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DEPARTMENT OF HEALTH AND HUMAN SERVICES                       Office of Management and Program Support 

Health Resources and Services Administration                                                 Division of Procurement Management 
                                                                                                                                                 Contracts Operations Branch 
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  Parklawn Building

                                                                                                                           
 5600 Fishers Lane, Room 13A-19

                                                                                                                                        
 Rockville, MD 20857-5600

June 8, 2007
Dear Category I Indefinite Delivery Indefinite Quantity (IDIQ) Contractors:

Re:
Request for Proposal (RFP) No. 07-N250-5752 under Category I, Evaluation of the Effectiveness of HRSA-Supported Activities, entitled “Evaluation of a Pilot Project to Improve the Integrity and Transparency of 340B Drug Pricing.”
The Health Resources and Services Administration (HRSA) is contemplating issuance of a task order under Category I.  Please review the attached materials and prepare a proposal in accordance with the attached instructions.

Proposals are due not later than July 12, 2007 at 4:00 pm.  Please forward via e-mail, as separate attachments, both your technical and business proposals to dwatson@hrsa.gov.  Also, an original copy must be received at the HRSA Contracts Operational Branch, Parklawn Building, Room 13A-19, 5600 Fishers Lane, Rockville, MD 20857, by July 13, 2007. If you have any questions regarding this requirement, please submit them by e-mail not later than June 22, 2007 to Dottie Watson at dwatson@hrsa.gov.  All Contractors will receive via e-mail an amendment to the RFP that will include all questions and answers.  

In the event that your organization chooses not to submit a proposal, please notify the undersigned, either via e-mail or in writing, of your decision not to submit an offer. Failure to submit a proposal will not preclude the Contractor from future opportunities to compete for task orders.

This request does not commit the Government to pay, as a direct cost, the expenses of preparation and submission of a RFP nor does it authorize performance of the work specified herein.  It is also brought to your attention that the Contracting Officer is the only individual who can legally commit the Government to the expenditures of public funds in connection with any procurement action.

If any additional information is needed, please contact Dottie Watson at 301-443-2752 or e-mail at dwatson@hrsa.gov. 

Sincerely,
/s/
Francis Murphy
Contracting Officer

Attachments:
Project Title, Period of Performance, Type of Task Order, Statement of Work, 
Schedule of Deliverables

Request for Proposal (RFP) Instructions


Technical Proposal Evaluation Instructions

Business Proposal Instructions/RFQ/Past Performance Instructions
Evaluation Criteria, Past Performance Factor and Award
Issuance and Monitoring of Task Orders

PROJECT TITLE
Evaluation of a Pilot Project to Improve the Integrity and Transparency of 340B Drug Pricing
PERIOD OF PERFORMANCE
The performance period of this Task Order shall be for fourteen months following the Effective Date of the Task Order (EDOTO).
TYPE OF TASK ORDER
This project will be awarded as a cost-plus-fixed-fee type Task Order.  
STATEMENT OF WORK 

Background
This evaluation was requested by HRSA’s Office of Pharmacy Affairs (OPA), a component of the Health Resources and Services Administration Healthcare Systems Bureau. The Office of Pharmacy Affairs has three primary functions: 

· Administration of the 340B Drug Pricing Program, through which certain federally funded grantees and other safety net health care providers may purchase prescription medication at significantly reduced prices. 

· Development of innovative pharmacy services models and technical assistance. 

· Service as a federal resource about pharmacy. 

In all of its activities, OPA emphasizes the importance of comprehensive pharmacy services being an integral part of primary health care.  Comprehensive pharmacy services include patient access to affordable pharmaceuticals, application of "best practices" and efficient pharmacy management and the application of systems that improve patient outcomes through safe and effective medication use. 

