
ATTACHMENT D TO CIA 

CERTIFICATION 

In accordance with the Corporate Integrty Agreement (CIA) entered between API and 
the OIG, I the undersigned hereby certfy the following to the best of 
 my knowledge, .
information, and belief: 

I) API has in place policies and procedures describing in all material 
respects the methods for performing Governent Pricing and 
Contracting Functions (hereafter "Governent Price Reportng 
Policies and Procedures"); 

2) The Governent Price Reporting Policies and Procedures have been 
designed to ensure API's compliance with price reporting obligations 
under the Medicare Part B and Medicaid Drug Rebate programs; 

3) API's Governent Price Reportng Policies and Procedures were 
followed in all material respects in connection with the calculation of 
Average Manufacturer Prices (AMP) for API's AMP Covered 
Products and in connection with the calculation of Average Sales 
Prices (ASP) for API's ASP Covered Products for: (specifically 
identify the applicable quarter); 

4) API's Governent Price Reportng Policies and Procedures were 
followed in all material respects in connection with the calculation of 
Best Price for API's products the below-listed fourfor each of 


quarters: (specifically identify the applicable quarter);
 

5) The ASPs and AMPs that were reported to the Settlement States (as 
defined in the CIA) and to the designated commercial drug price 
reporting service(s), ifany, for the ASP Covered Products and the 
AMP Covered Products in accordance with Section IILI of the CIA 
were identical to the corresponding ASPs and AMPs that were 
reported to CMS for purposes of the Medicare Part B and the Medicaid 
Drug Rebate programs, respectively; 

6) In accordance with Section IILI of the CIA, the ASPs for the ASP 
Covered Products for these quarters were: 1) calculated in accordance 
with the definitions and requirements of the Medicare Part B program, 
and 2) reported to the Medicaid programs of 
 the Settlement States and 
to any commercial drg price reportng service( s) as required by Section 
IILL2.c of 
 the CIA; 

7) In accordance with Section II.! of 
 the CIA, the AMPs and prior-quarter 
AMP adjustments for the AMP Covered Products for these quarters 
were: I) calculated in accordance with the definitions and requirements 
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of the Medicaid Drug Rebate program; and 2) reported to the Medicaid 
programs of the Settlement States and to any commercial drg price 
reportg service(s) as required by Section IILL2.c of 
 the CIA; and 

8) The statements made by API in the submission to CMS of ASPs, AMPs 
and Best Prices, in any submission of related supportng materials, and 
in this Certification are tre, complete, and current and are made in 
good faith. I understand that the ASPs and AMPs reported or made 
available to the Settlement States in accordance with the terms of the 
CIA may be used in the administration of the State Medicaid programs 
of the Settlement States and/or may be used by the Settlement States for 
Medicaid reimbursement purposes. 

Signature of CEO, CFO, or Authorizing 
Offcial (as defined in 42 C.F.R. §
 

414.804(a)(6)) 

(Insert Name and Title) 

Date 
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ATTACHMENT E TO CIA 

Additional Review Procedures 

I. Additional Review Procedures - General Description
 

As specified more fully below, API shall retain an Independent Review Organization 
(IRO) to assist API in assessing and evaluating its systems, processes, policies, and practices 
(including the controls on the systems, processes, policies, and practices) related to the 
requirements for Best Price under the Medicaid Drug Rebate program. The IRO shall pedorm 
two tyes of engagements: l) a systems review of API' s systems, processes, policies, and 
practices relating to the determination and reporting of Best Price pursuant to the Medicaid Drug 
Rebate program (Best Price Systems Review); and 2) reviews of samples of transactions to 
assess whether API is determining Best Price in accordance with the requirements of the 
Medicaid Drug Rebate program (the "BP Transactions Review"). 

If there are no material changes in API's Best Price related systems, processes, policies,
 
and practices during the term of the Addendum, then the IRO shall pedorm the Systems
 
Review for the first and thid Addendum Reporting Periods. This Systems Review may
 
be combined with the AMP/ASP Systems Review described in Attachment B to the CIA.
 
If API materially changes its Best Price related systems, processes, polìcies, and
 
practices, then the IRO shall perform a Best Price Systems Review coverig the
 
Reporting Period in which such changes were made, in addition to conducting the Best
 
Price Systems Review for the first and third Addendum Reporting Periods. The
 
additional Best Price Systems Review shall consist of: l) an identification of the material
 
changes; 2) an assessment of 
 whether the systems, processes, policies, and practices 
already reported did not materially change; and 3) an update on the systems, processes, 
policies, and practices that materially changed. 

In order to conduct theBP Transactions Review, the IRO shall review samples of 
transactions to assess whether API is determing Best Price in a manner consistent with 
the policies, procedures, and methodologies developed by API in accordance with the 
requirements of the Medicaid Drug Rebate program. The IRO shall conduct the BP 
Transactions Review annually. 

