FDA-RFI-1143514


TITLE: Seeking tools and methods which will increase the accuracy and efficiency of AE case report reviews performed by FDA safety evaluators
OPDIV: FDA, CDER
Background
The purpose of the RFI is to help the FDA understand the industry best practices and technical solutions capable of providing the full range of requirements described in this RFI.  These solutions would be applied to the triage and review of postmarketing adverse event (AE) drug product case reports submitted to the FDA Adverse Event Reporting System (FAERS). 

FDA requires a TM/NLP/ML system that would be applied to the FAERS data by FDA safety evaluators. The FDA received more than one million postmarketing drug product AE case reports in 2013, and the number of reports received per year is increasing annually. These reports are housed in the FAERS database, which currently contains approximately 9 million AE reports. An overview of FAERS can be found on the FDA website: http://www.fda.gov/drugs/guidancecomplianceregulatoryinformation/surveillance/adversedrugeffects/default.htm.

Office of Surveillance and Epidemiology safety evaluators review AE case reports and conduct causality assessments to determine whether the suspected drug(s) may have caused the reported adverse event(s). Clinical judgment as well as more formalized causality assessment methods are applied to this task
. Causality assessment, whether applying clinical judgment or formalized methods, relies heavily upon the quality of information and key data elements included in the AE case report. FDA has issued guidances for manufacturers and conducted educational efforts directly to healthcare professionals and consumers in an attempt to increase the quality of reports. One such guidance can be found on the FDA website: http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM071696.pdf. The FDA MedWatch program conducts educational outreach, including online tutorials: http://www.accessdata.fda.gov/scripts/MedWatchLearn/. 

Regardless of the method used, conducting manual AE case report reviews for causality assessment is labor- and time-intensive. Therefore, FDA is seeking tools and methods which will increase efficiency and facilitate the triage, review and processing of these AE case reports. 

Technical Information

Reports are submitted to the FDA using the MedWatch form, in paper-based and electronic formats. Copies of the MedWatch form and online reporting system can be accessed at this FDA website: http://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm. 

Technical information and quarterly FAERS data files can be also accessed at this FDA website: http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Surveillance/AdverseDrugEffects/ucm082193.htm. The quarterly data files contain all FAERS data fields, with the exception of certain confidential patient and reporter fields and narrative fields describing the event (B5. Describe Event, Problem or Product Use Error [3500 form] and Tell us what happened and how it happened [3500B]). The quarterly data files also provide summary data and the FAERS data dictionary. Narrative fields provide key descriptive clinical data and are important fields to examine with the TM/NLP/ML system but may include patient and reporter confidential information which require redaction for public release. The FAERS system is stored in a commercial, relational database. However, these quarterly data extract files are in ASCII and XML format.

DESCRIPTION 

FDA is seeking tools and methods which will increase the accuracy and efficiency of AE case report reviews performed by FDA safety evaluators. One such tool of particular interest is a TM/NLP/ML tool. This tool would have the capability to analyze MedWatch AE reports and assess the documents based on the World Health Organization-Uppsala Monitoring Centre (WHO-UMC) criteria for causality. Information supplied by such a tool would enable safety evaluators to filter AE reports according to varying degrees of case report causality likelihood. This filter feature would provide for improved triage and review of AE case reports.

FDA is interested in identifying academic institutions and commercial organizations that have access to existing TM/NLP/ML systems. FDA will assemble a dataset of case reports to serve as a gold standard and learning dataset for pilot testing. The applicant will provide FDA in-house access to the TM/NLP/ML system. FDA will apply the TM/NLP/ML system to the FAERS dataset and assess the systems’ technical capabilities as well as efficiencies. In-house use of the TM/NLP/ML system by FDA is necessary due to the confidential patient health and reporter identification information which will be present in the FAERS dataset.

Requirements
The Government requires a TM/NLP/ML system that is capable of automated analysis of a FAERS pilot learning dataset, assessing the case data according to the WHO-UMC criteria for causality and application of machine learning techniques to improve system performance. 

All offerors shall:

· Provide for transformation of the FAERS pilot learning dataset into the format required by the TM/NLP/ML system. 

· Provide for loading of the transformed FAERS pilot data into the TM/NLP/ML system.

· Provide training and training guides for the TM/NLP/ML system.

· Provide technical support for performing the analysis and interpretation of the results.

· Provide cost estimates and major milestone timelines for the project.

· Provide technical overview and cost estimates for possible scaling of the TM/NLP/ML system that would have the capability of analyzing datasets with significantly larger case numbers and a greater diversity of cases. 

Instructions

Interested parties shall provide responses to the following requested information:

1. Is FDA's desired TM/NLP/ML system available commercially or commercially available with enhancement, customization, or configuration? 


2. What is the capability to accommodate an electronic database containing approximately 9 million documents?

3. Does the system have the capability to run against a relational database? If so what data types can be searched on?


4. Describe the architecture of the Commercial-Off-The-Shelf (COTS) product to be used. 


5. Describe the hosting capability at the contractor's facility. 


6. Can mock-ups or screen shots of the user-interface and results screens of the proposed COTS product be provided?


7. In the event an RFP is issued, what supporting documentation do you require to be released with the RFP to obtain a better understanding of the requirements and FDA environment?


8. Provide the following information to demonstrate your company's capabilities:
   a. Provide a brief narrative of experience providing this type of service.
   b. Provide a brief narrative describing the firm's experience with any TM/NLP/ML pharmacovigilance surveillance systems.
   c. Provide specific experience of providing a comparable tool that has had the capability of TM/NLP/ML processing of a large electronic database.
   d. Provide specific experience of developing systems with machine learning capabilities. 
   e. Provide a statement confirming if the company has previous experience delivering services compliant with HIPAA or FDA security regulations.

Capability statements must demonstrate the minimum requirements outlined above. Please address each in the order listed above.
Please provide the follow Business information:
1. DUNS Number

2. Company Name 

3. Company Address.

4. Company Point of Contact, phone number and email address

5. Type of company under NAICS, as validated via the System for Award Management (SAM).  Additional information on NAICS codes can be found at www.sba.gov.  Any potential government contract must be registered on the SAM located at http://www.sam.gov/index.asp.   

6. Corporate structure (corporation, LLC, sole proprietorship, partnership, limited liability partnership, professional corporation, etc.);

7. Current GSA Schedules appropriate to this Sources Sought 

8. Current Government Wide Agency Contracts (GWACs)

9. Point of Contact, phone number and email address of individuals who can verify the demonstrated capabilities identified in the responses.

10.
Responders should also include a statement about whether or not they have an approved Federal audited accounting system.  If the responder has an approved accounting system, please provide the certification in which the accounting system was deemed adequate (e.g. the name of the audit agency and audit number).  You may submit as an attachment, which will not count towards the overall page limit.

Interested parties having the capabilities necessary to perform the stated requirements may submit capability statements via email or regular mail to the point of contact listed below.  Responses shall be limited to 10 pages. 
Responses must be received not later than 3:00 p.m. (Eastern Time) Friday, January 9, 2015. Capability statements will not be returned and will not be accepted after the due date.
Documentation should be emailed to: Lacetta.Bowman@fda.hhs.gov 
� Agbabiaka TB, Savovic J, Ernst E. Methods for causality assessment of adverse reactions: a systematic review. Drug Saf 2008;31(1):21-37.





