brand drugs, the Department will consider a pricing change when there is a substantiated
5% increase or decrease in WAC. Changes to generic pricing will be evaluated on a case by case
basis. Pricing updates will be made in the Medicaid POS system for reimbursement to all billing
pharmacies.

Providers will also have the opportunity to appeal pricing at any time throughout the month
using the same process that is currently in use today for NYS SMAC pricing.

While this process is generally consistent with other states that are using AAC reimbursement
methodology, New York is the only state that canvasses prices from providers monthly to ensure
current market conditions are reflected. Other states commit to reviewing baseline pricing “at
least annually” and monitoring the marketplace “periodically.”

Impact

Comment 42: Pricing reduction could result in pharmacy closures, job losses and ultimately
access issues.

Response: The Department agrees that it is important that Medicaid FFS members continue to
be effectively served and that federal requirements are met. Federal regulations (42 USC 1396a
(a)(30)(A) and 42 CFR 447.204) require state Medicaid programs “... assure that payments are
consistent with efficiency, economy, and quality of care and are sufficient to enlist enough
providers so that care and services are available under the plan at least to the extent that such
care and services are available to the general population in the geographic area;...” The
Department will continue to monitor pharmacy access through the use of geo-access reports,
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which measure Medicaid fee-for-service access against Medicare Part D standards. [13] Current
pharmacy reimbursement methodologies which are not transparent and based on manufacturer
reported pricing do not ensure that Medicaid pays based on an efficient cost, as is supported by
public resources.

General

Comment 43: We are very concerned about the methodology/data analysis used to develop
NYAAC and COD.

Response: The Department has received a number of comments expressing concern about the
methodology and data analytics used. While specifics were not provided to which we could
respond, we have outlined below our methodology for developing COD and NYAAC.

As discussed at the December 3, 2013 focus group meeting, the methodology used to develop
COD and NYAAC is as follows:

COD:

e FErnst & Young plotted de-identified, validated data on a frequency distribution graph
(histogram) to determine the data distribution. This analysis identified New York data to
be skewed and demonstrated the median to be the best representation of the central
location of the data. The median COD was identified as 58.01.

e FErnst & Young then conducted null hypothesis testing to determine if sub-populations
(i.e., region, chain/independent, population density, prescription type, etc.) were
significantly different from the $8.01 median COD.

e FErnst & Young summarized their findings; identifying five sub-populations (urban, Capital
District and Western NY/Rochester, pharmacies that fill 100 % standard prescriptions,
pharmacies that fill standard and LTC prescriptions, and pharmacies that fill any clotting
factor, limited distribution or infusion drugs) and that were significantly different
statistically, either higher or lower, than the $8.01 median COD.

e The Department then conducted additional testing to determine if those survey
attributes identified as being significantly different statistically from the $8.01 median
COD were being influenced by other attributes (i.e., was statistical difference the result
of region or the fact that the region had a high number of chains or independent
pharmacies.).

e The Department performed Generalized Linear Modeling (multiple regression modeling)
to determine the relationship between COD and pharmacy attributes. Based on the
modeling done, Annual Number of Prescriptions was identified as being the attribute
that had the most significant and consistent impact on COD. This is in line with the
findings of other states that have developed an AAC/COD reimbursement methodology.

e The Department also conducted an analysis to determine whether a single dispensing
fee or tiered dispensing fee would provide more equitable compensation, as well as the
potential levels for a tiered dispensing fee. Once this analysis was completed, the
Department established the proposed tiered dispensing fees.
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NYAAC:

e First Data Bank, Inc. (FDB) performs several steps to ensure the reasonableness of de-
identified data: a baseline average drug price is calculated; catastrophic data errors
(i.e., cost missing) are identified and removed, line items with incorrect NDCs are
identified and removed; line items are reviewed for common mistakes and removed ;
Item price less than 1/2 or greater than 2x NADAC are removed;

e FBD then conducts a Median Absolute Deviation analysis to identify and eliminate the
influence of statistical outliers (both high and low).

e The average unit cost for a brand drug or generic product (same ingredients, form,
strength and route of administration), is the sum of all costs (adjusted by pharmacy
discount data) divided by the sum of all billing units. Calculation of an average requires
that the survey period encompass at least three reported purchases from two different
pharmacies, or at least five purchases from the same pharmacy.