II. Best Price Systems Review
 

The IRO shall review API's systems, processes, policies, and practices (including the 
controls on the systems, processes, policies, and practices) associated with the tracking, 
gathering, and accounting for all relevant data for purposes of determining Best Price as 
reported to CMS for purposes of 
 the Medicaid Drug Rebate program. More specifically, 
the IRO shall review the following: 

a) The systems, processes, policies, and practices used to determine which API 
customers are included or excluded for puroses of determining Best Price; 
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b) The systems, policies, processes, and practices used to determine whether and 
which paricular price terms, contract terms, or transactions (M, discounts, 
rebates, other price or sales terms) are included in or excluded from Best Price 
determnations; 

c) A review of API's methodology for applying transactions to the Best Price 
determnations; 

d) The flow of data and information by which price, contract terms, and 
transactions with API customers are accumulated from the source systems and 
entered and tracked in API's information systems for puioses of determing 
Best Price; 

e) A review of any API's inquires to eMS regarding Best Price determinations 
and reporting requirements pursuant to the Medicaid Drug Rebate program, 
including requests for interpretation or guidance, and any responses to those 
inquiries; and 

f) The controls and processes in place to examine and address system reports
 

that require critical evaluation (such as reports of 
 variations, exceptions, or 
outliers). This shall include a review of 
 the bases upon which variations, 
exceptions, and outliers are identified and the follow-up activities undertaken' 
to identify the cause of any variations. 

III. Best Price Systems Review Report
 

For each Addendum Reporting Period for which a Best Price Systems Review is 
performed hereunder, the IRO shall prepare a report (Best Price Systems Review Report) 
based upon the Review. The Best Price Systems Review report may be (but is not 
required to be) combined with the report for the BP Transactions Review described in 
Section iv below, and shall include the following: 

1. A description of the systems, processes, policies, and practices in place to track, 
gather, and account for price terms, contract terms, and transactions with API 
customers that are relevant to the determination and reporting of Best Price, 
including, but not limited to: 

a) The computer or other relevant systems (including the source systems and any 
other information systems, as applicable) used to track data for and to 
determine and report Best Price; 

b) The information input into API's relevant computer or other systems used to 
determne Best Price; 
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c) The system logic or decisional rationale used to determe which customers 
are included or excluded for puroses of determing Best Price; 

d) The system logic or decisional rationale used to determine whether price and 
contract terms, discounts, rebates and other relevant transactions with API 
customers are included or excluded when determning Best Price; and 

e) API's policies and practices in examining system reports for variations that 
require critical evaluation, including the basis on which variations, exceptions, 
or outliers are identified, and the follow up actions taken in response. 

2. A description of the documentation, information, and systems reviewed, and the
 

personnel interviewed, if any, including a description of 
 the following: 

a) API's inquiries to CMS regarding the determination of 
 Best Price and any 
responses to those inquiries; 

b) API's systems and practices for reporting Best Price to CMS as required by 
the Medicaid Drug Rebate program; and 

c) API's systems and practices for reporting any adjustments or additional 
information related to the submissions. 

3. Observations, findings, and recommendations for any improvements to API's
 

systems, processes, policies, and practices, including any changes recommended 
to improve compliance with the requirements of the Medicaid Drug Rebate 
program. 

iv. BP Transactions Review
 

For each Addendum Reporting Period, the IRO shall conduct a BP Transactions Review 
to determine whether API determined and reported Best Price in accordance with the 
policies, procedures, and methodologies developed by API in accordance with the 
requirements of the Medicaid Drug Rebate Program. The IRO shall select and review a 
sample of transactions from a randomly selected quarter within each Reporting Period. 
The selected quarter shall be identified through the use of the OIO's Offce of Audit 
Services Statistical Sampling Softare known as "RAT -ST A TS" or through the use of 
another method of random sampling acceptable to the 010. 

The BP Transactions Review shall consist of two parts: 

1. Part One of BP Transactions Review 
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API shall provide the IRO with a list of all API Customers 1 who purchased or 
contracted for Medicaid rebate eligible products durg the selected quarter of the 
Reporting Period. The IRO shall randomly select a sample of 20 API Customers 
using the following methodology. The IRO shall categorize each API Customer 
as "large" or "small" based upon the total volume of sales2 of the contracted 
Medicaid rebate eligible NDCs3 to that API Customer in the selected quarter of 
the Reporting Period. The IRO shall randomly select 15 API Customers from the 
large API Customer category and 5 API Customers from the small API Customer 
category . 