In response to a recommendation suggested by a group of twelve key drug manufacturers and the recent OIG report, “Review of 340B Prices” (OEI-05-02-00073 July, 2006), the Office of Pharmacy Affairs is conducting an Industry Workgroup Pilot Project, the goal of which is to improve the integrity and transparency of 340B prices paid by participating safety-net clinics and hospitals. This Pilot responds to the 
recommendations issued by the OIG for OPA and drug manufacturers to significantly and collaboratively improve the integrity and transparency of 340B ceiling prices in the market place. These drug manufacturers will provide data that represent 54 percent of all products with unique National Drug Codes (NDC) available through the 340B Program. This cross section of data permits the Pilot to study in-depth the 340B price fluctuations in the market place identified in the OIG report.  The Pilot allows OPA access to data components not ordinarily available to it that manufacturers use to compute their 340B ceiling prices thereby gaining the ability to analyze and potentially identify the specific sources or causes of pricing discrepancies. Such insights may reduce pricing errors caused by data errors, data omissions and/or data transmission.  The Pilot may improve OPA's ability to publish policy regarding computation of 340B ceiling prices in a timely manner and to systematically compare quarterly Government computed prices with drug company and wholesaler selling prices.  

The Pilot is scheduled to run from April 1, 2007 through March 31, 2008, which includes four distinct quarters in which to obtain data and conduct an evaluation.  The purpose of this evaluation is to analyze the effectiveness of the Pilot in improving the integrity and transparency of 340B drug pricing.  The findings of this evaluation will be used by OPA to determine future actions that OPA should take to ensure appropriate oversight of the 340B Drug Pricing Program, which could include development of an ongoing price verification system.

The independent evaluation of the Pilot will measure improvements (changes) in the integrity, transparency, and stability of the 340B Ceiling price in the market place.  Specifically, OPA's goals for the evaluation are to:

1 - Measure the increase in 340B drug price transparency to covered entities from baseline of two pricing files.

2 - Measure the change in frequency of incorrect 340B drug prices from the OIG's baseline of 14%.

3 - Include, if available, industry evaluation of cost error corrections and charge-back reconciliation between manufacturers and wholesale distributors.

4 - Include, if available, industry evaluation of changes in public perception (media) due to overall lack of drug price transparency and drug price overcharges to safety-net providers.

5 - Evaluate the overall cost/benefit to HRSA/OPA and other 340B program stakeholders to implement the Pilot Program.

6 - Enumeration of "lessons learned" by participants with recommendations on whether concepts from the Pilot project should be considered for standard operating policy for the 340B Program in the future. 

Overview of the 340B Drug Pricing Program Pilot Program

Background

A Pilot project was recommended by a group of drug manufacturers in response to the 340B Program’s request for data to improve the integrity and transparency of 340B drug prices paid by participating safety-net clinics and hospitals.  This Pilot will add to the ability of the 340B Program and drug manufacturers to collaboratively improve the integrity and transparency of 340B ceiling prices in the marketplace.  

The Pilot will test the ability of OPA and drug manufacturers to quickly identify and resolve disputes.  The Pilot will run as a dual system and will not interrupt the normal flow of pricing data from manufacturers to the market-place.  HRSA will address the OIG concerns in its evaluation of the Pilot. This was an OIG recommendation in its latest report on the Program.  

Proposed Pilot

Ad-Hoc Industry Workgroup Proposed Participants:

Genentech, GSK, Schering-Plough, Daiichi Sankyo, Amylin, Amgen, Lilly, J&J, Watson, Wyeth, NovoNordisk, and AstraZeneca; and wholesaler distributors AmerisourceBergen, Morris&Dickson 

Note that these twelve drug manufacturers market 54% (25,000 of 47,000) of the products with unique National Drug Codes (NDC) available through the 340B Program.

Industry Workgroup proposed requirements for the Pilot:

1 - Manufacturers would volunteer to participate in the Pilot and provide information recommended in the July 2006 OIG report in a consistent electronic format which will be verified against 340B computed prices and then distributed to wholesalers through the Prime Vendor program.

2 - The Pilot would begin April 1, 2007, and run for up to a year.

3 - During the test period, manufacturers would continue to supply a price list to wholesale distributors and to the 340B Program, as they currently do.

4 - All data submitted by a manufacturer to the Program would remain confidential except for access by wholesalers and covered entities that participate in the 340B Prime Vendor program.

5 - The 340B Program would work with each manufacturer to resolve any price variances between the submitted prices and the Program calculated prices.

Additionally, the 340B Program would require an evaluation component to assess the success of the Pilot, which HRSA plans to carry out using an evaluation contractor.  Based on the results, the manufacturers and HRSA would determine whether they would each support carrying on the program.

Potential Benefits to 340B Program and HRSA:

1 - Allows the assessment of data components not ordinarily available to the Program that manufacturers use to compute the 340B ceiling prices thereby gaining a better understanding of 340B pricing policy requirements.

2 - Enables the development of a verified data file to share with the Prime Vendor who can submit it to participating wholesalers.

3 - Reduces pricing errors caused by data errors, data omissions and data transmission.

4 - Allows Program to develop a Web-based program to compute savings for eligible entities by inclusion of a verified (accurate) price file.

5 - Enhances the ability to publish policy regarding computation of 340B ceiling prices and systematically compare quarterly Government computed prices with drug company and wholesaler prices.

Perceived Benefits to 340B Drug Company Participants:

1 - Reduced frequency of incorrect 340B drug prices.

2 - Reduced cost of error corrections.

3 - Reduced cost of “charge-backs” when reconciling transactions with wholesale distributors. 

4 - Reduced negative publicity over lack of drug price transparency and drug price overcharges to safety-net providers.

Purpose of Task Order 

The purpose of this task order is to conduct an evaluation of a Pilot project conducted by the Office of Pharmacy Affairs (OPA).  The purpose of the Pilot is to improve the integrity and transparency of 340B drug prices paid by participating safety-net clinics and hospitals.  The Pilot is scheduled to run from April 1 to March 31, 2008, which includes four distinct quarters in which to obtain data and conduct an evaluation.  The Pilot responds to the recommendations issued by the OIG for the OPA and drug manufacturers to significantly and collaboratively improve the integrity and transparency of 340B ceiling prices in the market place.  The purpose of this evaluation is to analyze the effectiveness of the Pilot in improving the integrity and transparency of 340B drug pricing.  The findings of this evaluation will be used by OPA to determine future actions that OPA should take to ensure appropriate oversight of the 340B Drug Pricing Program, which could include development of an ongoing price verification system.

TASKS
In completing this project, the Contractor shall undertake the following tasks:

Task 1
Meet with HRSA project officer (PO) and Government project team to present and discuss the full workplan.  As part of the meeting, include an in-depth discussion on key issues such as:  1) study design and methods and any revisions needed in the proposed study approach; 2) study questions that can be addressed feasibly within fourteen months; 3) revisions to the workplan and timeline based on the discussion and; 4) a proposed format for the final study report.   (Deliverable 1)

Task 2
Based on discussion during the kick-off meeting, revise the study workplan and timeline incorporating input from the kick-off meeting and submit final workplan to the Project Officer.  (Deliverable 2)

Task 3
Complete development of approved data collection methods, approaches and/or tools. (Deliverable 3) 

Task 4

Carry out data collection activities and analyses as outlined in the final study workplan in a timely manner.  (Deliverable 4)

Task 5

Submit an interim report that provides a detailed summary of the actual data collection proceedings, describes the data that were successfully collected, and identifies any barriers encountered and solutions implemented. (Deliverable 5)
Task 6

Based on findings outlined in the interim report and discussion with the PO and Government Project Team, continue to conduct data analyses with any refinements mutually agreed to by the Contractor and the Government Project Team.  (Deliverable 6)
Task 7

Prepare and submit final draft report that provides an assessment of the effectiveness of the Pilot in improving the integrity and transparency of 340B drug pricing and recommendations for future activities.  The final report should detail key study information including study questions, study design and rationale, data collection methods, findings, and recommendations that can be used by OPA to determine future actions that OPA should take to ensure appropriate oversight of the 340B Drug Pricing Program, which could include development of an ongoing price verification system. (Deliverable 7)
Task 8

Incorporate revisions to draft report based on feedback received from the PO and Government Project Team and submit for final approval.  (Deliverable 8)

Task 9 
Present findings from the study to senior HRSA managers.  Additional briefings regarding the study findings at additional meetings may be requested.  (Deliverable 9)

Task 10

Meet with PO and/or Government Project Team (by conference call is acceptable) on a monthly basis to discuss progress of study implementation, any issues that arise during the course of study implementation, and identify solutions needed for any challenges that need to be addressed.  (Monthly basis) (Deliverable 10)

SCHEDULE OF DELIVERABLES

The contractor shall deliver the items identified below by the dates listed to the Project Officer and one copy to the Contracting Officer at the following addresses.  Hard copies and electronic copies of all reports are required.  Text should be in Microsoft Word, and charts/tables may be in Word or Excel.

Contracting Officer 

Contracts Operations Branch, HRSA
Parklawn Building, Room 13A-19

5600 Fishers Lane

Rockville, Maryland 20857

Project Officer


Office of Pharmacy Affairs

Healthcare Systems Bureau

Parklawn Building, Room 10C-03

5600 Fishers Lane

Rockville, MD 20857
One copy of the final report should also be provided to: 

OPE Project Officer for IDIQ Contracts

Office of Planning and Evaluation

Health Resources and Services Administration

Parklawn Building, Room 10-49

5600 Fishers Lane

Rockville, MD 20857
	Deliverable
	Task
	Description
	Due Date from EDOTO

	Quantity

	1
	1
	Kick-off meeting with PO and Government project team
	1 week
	meeting

	2
	2
	Revised final workplan 
	2 weeks
	2

	3
	3
	Definition of data collection methods/tool(s)
	8 weeks
	2

	4
	4
	Conduct data collection and analysis
	Ongoing from completion of task 3 through week 26
	2

	5
	5
	Interim report on proceedings, barriers and solutions to conducting the study
	29 weeks
	2

	6
	6
	Continue with data collection and analysis 
	Weeks 27 – 54 (through the end of the Pilot)
	6

	7
	7
	Prepare and submit final draft summary report
	60 weeks
	6

	8
	8
	Submit final report
	62 weeks
	6

	9
	9
	Presentation to senior HRSA managers and briefings on study findings.
	62-64 weeks
	meeting

	10
	10
	Monthly meetings with PO to discuss progress
	4, 8, 12, 16, 20, 24, 28, 32, 36, 40, 48, 52, 56, 60 weeks 
	monthly basis


REQUEST FOR PROPOSAL INSTRUCTIONS 
The proposal must be prepared in two parts: a (Technical Proposal( and a (Business Proposal/Request for a Quotation(.  Each of the parts shall be separate and complete in itself so that evaluation of one may be accomplished independently of evaluation of the other. The technical proposal must not contain reference to cost; however, resource information, such as data concerning labor hours and categories, materials, subcontracts, etc., must be contained in the technical proposal so that your understanding of the same scope of the work may be evaluated. It must disclose your technical approach in sufficient detail to provide a clear and concise presentation that includes, but is not limited to, the requirements of the technical proposal instructions.
Proposals that are received which merely offer to conduct a program in accordance with the requirements of the Government’s Scope of Work, shall be considered non-responsive to this request and shall not be eligible for award.  You must submit an explanation of the proposed technical approach in conjunction with the tasks to be performed in achieving the project objectives.  
TECHNICAL PROPOSAL EVALUATION INSTRUCTIONS 
The evaluation of proposals will be based on the demonstrated capabilities of the prospective IDIQ contractors in relation to the tasks set forth in this request.  The merits of each proposal will be carefully considered.  Offers should make proposals clear, concise and to the point.  Offeror’s should not exceed 30 pages, double spaced (in 12-point type) when submitting the proposal.  This page limit is a guide and is exclusive of appendices such as resumes, charts and other supporting material.
Offeror’s proposal will be evaluated in accordance with the weighted criteria listed below.  To facilitate the evaluation of the proposal, the offeror shall submit, as part of the proposal, a separate enclosure entitled “Technical Proposal.”  The Offeror must submit an explanation of the proposed technical approach in conjunction with the tasks to be performed. 

The technical proposal content shall include, but need not be limited to, the following:

A. Understanding and Statement of the Problem


In the proposal, the Offeror shall provide a clear statement of the problem, scope and purpose of the project in the Offeror’s own words that demonstrate complete understanding of the intent and requirements of the study as well as of the challenges and conditions that led up to the need for the study. 

