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Utility We only disseminate information that we believe will be useful to the public or segment of the public. In fact, often we disseminate information because members of the public or regulated industry have requested it. We develop many recommendations as a result of public questions on a particular topic. We also
have processes (21 CFR 10.30) through which members of the public can apply to us for certain measures, such as initiating rule-making or taking specific administrative or coercive measures. Requests for dissemination of information can also be filed through petitions. We have developed our Good Management
Practice (GGP) policy as a result of a public inquiry. Congress later passed the policy into law and we codified our GGP policy in our rules at 21 CFR 10.115. The GSTA describes our procedures for the development, issuance and use of guidelines and includes detailed procedures on how members of the public can
propose areas for drafting guidelines, submit drafts of proposed guidelines and request the revision or removal of existing guidelines. We also support the leadership agenda, which is a list of guidelines that we plan to develop in the coming year. We publish the list online and publish it annually in the Federal Register.
We publish the Agenda to keep the public informed of leadership plans and to request information from the public about what recommendations are needed. In addition, we are subject to the Freedom of Information Act and amendments to the Electronic Freedom of Information Act (5 U.S.C. 552), which provide for the
dissemination of information to the public and the posting of certain information on the Internet that is or is likely to respond to numerous information requests. Under the Regulatory Flexibility Act (5 U.S.C. 602), the General Services Administration publishes a semiannual regulatory program describing the regulatory
measures developed. The Registrar welcomes comments on this agenda and proposals for improvement and initiatives. Objectivity, as mentioned, we have many different systems to ensure that the information we disseminate is presented accurately, clearly and impartially. We have a strong commitment to writing all
our new documents in plain English. We have provided simple English language training for many employees who write our documents. We also continue to seek feedback from stakeholders on our efforts to provide explicit written information. We are also taking steps to ensure that our regulatory decisions are based on
Information. If we rely on information provided to us by third parties to support a product approval application or in the rule-making process, we are satisfied that this information meets appropriate standards of quality and objectivity. We have a number of rules and recommendations for recommendations set standards for
generating information to support regulatory solutions. For example, supporting data can be obtained from new studies using best laboratory practice (GLPs) 3, in clinical trials to be clinically advanced (GCPs) 4, in reviews of existing information derived mainly from peer-reviewed scientific literature, or from surveys
based on widely accepted methods of scientific surveys. Interpretations of the Agency's quantitative results are usually subject to statistical analysis. While we may not be able to fully disclose the information on which our actions are based, as it was provided by a third party interested in maintaining its privacy, we make a
special effort to ensure that the information provided is consistent with these standards of objectivity and is of high quality. The methods by which we guarantee the objectivity of information for some of our major regulatory activities are described here. Product review Activities One of the FDA's key responsibilities is to
evaluate data provided to the Agency in the use of medical and veterinary medical products, as well as in petitions or notifications about food and color supplements. Typically, firms that want to sell certain products (such as medicines and medical devices) apply to the FDA. These applications contain the data or
information the firm relies on, claiming that its product is safe and effective for its intended use. We base our safety and efficiency decisions primarily on our analysis of the integrity of the data presented. When we approve the product and publish a drug review package online, we ensure that our analysis of the data
provided to us will be available for public scrutiny. We develop rules and guidelines to ensure that the data presented to us are the result of the best available research, that the research is conducted in accordance with sound and objective scientific practices, and that the data are collected using scientifically accepted



methods. For example, FDA rules define the format and content of clinical trials that are presented in support of a new drug application. They determine how data should be collected and what analyses should be performed. As for biological products, we have developed recommendations on the format and content of the
clinical research reports submitted to the Agency. Other FDA recommendations provide detailed descriptions of relevant methodologies, analyses, and procedures. Since the early 1990s, we have been actively engaged in international efforts to technical requirements for research to support marketing applications and