For each of 
 the "large" and "small" API Customers identified by the IRO, the 
IRO's review shall cover the fifteen NDCs for which API paid the largest amount 

Medicaid rebates durig the most recent quarter for which 
complete data is available prior to the selected quarter of the Reporting Period and 
five randomly selected NDCs (collectively, the "Selected BP NDCs"). However 
for purposes of determining the Selected BP NDCs, if API paid less than $20,000 
in Medicaid rebates during the relevant quarter for any randomly selected NDC, 
the IRO will replace that NDC with a randomly selected NDC for which API paid 
at least $20,000 in Medicaid rebates for the relevant quarter. 

(i.e., total dollars) of 


For each API Customer selected, the IRO shall identify all contracts with API and 
all corresponding Medicaid rebate eligible NDCs for which the API Customer had 
a contract price with API. The IRO shall determine whether the contract price for 
each Selected BP NDC for products sold to the API Customer is accurately 
reflected in API's systems relevant for purposes of determinig Best Price. The 
IRO shall determine whether the contract price is appropriately considered for 
puroses of determining Best Price in accordance with the policies, procedures, 
and methodologies developed by API in accordance with the requirements of the 
Medicaid Drug Rebate program. 

API shall also provide the IRO with information and documentation about all 
non-price-related arrangements or relationships in effect durig the Review 
Period between API and the "large" and "small" API Customers identified by the 
IRO ("Other Arrangements"). These Other Arrangements could include, by way 
of example only, grants provided to the API Customer or data or service fee 
arrangements entered with the API Customer. The IRO shall review 
documentation and information about the Other Arrangements suffcient to 
identify the nature of the Other Arangements, describe the terms of the Other 
Arrangements (including any amounts paid or other benefits conferred by API in 
connection with the Other Arrangements and the time periods of the 

i "API Customer" means the entities as identified in API's GPCS system whose purchases or contracted prices are 

eligible for inclusion in the determination of Best Price (BP-eligible). 
2 For purposes of 

this Section IV, "volume of sales" means for the most recent quarter for which complete data is 
available: (i) for purchasers, gross sales minus all price concessions; or (ii) for third party payers, utilization 
multiplied by wholesale acquisition cost (WAC) minus all price concessions.
3 For purposes of this Attachment E, "NDC" means a single dosage, form, and strength of a pharmaceutical product, 

without regard to package size (i.e., NDC 9). 
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arrangements), and identify any NDCs and/or API drugs that were the subject of 
the Other Arrangements. 

2. Part Two of BP Transactions Review
 

API shall provide the IRO with the following information: 

a) a listing of 
 the five Medicaid rebate eligible NDCs for which API paid the 
largest amount (i.e., total dollars) of 
 Medicaid rebates during the most recent 
quarter for which complete data is available prior to the selected quarter of 
Reporting Period; 

b) for each of the five Medicaid rebate eligible NDCs selected, a listing of all 
unque prices paid to API for the product that were lower than the reported Best 
Price for the selected quarter and were identified in the GPCS system as BP-
eligible. 

For each BP-eligible unique price that was lower than the reported Best Price, the 
IRO shall review a minimum of five randomly selected contracted transactions 
associated with each of those unique lower prices (or, if there are fewer than five 
such transactions, all such transactions) to determine whether each was properly 
excluded from the determination of Best Price for that Medicaid rebate eligible 
NDC in accordance with the policies, procedures, and methodologies developed 
by API in accordance with the Medicaid Drug Rebate program requirements. 

3. Additional Investigation
 

If the BP Transactions Review reveals any prices that were not accurately 
reflected in API's systems and/or were not appropriately included in, or excluded 
from, API's Best Price determnation in accordance with the policies, procedures, 
and methodologies developed by API in accordance with the Medicaid Drug 
Rebate program requirements, such prices shall be considered an error. The IRO 
shall conduct such Additional Investigation as may be necessary to determine the 
root cause of 
 the error. For example, the IRO may need to review additional 
documentation, conduct additional interviews with appropriate personnel, and/or 
review additional contracts to identify the root cause of the error. 

Upon completion of 
 these reviews and any Additional Investigation(s) that may 
have been warranted, the IRO shall report its findings to the OIG. 

In the event the IRO discovers more than one error for the quarter under review in 
Part One or Part Two of 
 the BP Transactions Review, API and the IRO shall hold 
an interim conference with the OIG to discuss the IRO's findings. The IRO shall 
present its findings, API shall present its management response, and the OIG shall 
review and consider the information provided by the IRO and API. Following 
consultations with API and the IRO, the OIG, in its discretion, shall determine 
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whether further review is warranted. Should the OIG determine that further 
review is warranted, the IRO shall randomly select and review a second sample as 
set forth below in this Section IV.3, using the same seed number, and repeat Part 
One and/or Part Two of 
 the BP Transactions Review (depending on whether one 
or both parts of the BP Transactions Review warranted an Additional 
Investigation). 