The methodologies used to develop NYAAC and COD are sound and follow generally accepted
statistical methods for data analysis.

Comment 44: Other states have pursued invoice-based pricing reimbursement and have
product reimbursement rates and dispensing fees that are significantly higher than what New
York is proposing, despite the fact that New York is one of the most expensive states in which
to do business.

Response: The Department recognizes that there are a number of reports that identify New
York as one of the most expensive states in which to do business. NYAAC is developed as an
average of the actual costs of drugs as reported by New York State Medicaid enrolled
pharmacies. Unlike other states, New York includes rebates, credits and discounts in
development of NYAAC.

Similarly, the proposed dispensing fee is based on actual business costs as reported by
pharmacy providers. Though New York does not collect every expense collected by other states,
in general New York is consistent in expenses used to calculate COD.

Comment 45: Given the diminishing number of individuals enrolled in Medicaid fee-for-service
program as members are moved into managed care, please provide a rationale as to why the
Department is conducting this survey and pursuing an entirely new reimbursement
methodology.

Response: The overall goal of the NYAAC/COD survey is to create a reimbursement benchmark
that is valid, transparent, timely and sustainable. New York and other states began looking at
other pharmacy reimbursement methodologies in response to a legal settlement that resulted in
First Data Bank no longer publishing Average Wholesale Price (AWP). After reviewing other
benchmarks, such as Wholesale Acquisition Cost (WAC) and Average Sale Price (ASP), the
Department determined that AAC is the one pricing mechanism that does not have the same
potential for manipulation that led to the unreliability of AWP.
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Additionally, while it is true that the majority of New York Medicaid’s drug spend is now
included in the managed care benefit, there remains a number of covered lives in the fee-for-
service program. It is critical to the sustainability of New York’s Medicaid program that the
Department continues to implement efficiencies, such as transparent pharmacy reimbursement,
in the remaining fee-for-service program. Additionally, an acquisition cost based methodology
may also be used by Medicaid managed care plans to benchmark against the reimbursement
rates they are achieving.

Comment 46: We request that you delay submission of State Plan Amendment (SPA) until the
associations have met with the Commissioner and the Medicaid Director to discuss concerns
related to this initiative.

Response: We intend to submit the SPA in January 2014. If discussions with the Commissioner
and/or Medicaid Director result in the need to make changes to the SPA, we will initiate such
changes.

Comment 47: Please provide information as to the costs the State has incurred over the two
years of this process.

Response: To date, the State has conducted all activity related to this initiative internally and by
partnering with First Data Bank, Inc. the current Medicaid pharmacy pricing vendor. Costs for
State staff involved in this project are accounted for as usual staffing costs in the Department’s
personal services budget. To date, we have not paid FDB any additional costs for this project.
Ernst & Young has participated in the project as a contractor to FDB, with costs borne by FDB.

Comment 48: We have concerns about NYS releasing AAC as other payors will view this as
adequate payment and would result in reduction of payments through the managed care plans.
Response: New York draft NYAACs can be found on the Department’s web site. Stakeholders
will have an additional opportunity to comment on NYAAC during the regulatory process.

Question 49: Can a pharmacy participate in Managed Care plans and not the Medicaid FFS
program?

Answer: Yes; however, pharmacies must be enrolled in a specific managed care plan's network
in order to bill services to that plan.

Question 50: Can a company with multiple pharmacies opt to have some pharmacies
participate in FFS and not others?
Answer: Yes. This initiative does not change the Medicaid provider enrollment policies.

Question 51: What is the fiscal savings amount to the state that is being placed on the
proposed AAC/COD changes?

Answer. Estimated gross annualized savings for the Medicaid fee-for-service program are
521.4M.
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