B.  Technical Approach and Workplan
The proposal shall fully describe the proposed technical approach to meet each of the requirements specified under the Description and Scope of Work.  It shall contain the following:

1) A detailed description of the contents of each task to be performed to achieve the study objectives in the Offeror’s own words.  

2) A discussion of the methodology to be used for individual tasks.  Creativity, appropriateness, and cost efficiency of use of resources will be important review criteria.  More than one method or approach may be proposed along with enumeration of the respective advantages and disadvantages of each. 

3) A discussion of anticipated major problem areas, together with potential approaches to their solutions.

C. Personnel and Management Plan
1) In this section, the Offeror shall provide the qualifications for all proposed project personnel.   The Offeror is expected to be specific in describing the proposed staff and their relationship with the Offeror.  Each person on the matrix should be identified as either an employee or a subcontractor.  The Offeror shall be required to submit letters of intent from subcontractors providing critical expertise required by the contract to be available to work on the contract as needed during the contract period.  Resumes or resume summaries should be included in the appendix. 

2) The Offeror shall submit a project work plan, time schedule, and person-loading matrix and/or a staffing profile/organization chart, including all work to be performed and deliverables based on and congruent with the proposed workplan.

The Offeror shall describe its proposed management plan for carrying out the project.  Given that close proximity to OPA staff and computing facilities would likely facilitate the conduct of the evaluation, office space and use of computer and appropriate software will be made available to the Offeror if requested.  The data given to HRSA for the conduct of the Pilot project is protected on HRSA’s secure servers and must remain on-site at HRSA.  Offerors are encouraged to factor this into their staffing and management proposals.

D. Corporate Qualifications and Experience

The Offeror shall provide evidence that it has relevant expertise on staff, or through subcontractors, who have signed commitment letters with relevant and appropriate experience directly related to the substance of the work to be performed.  Given the complexities of the 340B Drug Pricing Program, the Offeror should demonstrate previous experience and expertise in working with 340B Program-related issues. 

The Offeror shall include clear synopses of at least two prior projects which are relevant to the successful completion of this project and show that staff involved in those projects have the qualifications and a proven track-record to conduct this study. 

BUSINESS PROPORAL INSTRUCTIONS/REQUEST FOR QUOTATION INSTRUCTIONS/PAST PERFORMANCE INSTRUCTIONS
Standard Form 18, Request for Quotations, shall be prepared with supporting attachments which satisfy the instructions and appropriate format of FAR 15.4, Table 15-2 and the following:

1. The cost for individual elements, such as analytical studies, reports, etc., shall be itemized. The offeror shall provide the following detail as part of the cost proposal in addition to any other requirements for cost detail required by this RFTO. 

1. For labor estimates, the current hourly or annual rates should be shown and the dates and periods to which rate increases apply should be shown.  A suggested format illustrating labor is as follows: 

Title of labor category 

Name





No. hours 

Hourly rate 


Total

1. If the organization does not have an established indirect cost rate, supporting information for any quoted rate should be submitted. Indirect cost rates proposed for on site (work performed at Government provided location) and off site (work provided at Contractor’s establishment) should be indicated clearly and applied to the budget calculation.

1. Where travel is proposed, the contemplated itineraries, method of travel, and period of travel should be shown. The offeror shall indicate whether the estimated cost include such offsets as cash discounts, trade discounts, rebates, or allowances, etc. As applicable, the Contractor shall identify any pre-existing relationship with a travel agency used to provide the estimates. 

1. The basis for estimates for material, subcontracts, supplies, etc., should be explained.

1. It is HHS policy that contractors provide all equipment and facilities necessary for performances of contracts/task orders; however, in some instances, an exception may be granted to furnish Government-owned property or to authorize purchase with contract/task order funds. If additional equipment must be acquired, you must include in your proposal the description and estimated cost of each item, and whether you propose to furnish the item with your own funds. Further, you must identify all Government-owned property in your possession and all property acquired from Federal funds, to which you have title, that is proposed and all property acquired from Federal funds, to which you have title, that is proposed to be used in the performance of the prospective contract/task order. The management and control of Government property must be in accordance with HHS Publication (OS) 74-115 entitled, (Control of Property in Possession of Contractors”.