Should the OIG determine that further review is warranted, the IRO shall: 

a) If additional Part One review is required, randomly select five additional 
API Customers from the large API Customer category; and/or 

b) If additional Part Two review is required, review the next five 
Medicaid rebate eligible NDCs for which API paid the largest amount 
(i.e., total dollars). 

V. BP Transactions Review Report
 

1. General Requirements
 

The IRO shall prepare a report annually based upon each BP Transactions Review 
pedormed. The report shall contain the following general elements pertaining to 
the BP Transactions Review: 

a) Objective(s) - a clear statement of 
 the objective(s) intended to be 
achieved by each engagement; 

b) Testing Protoco1- a detailed narrative description of: (i) the procedures 
pedormed; (ii) the sampling units; and (iii) the universe from which the 
sample was selected; and 

c) Sources of 
 Data - a full description of documentation and/or other 
relevant information relied upon by the IRO when performing the reviews. 

The IRO shall also include the following information in each BP Transaction 
Review Report: 

2. BP Transactions Review - Part One
 

a) a description/identification of 
 the following: (i) the 20 API Customers 
selected under Part One; (ii) the number of contracts associated with each 
API Customer; (iii) the Selected BP NDCs tested; (iv) the contract prices 
for each NDC tested; and (v) a description of any supporting 
documentation reviewed; 
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b) a description of 
 the IRO's stratification system for identifying the "large" 
and "small" Customers and documentation supporting the random 
selection of the Customers; 

c) for each selected API Customer, a description of the steps taken to 
determine whether the contract price( s) for each Selected BP NDC were 
accurately reflected in API's systems; 

d) for each selected API Customer, the IRa's determination regarding
 

whether each Selected BP NDC contract price was accurately reflected in 
API's contracting systems. If 
 the correct price was not reflected in the 
systems, the IRa should identify the correct price; 

e) a detailed description of any Additional Investigation or further review
 

undertaken with regard to any Selected BP NDC price not accurately 
reflected in API's systems and the results of any Additional Investigation 
or fuher review undertaken with respect to any such price; 

f) for each selected API Customer, a description of the steps taken to 
determne whether each contract price(s) was (were) appropriately 
considered in API's determnation of 
 the Best Prices for the Select BP 
NDCs in accordance with Medicaid Drug Rebate program requirements; 

g) for each selected API Customer: (i) a list of any price not properly 
included in, or excluded from, API's BP determnation for the applicable 
quarter; (ii) a description of any adjustments to Best Price reported to 
CMS; and (iii) a description of any additional follow-up action taken by 
API; 

h) a detailed description of any Additional Investigation or further review 

undertaken with regard to any price not appropriately included in, or 
excluded from, API's Best Price determination for the selected quarter, 
and the results of any Additional Investigation or further review 
undertaken with respect to any such price; 

i) for each selected API Customer: (i) a description of the natue of all Other 
Arrangements in effect between API and the API Customer; (ii) a 
description of the terms of all Other Arrangements (including any amounts 
paid or other benefits conferred by API in connection with the Other 
Arrangements and the time periods of the arrangements); (iii) an 
identification of any NDCs and/or API drugs that were the subject of the 
Other Arrangements; and (iv) a description of the documentation or 
information reviewed with regard to all Other Arrangements; and 
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j) the IRO's recommendations for changes in API's policies, procedures, 
and/or methodologies to correct or address any weaknesses or deficiencies 
discovered durig the review. 

3. BP Transactions Review - Part Two
 

a) a list of: (i) the five Medicaid rebate eligible NDCs with the highest 
rebates paid by API durig the Reporting Period; (ii) the Best Price 
reported by API to CMS for the Medicaid Drug Rebate program for each 
of the five NDCs under review; and (iii) a description of the underlying 
documentation supporting the random selection of the five contacted 
transactions associated with each unique BP-eligible price lower than the 
reported BPs; 

b) a description ofthe steps and the supporting documentation reviewed to
 

assess the unique BP-eligible lower prices for each of the selected NDCs 
which were below the BPs reported by API to CMS. If more than five 
contracted transactions are associated with any of the unique lower prices, 
the IRO shall also identify how many such transactions exist for each 
unique lower price; 

c) a list of any prices not properly excluded from API's BP determination for 
any of the five NDCs reviewed; a description of any adjustments to Best 
Price reported to CMS; and a description of any additional follow-up 
action taken by API for any of the five NDCs reviewed; 

d) a detailed description of any Additional Investigation or further review
 

undertaken with regard to any prices that were not properly excluded from 
API's Best Price determination for any of the five NDCs reviewed and the 
results of any such Additional Investigation or further review; and 

e) the IRO's recommendations for changes in API's policies, procedures, 
and/or methodologies to correct or address any weaknesses or deficiencies 
discovered during the review. 
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