the content and format of applications to provide World. The International Conference on Harmonization of Technical Requirements for Human Pharmaceutical Registration (ICH) brings together scientific experts from different countries to reach consensus on relevant requirements. We also engage in international
activities in the field of devices, food and drugs for animals. For example, international cooperation to harmonize the technical requirements for the registration of veterinary products (HIV) is a veterinary partner of ICH. The Global Harmonization Task Force (GHTF) is working to harmonize the rules and guidelines for the
devices. The Committees of the Alimentarius Code are working to harmonize international nutrition rules. Many of the agreements reached are then implemented in rules based on rule-making notices and comments, as well as in guidelines detailing appropriate ways in which compliance with these rules is being
followed. As a result of these efforts, most of our product approval activities meet international data collection and quality standards. We are also in the process of developing a Best Practices Review (GRPs) to review drugs to make our drug review process consistent across all departments at the Drug Assessment and
Research Centre. The GRP project focuses on ensuring that the feedback we make available to the public is constantly formatted and clearly written so that stakeholders can access important health and safety information. We often consult with scientific experts on product approval and broader issues. We have 31
Permanent Advisory Committee 5 with whom we regularly consult on whether there is sufficient data in specific applications to support the approval decision. As noted above, we include our approval decisions in drug approval packages and summary of safety and efficacy devices that contain our analysis of the data
presented. These packages and resumes do not include confidential trade, trade secrets and other information exempt from disclosure when we defe us online. Food safety activities One of the FDA's main areas of responsibility is to ensure the safety of the food we eat. Food safety activities include research, risk
assessment, inspection, surveillance, compliance, education and system coordination. We need to make sure that the information we provide about food safety is presented in an accurate, clear, complete and impartial manner. This means that the data on which we base decisions must be collected objectively, using
sound scientific principles of data collection. We collect information to support our food safety activities through many sources, including research, risk assessment, inspection and observation, peer-reviewed literature and advisory committee findings. We spend in the house house on various food safety topics, and fund
a significant amount of additional research each year. The Center for Food Safety and Applied Nutrition (CFSAN) is involved in collaborative processing and packaging research through the National Center for Food Safety and Technology, which is a consortium of government, industry and academia, and we coordinate
food safety research through a joint program with the University of Maryland. Topics of both internal and external interest in research are determined by the 3-year CFSAN research plan. This plan is designed in conjunction with other federal agencies to prioritize our research to inform our most important food safety
efforts and to avoid duplication of efforts. We also collect information for certain food safety activities by assessing risks. Risk assessment is a very useful tool for assessing the benefits of implementing different rule-making strategies. To date, we have conducted or participated in four food safety risk assessments. We
conducted a joint risk assessment with the U.S. Department of Agriculture on eggshells, which was published in 1998. More recently, we have published risk assessments of the risk of exposure to vibrio parahaemolyticus on public health in mollusc raw molluscs and the relative public health risk from food leafer
monocytogenes among selected ready-to-eat foods. We also intend to use the risk assessment model developed for Usda by Harvard University on spongy bovine encephalopathy to determine the risk-reduction outcomes of the various rule-making efforts we are considering. We collect data for the FDA's food safety
activities through surveys for specific purposes and an advisory committee of views. Surveys include a health and diet survey and an overall diet study, both of which are used in our design to assess safety and exposure to different compounds. When information is not available in scientific research or literature, we have
several advisory committees that can provide expert opinions on specific issues. These committees include the National Advisory Committee on Microbiological Criteria for Food, which examines various food safety issues for the FDA and USDA, and the FDA's transmission-related Spongiform Encephalopathy Advisory
Committee (TSEAC), which specifically addresses issues related to tse Finally, our food safety activities are ensured by the participation of FDA scientists in various professional organizations such as Codex Alimentarius, the International Commission on Microbiological Specifications for Food, the Institute of Food
