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The guide for this occupational series is for informational/developmental purposes only. Please note:
· This resource does not supersede any existing HHS policy; 
· The information provided should not be used to evaluate individual job performance; and 
· The attainment of the specified knowledge, skills, experiences and training does not automatically qualify you for promotion. 
The guide is for the education of employees on available career opportunities available within the Agency. It provides a means for exploring your professional options and to identify a career path that best matches your specific needs and interests.
The Enterprise Workforce Development and Performance (EWDP) website at http://www.ewdp.hhs.gov/ also provides guidance on the knowledge, skills, and work experience that will prepare you for progression within your chosen career path.
INTRODUCTION 
This series covers professional positions concerned with enforcing the laws and regulations protecting consumers from foods, drugs, cosmetics, fabrics, toys, and household products and equipment that are impure, unwholesome, ineffective, improperly or deceptively labeled or packaged, or in some other way dangerous or defective. These positions require knowledge of various scientific fields such as chemistry, biology, pharmacology, and food technology. Consumer safety officers identify substances and sources of adulteration and contamination, and evaluate manufacturing practices, production processes, quality control systems, laboratory analyses, and clinical investigation programs.
Source: OPM

POSITION DESCRIPTIONS
The Consumer Safety Series performs a range of duties according to grade level:
GS-0696, 09 Consumer Safety Officer:
· Reviews and evaluates manufacturers and brokers and importers in a FO and some smaller firms where new or unusual features are present.  Conducts inspections and investigations (domestic and/or international) of facilities where only limited guidance documents are available; proposed or new regulations must be used to evaluate the industry; or the inspection or investigation may result in considerable attention and review in the media, Congress, or other forces inside or outside the Agency. 
· Conducts segments of initial investigations and inspections of establishments in the area of assigned responsibility and prepares draft reports, investigation memoranda, and proposed or final endorsements.
· Performs segments of investigations involving complaints and trace back investigations of injury or death attributable to products regulated by the FDA.  Investigations of injuries require special coordination and a high degree of insight and knowledge.  The information which initiates such investigations is often minimal, unclear and the veracity unknown requiring innovation, ingenuity, and diplomacy.  These situations are often unstructured and require contacts with many and diverse individuals, institutions, and firms.  Analyzes results, decides when an investigation is complete or what additional work may be required.  The investigator is expected to provide timely and accurate feed back to management as well as effective guidance to other staff assisting in the investigation. 	
· Performs import entry review requiring decisions to release or detain FDA regulated commodities based on document review, product examination and/or sampling.  The entry reviewer may also issue assignments to inspectors and investigators for field examination and sampling as well as perform audits of filers (Those firms submitting information when presenting FDA regulated products for entry into the US) to assure proper data submission to FDA.
· Works with subject matter specialist in the onsite evaluation of field activities. Identifies areas which warrant further study or improvement and prepares reports to ensure optimum operating efficiency and resource utilization.	
· Reviews special and unusual problems submitted by various Center/Offices and provides authoritative guidance to the resolve the issues causing the problems.  Such issues frequently deal with interpretations of law, policy and procedures.
· Conducts research into legal precedents and legislative history of the Acts enforced by FDA.  Prepares position papers for top FDA managers based on such research.  Drafts responses to correspondence from within and outside the agency concerning FDA regulated products.
· Provide support to agency task forces establishing new or receiving regulations, procedures and programs having nation and international impact.
· Prepares and presents informal remarks at briefings, training sessions, consumer industry workshops, etc.  Attends high level meetings with top FDA staff as a representative of the Agency.
GS-0696, 11 Consumer Safety Officer:

· Reviews and evaluates manufacturers and brokers and importers in a FO and some smaller firms where new or unusual features are present.  Conducts inspections and investigations (domestic and/or international) of facilities where only limited guidance documents are available; proposed or new regulations must be used to evaluate the industry; or the inspection or investigation may result in considerable attention and review in the media, Congress, or other forces inside or outside the Agency.  
· Conducts initial investigations and inspections of establishments in the area of assigned responsibility and prepares draft reports, investigation memoranda, and proposed or final endorsements.
· Performs investigations involving complaints and trace back investigations of injury or death attributable to products regulated by the FDA.  Investigations of injuries require special coordination and a high degree of insight and knowledge.  The information which initiates such investigations is often minimal, unclear and the veracity unknown requiring innovation, ingenuity, and diplomacy.  These situations are often unstructured and require contacts with many and diverse individuals, institutions, and firms.  Mature judgment must be used to make field decisions on the nature and extent of follow up investigations.  Plans and decides how the investigation should proceed, when the investigation is complete, and what reporting is required.  Analyzes results, decides when an investigation is complete or what additional work may be required.  The investigator is expected to provide timely and accurate feed back to management as well as effective guidance to other staff assisting in the investigation. 	
· Performs import entry review requiring decisions to release or detain FDA regulated commodities based on document review, product examination and/or sampling.  The entry reviewer may also issue assignments to inspectors and investigators for field examination and sampling as well as perform audits of filers (Those firms submitting information when presenting FDA regulated products for entry into the US) to assure proper data submission to FDA.  
· Provides guidance and consultation regarding inspection and investigation methods and procedures necessary to accomplish compliance/enforcement/regulatory objectives.
· Works with subject matter specialist in the onsite evaluation of field activities. Identifies areas which warrant further study or improvement and prepares reports to ensure optimum operating efficiency and resource utilization.
· Reviews special and unusual problems submitted by various Center/Offices and provides authoritative guidance to the resolve the issues causing the problems.  Such issues frequently deal with interpretations of law, policy and procedures. 
· Conducts research into legal precedents and legislative history of the Acts enforced by FDA.  Prepares position papers for top FDA managers based on such research.  Drafts responses to correspondence from within and outside the agency concerning FDA regulated products. 
· Provide support to agency task forces establishing new or receiving regulations, procedures and programs having nation and international impact.
· Prepares and presents informal remarks at briefings, training sessions, consumer industry workshops, etc.  Attends high level meetings with top FDA staff as a representative of the Agency.	
GS-0696, 12 Consumer Safety Officer:
· Reviews and evaluates the largest manufacturers and the most complex investigations of brokers and importers in a FO and some smaller firms where new or unusual features are present.  Conducts inspections and investigations (domestic and/or international) of facilities where only limited guidance documents are available; proposed or new regulations must be used to evaluate the industry; or the inspection or investigation may result in considerable attention and review in the media, Congress, or other forces inside or outside the Agency.  Inspections cover all the types of products and problems within the area of assigned responsibility. Investigates and evaluates the adequacy of complex manufacturing practices to determine compliance with regulations. 	
· Conducts complex, technical investigations and inspections of establishments in the area of assigned responsibility and prepares final reports, investigation memoranda, and proposed or final endorsements.  The investigator may be assigned to long term investigations and grand juries with only limited oversight from the supervisor; may be designated as the lead Agency representative of multi-agency/multi-organization investigations; and is assigned to either assist in or directly monitor or manage compliance programs for sample collection programs or inspection programs.  
· Independently performs investigations involving complaints and trace back investigations of injury or death attributable to products regulated by the FDA.  Investigations of injuries require special coordination and a high degree of insight and knowledge.  The information which initiates such investigations is often minimal, unclear and the veracity unknown requiring innovation, ingenuity, and diplomacy.  These situations are often unstructured and require contacts with many and diverse individuals, institutions, and firms.  Mature judgment must be used to make field decisions on the nature and extent of follow up investigations.  Plans and decides how the investigation should proceed, when the investigation is complete, and what reporting is required.  Analyzes results, decides when an investigation is complete or what additional work may be required.  The investigator is expected to provide timely and accurate feed back to management as well as effective guidance to other staff assisting in the investigation.
· Performs import entry review requiring decisions to release or detain FDA regulated commodities based on document review, product examination and/or sampling.  The entry reviewer may also issue assignments to inspectors and investigators for field examination and sampling as well as perform audits of filers (Those firms submitting information when presenting FDA regulated products for entry into the US) to assure proper data submission to FDA.
· May serve as a team leader or coordinator in the conduct of complex assignments requiring one or more investigators, analysts or outside experts, and/or personnel from other Federal agencies, State or local governments, foreign agencies. As an instructor, trains lower level investigators in the sophisticated inspection and investigation techniques.
· Serves as a focal point for all levels of FDA personnel providing authoritative guidance and consultation regarding inspection and investigation methods and procedures necessary to accomplish compliance/enforcement/regulatory objectives.
· Works with subject matter specialist in the onsite evaluation of field activities. Identifies areas which warrant further study or improvement and prepares reports to ensure optimum operating efficiency and resource utilization.		
· Reviews special and unusual problems submitted by various Center/Offices and provides authoritative guidance to the resolve the issues causing the problems.  Such issues frequently deal with interpretations of law, policy and procedures.		
· Conducts research into legal precedents and legislative history of the Acts enforced by FDA.  Prepares position papers for top FDA managers based on such research.  Drafts responses to correspondence from within and outside the agency concerning FDA regulated products. 
· Provide support to agency task forces establishing new or receiving regulations, procedures and programs having nation and international impact.
· Prepares and presents informal remarks at briefings, training sessions, consumer industry workshops, etc.  
· Attends high level meetings with top FDA staff as a representative of the Agency.		
GS-0696, 13 Consumer Safety Officer:
· Serves as a compliance officer in a FDA FO surveying and following-up with non-compliant industry establishments seeking voluntary compliance from others.  In situations where compliance is not voluntarily offered, it is enforced through other methods, including informal agency hearings and legal court actions. Work is associated with ensuring that documentation and practices are in compliance with Federal laws, rules and regulations. 
· Acts as an expert in the FO for a specialty area, such as Biologics, Blood Bank, Tissue, Bioresearch Monitoring, Biotechnology, Drug-Human, Drug-Veterinary, Food-LACCF/HACCP/Seafood, Interstate Travel Sanitation, Medical Device/Radiological-MQSA, Pre-Approval, New Product, etc. 	
· Works on the most difficult, controversial and complex inspectional problems which involve a combination of scientific and regulatory responsibilities.	
· Reviews and evaluates evidence and findings indicating a possible lack of compliance with Agency-enforced laws and regulations.  
· Performs analyses and evaluation on data samples and documented information gathered during inspections and investigations. Analyzes study results, determines whether an investigation is complete or what additional work may be required.  Determines the most suitable course of action and, if necessary, recommends legal action to CO, to the Office of the Chief Counsel, or to the responsible U.S. Attorney; and maintains working liaison with the U.S. Attorney’s Office and U.S. Marshal’s Service in implementing approved action.  
· Interacts with various levels of officials representing the establishments subject to regulatory review. 
· Meets with industry representatives to exchange information and to provide advice and guidance regarding those aspects of review with deficiencies.  Industry officials are sometimes hostile or uncooperative and require considerable tact and firmness to obtain needed information. 
· Answers inquiries from other Federal, State or local agencies, foreign missions, Industry, and importers regarding interpretations of Agency-enforced laws and regulations, case status, and enforcement policies.
· Prepares for and conducts hearings. Prepares data samples and information gathered during inspections and investigations and conducts informational hearings with non-compliant establishments.  Reviews, evaluates and prepares proposed legal actions to ascertain conformance with enforcement policy, regulatory objectives, jurisdiction, and adequacy of evidence.
· Seeks Court enforced compliance through legal actions brought against the violator in a court of law. Serves as a witness in court cases dealing with regulated products.  
· Evaluates and makes recommendations on necessary regulatory action required for complaints and product problem reports.  
· Prepares office correspondence stating Agency concerns in regulatory reviews. 	
· Maintains liaison with U.S. Customs officials to facilitate import inspections and regulations, and institutes and coordinates detentions and refusals of volatile products offered for import.
· Responds to requests from regulated industry, other organizations, the general public, and news media giving appropriate information in accordance with the laws and FDA guidelines.	
· Plans, organizes, and implements in cooperation with other field components, comprehensive industry education, training, and technical advice programs designed to promote voluntary compliance and self regulation by industries and industry associations, research institutions, and professional practitioners.
· Plans, conducts and directs highly technical, complex and multi-faceted inspections and in-depth investigations related to the production, control and testing of area of expertise products, is highly skilled in interview techniques as well as criminal investigation techniques and routinely makes recommendations to regional and district management Independently performs investigations involving complaints of injury or death attributable to products regulated by the FDA.
· Reviews reports of inspections and investigations for violations and determines the sufficiency of the evidence.  Independently acts upon the full range of violations within the area of expertise including emergency situations, uncooperative industry officials, ambiguous or dubious evidence and lack of precedents and guidelines.  
· Meets with industry representatives to exchange information and to provide advice and guidance regarding those aspects of review with deficiencies.  Industry officials are sometimes hostile or uncooperative and require considerable tact and firmness to obtain needed information.	
· Manages the review of previously approved products to determine whether they should continue to be permitted in light of current scientific safety criteria.  Coordinates the collection of data, manages the scientific review and recommends a course of actions. 
· Researches and prepares final background and decision papers for the signature of the Director.  
· Prepares memoranda, briefings, and other background material concerning substantive issues, findings, conclusions and proposed solutions to keep the Director and appropriate staff involved at key decision points. 
· Serves on task forces and study groups charged with considering problems or directions in the area of expertise.  Consults with staff members at all levels of the organization to achieve consensus on issues and resolve any disagreements on standards. 
·  Represents the agency on inter-agency review committees charged with reviewing Federal policies and making recommendations for consistency across agency lines.
· Serves as an expert witness in area of expertise in court cases dealing with regulated products.  Evaluates and makes recommendations on necessary regulatory action required for complaints and product problem reports. 
·  Prepares reply stating Agency concerns in regulatory reviews.  Is a member of the international inspection cadre and conducts inspections of both domestic and international establishments in area of expertise.
· Provides authoritative interpretations of applicable laws, regulations, and programs, advises management on a wide range of regulatory problems related to the industries regulated by FDA and recommends appropriate legal actions. 
· Advises various industry officials on official rules and regulations and recommends any changes that must be made to be in compliance. Monitors and/or manages compliance initiatives and serves as lead Agency representative on multi-agency or multi-organizational investigations.
· Ensures that non-complaint establishments make necessary changes to meet the regulations.  Enforcement includes the use of official correspondence, agency informal hearings as well as legal actions taken in a court of law.
· Reviews special and unusual problems submitted by various FDA areas and provides authoritative guidance to the resolve the issues causing the problems.  Such issues frequently deal with interpretations of law, policy and procedures.
· Conducts research into legal precedents and legislative history of the Acts enforced by FDA.  
· Prepares position papers for top FDA managers based on such research. 
·  Drafts responses to correspondence from within and outside the agency concerning FDA regulated products.
· Provide support to agency task forces establishing new or receiving regulations, procedures and programs having nation and international impact.  Prepares and presents informal remarks at briefings, training sessions, consumer industry workshops, etc.
POTENTIAL CAREER MAP
The following graphic shows a bird’s eye view of how an individual’s career path progresses potentially upward in grade and proficiency stage levels in the Consumer Safety series, GS-0696.   The GS Grade Levels are 9, 11, 12; 13.  The Proficiency Levels are Intermediate, Intermediate to Advance, Advance to Expert; Expert.

