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CNMC/FDA-CBER Pediatric Infectious Diseases Fellowship Curriculum 
 
  
 
Background: The Division of Pediatric Infectious Diseases at Children’s National 
Medical Center (CNMC) and the Food and Drug Administration, Center for Biologics 
Evaluation and Research (FDA-CBER) fellowship training program. All clinical 
activities and training occur at CNMC, while FDA-CBER provides funding, mentorship, 
and a physical setting for the conduct of scholarly activities as required by the American 
Board of Pediatrics (ABP) training requirements for subspecialty certification. FDA-
CBER fellows serve as medical officers in training within the CBER Office of Vaccines, 
Division of Vaccines and Related Products Applications (DVRPA).  This document 
describes the formal curriculum for the portion of the fellowship program at FDA-CBER. 
 
Goals and objectives for successful completion of the FDA-CBER fellowship 
curriculum (categorized by ACGME core competency): 
 
Patient Care/Regulatory Practice 
• Trainees must practice sound medical decision making in formulating risk-benefit 

analyses of vaccines and related products. 
• Trainees must demonstrate proficiency in preparing clear, concise, and well-reasoned 

written clinical reviews. 
• Trainees must demonstrate proficiency with CBER regulatory computer systems. 
 
Medical/Regulatory Knowledge 
• Trainees must demonstrate broad knowledge of the FDA regulatory process for the 

development and licensure of vaccines and related products, including: 
1. stages of pre-clinical and clinical development 
2. licensure process 
3. post-marketing issues 

• Trainees must become familiar with the functional organization of the FDA at the 
center, office, and division levels. 

• Trainees must demonstrate a working understanding of laws and regulations 
applicable to review processes. 

• Trainees must demonstrate an understanding of regulatory review team composition 
and duties. 

• Trainees must demonstrate an appreciation of good scientific clinical trial design and 
the necessary components of ethical clinical trial conduct. 

• Trainees must demonstrate a general understanding of the human immune response to 
vaccine antigens and adjuvants, as well as a general understanding of current 
laboratory tools and techniques for measuring immune response. Trainees must also 
be able to define and distinguish between surrogates of protection and correlates of 
protection, as well as describe how these concepts are applied to the regulation of 
vaccines and related products. 

• Trainees must demonstrate a general understanding of the concepts of safety, purity, 
potency, and efficacy as they apply to vaccines and related products. 
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Practice-based Learning and Improvement 
• