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FDA-14-RFP-1121446

FDA Support Services:  Access to Over-the-Counter Drug Utilization Data
RFP Number: FDA-14-RFP-1121446
Part 1 – Description
1.1
Type of Contract
This is a combined synopsis/solicitation for commercial items prepared in accordance with the format in FAR 12.6 and 13, streamlined procedures for evaluation and solicitation for commercial items-as supplemented with additional information included in this notice.  This announcement constitutes the only full and open competition solicitation; proposals are being requested, and a written solicitation document will not be issued.  This solicitation is a Request for Proposal (RFP).  The solicitation document and incorporated provisions and clauses in effect through the Federal Acquisition Circular 05-74.

The associated North American Industrial Classification System (NAICS) code for this procurement is 518210.  

This is an RFP for Access to Over the Counter Drug Utilization Data.
The Government contemplates award of a hybrid fixed price/ Indefinite Delivery Indefinite Quantity (IDIQ) contract vehicle for three years, One (1) Base Year and Two (2) Option Years with the issuance of Firm Fixed Price and Labor Hour Category Task Orders resulting from this solicitation.  

Part 2 – Supplies or services and Prices/Costs
2.1 
Description of Services and Supplies
The FDA has a requirement for Access to Over-the-Counter Drug Utilization Data
2.2
Minimum and Maximum Ordering Amounts
The contract minimum amount will be the fixed price award.

The contract maximum amount for the IDIQ is estimated at $1,500,000.00 over three (3) years. 

2.3
Pricing Schedule
The pricing schedules are as follows:

Firm Fixed Price 

Base Year
	CLIN
	Labor Category
	Quantity
	Unit
	Unit Price
	Total Amount

	0001
	-Unlimited Access to Over-the-Counter (OTC) Drug Utilization Data     
-Acceptable Projection or Other Appropriate Methodologies (1 Lot)
-Current and Complete Data Dictionary; including updates (1 Annually)
-On-Site Training Programs and Training Materials (2 Semi-Annually)
-Kick Off Meeting (1 Lot)
-Technical Support; to Include Notification of and Access to Upgrades and/or New Releases of the Data and Software (12 Monthly)
-Monthly Reports by 30th of Each Month (12 Monthly)
-Disclosure Clearance and Third Party Agreement Services (1 Lot)  
	12
	Monthly
	$
	$

	0002
	Ad-Hoc Analyses: Custom Reporting
	200*
	Hours
	$
	$


* Blended Labor Rates include: i.e. 50% of Application Programmer, 20% of Senior Computer Analyst, 20% of Statistician, 10% of Pharmacist

Option Year One
	CLIN
	Labor Category
	Quantity
	Unit
	Unit Price
	Total Amount

	1001
	-Unlimited Access to Over-the-Counter (OTC) Drug Utilization Data     
-Acceptable Projection or Other Appropriate Methodologies (1 Lot)
-Current and Complete Data Dictionary; including updates (1 Annually)
-On-Site Training Programs and Training Materials (2 Semi-Annually)
-Annual Meeting (1 Annually)
-Technical Support; to Include Notification of and Access to Upgrades and/or New Releases of the Data and Software (12 Monthly)
-Monthly Reports by 30th of Each Month(12 Monthly)
-Disclosure Clearance and Third Party Agreement Services (1 Lot) 
	12
	Monthly
	$
	$

	1002
	Ad-Hoc Analyses: Custom Reporting
	200*
	Hours
	$
	$


* Blended Labor Rates include: i.e. 50% of Application Programmer, 20% of Senior Computer Analyst, 20% of Statistician, 10% of Pharmacist

Option Year Two
	CLIN
	Labor Category
	Quantity
	Unit
	Unit Price
	Total Amount

	2001
	-Unlimited Access to Over-the-Counter (OTC) Drug Utilization Data     
-Acceptable Projection or Other Appropriate Methodologies (1 Lot)
-Current and Complete Data Dictionary; including updates (1 Annually)
-On-Site Training Programs  and Training Materials (2 Annually)
-Annual Meeting (1 Annually)
-Technical Support; to Include Notification of and Access to Upgrades and/or New Releases of the Data and Software (12 Monthly)
-Monthly Reports by 30th of Each Month(12 Monthly)

-Disclosure Clearance and Third Party Agreement Services (1 Lot)
	12
	Monthly
	$
	$

	2002
	Ad-Hoc Analyses: Custom Reporting
	200*
	Hours
	$
	$


* Blended Labor Rates include: i.e. 50% of Application Programmer, 20% of Senior Computer Analyst, 20% of Statistician, 10% of Pharmacist

IDIQ  Other Types of Services Associated with the Scope of Work - Labor Categories and Estimated Hours for each type of IDIQ Service (informational purposes only) 

	Labor Category
	Estimated Hours (per year)
	Base Year (Rate)
	Option Year One
	Option Year Two
	Total 

	Project Manager
	60
	
	
	
	

	 Senior Computer Analyst
	60
	
	
	
	

	Application Programmer
	60
	
	
	
	

	Statistician
	60
	
	
	
	

	Pharmacist
	60
	
	
	
	

	Senior Training Specialist
	60
	
	
	
	

	Epidemiologist
	60
	
	
	
	


Labor Category Position Descriptions:
	Labor Category
	Functions
	Years of Experience

	Project Manager
	Management and oversight of Contract/Project.  Serves as the Contractor counterpart to the Government program/technical managers. Manages program/technical support operations which could involve more than the base contract services, i.e. access to OTC data, such as project/task orders and personnel. Organizes, directs, and coordinates planning and execution of all program/technical support activities. Has proven communications skills to be able to interface with all levels of management. Establishes, monitors, and adjusts management structure to direct program/technical support activities in a most effective manner. Uses project tools to monitor the budget and schedule of various tasks and activities. Meets and confers with Government management officials regarding the status of specific program/technical activities and problems, issues or conflicts regarding resolution.
	10 years of project management experience 

	Senior Computer Analyst
	Provides technical and administrative direction for personnel performing software development tasks, including the review of work products for correctness, adherence to the design concept and to user standards, and for progress in accordance with schedules.
	7 years experience including analyzing and designing business applications for large-scale computers. 

	Applications Programmer
	Devises or modifies procedures to solve complex problems considering computer equipment capacity and limitations, operating time, and form of desired results.  Designs, codes, tests, debugs and documents.
	5 years experience 

	Statistician
	Subject matter expert in the area of statistics.  Develops, modifies, and analyzes statistical models in the areas of drug safety, pharmaco-vigilance, and epidemiology.
	5 plus years experience in public health area

	Pharmacist
	Subject matter expert in the area of pharmaco-epidemiology, pharmaco-vigilance, and drug safety.  Reviews and analyzes requests, technical documents and reports. Analyzes statistical models in the areas of drug safety, pharmcovigilance, and epidemiology.
	3 plus years with drug safety-related experience

	Senior Training Specialist
	Identifies and determines best approach to all training requirements as they relate to the OTC database. Develops and revises training courses as dictated by the end users.
	5 years of experience

	Epidemiologist
	Epidemiologists are public health professionals who investigate patterns and causes of disease and injury in humans.  They seek to reduce the risk and occurrence of negative health outcomes through research, community education, and health policy.


	7 years experience including public safety – related issues


2.4
Price/Cost
The labor rates and firm fixed prices shall apply to all task orders awarded under this contract.  
2.5
Travel Policy (Applies to Labor Hours and Time/Materials Tasks)
The Government will reimburse the Contractor for the allowable travel costs incurred by the Contractor in performance of the contract and determined to be in accordance with FAR Part 15, subject to the following provisions:

GENERAL.  Travel required for tasks assigned under this contract shall be governed in accordance with rules set forth for temporary duty travel in the Federal Travel Regulations and the Standardized Regulations (Government Civilians, Foreign Areas).  The Federal Travel Regulations are available on a subscription basis from the Superintendent of Documents, U.S. Government Pricing Office, Washington, DC. 20402, Stock No. 022-001-81003-7.  The Standardized Regulations (Government Civilians, Foreign Areas), Section 925 is available on a subscription basis from the Superintendent of Documents, U.S. Government Printing Office, Washington, DC. 20403, Stock No. 744-008-00000-0.  All Contractor travel shall be submitted in writing for review to the COR and must be approved in advance by the Contracting Officer.

TRAVEL ARRANGEMENTS.  The Contractor is responsible for making all travel arrangements during the conduct of tasks assigned under this contract.  All air travel shall be on Commercial Airlines Coach Class.  The Contractor shall not charge for direct labor hours during travel.

Part 3 – Description/Specifications/Work Statement 

3.1
Background
A vital part of FDA and CDER’s mission is to protect the public health.  The mission of the Office of Surveillance and Epidemiology (OSE) is to evaluate drug risks and promote the safe use of drugs, prescription and over-the-counter (OTC), by the American people.  The statutory provisions of the Federal Food, Drug, and Cosmetic Act as amended by the Food and Drug Administration Modernization Act (FDAMA, Section 406), Title 21 Code of Federal Regulations, Section 310.305, and Title 21 Code of Federal Regulations, Section 314.80 require FDA to ensure the safety and effectiveness of regulated marketed products.  

The Office of Surveillance and Epidemiology (OSE) contributes to this effort by evaluating drug risks and promoting the safe use of drugs by the American people.  Under PDUFA (Prescription Drug User Fee Act) IV, specific provisions in Title IX of the Food and Drug Administration Amendments Act of 2007 (FDAAA 2007) contains numerous provisions related to post-marketing safety and communication of safety information.  A subset of those provisions calls for enhanced authorities for accessing disparate data sources, establish and improve procedures to estimate the number of patients exposed to drugs nationwide.    

In furtherance of these efforts, the recent enactment of PDUFA V in 2012 under Section XI “Enhancement and Modernization of the FDA Drug Safety System”, Part D “Information Systems and Infrastructure” authorizes the FDA to “continue the Agency’s efforts on the standards-based information systems to support how FDA obtains and analyzes post-market drug safety data and manages emerging drug safety information”. These statutory provisions provide FDA the authority to obtain and expand database resources that will enhance FDA’s post-market surveillance capabilities.   

In addition, The Center for Drug Evaluation and Research (CDER) initiated efforts to address concerns about the public health problem of liver injury related to the use of acetaminophen in both over-the-counter (OTC) and prescription (Rx) products following the June 29-30, 2009, Drug Safety and Risk Management Advisory Committee, Nonprescription Drugs Advisory Committee, and the Anesthetic and Life Support Drugs Advisory Committee meeting.  These efforts include changes in the dosing along with increased education for prescribers and patients.  As requested by the CDER Acetaminophen Steering Committee, the metrics working group (WG) developed an acetaminophen evaluation plan that will help to determine whether the changes, once implemented, have been effective in decreasing the adverse outcomes related to acetaminophen overdose.   The FDA plans to evaluate the effectiveness of the Acetaminophen Safe Use Initiative by monitoring relevant databases.  In support of FDA’s effort, the Office of Surveillance and Epidemiology identified the metrics and the timeline for monitoring. 

The ability of FDA to respond expeditiously to the increasing number of drug safety issues is of paramount importance to the overall public safety.  Continued direct access to OTC drug utilization data will complement and strengthen the utility of FDA Adverse Event Reporting System (FAERS) currently in place.  Direct access to these data will also increase the FDA’s ability to perform regulatory impact studies; in particular, those studies that assess the impact of prescription to OTC drug switches, and also allow the Agency to continue to evaluate the effectiveness of the Acetaminophen Safe Use Initiative by monitoring acetaminophen utilization patterns.  Finally, direct access to these data in real-time enhances and accelerates the pace of FDA's regulatory decision-making process.  The funding of "Access to Over-the-Counter (OTC) Drug Utilization Data" would serve as a mechanism for FDA to respond expeditiously to serious public health or regulatory issues related to OTC drug products.  

FDA expects the awardee to own the data as well as the means to access the data. 

FDA's authority to fund research projects is set out in section 301 of the Public Health Service Act (PHSA 42 U.S.C. 241).

3.2
Program Research Goals and Objectives:

The Contractor shall provide FDA personnel with direct access to a currently existing, commercially available data resource through an existing interface tool for Over-the-Counter (OTC) drug utilization data that includes household demographics, drug treatment patterns, and indications or ailments intended for treatment in the outpatient setting using surveys and/or other methodologies. This data resource shall have the capability of providing national patterns of OTC drug use patterns in the outpatient setting through the use of projection or other appropriate methodologies that are scientifically sound and transparent to FDA personnel.  
SCOPE OF WORK
3.2.1
Data Requirements for OTC Drug Utilization Data: Unlimited Access to OTC Drug Utilization Data
a. The Contractor shall provide continuous automated access to de-identified HIPAA-compliant data resources on OTC drug product usage including, but not limited to household demographics, drug treatment patterns, and indications or ailments intended for treatment in the outpatient setting.  The source data can be obtained from a survey of household purchasing patterns or other electronic data sources.   FDA requires access to such data to obtain national patterns of OTC drug product utilization.  The data resource(s) shall have the capability of providing both current and historical national-level OTC drug product utilization. The data shall have a maximum of a 6-month lag time between the date of OTC drug product purchase and date of data availability for FDA use.
b. The OTC drug utilization data shall include the number of households and household panel members in the sample; characterization of households in the sample in terms of number of individuals in the household, income level, geographic region and U.S. Census region (Appendix B).   Where possible, the contractor shall provide a comparison to national figures.

c. The household demographic data shall include the number and percent of patient populations of special interest to the FDA, including infants (<2 years), children (≤ 17 years), women of childbearing age (12-45 years), adults (18-64 years), and elderly (≥ 65 years), the number and percent of patients missing age as well as the demographic distribution of patients (age and gender required; race, if available). 

d. The patient-specific basic data elements in the household shall include (but are not limited to):  patient demographics of the intended user such as age (specify method by which age is obtained and how it is displayed in canned reports, i.e.,. standard age groups, customized age groups, single years), gender, and specify if other data elements are available, such as race/ethnicity; income level; occupation; height and weight; clinical measures, i.e., blood pressure, cholesterol, smoking status; alcohol use, availability of health insurance; and geographic region.

e. The OTC drug-specific basic data elements shall include drug brand name; drug active ingredients; unit price code (UPC) and/or national drug code (NDC) number; strength of active ingredients; dosage form; size of drug product by mL, number of tablets/capsules, and/or total doses available; manufacturer and/or re-packager; date of purchase; indication(s) for use or ailment(s) intended to treat or an acceptable surrogate such as therapeutic sub-categories, and source of drug (recommendation by healthcare professional, self-purchase, sample provided).

f. The treatment-specific basic data elements shall describe the patient’s ailment treatment category; concomitant use with other prescription or OTC drug products; duration of use; diagnosis code, i.e. ICD-9 and date of diagnosis; and the patient demographics of the intended user. 

g. The data resource shall include a coding system that consists of drug and ailment coding levels for FDA data analyses; and if available, quantify the amount, frequency, and duration of OTC drug products used as well as the ailment intended to treat in the outpatient setting and the percentage of missing or incomplete information for each data element.  For examining data on treatment of specified ailment or medical conditions, the data resource shall capture the OTC drugs purchased as well as other drugs used for the treatment of the ailment.
h. The existing user interface tool of the data resource(s) shall provide FDA staff the ability to select OTC market categories with the ability to drill down to active ingredient, generic and brand name, and any other data elements that may be available.  The user interface tool shall include the ability to perform data reports without or with minimal intervention by the Contractor and download the data in a timely manner.

i. The Contractor shall de-identify the data for FDA use, and the methods used to de-identify the data shall be described in the proposal and shall be HIPAA compliant.
3.2.2
Technical Requirements and Abilities of the Data Resource(s)
a) The Contractor shall provide OTC drug utilization data that is currently existing and commercially available. Access to the data shall be immediate, unlimited, direct, desktop and in real-time.  Direct access shall include all upgrades, enhancements, and modifications to software and data. 

Direct access shall be through an existing interface and this interface shall be user-friendly, transparent, and flexible enough to meet the FDA’s needs.  Minimally, the interface shall provide both predefined (e.g., canned) and custom reports.  Direct access to the data resource(s) shall include the ability to download (or obtain in a timely manner using other means) and analyze patient level data, if available.  FDA’s preference is that unrestricted direct access to datasets shall be available on demand and without intervention by the Contractor.
b) The Contractor shall provide the FDA a site license that will not be dependent upon the exact number of users.  Individuals within the Office of Surveillance and Epidemiology as well as other authorized users within the FDA will need to access these data as appropriate for their work.
c) The Contractor shall provide the FDA the ability to directly download or export data in SAS, MS Excel, MS Access, or ASCII format, from the Contractor’s interface to FDA’s external storage device and/or directly to the FDA server.
d) The Contractor shall provide access to the data resource(s) via a secure Internet or network-based method permitting simultaneous, multi-user access through a user friendly data query tool(s).  Access to the data resource(s) shall be through a wide area network with transmission control protocol/Internet protocol (TCP/IP) running on a 10/1000 Mbs network.  The network-based methods shall not necessitate any additions to the FDA communications infrastructure.  The FDA standard browser package is Microsoft Internet Explorer Version 8.x and Firefox 25x.  
e) The Contractor shall specify any additional software and/or hardware (name and version) necessary to access the data.  Any software installed on FDA computers for the purposes of accessing the data shall not use key-logging and/or network capturing functionality to transmit any data from the FDA system except for login information specific to the data and data (e.g. SQL queries or similar methods) accessing the Contractor’s application data sets.
f) The Contractor shall participate in the CDER secure electronic mail system (See Appendix G) to protect any sensitive data which may be transmitted electronically between the data vendor and the FDA.  The FDA utilizes the virtual private network to establish a trusted, encrypted TCP/IP tunnel for accessing data from a remote location. The VPN shall be a firewall-to-firewall encrypted tunnel utilizing commercially available software and industry standard IPSEC protocols.The Contractor shall conform to Section 508 standards. (See Appendix C) 
3.2.3  Data Requirements for OTC Drug Utilization Data: Projection or Other Appropriate Methodology
a. The Contractor shall project the data to the national level using a FDA approved projection or other appropriate methodologies, which shall be valid, reliable, and robust with regard to OTC drug product purchase and use specifically, and the methods fully disclosed.   Results from projections shall be comparable to estimates obtained from national benchmarks such as the U.S. National Census data (Appendix B). The data resource(s) shall have raw/sample and projected numbers.  The Contractor shall provide the frequency with which data are updated and methods for updates.
b. The Contractor shall provide full disclosure of data collection, construction, coding and configuration to allow FDA staff to appropriately interpret findings and understand the construction and application of the projection or other appropriate methodology.

3.2.4  Complete Data Dictionary for OTC Drug Utilization Data Resource

The Contractor shall provide a current and complete data dictionary, including updates, and a description of their data resource(s), type of data, the data collection methodology, and the data elements demonstrating that the data resource(s) can evaluate OTC drug utilization data at the national level.

3.2.5  Data Requirements for OTC Drug Utilization Data: Ad Hoc Data Analyses

The Contractor shall provide additional ad hoc data analyses or custom queries or product customization not available through the data tools not to exceed 200 man-hours per year.
3.2.6  Onsite Training Programs and Training Materials

The Contractor shall provide training for users of the data, as well as training for FDA personnel who will support use of the data (e.g., technical users).  The Contractor shall provide a minimum of two one-day onsite training sessions per year offered on-site at the FDA Federal Research Center at White Oak Campus in Silver Spring, Maryland. 
The training sessions shall include an instructor led overview of the OTC data resource for FDA staff in a conference room with the capacity of 100, and the ability to project via web-based presentation.  A hands-on computer-based training for a maximum of 18 FDA staff members shall be provided on the use of the data and interface tool. The hands-on session shall include exercises with data queries with FDA content.  The Contractor shall work with the FDA COR to develop exercises with data queries relevant to FDA work.
The Contractor shall provide options for additional “on-demand” sessions either in person or via web-based methods, as requested, (typically one per year). 
Training shall be initiated within 30 days of award and continues throughout the duration of the contract.  

The Contractor shall provide course outlines to include a detailed training agenda (pre-approved by FDA) for the overview of the OTC data resource and the hands-on computer-based training offered. Training manuals and course outlines shall be provided in hard-copy at the time of training.
3.2.7  Onsite Kick-Off and Annual Meeting 
The Contractor shall participate in a kick-off meeting within two weeks of award and shall conduct an annual meeting on-site at the FDA campus in Silver Spring, Maryland, once a year.  The purpose of the annual meeting is to discuss scientific issues of interest to the Agency and relevant work that the contractor has performed, as well as discussing FDA satisfaction with all deliverables.

3.2.8  Technical Support Requirements – Support Package – Technical Analystical and Clinical; Data and Software Upgrades and New Releases; Monthly Usage Reports 
The Contractor shall provide a support package comprised of web-based written documentation that includes technical, analytical, and clinical support throughout the length of the contract.

The Contractor shall provide ongoing technical, analytical, and clinical support, by phone or by e-mail, to all certified users of the data during business hours (9:00 am to 5:00 pm, EST), throughout the length of the contract in accordance with the service levels established in the contract.
The support package shall include all upgrades, enhancements, and modifications to software and data.
3.2.9  Monthly Reports (See Attachment 4) 
Contractor shall provide a Monthly Report by 30th of each month to the COR and shall include:

1. Monthly Usage Report: to include the number of data queries per approved Certified User

2. Ad-hoc Dataset Requests: to include the number of technical support programming hours used

3. Clearance Requests: to include date submitted, project title, purpose (publication, presentation, research or other), FDA requestor and approval date

4. Third Party Agreements Requests: to include third party collaborator, FDA principal investigator, approval date, expiration date, and project title

5. Notification of any circumstances resulting in loss of, or lack of data streams, or any data errors that would impact access to data from the database.

3.2.10  Disclosure Clearance Services
A. Disclosure Clearance Services

The Contractor shall provide disclosure clearance services for FDA to use aggregated data in scientific and technical articles, study results, presentations, and public health advisories for these purposes outside the Agency including the general public. The Contractor shall accept and adhere to the FDA Data Disclosure Clearance Procedures and form found in Attachment E and F.
The FDA will notify the Contractor for a period of one year after Option Year 2 for aggregated data release to entities outside of the Agency and accept the Contractor’s requested revisions, but will not require formal approval for release. 

B.  Clearance for Third Party Collaborations: 
The Contract shall provide Third Party Collaborations in support of collaborative research projects with third parties outside of FDA that are initiated by and for the benefit of FDA. These collaborations shall require FDA to have the ability to share project specific aggregated or raw data with third parties for collaborative research projects. For these collaborations that require sharing of aggregated or raw data, the Contractor shall accept and adhere to the Data Disclosure Clearance Procedures and form to be found in Attachment E and F.  These Procedures include terms and conditions for third party collaborations. 

3.2.11  IDIQ ADDITIONAL SERVICES ASSOCIATED WITH THE SCOPE OF WORK
The Contractor shall provide additional quantities of services via the issuance of firm fixed priced or labor hour delivery orders at the unit price negotiated for each order within the description of work.  The performance period/delivery date(s) for services ordered shall be specified on each Order.  The combined price of all Orders shall not exceed $1,500,000.00 over the total period of performance (base and option periods).

The type of additional services and associated maintenance shall include:

· Concomitant drug reports – reports on the concomitant use of an OTC product(s) or class of products with another product(s) or class of products used to treat an ailment.

· Feasibility studies - studies that are conducted as initial pilot studies to determine if the scope of a study is practical, achievable and likely to involve a large population size to determine a significant association or non-significance association between exposure and outcome. 

· Customized analysis – analysis of data that endeavor to answer a specific question that require additional tools beyond the current interface tool that is provided by the database.

· Risk management studies – studies that endeavored to ascertain if a specific risk management program is effective to ensure that the benefits of the drug outweigh the risks. 

· Training services – training staff for a specific service. For example, training medical records abstractors on the pertinent information required for abstracting medical record data based on medical record abstraction form.  

Part 4-INSPECTION AND ACCEPTANCE

4.1
The Contracting Officer’s Representative (COR) (To Be Determined at the Time of Award) will perform inspection and acceptance of materials and services to be provided at location in Part 5.  
Part 5-DELIVERABLES AND PERFORMANCE

5.1
Deliverables 
Base Year
	Item No.
	Description of Supplies/Service
	Quantity
	Delivery Date

	0001
	Unlimited Access to Over-the-Counter (OTC) Drug Utilization Data 
	12
	Continuously through the Period of Performance

	0001
	Acceptable Projection or Other Appropriate Methodologies
	1
	Continuously through the Period of Performance 

	0001
	Current and complete Data Dictionary, including updates
	1
	Within 2 weeks of contract award

	0001
	On-site Training Programs and Training Materials 
	2
	First training course provided within 30 days of award and second training course within 6 months 

	0001
	Kick Off Meeting 
	1
	Within 2 weeks of award

	0001
	Technical Support; to include Notification of and Access to Upgrades and/or New Releases of the Data and Software 
	12
	Continuously through the Period of Performance

	0001
	Monthly Reports by 30th of each month
	12
	Within 30 day of award

	0001
	Disclosure Clearance and Third Party Agreement Services 
	Unlimited
	Within 48 hours for clearances and 72 hours of receipt for Third Party Agreements

	0002
	Ad-Hoc Analyses: Custom Reporting
	200 Hours
	Available continuously through the Period of Performance


Option Year 1
	Item No.
	Description of Supplies/Service
	Quantity
	Delivery Date

	1001
	Unlimited Access to Over-the-Counter (OTC) Drug Utilization Data 
	12
	Continuously through the Period of Performance

	1001
	Acceptable Projection or Other Appropriate Methodologies 
	1
	Continuously through the Period of Performance 

	1001
	Current and complete Data Dictionary, including updates
	1
	Within 30 days of Option Year 1 award

	1001
	On-site training programs and training materials 
	2
	Twice a year in 6 month intervals

	1001
	Annual Meeting 


	1
	Annually within 3 months of exercising option year one

	1001
	Technical Support; to include Notification of and Access to Upgrades and/or New Releases of the Data and Software 
	12
	Continuously through the Period of Performance

	1001
	Monthly Reports by the 30th of each month
	12
	Continuously through the Period of Performance

	1001
	Disclosure Clearance and Third Party Agreement Services 
	Unlimited
	Within 48 hours for clearances and 72 hours of receipt for Third Party Agreements

	1002
	Ad-Hoc Analyses: Custom Reporting
	200 Hours
	Available continuously through the Period of Performance


Option Year 2

	Item No.
	Description of Supplies/Service
	Quantity
	Delivery Date

	2001
	Unlimited Access to Over-the-Counter (OTC) Drug Utilization Data 
	12
	Continuously through the Period of Performance

	2001
	Acceptable Projection or Other Appropriate Methodologies
	1
	Continuously through the Period of Performance

	2001
	Current and complete Data Dictionary, including updates 
	1
	Within 30 days of Option Year 2 award 

	2001
	On-Site Training Programs and Training Materials
	2
	Twice a year in 6 month intervals

	2001
	Annual Meeting 
	1
	Annually, within 3 months of exercising Option Year 2

	2001
	Technical Support; to include Notification of and Access to Upgrades and/or New Releases of the Data and Software 
	12
	Continuously through the Period of Performance

	2001
	Monthly Reports by 30th of each month
	12
	Continuously through the Period of Performance

	2001
	Disclosure Clearance and Third Party Agreement Services 
	Unlimited
	Within 48 hours for clearances and 72 hours of receipt for Third Party Agreements

	2002
	Ad-Hoc Analyses:  Custom Reporting
	200 Hours
	Available continuously through the Period of Performance


5.2
  Delivery Instructions for Access to Over-the-Counter (OTC) Drug Utilization Data
Department of Health and Human Services

Food and Drug Administration 
5600 Fishers Lane, Room 14B-45

Rockville, MD 20857

Attn: (To Be Determined at the Time of Award)

5.3
Period of Performance
The period of performance for this contract vehicle shall be the effective date of contract for a base year of 12 months and two (2) option years for a total of three years, if all options are exercised.
5.4 
Contracts Management Requirements  
Quality Control (QC). The Contractor shall develop and maintain an effective Quality Control Plan (QC) to ensure services are performed in accordance with this SOW. The contractor shall develop and implement procedures to identify, prevent, and ensure non-recurrence of defective services. The QC shall be the means by which the contractor assures that work complies with the requirement of the contract. As a minimum, the contractor shall develop QC procedures addressing the areas in the “Performance Requirements Summary” listed below. After acceptance of the QC, the contractor shall receive the contracting officer's acceptance in writing of any proposed change to the QC system.

Performance Evaluation: Performance will be evaluated to determine whether or not the Contractor meets the Acceptable Quality Level of the performance requirement of the agreement. When this Acceptable Quality Level of the performance requirement is not met, the COR will notify the Contract Specialist. Failure to meet the Acceptable Quality Level will be reflected in annual past performance evaluations. 
Proposed Negative Incentive for Not Meeting the Acceptable Quality Level 

For each of the Required Services, the Contractor shall not be penalized in excess of $10,000 per year.

Performance Requirements Summary Table (PRST): The purpose of this section is to define performance evaluation procedures. 

	Required Service
	Standard
	Acceptable Quality Level (AQL)
	Method of Surveillance
	Negative Incentive for Not Meeting the AQL

	The Contractor shall adhere to FDA’s disclosure policy

	The turnaround time for clearances is 48 hours and 72 hours for third-party agreements
	Standard shall be fully met at 100%
	COR and staff review of turnaround times
	$1,000.00 to be deducted per violation of disclosure policy request if standard if not fully met.

	The Contractor shall notify FDA about any circumstances resulting in loss of, or lack of, access to data or any data errors from the database 
	Within 48 hours of Contractor’s knowledge of the loss or lack of access to data or any data errors from the database and shall be documented in the Monthly Report
	Standard shall be fully met at 100%
	COR and staff review of data quality (i.e., variance in data runs)
	$1,000.00 to be deducted per violation of failure to notify FDA

	The Contractor shall provide a resolution plan to include a timeline for resolving any circumstances resulting in loss of, or lack of, access to data or any data errors from the database
	Within five business days of Contractor’s knowledge of the loss or lack of access to data or any data errors  from the database and shall be documented in the Monthly Report
	Standard shall be fully met at 100%
	COR and staff review of data quality (i.e., variance in data runs)
	$1,000.00 to be deducted per violation of failure to notify FDA

	The Contractor shall notify FDA a minimum of 48 hours in advance of planned downtime of the database 
	48 hours in advance of planned downtime
	Standard shall be fully met at 100%
	COR and staff monitoring of notification and database access times
	$1,000.00 to be deducted per violation of failure to notify FDA

	The Contractor shall notify FDA within 30 minutes from the onset of unplanned downtime within normal hours (Monday-Friday, 9:00 AM – 5:00 PM Eastern Time) with an estimate of time to restoration of access to the database 
	Within 30 minutes from the onset of unplanned downtime
	Standard shall be fully met at 100%
	COR and staff monitoring of database access, notification and restoration times
	$1,000.00 to be deducted per violation of failure to notify FDA


Part 6-CONTRACT ADMINSTRATION DATA

6.1
Ordering Processes and Procedures
Ordering services under this contract shall be accomplished by the issuance of written task orders specifying the types of services being ordered.  All task orders issued under this contract shall conform to the provisions of the contract clause in Part 7 entitled “Ordering.”  The only office authorized to process task orders through the Office of Acquisitions & Grants Services is the Food and Drug Administration (FDA) Contracting Officer.

6.2
Task Order Procedures
The process for awarding Task Orders will be as follows:

1. FDA’s Office of Acquisitions & Grants Services Contracting Officer will issue an RFTOP (Request for Task Order Proposal) via email.  The RFTOP will include at a minimum a SOW, the period of performance, the anticipated order type (FFP, LH), reporting requirements and deliverables, and any special terms and conditions applicable to the Task Order.

2. The Contractor shall prepare and submit a task proposal addressing all areas of the requirement.  The Contractor shall submit the task proposal within the time period specified in the RFTOP and adhere to the ceiling rates established in the contract. No separate payment will be made to the contractor for the cost to prepare, submit and/or negotiate a task order proposal.

3. Within ten (10) business days (unless another time frame is specified in writing), the Contractor will provide a proposal to the Contracting Officer.  The proposal will include a brief description of the technical approach and a price build up.  The price build up should include the labor categories to be utilized, the number of hours within each labor category, extended pricing for each labor category and a bottom line price/ceiling.

4. FDA will evaluate the task order proposal for technical acceptability and price reasonableness.  FDA will consider the following technical factors: technical approach, whether the labor mix is appropriate; and whether the level of effort is sufficient.  If the FDA has questions or concerns the Contracting Officer will contact the Contractor, and may ask for a revised proposal.

5. Once the proposal is acceptable, the Contracting Officer will issue the task order.

6. Orders will include the following:


a. Task Order Number

b. Date

c. Accounting Information

d. SOW

e. Price/Ceiling

f.   Period of Performance

g. Any terms, conditions, or instructions unique to the order.

Any work that the Contractor undertakes prior to receiving a fully executed task order signed by the Contracting Officer is undertaken at risk.

6.3
Contracting Officer Representative tc \l3 "ARTICLE G.1.  PROJECT OFFICER
The following COR will represent the Government for the purpose of this contract:  (COR To be determined at the time of contract award)

The COR is responsible for: (1) monitoring the Contractor's technical progress, including the surveillance and assessment of performance and recommending changes in requirements to the Contracting Officer; (2) interpreting the Statement of Work and any and all other technical performance requirements; (3) performing technical evaluations as required; (4) performing technical inspections and acceptances required by this contract; and (5) assisting in the resolution of technical problems encountered during performance of the contract.  The Government may unilaterally change it’s COR designation.

6.4
The contact information for the Contracting Specialist is:

Tara Hobson




5630 Fishers Lane




Rockville, MD 20857

Tara.Hobson@fda.hhs.gov
Phone: (240) 402-7586
Fax: (301) 827-7101

6.5
The contact information for the Contracting Officer is:

Department of Health and Human Services

Food & Drug Administration, OAGS

Attn:  James Chestnut
5630 Fishers Lane

Rockville, MD  20857

Phone: (240) 402-7570
Email:  James.Chestnut@fda.hhs.gov

6.6
Key Personnel
The Contractor shall provide the names and qualifications of the key personnel assigned to this contract.  The individuals cited below are key personnel.  

Name



Title
Project Manager

_______________

In the event that any of the personnel listed as key personnel are unable to perform because of health, resignation from the Contractor’s employ, or any other reasons, the Contractor shall promptly submit to the Contract Specialist, a detailed written explanation of the situation, the proposed substitution, complete resumes for the proposed substitute, and any other information necessary for the approval of the substitution.  No substitutions shall be made without prior written approval of the Contract Specialist.  No increase in contract pricing will be allowed when substitutions are authorized by the government. 

6.7
INVOICE SUBMISSION
The Contractor shall submit invoices monthly to all addresses in the manner specified below:

(I) One original and one copy to the approving official:

U.S. Food and Drug Administration

Office of Acquisitions and Grants Services

ATTN:  Tara Hobson, CO/CS

5630 Fishers Lane

Room 2115, HFA-500

Rockville, Maryland 20857

E-mail:  Tara.Hobson@FDA.HHS.GOV 
*** Acceptable methods of delivery include:  mail, hand delivery and email

(II) One copy to the Contracting Officer Representative (COR) or other program center/office designee, clearly marked “courtesy copy only”:

U.S. Food and Drug Administration

ATTN:  (To Be Determined at the Award of the Contract)

10903 New Hampshire Avenue, Building #66

Silver Spring, MD 20993

E-mail:  @FDA.HHS.GOV 

*** Acceptable methods of delivery include: mail, hand delivery and email

B.
Invoices submitted under this contract must comply with the requirements set forth in FAR Clauses 52.232-25 (PROMPT PAYMENT) and 52.232-33 (PAYMENT BY ELECTRONIC FUNDS TRANSFER – CENTRAL CONTRACTOR REGISTRATION) and/or other applicable FAR clauses specified herein.  To constitute a proper invoice, the invoice must be submitted on company letterhead and include each of the following:

(I) Name and address of the contractor; 


(II) Invoice date and Invoice Number; 


(III) Purchase Order/Award Number; 


(IV) Description, quantity, unit of measure, unit price, and extended price supplies delivered or services performed, including:  

(a) period of performance for which costs are claimed; 

(b) itemized travel costs, including origin and destination;

(c) any and all other supporting information necessary to clarify questionable expenditures;


(V) Shipping number and date of shipment, including the bill of lading number and weight of shipment if shipped on government bill of lading; 

(VI) Terms of any discount for prompt payment offered; 


(VII) Name and address of official to whom payment is to be sent (must be the same as that in the purchase order/award, or in a proper notice of assignment);

(VIII) Name, title and phone number of the person to notify in the event of defective invoice; 


(IX) Taxpayer Identification Number (TIN);


(X) Electronic funds transfer (EFT) Banking information, including routing transit number of the financial institution receiving payment and the number of the account into which funds are to be deposited;


(XI) Name and telephone number of the FDA Contracting Officer’s Representative (COR) or other program center/office point of contract, as referenced on the purchase order;

(XII) Any and all other information or documentation required by the purchase order/award.

(XIII) Contractor is required to attach an invoice log addendum to each invoice which shall include, at a minimum, the following information for contract administration and reconciliation purposes:

(a) List of all invoices submitted to date under the subject award, including the following:


(1) Invoice number, amount, and date submitted


(2) Corresponding payment amount and date received

(b) Total amount of all payments received to date under the subject contract or order

(c) And, for definitized contracts or orders only, total estimated amounts yet to be invoiced for the current, active period of performance

C.
An electronic invoice is acceptable if submitted in Adobe Acrobat (PDF) Format.  All items listed in (I) through (XII) of this clause shall be included in the electronic invoice.  Electronic invoices shall be on company letterhead and must contain no ink changes and be legible for printing. 
D.
Questions regarding invoice payments shall be directed to the FDA Payment Office at:

Office of Financial Services

Food and Drug Administration

10903 New Hampshire Ave

WO32-Second Floor

MAIL HUB 2145

Silver Spring, MD 20993-0002

Attn: Vendor Payments

SECTION 7-SPECIAL CONTRACT REQUIREMENTS

7.1 
Health and Human Services Acquisition (HHSAR) Regulation by Reference

	352.202-1 
 
	Definitions.
	DEC 2006

	352.203-70
	Anti-lobbying
	JAN 2006

	352.224-70
	Privacy Act
	JAN 2006

	352.228-7
	Insurance-Liability to Third Persons
	DEC 1991

	352.224-70
	Privacy Act
	JAN 2006

	352.227-70
	Publications and Publicity
	JAN 2006

	352.233-71
	Litigation and Claims
	JAN 2006

	352.239-70
	Standard for Security Configurations 
	JAN 2010

	352.239-72
	Security Requirements for Federal Information Technology Resources
	JAN 2010

	352.242-70
	Key Personnel
	JAN 2006

	352.242-71
	Tobacco-Free Facilities
	JAN 2006

	352.242-73
	Withholding of Contract Payments
	JAN 2006



	352.242-74
	Final Decisions on Audit Findings
	APRIL 1984




7.2
Advance Understanding
Notwithstanding any of the above provisions, under certain circumstances, the Government may be required to share data or information it obtains under this contract with Congress, with a Federal court, or with another governmental body of competent jurisdiction.  If it intends to share data or information obtained under this contract with Congress, with a Federal court, or with another governmental body of competent jurisdiction, the Government will take appropriate measures within its control in an effort to ensure that the information will be shared in a manner intended to protect the information from public disclosure.

The Contractor shall assure the protection of the information and data they receive under this contract from unauthorized use or disclosure, and shall treat the information as confidential or otherwise privileged.

PART 8-CONTRACT CLAUSES

8.1
52.252-2 Clauses Incorporated by Reference (FEB 1998)

This contract incorporates one or more clauses by reference, with the same force and effect as if they were given in full text. Upon request, the Contracting Officer will make their full text available. Also, the full text of a clause may be accessed electronically at: www.acquisition.gov/far/index.html   

 52.212-4 Contract Terms and Conditions-Commercial Items (May 2014)

 52.212-1 Instructions to Offerors-Commercial Items (Apr 2014)

 52.227-14 Rights in Data-General (Dec 2007)
 52.227-17 Rights in Data-Special Works (Dec 2007)
8.2
FAR Clauses by Full Text

52.212-5 Contract Terms and Conditions Required to Implement Statutes or Executive Orders—Commercial Items (May 2014) 

 (a) The Contractor shall comply with the following Federal Acquisition Regulation (FAR) clauses, which are incorporated in this contract by reference, to implement provisions of law or Executive orders applicable to acquisitions of commercial items: 

(1) 52.222-50, Combating Trafficking in Persons (Feb 2009) (22 U.S.C. 7104(g)). 

___Alternate I (Aug 2007) of 52.222-50 (22 U.S.C. 7104(g)). 

(2) 52.233-3, Protest After Award (Aug 1996) (31 U.S.C. 3553). 

(3) 52.233-4, Applicable Law for Breach of Contract Claim (Oct 2004)"(Public Laws 108-77 and 108-78 (19 U.S.C. 3805 note)). 

(b) The Contractor shall comply with the FAR clauses in this paragraph (b) that the Contracting Officer has indicated as being incorporated in this contract by reference to implement provisions of law or Executive orders applicable to acquisitions of commercial items: 

_X_ (1) 52.203-6, Restrictions on Subcontractor Sales to the Government (Sept 2006), with Alternate I (Oct 1995) (41 U.S.C. 4704 and 10 U.S.C. 2402). 

__ (2) 52.203-13, Contractor Code of Business Ethics and Conduct (Apr 2010) (41 U.S.C. 3509)). 

__ (3) 52.203-15, Whistleblower Protections under the American Recovery and Reinvestment Act of 2009 (June 2010) (Section 1553 of Pub. L. 111-5). (Applies to contracts funded by the American Recovery and Reinvestment Act of 2009.) 

_X_ (4) 52.204-10, Reporting Executive Compensation and First-Tier Subcontract Awards (Jul 2013) (Pub. L. 109-282) (31 U.S.C. 6101 note). 

__ (5) 52.204-11, American Recovery and Reinvestment Act—Reporting Requirements (Jul 2010) (Pub. L. 111-5). 

__ (6) 52.204-14, Service Contract Reporting Requirements (Jan 2014) (Pub. L. 111-117, section 743 of Div. C). 

__ (7) 52.204-15, Service Contract Reporting Requirements for Indefinite-Delivery Contracts (Jan 2014) (Pub. L. 111-117, section 743 of Div. C). 

_X_ (8) 52.209-6, Protecting the Government’s Interest When Subcontracting with Contractors Debarred, Suspended, or Proposed for Debarment. (Aug 2013) (31 U.S.C. 6101 note). 

_X_ (9) 52.209-9, Updates of Publicly Available Information Regarding Responsibility Matters (Jul 2013) (41 U.S.C. 2313). 

__ (10) 52.209-10, Prohibition on Contracting with Inverted Domestic Corporations (May 2012) (section 738 of Division C of Pub. L. 112-74, section 740 of Division C of Pub. L. 111-117, section 743 of Division D of Pub. L. 111-8, and section 745 of Division D of Pub. L. 110-161). 

__ (11) 52.219-3, Notice of HUBZone Set-Aside or Sole-Source Award (Nov 2011) (15 U.S.C. 657a). 

__ (12) 52.219-4, Notice of Price Evaluation Preference for HUBZone Small Business Concerns (Jan 2011) (if the offeror elects to waive the preference, it shall so indicate in its offer) (15 U.S.C. 657a). 

__ (13) [Reserved] 

__ (14)(i)  52.219-6, Notice of Total Small Business Set-Aside (Nov 2011) (15 U.S.C. 644). 

__ (ii) Alternate I (Nov 2011). 

__ (iii) Alternate II (Nov 2011). 

__ (15)(i)  52.219-7, Notice of Partial Small Business Set-Aside (June 2003) (15 U.S.C. 644). 

__ (ii) Alternate I (Oct 1995) of 52.219-7. 

__ (iii) Alternate II (Mar 2004) of 52.219-7. 

_X_ (16) 52.219-8, Utilization of Small Business Concerns (May 2014) (15 U.S.C. 637(d)(2) and (3)). 

__ (17)(i)  52.219-9, Small Business Subcontracting Plan (Jul 2013) (15 U.S.C. 637(d)(4)). 

__ (ii) Alternate I (Oct 2001) of 52.219-9. 

__ (iii) Alternate II (Oct 2001) of 52.219-9. 

__ (iv) Alternate III (Jul 2010) of 52.219-9. 

__ (18) 52.219-13, Notice of Set-Aside of Orders (Nov 2011)(15 U.S.C. 644(r)). 

__ (19) 52.219-14, Limitations on Subcontracting (Nov 2011) (15 U.S.C. 637(a)(14)). 

__ (20) 52.219-16, Liquidated Damages—Subcon-tracting Plan (Jan 1999) (15 U.S.C. 637(d)(4)(F)(i)). 

__ (21)(i)  52.219-23, Notice of Price Evaluation Adjustment for Small Disadvantaged Business Concerns (Oct 2008) (10 U.S.C. 2323) (if the offeror elects to waive the adjustment, it shall so indicate in its offer). 

__ (ii) Alternate I (June 2003) of 52.219-23. 

__ (22) 52.219-25, Small Disadvantaged Business Participation Program—Disadvantaged Status and Reporting (Jul 2013) (Pub. L. 103-355, section 7102, and 10 U.S.C. 2323). 

__ (23) 52.219-26, Small Disadvantaged Business Participation Program— Incentive Subcontracting (Oct 2000) (Pub. L. 103-355, section 7102, and 10 U.S.C. 2323). 

__ (24) 52.219-27, Notice of Service-Disabled Veteran-Owned Small Business Set-Aside (Nov 2011) (15 U.S.C. 657 f). 

___ (25)  52.219-28, Post Award Small Business Program Rerepresentation (Jul 2013) (15 U.S.C. 632(a)(2)). 

__ (26) 52.219-29, Notice of Set-Aside for Economically Disadvantaged Women-Owned Small Business (EDWOSB) Concerns (Jul 2013) (15 U.S.C. 637(m)). 

__ (27) 52.219-30, Notice of Set-Aside for Women-Owned Small Business (WOSB) Concerns Eligible Under the WOSB Program (Jul 2013) (15 U.S.C. 637(m)). 

_X_ (28) 52.222-3, Convict Labor (June 2003) (E.O. 11755). 

_X_ (29) 52.222-19, Child Labor—Cooperation with Authorities and Remedies (Jan 2014) (E.O. 13126). 

_X_ (30) 52.222-21, Prohibition of Segregated Facilities (Feb 1999). 

_X_ (31) 52.222-26, Equal Opportunity (Mar 2007) (E.O. 11246). 

_X_ (32) 52.222-35, Equal Opportunity for Veterans (Sep 2010)(38 U.S.C. 4212). 

_X_ (33) 52.222-36, Affirmative Action for Workers with Disabilities (Oct 2010) (29 U.S.C. 793). 

_X_ (34) 52.222-37, Employment Reports on Veterans (Sep 2010) (38 U.S.C. 4212). 

__ (35) 52.222-40, Notification of Employee Rights Under the National Labor Relations Act (Dec 2010) (E.O. 13496). 

__ (36) 52.222-54, Employment Eligibility Verification (Aug 2013). (Executive Order 12989). (Not applicable to the acquisition of commercially available off-the-shelf items or certain other types of commercial items as prescribed in 22.1803.) 

__ (37)(i)  52.223-9, Estimate of Percentage of Recovered Material Content for EPA–Designated Items (May 2008) (42 U.S.C. 6962(c)(3)(A)(ii)). (Not applicable to the acquisition of commercially available off-the-shelf items.) 

__ (ii) Alternate I (May 2008) of 52.223-9 (42 U.S.C. 6962(i)(2)(C)). (Not applicable to the acquisition of commercially available off-the-shelf items.) 

__ (38) 52.223-15, Energy Efficiency in Energy-Consuming Products (Dec 2007) (42 U.S.C. 8259b). 

__ (39)(i)  52.223-16, IEEE 1680 Standard for the Environmental Assessment of Personal Computer Products (Dec 2007) (E.O. 13423). 

__ (ii) Alternate I (Dec 2007) of 52.223-16. 

_X_ (40) 52.223-18, Encouraging Contractor Policies to Ban Text Messaging While Driving (Aug 2011) (E.O. 13513). 

__ (41) 52.225-1, Buy American—Supplies (May 2014) (41 U.S.C. chapter 83). 

__ (42)(i)  52.225-3, Buy American—Free Trade Agreements—Israeli Trade Act (May 2014) (41 U.S.C. chapter 83, 19 U.S.C. 3301 note, 19 U.S.C. 2112 note, 19 U.S.C. 3805 note, 19 U.S.C. 4001 note, Pub. L. 103-182, 108-77, 108-78, 108-286, 108-302, 109-53, 109-169, 109-283, 110-138, 112-41, 112-42, and 112-43. 

__ (ii) Alternate I (May 2014) of 52.225-3. 

__ (iii) Alternate II (May 2014) of 52.225-3. 

__ (iv) Alternate III (May 2014) of 52.225-3. 

__ (43) 52.225-5, Trade Agreements (Nov 2013) (19 U.S.C. 2501, et seq., 19 U.S.C. 3301 note). 

_X_ (44) 52.225-13, Restrictions on Certain Foreign Purchases (June 2008) (E.O.’s, proclamations, and statutes administered by the Office of Foreign Assets Control of the Department of the Treasury). 

__ (45) 52.225-26, Contractors Performing Private Security Functions Outside the United States (Jul 2013) (Section 862, as amended, of the National Defense Authorization Act for Fiscal Year 2008; 10 U.S.C. 2302 Note). 

__ (46) 52.226-4, Notice of Disaster or Emergency Area Set-Aside (Nov 2007) (42 U.S.C. 5150). 

__ (47) 52.226-5, Restrictions on Subcontracting Outside Disaster or Emergency Area (Nov 2007) (42 U.S.C. 5150). 

__ (48) 52.232-29, Terms for Financing of Purchases of Commercial Items (Feb 2002) (41 U.S.C. 4505, 10 U.S.C. 2307(f)). 

__ (49) 52.232-30, Installment Payments for Commercial Items (Oct 1995) (41 U.S.C. 4505, 10 U.S.C. 2307(f)). 

_X_ (50) 52.232-33, Payment by Electronic Funds Transfer—System for Award Management (Jul 2013) (31 U.S.C. 3332). 

__ (51) 52.232-34, Payment by Electronic Funds Transfer—Other than System for Award Management (Jul 2013) (31 U.S.C. 3332). 

__ (52) 52.232-36, Payment by Third Party (May 2014) (31 U.S.C. 3332). 

_X_ (53) 52.239-1, Privacy or Security Safeguards (Aug 1996) (5 U.S.C. 552a). 

__ (54)(i)  52.247-64, Preference for Privately Owned U.S.-Flag Commercial Vessels (Feb 2006) (46 U.S.C. Appx. 1241(b) and 10 U.S.C. 2631). 

__ (ii) Alternate I (Apr 2003) of 52.247-64. 

(c) The Contractor shall comply with the FAR clauses in this paragraph (c), applicable to commercial services, that the Contracting Officer has indicated as being incorporated in this contract by reference to implement provisions of law or Executive orders applicable to acquisitions of commercial items: 

__ (1) 52.222-41, Service Contract Labor Standards (May 2014) (41 U.S.C. chapter 67). 

__ (2) 52.222-42, Statement of Equivalent Rates for Federal Hires (May 2014) (29 U.S.C. 206 and 41 U.S.C. chapter 67). 

__ (3) 52.222-43, Fair Labor Standards Act and Service Contract Labor Standards-Price Adjustment (Multiple Year and Option Contracts) (May 2014) (29 U.S.C. 206 and 41 U.S.C. chapter 67). 

__ (4) 52.222-44, Fair Labor Standards Act and Service Contract Labor Standards—Price Adjustment (May 2014) (29 U.S.C. 206 and 41 U.S.C. chapter 67). 

__ (5) 52.222-51, Exemption from Application of the Service Contract Labor Standards to Contracts for Maintenance, Calibration, or Repair of Certain Equipment—Requirements (May 2014) (41 U.S.C. chapter 67). 

__ (6) 52.222-53, Exemption from Application of the Service Contract Labor Standards to Contracts for Certain Services—Requirements (May 2014) (41 U.S.C. chapter 67). 

__ (7) 52.222-17, Nondisplacement of Qualified Workers (May 2014) (E.O.13495). 

__ (8) 52.226-6, Promoting Excess Food Donation to Nonprofit Organizations (May 2014) (42 U.S.C. 1792). 

__ (9) 52.237-11, Accepting and Dispensing of $1 Coin (Sept 2008) (31 U.S.C. 5112(p)(1)). 

(d)  Comptroller General Examination of Record. The Contractor shall comply with the provisions of this paragraph (d) if this contract was awarded using other than sealed bid, is in excess of the simplified acquisition threshold, and does not contain the clause at 52.215-2, Audit and Records—Negotiation. 

(1) The Comptroller General of the United States, or an authorized representative of the Comptroller General, shall have access to and right to examine any of the Contractor’s directly pertinent records involving transactions related to this contract. 

(2) The Contractor shall make available at its offices at all reasonable times the records, materials, and other evidence for examination, audit, or reproduction, until 3 years after final payment under this contract or for any shorter period specified in FAR Subpart 4.7, Contractor Records Retention, of the other clauses of this contract. If this contract is completely or partially terminated, the records relating to the work terminated shall be made available for 3 years after any resulting final termination settlement. Records relating to appeals under the disputes clause or to litigation or the settlement of claims arising under or relating to this contract shall be made available until such appeals, litigation, or claims are finally resolved. 

(3) As used in this clause, records include books, documents, accounting procedures and practices, and other data, regardless of type and regardless of form. This does not require the Contractor to create or maintain any record that the Contractor does not maintain in the ordinary course of business or pursuant to a provision of law. 

(e)(1) Notwithstanding the requirements of the clauses in paragraphs (a), (b), (c), and (d) of this clause, the Contractor is not required to flow down any FAR clause, other than those in this paragraph (e)(1) in a subcontract for commercial items. Unless otherwise indicated below, the extent of the flow down shall be as required by the clause— 

(i) 52.203-13, Contractor Code of Business Ethics and Conduct (Apr 2010) (41 U.S.C. 3509). 

(ii) 52.219-8, Utilization of Small Business Concerns (May 2014) (15 U.S.C. 637(d)(2) and (3)), in all subcontracts that offer further subcontracting opportunities. If the subcontract (except subcontracts to small business concerns) exceeds $650,000 ($1.5 million for construction of any public facility), the subcontractor must include 52.219-8 in lower tier subcontracts that offer subcontracting opportunities. 

(iii) 52.222-17, Nondisplacement of Qualified Workers (May 2014) (E.O. 13495). Flow down required in accordance with paragraph (l) of FAR clause 52.222-17. 

(iv) 52.222-26, Equal Opportunity (Mar 2007) (E.O. 11246). 

(v) 52.222-35, Equal Opportunity for Veterans (Sep 2010) (38 U.S.C. 4212). 

(vi) 52.222-36, Affirmative Action for Workers with Disabilities (Oct 2010) (29 U.S.C. 793). 

(vii) 52.222-40, Notification of Employee Rights Under the National Labor Relations Act (Dec 2010) (E.O. 13496). Flow down required in accordance with paragraph (f) of FAR clause 52.222-40. 

(viii) 52.222-41, Service Contract Labor Standards (May 2014) (41 U.S.C. chapter 67). 

(ix) 52.222-50, Combating Trafficking in Persons (Feb 2009) (22 U.S.C. 7104(g)). 

___Alternate I (Aug 2007) of 52.222-50 (22 U.S.C. 7104(g)). 

(x) 52.222-51, Exemption from Application of the Service Contract Labor Standards to Contracts for Maintenance, Calibration, or Repair of Certain Equipment-Requirements (May 2014) (41 U.S.C. chapter 67). 

(xi) 52.222-53, Exemption from Application of the Service Contract Labor Standards to Contracts for Certain Services-Requirements (May 2014) (41 U.S.C. chapter 67). 

(xii) 52.222-54, Employment Eligibility Verification (Aug 2013). 

(xiii) 52.225-26, Contractors Performing Private Security Functions Outside the United States (Jul 2013) (Section 862, as amended, of the National Defense Authorization Act for Fiscal Year 2008; 10 U.S.C. 2302 Note). 

(xiv) 52.226-6, Promoting Excess Food Donation to Nonprofit Organizations (May 2014) (42 U.S.C. 1792). Flow down required in accordance with paragraph (e) of FAR clause 52.226-6. 

(xv) 52.247-64, Preference for Privately Owned U.S.-Flag Commercial Vessels (Feb 2006) (46 U.S.C. Appx. 1241(b) and 10 U.S.C. 2631). Flow down required in accordance with paragraph (d) of FAR clause 52.247-64. 

(2) While not required, the contractor may include in its subcontracts for commercial items a minimal number of additional clauses necessary to satisfy its contractual obligations. 

8.3
FAR Clauses in Full Text

52.217-8
Option to Extend Services (NOV 1999)

 The Government may require continued performance of any services within the limits and at the rates specified in the contract. These rates may be adjusted only as a result of revisions to prevailing labor rates provided by the Secretary of Labor. The option provision may be exercised more than once, but the total extension of performance hereunder shall not exceed 6 months. The Contracting Officer may exercise the option by written notice to the Contractor within the term of the contract.   

 TC "I.74  52.217-9 OPTION TO EXTEND THE TERM OF THE CONTRACT (MAR 2000)" \f C \l "2" 
52.217-9
Option to Extend the Term of the Contract (MAR 2000)

  (a) The Government may extend the term of this contract by written notice to the Contractor at any time within the term of the contract.

  (b) If the Government exercises this option, the extended contract shall be considered to include this option clause.

  (c) The total duration of this contract, including the exercise of any options under this clause, shall not exceed 36 months.   


52.216-18 
Ordering.  (OCT 1995) 
(a) Any supplies and services to be furnished under this contract shall be ordered by issuance of delivery orders or task orders by the individuals or activities designated in the Schedule. Such orders may be issued from date of award through as long as the contract is in effect.

(b) All delivery orders or task orders are subject to the terms and conditions of this contract. In the event of conflict between a delivery order or task order and this contract, the contract shall control. 

(c) If mailed, a delivery order or task order is considered “issued” when the Government deposits the order in the mail. Orders may be issued orally, by facsimile, or by electronic commerce methods only if authorized in the Schedule. 

52.216-22
 Indefinite Quantity.  (OCT 1995) 
(a) This is an indefinite-quantity contract for the supplies or services specified, and effective for the period stated, in the Schedule. The quantities of supplies and services specified in the Schedule are estimates only and are not purchased by this contract. 

(b) Delivery or performance shall be made only as authorized by orders issued in accordance with the Ordering clause. The Contractor shall furnish to the Government, when and if ordered, the supplies or services specified in the Schedule up to and including the quantity designated in the Schedule as the “maximum.” The Government shall order at least the quantity of supplies or services designated in the Schedule as the “minimum.” 

(c) Except for any limitations on quantities in the Order Limitations clause or in the Schedule, there is no limit on the number of orders that may be issued. The Government may issue orders requiring delivery to multiple destinations or performance at multiple locations. 

(d) Any order issued during the effective period of this contract and not completed within that period shall be completed by the Contractor within the time specified in the order. The contract shall govern the Contractor’s and Government’s rights and obligations with respect to that order to the same extent as if the order were completed during the contract’s effective period; provided, that the Contractor shall not be required to make any deliveries under this contract after 36 months.  

52.216-19 Order Limitations. (OCT 1995) 

(a) Minimum order. When the Government requires supplies or services covered by this contract in an amount of less $3,000.00, the Government is not obligated to purchase, nor is the Contractor obligated to furnish, those supplies or services under the contract. 

(b) Maximum order. The Contractor is not obligated to honor— 

(1) Any order for a single item in excess of $1,500,000.00; 

(2) Any order for a combination of items in excess of $1,500,000.00; or 

(3) A series of orders from the same ordering office within two weeks that together call for quantities exceeding the limitation in paragraph (b)(1) or (2) of this section. 

(c) If this is a requirements contract (i.e., includes the Requirements clause at subsection 52.216-21 of the Federal Acquisition Regulation (FAR)), the Government is not required to order a part of any one requirement from the Contractor if that requirement exceeds the maximum-order limitations in paragraph (b) of this section. 

(d) Notwithstanding paragraphs (b) and (c) of this section, the Contractor shall honor any order exceeding the maximum order limitations in paragraph (b), unless that order (or orders) is returned to the ordering office within 7 days after issuance, with written notice stating the Contractor’s intent not to ship the item (or items) called for and the reasons. Upon receiving this notice, the Government may acquire the supplies or services from another source. 
PART 9-ATTACHMENTS

The following documents are attached and incorporated in this contract.

1. Commitment to Protect Non-Public Information Employee Agreement (NPI)- (Attachment 1)
2. Small Business Subcontracting Plan- (Attachment 2)
3. Data Characteristics Table – (Attachment 3)
4. Monthly Report Template (Attachment 4)

5. Evaluation Criteria Definitions (Attachment 5)
6. Glossary -  (Appendix A)
7. Census Regions – (Appendix B)
8. Section 508 Standards – (Appendix C)
9. Voluntary Product Accessibility Template™-Version 1.2 – (Appendix D)
10. Data Disclosure Clearance Procedures – (Appendix E)
11. Data Disclosure Clearance Forms – (Appendix F)
12. Exchanging Certificates with the External Individual and FDA - ( Appendix G)
13. Trial Subscription Agreement- (Appendix H)
PART 10-INSTRUCTIONS TO THE OFFERORS

10.1
Response Dates
Questions Deadline: All questions shall be received via email tara.hobson@fda.hhs.gov
 before 5:00 pm (1700) EASTERN TIME on July 18, 2014.  

RFP Due Date: All quotes and revisions shall be received via email tara.hobson@fda.hhs.gov
before 5:00 PM (1700) Eastern Time on  August 11, 2014.  Offerors shall ensure the RFP number is visible in the header of the email.

Fax quotes shall not be accepted.

All Offerors shall be registered in SAM (System Award Management) prior to the award of the contract.  You may register by going to www.sam.gov.

10.2 FAR Provisions Incorporated by Reference

This contract incorporates one or more provisions by reference, with the same force and effect as if they were given in full text. Upon request, the Contracting Officer will make their full text available. Also, the full text of a clause may be accessed electronically at: www.acquisition.gov/far/index.html:

An offeror shall complete only paragraph (b) of this provision if the offeror has completed the annual representations and certifications electronically at (System Award Management) www.sam.gov. If an offeror has not completed the annual representations and certifications electronically at the SAM website, the offeror shall complete and submit only paragraphs (c) through (m) of this provision.