*A supervisory role may start at a GS-12 or 13 grades.  To determine if you are in a management or supervisor role review the position description.

GS Grade and Proficiency Levels Key:
 9 = Intermediate, 11= Intermediate to Advance, 12 = Advance; 13 = Expert

[image: ]
Figure 1:  0696 Consumer Safety Career Map
Success Factors 
Success factors provide guidance on how you may maximize performance and career success as you progress through career stages in Consumer Safety.  These success factors represent advice from subject matter experts based on their experience in the Consumer Safety field.  Note that many of the success factors indicated in this Guide do not tie to any particular specialty area or grade level.  Also, these statements do not tie to any specific competency or developmental experience.  After reading through the success factors, you should seek clarification from your supervisor on how best to implement some of the suggestions: 

· Serves as a resource to  staff and others (e.g., other government agencies, general public) in areas related to consumer safety
· Gains a comprehensive understanding of consumer safety-related issues associated with  products under review
· Identifies issues, problems, or opportunities and determines if action is needed. 
· Gathers and compiles data using various data collection techniques. Study technical writing as it applies to your work role.
· Compiles administrative records on submissions, resubmission, and other amendments (e.g., (J)INADs, NADAs, Food Additive Petitions, Division of Animal Feed submissions) 
· Join an industry or professional association.
· Read technical publications to keep up-to-date on new development in your field (e.g., books, professional newsletters, trade journals).
· Build an informal network of peers through which you can exchange ideas and discuss issues relevant to technical advances in your field.
· Learn from others on the job (e.g., obtain on-the-job training, ask others for guidance).
· Find a mentor for technical and/or career guidance.
· Interprets applicable laws, regulations, and policies 
· Prepares letters communicating FDA determinations regarding submission or inquiries  
· Work with your supervisor and assist with the development of an Individual Development Plan.
· Provides recommendations for administrative/regulatory actions (e.g., deficiency letters, information request letters, approvability or disapproval, warning letters)
· Participates in the decision making process concerning the actions that will be taken regarding deficiencies (e.g., labeling, record keeping, manufacturing) 
· Interprets applicable laws, regulations, and policies 
· Actively participate on a team such as with other co-workers or internal focus groups, to assist in accomplishing projects or in ensuring the success of the projects goals.


PROFICIENCY LEVEL DISTINCTIONS FOR BASELINE COMPETENCIES 
	Proficiency Level 
	Baseline Competencies

	5 = Expert 
	· Applies the competency in exceptionally difficult situations.
· Serves as a key resource and advises others

	4 = Advanced
	· Applies the competency in considerably difficult situations.
· Generally requires little or no guidance

	3 = Intermediate
	· Applies the competency in difficult situations.  
· Requires occasional guidance.

	2 = Basic
	· Applies the competency in somewhat difficult situations.
· Requires frequent guidance.

	1 = Awareness
	· Applies the competency in the simplest situations.
· Requires close and extensive guidance.


Baseline Competency Information
	BASELINE COMPETENCIES
	GS-7
	GS-9
	GS-11
	GS-12
	GS-13

	Consumer Safety Proficiency
	1-2
	2-3
	3-4
	4-5
	5

	Data Analysis and Interpretation 
	1-2
	2-3
	3-4
	4-5
	5

	Information Gathering
	1-2
	2-3
	3-4
	4-5
	5

	Scientific & Regulatory Advisement
	1-2
	2-3
	3-4
	4-5
	5

	Communication
	1-2
	2-3
	3-4
	4-5
	5

	Compliance
	1-2
	2-3
	3-4
	4-5
	5

	Inspection and Investigation
	1-2
	2-3
	3-4
	4-5
	5

	Negotiation
	1-2
	2-3
	3-4
	4-5
	5

	Ethics
	5
	5
	5
	5
	5

	Honesty
	5
	5
	5
	5
	5

	Reliability
	1-2
	2-3
	3-4
	4-5
	5

	Work Independently
	1-2
	2-3
	3-4
	4-5
	5

	Mentoring
	1-2
	2-3
	3-4
	4-5
	5


Table 1:  Baseline Competency Information
1. Consumer Safety Proficiency - Maintains and applies a comprehensive set of scientific and regulatory knowledge of consumer safety and related fields.
	Professional Levels
	Key Behaviors

	All Levels
	· Serves as a resource to staff and others (e.g., other government agencies, general public) in areas related to consumer safety.
· Gains a comprehensive understanding of consumer safety-related issues associated with products under review.
· Keeps abreast of crucial and precedent-setting issues under review within the Office, Center, Agency, regulated industry, and in the field of consumer safety.

	1=Awareness
	Occasionally exhibits sound consumer safety proficiency in all work matters.

	2=Basic
	Sometimes displays sufficient safety standards for consumer safety in all work matters.

	3=Intermediate
	Usually values consumer safety. 

	4=Advanced
	Even in the most difficult situations, ensures that consumer safety standards are met and progressed even further.

	5=Expert
	Models, leads, trains, and motivates multiple levels of personnel to be excellent in consumer safety proficiency.


Table 2:  Consumer Safety


	Grade Level
	GS-7
	GS-9
	GS-11
	GS-12
	GS-13

	Proficiency Scale
	
1-2
	
2-3
	
3-4
	
4-5
	
5


Table 3:  Proficiency Levels by Grade








2. Information Gathering - Locates appropriate sources of data and information; Obtains and stores this information in support of approval process and research activities and goals.
	Professional Levels
	Key Behaviors

	All Levels
	· Compiles administrative records on submissions, resubmission, and other amendments (e.g., (J)INADs, NADAs, Food Additive Petitions, Division of Animal Feed submissions).
· Obtains information from multiple databases (e.g., RFR, STARS, FACTS). 
· Obtains information from web-based sources (e.g., CFR, Animal Drugs at FDA.gov). 
· Consults with professionals within the Center, other government agencies, international entities, academia, and industry to gain information. 
·  Inputs data into appropriate computer tracking systems and databases .
· Compiles administrative records on regulatory cases applicable to a review or hearing.

	1=Awareness
	Occasionally gathers information sufficiently and accurately. 

	2=Basic
	Sometimes uses techniques to gather and store information. 

	3=Intermediate
	Usually ensures that regular information gathering occurs in obedience to standards set forth. 

	4=Advanced
	Even in the most difficult situations, ensures that information is gathered and stored using the best practices.

	5=Expert
	Models, leads, trains, and motivates multiple levels of personnel to be excellent in information gathering.


Table 4:  Information Gathering
Proficiency Levels by Grade
	Grade Level
	GS-7
	GS-9
	GS-11
	GS-12
	GS-13

	Proficiency Scale
	1-2
	2-3
	3-4
	4-5
	5


Table 5:  Proficiency Levels by Grade

3. Data Analysis and Interpretation - Data analysis and management include a basic knowledge of principles and techniques related to the analysis, presentation, and exchange of data.
	Professional Levels
	Key Behaviors

	All Levels
	· Analyze data using appropriate analytical procedures, techniques, or software. 
· Use basic descriptive or statistical techniques (e.g., mean, standard deviation, correlation) while conducting research. 
· Interpret results of analyses to reach understandable conclusions and recommendations. 
· Use appropriate information technology for data exchange. 
· Store and archive data at secure sites to ensure data integrity. 
· Collaborate with statisticians to analyze data.

	1=Awareness
	Occasionally analyzes data effectively; may avoid or miss opportunities. 