As an attachment to the SF 18, provide a detailed budget justification/narrative 

which clearly indicates how each cost is calculated, and detailed line item budget. 
If items are lumped together in the line item budget, provide the breakdown within 
the budget justification/narrative. (Cost proposals which fail to attach complete 
information will be disqualified due to unresponsiveness).  Standard Form 18 may be uploaded from http://www.gsa.gov/forms. 
Past Performance Instructions - Offerors shall submit the following information as part of their business proposal (for both offerors and proposed major subcontractors).   A list of the last three (3) contracts completed during the past three (3) years and all contracts currently in process that are similar in nature to the solicitation work scope. Contracts listed may include those entered into by the Federal Government, agencies of state and local governments and commercial concerns. Offerors that are new formed entities without prior contracts should list contracts and subcontracts as required above for all key personnel.

Include the following information for each contract or subcontract:

1. Name of Contracting Organization

2. Contract Number (for subcontracts, provide the prime contract number 
and the subcontract number)

3. Contract type

4. Total Contract Value, and period of performance

5. Description of Requirement

6. Contracting Officer’s Name and Telephone and FAX numbers

7. Program Manager’s Name and Telephone and FAX Numbers

8. Standard Industrial Code

The offeror shall submit comparable information on all subcontractors that the Offeror proposes to perform.  A “major subcontract” is defined as a subcontract that exceeds $25,000.00.

Each Offeror will be evaluated on its performance under existing and prior contracts for similar products or services. Performance information will be used for both responsibility determinations and as an evaluation factor against which offeror’s relative rankings will be compared to assure the best value to the Government. The Government will focus on information that demonstrates quality of performance relative to the size and complexity of the acquisition under consideration. The Government is not required to contact all references provided by the offeror. Also, references other than those identified by the Offeror may be contacted by the Government to obtain additional information that will be used in the evaluation of the Offeror’s past performance. 

EVALUATION CRITERIA, PAST PERFORMANCE FACTOR AND AWARD 
The proposal shall be evaluated using the following criteria and weights as they relate to the content of the corresponding paragraphs of the Technical Proposal Evaluation Instructions.

Evaluation Criteria







       Weight
A.  Understanding and Statement of the Problem



  15

B.  Technical Approach and Workplan





  40

C.  Personnel and Management Plan





  25

D.  Corporate Qualifications and Experience




  20

TOTAL









100

Past Performance Factor

The Offeror’s past performance will be evaluated after completion of the technical evaluation and will be conducted independently. Only those Offerors determined technically acceptable will be evaluated.

The evaluation will be based on information obtained from references provided by the Offeror, as well as other relevant past performance information obtained from other sources known to the Government. 

The Government will assess the relative risks associated with each Offeror.  Performance risks are those associated with an Offeror’s likelihood of success in performing the acquisition requirements as indicated by that Offeror’s record of past performance.

The assessment of performance risk is not intended to be the product of a mechanical or mathematical analysis of an Offeror’s performance on a list of contract but rather the product of subjective judgment by the Government after it considers all available and relevant information.

When assessing performance risks, the Government will focus on the past performance of the Offeror as it relates to all acquisition requirements, such as cost, schedule and performance, including standards of good workmanship; the Offeror’s adherence to contract schedules, including the administrative aspects of performance; the Offeror’s reputation for reasonable and cooperative behavior and commitment to customer satisfaction; and generally, the Offeror’s business concern for the interest of the customer. 

The lack of a performance record may result in an unknown performance risk assessment which will be used neither to the advantage nor the disadvantage of the Offeror. 

Award
The Government will award this task order to the responsible offeror whose proposal, conforming to the solicitation; will be most advantageous to the Government.  Paramount consideration will be given to technical merit.  In the event that two or more offerors are determined to be technically equivalent, estimated cost and past performance may be considered in making a final selection.  

ISSUANCE AND MONITORING OF TASK ORDERS

Orders will be issued in accordance with the procedures outlined in Section H of the IDIQ contract with HRSA.  Technical Monitoring will be in accordance with the procedures outlined in Sections G.2 and H.5 of the IDIQ contract with HRSA.
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�These dates refer to the number of weeks after the effective date of Task Order award.
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