FAR Clause

Description


Date

52.212-3

Offeror Representations
(DEC 2012)




And Certifications-








Commercial Items

10.3 Proposal Instructions
The Offeror shall provide proposals via email consisting of the following: Volume I (Contractual Document and Price Proposal), Volume II (Technical Proposal, Past Performance), and III (Subcontracting Plan-Attachment 2) labeled separately.  

10.4   VOLUME I Price Proposal
The Offeror shall propose firm fixed prices for CLINS 0001-2009 and fully loaded fixed hourly rates for IDIQ for Other Services Associated with the Scope of Work.
10.5 
VOLUME II Technical Proposal
The technical proposal shall not exceed 75pages, excluding key personnel information, Non-Public Information Agreements (NPI) for key personnel, cover sheets, table of contents, list of figures, list of exhibits, and tab dividers.  Any and all other pages, including charts, exhibits, unmarked pages and any other narrative and attachments to the quotation shall be included in the page calculation.
Technical and past performances, when combined, are significantly more important than price.  When all other factors are equal, price becomes the determining factor.

Factor 1: Technical Approach/Understanding the Requirement:
a) The Offeror shall provide a narrative that presents sufficient information to reflect a thorough understanding of the work requirements and a detailed plan for achieving the objectives in the Scope of Work. 

b) The Offeror shall complete the Data Characteristics Table (Attachment 3), and shall provide a detailed description of its existing data resource(s).   The description shall include information on the type of data and the collection methodology.  

c) The Offeror shall provide full disclosure of data collection and projection methodology or other appropriate methodology for providing national estimates of OTC drug purchasing and utilization patterns (via survey data or other methods) and compare their data to the most recent U.S. national census data as well as the availability of confidence intervals around projected estimates and the method used to calculate.  In addition, the Offeror shall provide a detailed description of the projection methodology for all of the data characteristics listed in the Data Characteristics Table (Attachment 3). The Offeror shall provide sample and projected numbers from the data under consideration.  All information provided shall be the most recent date for which complete data are available                                                                                                                                  (please specify date).  
d) The Offeror shall provide an existing user interface tool which allows FDA staff the ability to select OTC market categories with the ability to drill down to active ingredient, generic and brand name, and any other data elements that may be available.  The user interface tool shall include the ability to perform data reports without or with minimal intervention by the Offeror and download the data in a timely manner.
e) The Offeror shall describe the coding system used, including the ailment coding levels available for FDA data analyses; the availability of data to describe and quantify the amount, frequency and duration of OTC drug products used as well as the ailment intended to treat in the outpatient setting and the percentage of missing or incomplete information for each data element.

f) The Offeror shall include information demonstrating that the data resource meets all technical requirements to include: a data dictionary; total number of years of data available on-line; amount of data available online on a standard basis; a maximum of a 6-month lag time between date of service and online availability of all types of data available; the ability to download, archive, and query data no longer on-line; data de-identification procedures; Section 508; real-time updates; and secure multi-user access through an existing user-friendly interface.

Trial Subscription:

Subfactor #1    The Offeror shall provide a trial subscription for the duration of the evaluation period of two weeks and shall include direct access to the full version of the data resource, documentation, and technical support for a maximum of five FDA researchers. The FDA will not pay for this subscription as access will be used solely to evaluate the Offeror’s product, and not for any analysis, public disclosure or regulatory decision making.  The Offeror’s technical proposal shall include an executed Trial Subscription Agreement (Appendix H) and include a point of contact for FDA to set-up the trial subscription.

The Offeror shall provide telephonic or web-based training session that lasts a maximum of 2 hours at the start of the trial subscription period.  Trial subscription shall include online access (five user names and five passwords) or stand-alone access.  For the stand alone access, the Offeror shall provide a laptop with the full commercially available product installed and instructions on how to use the product.

Factor 2:  Management Approach/Staffing Plan
The Offeror shall describe their approach to managing, staffing, and performing the Scope of Work.   This shall include services for the onesite training, onsite kick-off meeting and annual meeting and adherence to the FDA Data Disclsoure Clearance Procedures Form.

The Offeror shall describe their  business that specifically details the percentage of data committed for OTC drug utilization data.  
Factor 3: Relevant Past Performance

The Offeror shall provide a narrative description of three (3) examples of experience on current and previous contracts over the past three (3) years which are relevant in terms of type, scope, complexity, and size to this Scope of Work.  The Offeror shall cite examples of experience that demonstrate the Offeror’s ability to overcome difficulties encountered during performance with minimum impact to the program.  Relevant experience submissions shall not exceed two pages for each experience provided.  In addition to the narrative description described above, for each contract the Offeror shall provide the following: 

Name of Contracting Activity (Federal Government Agency, Local Government, Commercial Customer); Contract Number; Contract Type; Total Contract Value; Contract Work (Description of Experience, Degree of Involvement, Size of Organization, etc…); Contracting Officer Information, Project Officer/Contracting Officer Representative Contact Information).

The Offeror shall also provide a complete bibliography of all publications using these data in the area of pharmacoepidemiology, pharmacoeconomics, or health services research.  The bibliography entries may be provided from the Offeror’s records or via a literature review (e.g. PubMed search).
10.6 
VOLUME III Subcontracting Plan

The Offeror shall complete the attached Subcontracting Plan (Attachment 2), if applicable. The FDA subcontracting goals are listed on page 2 of the Subcontracting Plan.

Part 11-EVALUATION FACTORS FOR AWARD

11.1 FAR Provisions Incorporated by Reference

This contract incorporates one or more provisions by reference, with the same force and effect as if they were given in full text. Upon request, the Contracting Officer will make their full text available. Also, the full text of a clause may be accessed electronically at: www.acquisition.gov/far/index.html:

52.212-2
Evaluation-Commercial Items (Jan 1999)
11.2 
Relative Importance of Factors

The following technical evaluation criteria are listed in relative order of importance in descending order: Factor 1: Technical Approach/Understanding the Requirement, Factor 2: Management Approach/Staffing Pan, Volume III Relevant Past Performance.

11.3
Technical Proposal

EVALUATION CRITERIA

Factor 1:  Technical Approach/Understanding the Requirement
a) Adequacy, feasibility and scientific rationale of the understanding of the work requirements and a detailed plan for achieving the objectives in the Scope of Work. 

b) Adequacy, feasibility, and scientific rationale of the proposal, quality of the data resource in terms and of suitability of the depth and breadth of the information provided in the Data Characteristics Table, and any information on the type of data and the collection methodology. 
c) Adequacy, feasibility, and scientific rationale of the proposal in terms of data collection and projection methodology providing national estimates of OTC drug purchasing and utilization patterns and compare their data to the most recent U.S. national census data.
d) Adequacy, flexibility and feasibility of the user interface tool to allow FDA staff the ability to conduct drug-, condition- or demographic- specific queries to meet the requirement and the capability to select OTC market categories and to drill down to active ingredient and any other data elements that may be available.
e) Adequacy, feasibility, and scientific rationale to describe the coding system used, including the ailment coding levels available for FDA analyses; the availability of data to describe and quantify amount, frequency and duration of OTC drug products used as well as the ailment intended to treat in the outpatient setting and the percentage of missing or incomplete information for each data element.

f) Adequacy, flexibility and scientific rationale that the data resource has met all technical requirements to include: a data dictionary; total number of years of data available on-line; amount of data available online on a standard basis; a maximum of a 6-month lag time between date of service and online availability of all types of data available; the ability to download, archive, and query data no longer on-line; data de-identification procedures; Section 508; real-time updates; and secure multi-user access through an existing user-friendly interface.

Trial Subscription:

Subfactor #1  The trial subscription shall be evaluated in terms of transparency, flexibility, ability to accommodate multiple users, consistency in results, completeness, efficiency and ease of use. At a minimum, the ability to access OTC data with the ability to select drug products by active ingredient, generic and brand name, stratified by patient demographics, the ability to archive queries and results, the ability to retrieve same (dated) information over time, and the timeliness of data retrieval.

Factor 2:  Management Approach/Staffing Plan
· Adequacy and feasibility of the management and staffing for the performance of the Scope of Work related to accessing the OTC data resource to include services for the onsite training, onsite kick-off meeting and annual meeting, and adherence to the FDA Data Disclosure Clearance Procedures Form.
· Adequacy, feasibility, and scientific rationale of their business that details the percentage of data committed for OTC drug utilization data.
11.4 
VOLUME II  Relevant Past Performance
The government will evaluate the extent to which the Offeror’s relevant past performance demonstrates overall client satisfaction on current and previous contracts.  No relevant past performance will result in a neutral rating.
11.5
VOLUME III Subcontracting Plan
The Government will evaluate the Subcontracting Plan based on the quality of the subcontracting plan.

11.6
Price Proposal

The Government will evaluate the price based on reasonableness.  The price proposal shall represent the Offeror’s response to the requirements of the solicitation. 
11.7
Award
Award will be made to the party whose proposal offers the best value to the Government, Technical Capability, which includes Technical Approach/Understanding the Requirement, Management Approach/Staffing Plan; Relevant Past Performance, and Price will be considered.  The Government may award this contract other than lowest price technically acceptable offer.  Technical Capability when combined with Past Performance is significantly more important than price.  When all factors are equal, price becomes the determining factor.  The Government intends to award no more than one contract resulting from this solicitation.  (See Attachment 5 – Evaluation Criteria Definitions)