	2=Basic
	Sometimes demonstrates ability to analyze data needed to clarify a situation or make a decision, and seeks help from knowledgeable people when information is difficult to obtain. 

	3=Intermediate
	Usually identifies sources of data for a wide variety of needs, probes skillfully to get implied and indirect information as well as its context, and develops systems to improve the quality of data analysis.

	4=Advanced
	Even in the most difficult situations, identifies sources of data for a wide variety of needs, probes skillfully to get implied and indirect information as well as its context, and develops systems to improve the quality of data analysis.

	5=Expert
	Models, leads, trains, and motivates multiple levels of personnel to be excellent in data analysis.


Table 6:  Data Analysis and Interpretation
Proficiency Levels by Grade
	Grade Level
	GS-7
	GS-9
	GS-11
	GS-12
	GS-13

	Proficiency Scale
	1-2
	2-3
	3-4
	4-5
	5


Table 7:  Proficiency Levels by Grade

4. Scientific and Regulatory Advisement - Advises on animal and public health issues related to regulated veterinary products.
	Professional Levels
	Key Behaviors

	All Levels
	· Provides recommendations for administrative/regulatory actions (e.g., deficiency letters, information request letters, approvability or disapproval, warning letters).
· Participates in the decision making process concerning the actions that will be taken regarding deficiencies (e.g., labeling, record keeping, manufacturing). 
· Interprets applicable laws, regulations, and policies. 
· Prepares letters communicating determinations regarding submission or inquiries. 
· Responds to inquiries or sponsor submissions of deficiencies which have been recognized and recommends actions. 
· Provides authoritative advice and guidance to customers to gain compliance with applicable laws, policies, and regulations. 
· Participates in the development and implementation of regulations and policies pertaining to new drugs intended for animal use. 
· Provides responses to general inquiries from the regulated industry. 
· Participates in the development and implementation of regulations and policies pertaining to new drugs, devices, and feed intended for animal use. 
· Prepares communications (e.g., press releases) regarding regulatory decisions or requests for information from the regulated industry. 
· Provides responses to general inquiries from the scientific community, regulated industry, consumers and others. 
· Advises officials in other interrelated programs within and outside of the Center regarding inspection and investigation methods and procedures necessary to accomplish compliance, enforcement, and regulatory objectives. 
· Addresses professional groups on the areas of personal expertise. 
· Delivers outreach messages through a variety of media (e.g., conferences, workshops) in order to encourage an understanding of and compliance with Federal regulations, policies, and standards.
 
· Delivers training through a variety of media (e.g., conferences, workshops, seminars) in order to encourage an understanding of and compliance with Federal regulations, policies, and standards.

	1=Awareness
	Occasionally advises on health issues; may avoid or miss opportunities. 

	2=Basic
	Sometimes demonstrates the ability to advise insightfully and makes good decisions.

	3=Intermediate
	Usually advises and consults on health issues satisfactorily. 

	4=Advanced
	Even in the most difficult situations, advises insightfully and in depth. 

	5=Expert
	Models, leads, trains, and motivates multiple levels of personnel to be excellent in scientific and regulatory advisement.


Table 8:  Scientific and Regulatory Advisement
Proficiency Levels by Grade
	Grade Level
	GS-7
	GS-9
	GS-11
	GS-12
	GS-13

	Proficiency Scale
	1-2
	2-3
	3-4
	4-5
	5


Table 9:  Proficiency Levels by Grade
5. Communication - Delivers clear, effective communication and takes responsibility for understanding others.
	Professional Levels
	Key Behaviors

	All Levels
	· Clearly and effectively conveys information verbally. 
· Asks appropriate questions. 
· Organizes, expresses, and communicates ideas clearly in writing. 
· Listens actively; asks clarifying questions and summarizes or paraphrases what others have said to verify understanding. 
· Ensures that regular communication occurs based on the needs of the work, the individual, management or the situation. 
· Uses analogies, visuals, and other techniques to tailor communications to specific audiences. 
· Identifies and uses effective communication channels and methods (e.g., presentations, electronic dissemination, and social media). 
· Utilizes skill in presenting information, analysis, ideas and positions in a clear, succinct, accurate, convincing manner, as is appropriate with the audience.

	1=Awareness
	Occasionally is attentive to communication, but may avoid or miss opportunities to deliver effective communication or take responsibility to understand others.

	2=Basic
	Sometimes uses appropriate grammar and choice of words, organizes and expresses ideas clearly, and keeps others informed of the status of projects.

	3=Intermediate
	Usually ensures that regular communication occurs based on the needs of the project or individual, listens well, clarifies the intent of others’ communication, tailors communication to the level of the audience, and utilizes creative methods such as analogies and visuals to communicate complex ideas.

	4=Advanced
	Even in the most difficult situations, ensures that regular communication occurs based on the needs of the project or individual, listens well, clarifies the intent of others’ communication, tailors communication to the level of the audience, and identifies creative methods such as analogies and visuals to communicate complex ideas.

	5=Expert
	Models, leads, trains, and motivates multiple levels of personnel to be excellent in attention to communication.


Table 10:  Communication
Proficiency Levels by Grade
	Grade Level
	GS-7
	GS-9
	GS-11
	GS-12
	GS-13

	Proficiency Scale
	1-2
	2-3
	3-4
	4-5
	5


Table 11:  Proficiency Levels by Grade
6. Compliance - Ability to evaluate inspection, investigation and laboratory analytical reports of violations to determine the appropriate legal or corrective actions.  
	Professional Levels
	Key Behaviors

	All Levels
	· Holding hearings to give alleged violators an opportunity to be heard;
· Preparing documentation, witnesses, and supporting evidence for legal action and/or; where actions are contested, working closely with the Office of the General Counsel and U.S. Attorneys in supporting the Federal Government’s position. 
· Persuading industry officials to comply with the laws and regulations voluntarily;
· Applying knowledge of the laws, regulations, policies and priorities of the agency to evaluate violations and to advice industry, consumer, and personnel within the agency on matter of interpretation and intent.  

	1=Awareness
	Occasionally is attentive to compliance standards, but may avoid or miss opportunities to fully comply satisfactorily. 

	2=Basic
	Sometimes uses proper compliance measures.

	3=Intermediate
	Usually ensures that the proper measures are taken for all work and actions to full comply with standards. 

	4=Advanced
	Even in the most difficult situations, ensures that there is compliance across the organization. 

	5=Expert
	Models, leads, trains, and motivates multiple levels of personnel to be excellent in compliance.


Table 12:  Compliance
Proficiency Levels by Grade
	Grade Level
	GS-7
	GS-9
	GS-11
	GS-12
	GS-13

	Proficiency Scale
	1-2
	2-3
	3-4
	4-5
	5


Table 13:  Proficiency Levels by Grade
7. Negotiation - Facilitates positive outcomes that satisfy the interests and objectives of concerned parties.
	Professional Levels
	Key Behaviors

	All Levels
	· Listens empathetically to all parties 
· Asks questions to clarify positions and understand the interests and concerns of others
· Builds trust by focusing on facts instead of special interests, biases, or emotions
· Keeps the process moving forward 
· Moves to solutions and compromise by focusing on expanding areas of agreement and narrowing areas of disagreement 
· Remains calm and deals effectively with conflict or attacks 
· Uses third parties and small wins to overcome impasses. 
· Walks away or takes a tough stand when an equitable agreement or compromise cannot be achieved .

	1=Awareness
	Occasionally is proficient with negotiating. 

	2=Basic
	Sometimes uses appropriate negotiating techniques to bring parties together and accomplish the goals of the organization. 