Technologists, the American Society of Microbiology, the International Association for the Protection of Food, the Society of Toxicology, the American Chemical Society, the National Academy of Sciences, the International Institute of Life Sciences and the editorials of several including the Journal of Food Protection and
the Journal of Food Sciences. Adverse event analysis for medical products Once products are sold, we continue to monitor their safety after approval and disseminate information about their risks to health care providers, patients and consumers. We carry out a number of data collection activities to ensure the objectivity
of the information we disseminate on medical products. The Human Medicinal and Biological Products Adverse Events Reporting System (AERS) is an Oracle-based computerized information system designed to support the Agency's postmarketing safety surveillance program for all approved medicinal and therapeutic
biological products. The structure of the database is in line with international recommendations for the submission of security reports (E2B Guide to data items for the transmission of individual security reports, January 1998 6), including the content and format of the electronic presentation of manufacturers' reports. The
ultimate goal of AERS is to help reduce the risks associated with the use of medical products by providing the best available tools for storing and analysing safety reports. Information from this system is used to support product safety solutions. The systematic presentation of data to the Agency has greatly improved the
quality (and objectivity) of relevant decisions and dissemination efforts. A separate system is used to monitor the safety of vaccines after approval. The Vaccine Adverse Events Reporting System (VAERS) is a joint vaccine safety program by the FDA and the Centers for Disease Control and Prevention (CDC). VAERS is
a postmarketing safety surveillance program that collects information on adverse events that occur after the introduction of U.S.-licensed vaccines. There are other systems for monitoring the quality of the production of medicines and biological products and blood-related products. Medical Devices We use a variety of
tools to identify safety issues related to medical devices that are approved and used by practitioners and consumers. Tools include both voluntary and mandatory reporting of adverse events; Monitoring product performance through other data sources, such as registries and various research efforts; and the use of both
mandatory and voluntary research to explore specific safety issues. Adverse events related to product problems or problems related to the use of the device are reported by both manufacturers and Devices. While both manufacturing and user communities have mandatory reporting requirements for device-related issues,
this surveillance system is a virtually passive system that depends on the reporter to recognize the event and perform in reporting. This passive surveillance system is complemented by more active reporting hospitals and other health facilities where accountability is encouraged and maintained through education and
feedback. Reports of adverse events are immediately eroded to quickly identify issues requiring urgent attention; all reports are then reviewed by clinical analysts and others who have relevant experience to decide on the need for further further review. The Report on Adverse Animal Medicines (ADE) for veterinary
medicines consists either of an undesirable attack or due to the lack of desired effect associated with drugs administered to animals. Messages may also include product defects and potential harm to individuals who inject or use animal drugs. For example, in 2000, the FDA's Center for Annual Medicine reviewed 14,497
ADE reports consisting of: 13,757 undesirable side effects and no desired effect; and 740 product defects. Adverse event reports related to animal-related drugs are maintained in a separate database by the Center for Veterinary Medicine's adverse drug reporting system of events (ADERS). This database is used to
identify side effects not detected during pre-progage testing of FDA-approved animal products and to monitor the effectiveness of drugs not approved for use in animals. ADERS depends on the detection of an adverse clinical event by veterinarians and animal owners, the appropriation of a clinical event to the use of a
specific drug (suspected drug), and the reporting of ADE either to the manufacturer of the suspected drug or directly to the FDA. Data from these ADE reports are reviewed, encoded, and entered into computerized ADERS. ADE for veterinary drugs generates current information about the safety and efficacy of veterinary
drugs. This data expands the knowledge base used in the approval of animal medicines and ultimately reduces the risks associated with veterinary medical products. A summary of this system is available to support product safety decisions. Food, including nutritional supplements, and cosmetics We use several
reporting systems to identify problems related to food, including nutritional supplements, and cosmetics. The Adverse Reactions Monitoring System (ARMS) collects spontaneous reports from consumers and health care providers about the perceived adverse effects of food. A special nutrition monitoring system
(SN/AEMS) collects spontaneous reports from consumers and health care providers about adverse events special food. The Cosmetic Adverse Reactions Monitoring System (CARMS) collects spontaneous messages from consumers and health care providers about the alleged side effects of cosmetic products. CFSAN
receives reports of adverse events related to the products it regulates through the FDA's MedWatch program. Research to support FDA FDA FDA regulatory functions peer-reviewed studies that support the Agency's regulatory functions. To accomplish this mission, the FDA is seeking feedback from its stakeholders and
partners, including the Center's scientists, other government agencies, industry and academia. In addition, the FDA Science Council (SB) provides guidance on specific complex and technical issues, as well as emerging issues in the scientific community, industry and academia. SB conducts ongoing reviews of the
research programs themselves and how these programmes will keep pace with technical and scientific developments in regulatory science. Their review includes recommendations to develop an appropriate research agenda and to modernize FDA research and research institutions to keep up with these changes. SB is
made up of non-governmental scientists from industry, academia and consumer organizations. This board is supplemented by subject experts and scientists from all FDA centers. Research programs can be through collaboration through partnerships with other scientific organizations. Scientific and credit cooperation
includes interagency agreements with other government agencies, joint research and development agreements and technology transfer with industry, as well as grants or informal agreements with academic institutions. Each CENTRE and fda management also use several strategies to ensure the quality (including
objectivity) of their research and the accuracy of the data collected in connection with these studies. For example, study protocols can be developed jointly by the program's principal investigators and officials. A project advisory group (PAH) consisting of experts overseeing off-field research projects in a particular area
may be appointed. To ensure that the data are accurate and timely, the FDA monitors progress in project-level studies on a regular basis. FDA quality assurance officers evaluate experiments that fall within the FDA's Good Laboratory guidelines. In addition, the agency's scientists publish scientific manuscripts, book
chapters and abstracts in recognized peer-reviewed scientific journals. Fda research results are also presented at national and international scientific meetings, many of which are sponsored or sponsored by the FDA. Many FDA scientists also serve on international scientific advisory boards. Integrity We strive to
maintain the integrity of the information we collect and use and protect it from disclosure, change, loss or destruction. We require all of our operating units to adhere to a number of Agency guidelines for our data integrity. Guidelines include: FDA Personnel Guide Guide 3250.17 Data Security Data Integrity Computer
Security Act 1987 Computer Fraud and Abuse Act 1986 Klinger-Cohen Act 1996 Federal Managers financial integrity integrity law Government Information Security Reform Act (GISRA) Office of Management and Budget (OMB) Circular A-130, Annex III, Federal Information Resources Administration, Revised 2/96 HHS
Automated Security Information Systems Program Handbook (Release 2.0), 5/94 NIST Special Publication 800-14, Common Principles and Practices for Providing Information Technology Systems (September 1996) All data submitted for inclusion in our systems must be accompanied by information about origin,
sensitivity, reliability, and the date of the revision. We have systems in place to ensure that data changes are carried out in a manageable and controlled manner and that all information is protected from unauthorized access, review, corruption or fraud. Transactions involving sensitive or valuable information can only be
processed if the person or system of origin has been verified as authorized to submit such transactions. In addition, transactions should only be initiated through source documents or computerized messages that clearly identify a person or system. All transactions intended to enter into a multiplayer production computer
system must first be subject to reasonableness checks, edit checks, and/or verification checks. Transactions that do not such checks should be either: Rejected with a notice of refusal sent to the sender Fixed and re-or suspended until further investigation management has created and maintains preventive and detective
security measures that ensure that our information is protected from undetected changes. All rejected input transactions are placed in the waiting file and listed in exception reports until they are successfully re-transferred for processing. Re-introduction and correction are subject to the same verification procedures as the
original input transactions. The guide checks the intelligence and accuracy of all changes in internal records. If a client or client brings a record error to our attention, the error investigation is promptly initiated. The Office of Public Affairs advises the Agency on best communication principles and practices in order to
ensure that public communications are accurate, understandable and consistent with the Agency's current policy. The quality, objectivity, usefulness and integrity of the FDA's online information is guaranteed by the internal clearance process used to clean up printed documents. Documents. quality assurance and quality
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