	3=Intermediate
	Usually ensures negotiation takes place so that there is balance and harmony amongst different individuals and groups.

	4=Advanced
	Even in the most difficult situations, ensures that there are positive outcomes through negotiation. 

	5=Expert
	Models, leads, trains, and motivates multiple levels of personnel to be excellent in negotiation. 


Table 14:  Negotiation
Proficiency Levels by Grade
	Grade Level
	GS-7
	GS-9
	GS-11
	GS-12
	GS-13

	Proficiency Scale
	1-2
	2-3
	3-4
	4-5
	5


Table 15:  Proficiency Levels by Grade
8. Inspection and Investigations - Ability to inspect establishments that manufacture, process, store, distribute or sell regulated products.  Inspections are required by law and may be part of an enforcement program or in response to specific complaint.  
	Professional Levels
	Key Behaviors

	All Levels
	· Evaluating raw materials, manufacturing methods and process, laboratory analyses, packaging and distribution methods, labeling, storage conditions, and quality control techniques in terms of their effects on safety, purity , and effectiveness of the products
· Collecting evidence necessary to determine whether the illness, injury or death may be attributed to violations of laws enforced by the agency.  
· Presenting evidence in court obtained during an inspection or investigation.

	1=Awareness
	Occasionally is attentive to inspection and investigations, but may avoid or miss opportunities. 

	2=Basic
	Sometimes is conscientious concerning inspection and investigations.

	3=Intermediate
	Usually is quite proficient concerning all things inspection and investigations. 

	4=Advanced
	Even in the most difficult situations, prioritizes inspection and investigations.

	5=Expert
	Models, leads, trains, and motivates multiple levels of personnel to be excellent in inspection and investigations.


Table 16:  Inspection and Investigations
Proficiency Levels by Grade
	Grade Level
	GS-7
	GS-9
	GS-11
	GS-12
	GS-13

	Proficiency Scale
	1-2
	2-3
	3-4
	4-5
	5


Table 17:  Proficiency Levels by Grade
9. Honesty - Gains the trust of others by taking responsibility for own actions and telling the truth.
	Professional Levels
	Key Behaviors

	All Levels
	· Follows through on commitments and agreements. 
· Respects confidentiality. 
· Admits mistakes when in low risk situations.
· Consistently tells the truth. 
· Maintains confidentiality regardless of pressure from others.
· Admits mistakes in spite of the potential for negative consequences.
· Takes stands based on principles and values despite personal or professional risk. 
· Challenges others who are not acting with integrity or telling the truth. 
· Assists protégé in navigating organizational landscape to achieve objectives. 
· Assists, supports, and encourages others in identifying difficulties, prioritizing tasks, defining goals (e.g., creating an IDP), and producing positive results.

	1=Awareness
	Occasionally demonstrates honesty; may avoid or miss opportunities. 

	2=Basic
	Sometimes demonstrates honesty.

	3=Intermediate
	Usually is honest and open with leadership and colleagues regarding work and projects.

	4=Advanced
	Even in the most difficult situations, acts honestly and justly.

	5=Expert
	Models, leads, trains, and motivates multiple levels of personnel to be excellent in honesty.


Table 18:  Honesty
Proficiency Levels by Grade
	Grade Level
	GS-7
	GS-9
	GS-11
	GS-12
	GS-13

	Proficiency Scale
	5
	5
	5
	5
	5


Table 19:  Proficiency Levels by 
10. Reliability - Dependable people can be counted on to carry out their responsibilities in the manner expected by their organization.
	Professional Levels
	Key Behaviors

	All Levels
	· Maintain business commitments to others. 
· Demonstrate dependability and loyalty.
· Complete tasks that have been committed or accepted. 
· Inform appropriate individuals in a timely manner if problems result in the inability to meet commitments so that appropriate action can be taken and good will maintained.  

	1=Awareness
	Occasionally demonstrates reliability; may avoid or miss opportunities. 

	2=Basic
	Sometimes demonstrates reliability, but may fail occasionally to come through in certain circumstances.

	3=Intermediate
	Usually is reliable in all circumstances. 

	4=Advanced
	Even in the most difficult situations, acts reliably. 

	5=Expert
	Models, leads, trains, and motivates multiple levels of personnel to be excellent in reliability.


Table 20:  Reliability

Proficiency Levels by Grade
	Grade Level
	GS-7
	GS-9
	GS-11
	GS-12
	GS-13

	Proficiency Scale
	1-2
	2-3
	3-4
	4-5
	5


Table 21:  Proficiency Levels by Grade


11. Work Independently - The capability to work on your own with little or no supervision.
	Professional Levels
	Key Behaviors

	All Levels
	· Is self-directed and conscientious. 
· Can critically assess completed work and make appropriate changes. 
· Initiates and plans new projects.
· Requires little supervision and direction in order to complete tasks appropriately and on time.

	1=Awareness
	Occasionally demonstrates independence; may avoid or miss opportunities.  

	2=Basic
	Sometimes demonstrates independence.

	3=Intermediate
	Usually is independently and self-sufficient. 

	4=Advanced
	Even in the most difficult situations, acts independently and smartly.

	5=Expert
	Models, leads, trains, and motivates multiple levels of personnel to be excellent in working independently.


Table 22:  Work Independently
Proficiency Levels by Grade
	Grade Level
	GS-7
	GS-9
	GS-11
	GS-12
	GS-13

	Proficiency Scale
	1-2
	2-3
	3-4
	4-5
	5


Table 23:  Proficiency Levels by Grade
12. Mentoring - Helps others, regardless of reporting relationship, to acquire the awareness, confidence, and resources necessary to fulfill their potential.
	Professional Levels
	Key Behaviors

	All Levels
	· Acts as a role model and example to others. 
· Maintains a genuine interest in facilitating the personal and professional growth of others, regardless of reporting relationship. 
· Provides informal developmental feedback. 
· Listens actively to what is said and not said, and to support others' self expression. 
· Shares expertise and provides informal advice. 
· Assists protégé in navigating organizational landscape to achieve objectives. 
· Assists, supports, and encourages others in identifying difficulties, prioritizing tasks, defining goals (e.g., creating an IDP), and producing positive results.

	1=Awareness
	Occasionally mentors developing employees; may avoid or miss opportunities. 

	2=Basic
	Sometimes demonstrates ability to mentor effectively and assist with directing others in proper career direction.

	3=Intermediate
	Usually mentors individuals and looks for opportunities to mentor.

	4=Advanced
	Even in the most difficult situations, identifies mentoring candidates and looks for ways to assist others.

	5=Expert
	Models, leads, trains, and motivates multiple levels of personnel to be excellent in mentorship.


Table 24:  Mentoring
Proficiency Levels by Grade
	Grade Level
	GS-7
	GS-9
	GS-11
	GS-12
	GS-13

	Proficiency Scale
	1-2
	2-3
	3-4
	4-5
	5


Table 25:  Proficiency Levels by Grade
BASELINE JOB REQUIREMENTS AND PROFICIENCY DEMONSTRATIONS, BY GRADE
GS-0696-07 Consumer Safety Officer
Baseline Job Requirements 
The Consumer Safety Officer (CSO) maintains a practical knowledge of concepts, principles, and practices of scientific fields related to consumer safety (e.g., chemistry, biology, microbiology, pharmacology, food technology, agriculture, animal science, nutrition, veterinary science) gained through relevant education or experience to perform the duties described above with occasional supervisory guidance.

The CSO also requires a practical knowledge of the following:
· Drug classes and approval process
· Current products, manufacturing practices, and related problems associated with CVM-regulated industries
· Sources of applicable data and information (e.g., Software, search engines, and scientific databases, directives, scientific and trade publications)
· Major consumer safety decisions and precedent actions
· Applicable laws (e.g., Food, Drug and Cosmetic Act; National Environmental Policy Act [NEPA] regulations, and policies
· The animal drug and feed review and approval process
Proficiency Demonstrations

The CSO performs a broad range of assignments involving different and unrelated inspection and investigative processes and methods as an individual contributor and/or member of a specialized team.  The CSO identifies and analyzes interrelationships and differences among numerous variables associated with regulated products.   The CSO decides what needs to be done based upon the analysis of the product under review

Education Requirements
Degree: that included at least 30 semester hours in one or a combination of the following: biological sciences, chemistry, pharmacy, physical sciences, food technology, nutrition, medical science, engineering, epidemiology, veterinary medical science, or related scientific fields that provided knowledge directly related to consumer safety officer work. The 30 semester hours can include up to 8 semester hours in statistics, or course work that included the principles, theory, or practical application of computers or computer programming.
GS-0696-09 Consumer Safety Officer
Baseline Job Requirements
Basic knowledge of the Food, Drug and Cosmetic Act, implementing rules and regulations, court precedents applied to area of assigned responsibility.
· Basic knowledge of industry/commodities representing area for which responsible, of the raw materials, products, manufacturing practices and related problems associated with industries/commodities which make up area of assigned responsibility.
· Knowledge of and skill in selecting, adapting and applying investigative methods and negotiating techniques in order to conduct complete and professional inspections and investigations, persuade reluctant persons and officials to provide information or access to information, and persuade industry to agree to terms needed to achieve compliance.
· Knowledge of policies, patterns and practices of firms as those relate to applicable compliance programs. This knowledge is necessary to understand extensive, complex and complicated manufactures and operations, and to recognize any discrepancies or inconsistencies between information reported and made available and the true nature of manufacturer, importer or broker being inspected or investigated being inspected or investigated.
· Ability to keep abreast of the latest scientific and technological changes and advances in the area of assigned responsibility, and the conditions of the firms in assigned DO and related firms and activities in other DOs.
· Knowledge of US Customs Service laws and regulations to perform import inspections and investigations that violate both FDA and US Custom Services import regulations.
Proficiency Demonstrations

The work involves basic inspection and investigative duties associated with the area of assigned responsibility including investigations and inspections, negotiations, and public information and education activities.  Investigations and inspections typically involve complicating factors such as the analysis of complex policies, practices and operations; more than one reasonable interpretation exists of legal or regulatory guidelines; serious obstacles exist such as many facts being in conflict or disputed.
Actions taken by the investigator require judgments on the accuracy and credibility of a large number of findings and records, the significance of and interrelationships between particular facts and findings from among a vast body of information, opinions, and observations, and the most appropriate legal interpretations and precedents to apply to the facts.  
Assignments involve a combination of scientific and regulatory responsibilities which usually call for a number of atypical inspection or investigative approaches of accepted practices. Determinations on approaches include evaluation of a typical disease conditions, procedure adjustments, and inconclusive or adverse findings and conclusions. Duties involve passing judgment on a number of conditions, organizing inspection or investigation activities, or improving other evaluation procedures.
Education Requirements
Degree: that included at least 30 semester hours in one or a combination of the following: biological sciences, chemistry, pharmacy, physical sciences, food technology, nutrition, medical science, engineering, epidemiology, veterinary medical science, or related scientific fields that provided knowledge directly related to consumer safety officer work. The 30 semester hours can include up to 8 semester hours in statistics, or course work that included the principles, theory, or practical application of computers or computer programming.
GS-0696-11 Consumer Safety Officer
Baseline Job Requirements

· Knowledge of the Food, Drug and Cosmetic Act, implementing rules and regulations, court precedents applied to area of assigned responsibility.
· Knowledge of industry/commodities representing area for which responsible, of the raw materials, products, manufacturing practices and related problems associated with industries/commodities which make up area of assigned responsibility.
· Knowledge of and skill in selecting, adapting and applying investigative methods and negotiating techniques in order to conduct complete and professional inspections and investigations, persuade reluctant persons and officials to provide information or access to information, and persuade industry to agree to terms needed to achieve compliance.
· Knowledge of policies, patterns and practices of firms as those relate to applicable compliance programs. This knowledge is necessary to understand extensive, complex and complicated manufactures and operations, and to recognize any discrepancies or inconsistencies between information reported and made available and the true nature of manufacturer, importer or broker being inspected or investigated being inspected or investigated.
· Ability to keep abreast of the latest scientific and technological changes and advances in the area of assigned responsibility, and the conditions of the firms in assigned DO and related firms and activities in other DOs.
· Knowledge of US Customs Service laws and regulations to perform import inspections and investigations that violate both FDA and US Custom Services import regulations.
Proficiency Demonstrations
· The work involves the full range of inspection and investigative duties associated with the area of assigned responsibility including investigations and inspections, negotiations, and public information and education activities.  Investigations and inspections typically involve complicating factors such as the analysis of complex policies, practices and operations; more than one reasonable interpretation exists of legal or regulatory guidelines; serious obstacles exist such as many facts being in conflict or disputed; facts are hidden or records contain significant inaccuracies or inadequacies or have been tampered with, facts are inconclusive and must be linked together with other separate facts to establish patterns of behavior or practice; witnesses, complainants, subjects, or respondents are reluctant to cooperate, or unable or unwilling to furnish required information; there is a need to conduct negotiations in the face of resistance in order to obtain compliance; assignments involve situation which impose restrictions on normal investigative and inspection activities; or there is the need for extremely rapid development, requiring identification of violations and obtaining adequate substantiating evidence quickly.  
· Decisions regarding what needs to be done must take into account the variety of facts review, lack of clearly applicable legal and regulatory guidelines, and the obstacles encountered such as incomplete and conflicting information and findings.  These conditions cast some doubt on which of several possible approaches to take to overcome these difficulties and resolve compliance issues.
· Actions taken by the investigator require judgments on the accuracy and credibility of a large number of findings and records, the significance of and interrelationships between particular facts and findings from among a vast body of information, opinions, and observations, and the most appropriate legal interpretations and precedents to apply to the facts.  The work also requires that methods be adapted to overcome significant obstacles that arise or that have been deliberately placed in the path of the investigation or inspection.
· Assignments involve a combination of scientific and regulatory responsibilities which usually call for a number of atypical inspection or investigative approaches of accepted practices. Determinations on approaches include evaluation of atypical disease conditions, procedure adjustments, and inconclusive or adverse findings and conclusions. Duties involve passing judgment on a number of conditions, organizing inspection or investigation activities, or improving other evaluation procedures.
Education Requirements
Degree: that included at least 30 semester hours in one or a combination of the following: biological sciences, chemistry, pharmacy, physical sciences, food technology, nutrition, medical science, engineering, epidemiology, veterinary medical science, or related scientific fields that provided knowledge directly related to consumer safety officer work. The 30 semester hours can include up to 8 semester hours in statistics, or course work that included the principles, theory, or practical application of computers or computer programming.
GS-0696-12 Consumer Safety Officer
Baseline Job Requirements

· Knowledge of the Food, Drug and Cosmetic Act, implementing rules and regulations, court precedents applied to area of assigned responsibility.
· Knowledge of industry/commodities representing area for which responsible, of the raw materials, products, manufacturing practices and related problems associated with industries/commodities which make up area of assigned responsibility.
· Knowledge of and skill in selecting, adapting and applying investigative methods and negotiating techniques in order to conduct complete and professional inspections and investigations, persuade reluctant persons and officials to provide information or access to information, and persuade industry to agree to terms needed to achieve compliance.
· Knowledge of policies, patterns and practices of firms as those relate to applicable compliance programs. This knowledge is necessary to understand extensive, complex and complicated manufactures and operations, and to recognize any discrepancies or inconsistencies between information reported and made available and the true nature of manufacturer, importer or broker being inspected or investigated being inspected or investigated.
· Ability to keep abreast of the latest scientific and technological changes and advances in the area of assigned responsibility, and the conditions of the firms in assigned DO and related firms and activities in other DOs.
· Knowledge of US Customs Service laws and regulations to perform import inspections and investigations that violate both FDA and US Custom Services import regulations.
Proficiency Demonstrations

· The work involves the full range of inspection and investigative duties associated with the area of assigned responsibility including investigations and inspections, negotiations, and public information and education activities.  Investigations and inspections typically involve complicating factors such as the analysis of complex policies, practices and operations; more than one reasonable interpretation exists of legal or regulatory guidelines; serious obstacles exist such as many facts being in conflict or disputed; facts are hidden or records contain significant inaccuracies or inadequacies or have been tampered with, facts are inconclusive and must be linked together with other separate facts to establish patterns of behavior or practice; witnesses, complainants, subjects, or respondents are reluctant to cooperate, or unable or unwilling to furnish required information; there is a need to conduct negotiations in the face of resistance in order to obtain compliance; assignments involve situation which impose restrictions on normal investigative and inspection activities; or there is the need for extremely rapid development, requiring identification of violations and obtaining adequate substantiating evidence quickly.  
· Decisions regarding what needs to be done must take into account the variety of facts review, lack of clearly applicable legal and regulatory guidelines, and the obstacles encountered such as incomplete and conflicting information and findings.  These conditions cast some doubt on which of several possible approaches to take to overcome these difficulties and resolve compliance issues.
· Actions taken by the investigator require judgments on the accuracy and credibility of a large number of findings and records, the significance of and interrelationships between particular facts and findings from among a vast body of information, opinions, and observations, and the most appropriate legal interpretations and precedents to apply to the facts.  The work also requires that methods be adapted to overcome significant obstacles that arise or that have been deliberately placed in the path of the investigation or inspection.
· Assignments involve a combination of scientific and regulatory responsibilities which usually call for a number of atypical inspection or investigative approaches of accepted practices. Determinations on approaches include evaluation of atypical disease conditions, procedure adjustments, and inconclusive or adverse findings and conclusions. Duties involve passing judgment on a number of conditions, organizing inspection or investigation activities, or improving other evaluation procedures.
Education Requirements

Degree: that included at least 30 semester hours in one or a combination of the following: biological sciences, chemistry, pharmacy, physical sciences, food technology, nutrition, medical science, engineering, epidemiology, veterinary medical science, or related scientific fields that provided knowledge directly related to consumer safety officer work. The 30 semester hours can include up to 8 semester hours in statistics, or course work that included the principles, theory, or practical application of computers or computer programming.
GS-0696-13 Consumer Safety Officer
Baseline Job Requirements
· Mastery knowledge of a category of products or a functional specialty which is distinctly more difficult to work with because of the medicine, science, and/or technologies involved and because the legal and regulatory concepts necessary to enforce the law are correspondingly more complex and/or unprecedented. 
· Mastery knowledge of enabling legislation, policies, implementing regulations and procedures, organizational structures, and interrelationships of compliance organizations and programs with each other in relation to area of responsibility. 
· Comprehensive knowledge of and skill in selecting, adapting, and applying investigative methods and negotiating techniques.  
· Knowledge of written and verbal communication practices and principles to prepare and present written reports, findings, and recommendations; develop analyses that are used for disposition of cases, testimony to be presented, presentations and as instruments for negotiations; conduct negotiations with industry representatives and other government agencies; and, develop formal training programs. 
· Broad knowledge of a variety of various scientific and technical disciplines is necessary to carry out tasks related to the compliance of FDA regulations.
· Mastery of the principles, practices, and theories utilized in the production of products in area of expertise to serve as a technical authority in properties, analysis, behavior, and the impact of these properties on the safety and effectiveness of products; provide authoritative advice and assistance on extensive, complex, and complicated manufacturing processes and operations, and inspectional problems relative to the safety and effectiveness of products in area of expertise; recognize any discrepancies or inconsistencies between information reported and made available and the true nature of the manufacturer being inspected or investigated; and, provide written analyses of data and in-depth fault analysis evaluations and product failures aimed at preserving and protecting the public health. 
· Comprehensive knowledge of and skill in selecting, adapting, and applying investigative methods and negotiating techniques.
· Broad knowledge of a variety of various scientific and technical disciplines are necessary to carry out tasks related to the regulation of their area of expertise industry including production of blood and plasma products and devices used in the collection and processing of these products. 
Proficiency Demonstrations
· The work involves the full range of inspection and investigative duties associated with the area of assigned responsibility including investigations and inspections, negotiations, and public information and education activities.  Investigations and inspections typically involve complicating factors such as the analysis of complex policies, practices and operations; more than one reasonable interpretation exists of legal or regulatory guidelines; serious obstacles exist such as many facts being in conflict or disputed; facts are hidden or records contain significant inaccuracies or inadequacies or have been tampered with, facts are inconclusive and must be linked together with other separate facts to establish patterns of behavior or practice; witnesses, complainants, subjects, or respondents are reluctant to cooperate, or unable or unwilling to furnish required information; there is a need to conduct negotiations in the face of resistance in order to obtain compliance; assignments involve situation which impose restrictions on normal investigative and inspection activities; or there is the need for extremely rapid development, requiring identification of violations and obtaining adequate substantiating evidence quickly.  
· Decisions regarding what needs to be done must take into account the variety of facts review, lack of clearly applicable legal and regulatory guidelines, and the obstacles encountered such as incomplete and conflicting information and findings.  These conditions cast some doubt on which of several possible approaches to take to overcome these difficulties and resolve compliance issues.
· Actions taken by the investigator require judgments on the accuracy and credibility of a large number of findings and records, the significance of and interrelationships between particular facts and findings from among a vast body of information, opinions, and observations, and the most appropriate legal interpretations and precedents to apply to the facts.  The work also requires that methods be adapted to overcome significant obstacles that arise or that have been deliberately placed in the path of the investigation or inspection.
Education Requirements
Degree: that included at least 30 semester hours in one or a combination of the following: biological sciences, chemistry, pharmacy, physical sciences, food technology, nutrition, medical science, engineering, epidemiology, veterinary medical science, or related scientific fields that provided knowledge directly related to consumer safety officer work. The 30 semester hours can include up to 8 semester hours in statistics, or course work that included the principles, theory, or practical application of computers or computer programming.

RECOMMENDED TRAINING FOR QUALITATIVE / QUANTITATIVE ANALYSIS
	Proficiency Levels
	Recommended Training
	Potential Vendor(s)

	Entry (1) or Intermediate (2)
	Basic Mathematics 
Practical Statistics
Customer Service
Communication and Listening Skills
Group Processes and Teamwork
Microsoft Office Training
Presentations and Briefings


	USDA Grad School

HHS Learning Portal

	Intermediate (2) or Intermediate to Advanced (3)
	Introductory Statistics I 
Team Building
Technical Writing
Project Management
Management Theories and Practices (TQM, Six Sigma, Balance Scorecard)
Introduction to MS Project 2003

	
HHS Learning Portal
OPDIV Training Center
USDA Grad School

	

Intermediate to Advanced (3)
	Evaluation under OMB Program Assessment Rating Tool (PART): An Introduction
Survey Design and Collection
COTR Training
Regulatory Training
Food and Drug Law
Biologics Law
New Reviewers Training

	
HHS Learning Portal
OPDIV Training Center
USDA Grad School

	Intermediate to Advanced(3) or Advanced (4)
	Introductory Statistics II 
Scientific Course Seminars and Workshops
Decision Support: Building New Analytical Skills
Communicating Analysis Results
Data Collection and Analysis
Intermediate MS Excel 2003

	Management Concepts
USDA Grad School
OPDIV Universities
HHS Learning Portal

	
Advanced (4)
	Advanced Data Analysis Techniques and Strategies
Analytic Techniques – Advanced
Budget Fundamentals
Budget Formulation and Execution
Business Systems
	
Management Concepts
OPDIV Universities
HHS Learning Portal


Table 26:  Recommended Training
DEVELOPMENTAL OPPORTUNITIES
To Strengthen Your General Competencies:
· Actively participate on teams
· Seek or self-nominate for detail assignments
· Seek shadowing opportunities through your supervisor
· Develop mentoring relationships
· Self-assign targeted literature reviews
· Gain collaborative workgroup assignments
· Seek assignment to Special Projects (e.g. process flow chart development; benchmark reports, etc)
· Volunteer to participate in a high-visibility project.
· Take advantage of the wide variety of written and intranet materials that provide information about HHS and the scope of its mission and operations
· Learn new technologies (e.g., through self-study, seminars)
· Study technical writing as it applies to your work role
· Attend conferences, meetings, or seminars
· Join an industry or professional associations
· Read technical publications to keep up-to-date on developments in your field (e.g., books, professional newsletters, trade journals)
· Build an informal network of peers through which you can exchange ideas and discuss issues relevant to technical advances in your field.
· Learn from others on the job (e.g., obtain on-the-job training, ask others for guidance).
· Find a mentor for technical and/or career guidance
· Study lessons learned from reviews of failed and successful projects.
  To Strengthen Technical Competencies:
· Work with your supervisor and assist with the development of an Individual Development Plan.
· Conduct interviews or informational sessions with senior analysts to gain insight into the skills critical for success.
· Actively participate on a team with co-workers or internal focus groups, to assist in accomplishing projects or to enhance the success of the projects goals.
DEVELOPMENTAL ACTIVITIES
Training is only one option, other developmental ideas include:
· Reading/Studying
· Developing SOPs
· Specific assignments/On the job training
· Rotations with customers
· Completing/Leading special project(s)
· Membership in professional organizations
· Participating in committees
· Shadowing
· Mentoring (Become a mentor!)
· Volunteering
· Peer coaching
· Cross-Training (Also Intramural vs. Extramural)
· Leading Teams
ADDITIONAL TRAINING OPPORTUNITIES AND RESOURCES:
SkillSoft Training Courses in the HHS Learning Management System (LMS)
The Learning Management System has thousands of free online training courses for all HHS employees on topics such as IT programming and certifications, MS Office Programs, Business, Live learning, Legal information, and Federal programs:
Microsoft Office Training
The official training site of the Microsoft Office suite covers many topics and has separate pages for 2003, 2007 and 2010 versions.
OPDIV IT Training
Free training programs taught by IT Specialists focused on basic IT programs and data tracking systems.
OPDIV Training Centers
Provides training for Administrative Professionals at the OPDIV level who are responsible for providing comprehensive administrative support.  Such incumbents may serve as principal advisors to important agency organizations.  They may participate in the development and implementation of management policies, the planning of organizational needs, and the preparation of plans, goals, objectives, or criteria for management processes. These positions require knowledge of a wide range of qualitative and/or quantitative methods for the development and management of major administrative programs, demonstrated analytical ability, and strong written and verbal communications skills.
OPDIV Library Resource Training
OPDIV Libraries offers training on how to effectively find, appraise and manage information using an array of electronic library resources. Topics include: how to search the biomedical literature, access online journals, order and receive articles via email, set up a research update service, use bibliographic management software to manage a personal library collection, and format bibliographies.
Pathways Program
The Management Intern Program offers outstanding HHS employees the opportunity to explore different administrative career fields, gain invaluable insight into the DHHS, and to prepare for future administrative or leadership positions.
HHS Mentoring Program
The HHS mentoring program was created to help federal employees develop their knowledge, skills, and abilities. Build a year-long relationship as either a mentor or a mentee, and participate in HHS and NIH program events, activities, and resources to facilitate personal and professional growth. 
OPDIV Video casting and Podcasts
Watch OPDIV Conferences and Seminars that are recorded live and then archived within:
· The HHS Learning Portal
· The Leadership Development Channel
[bookmark: _Toc324422665]Free Classes and Lectures
Excel is fun
YouTube has over 1600 instructional videos about Microsoft Excel. There are playlists dealing with Excel basics, pivot tables, finance and statistical functions, and much more. 
Leadership Resources
Twenty-five free online leadership resources can be found at:
http://people-equation.com/25-free-leadership-resources/
ITunes University
A powerful distribution system for everything from lectures to language lessons, films to labs, audiobooks to tours — this is an innovative way to get educational content into everyone’s hands. More than 350,000 free lectures, videos, films, and other resources — from all over the world.
Open Courseware Consortium
The Open CourseWare Consortium is a worldwide collaboration of higher education institutions and associated organizations creating a broad and deep body of open educational content using a shared model. You can search for courses based on keywords, language, and source, or visit university homepages to find more courses. 
TED
TED is a clearinghouse that offers free knowledge and inspiration from the world's most inspired and articulate thinkers.  The site houses free lectures by scientists, physicians, philosophers, professors and more.  Topics include:  Science, Technology, Business, Design and Global Issues.
OPDIV Acquisition Management Training Resource Center
The site contains information about NIH/HHS acquisition certification requirements, training options, FAQs, and additional acquisitions resources.
[bookmark: _Toc324422666]Language Development
American Sign Language Online
ASL University is an online American Sign Language curriculum resource center. ASLU provides free self-study materials, lessons, and information. 
Free Language Lessons
Learning a language can sharpen your mind and broaden your horizons. This page has sites that will help you get started learning any of 40 different languages.
[bookmark: _Toc324422667]Free Books
Books 24x7
Thousands of Free online books, concise summaries of today's foremost business books, live and on demand videos of preeminent thought leaders and business gurus, best practices from leading senior executives of Fortune 5000 companies. Available in the HHS LMS:
Learn Out Loud
Learn Out Loud offers a wide selection of free audio books, lectures, speeches, and interviews on different subjects. 
PubMed
PubMed comprises more than 21 million citations for biomedical literature from MEDLINE, life science journals, and online books. Citations may include links to full-text content from PubMed Central and publisher web sites. 
The National Library of Medicine
Bookshelf provides free access to over 700 texts in life science and healthcare. A vital node in the data-rich resource network at NCBI, Bookshelf enables users to easily browse, retrieve, and read content, and spurs discovery of related information. 
Your Public Library
[bookmark: _Toc324422668]Free Conferences and Seminars
DDM Seminar Series
The DDM Seminar Series offers the NIH community engaging presentations that provide meaningful insights into leadership and management concepts, challenges, and solutions. The seminars provide NIH employees with the opportunity to advance their knowledge of best practices in a variety of leadership and management areas.
Management Seminar Series
The Management Seminar Series (MSS) provides an opportunity for administrative and scientific staff to obtain or enhance management skills through discussions and presentations addressing core management issues and NIH-related matters.
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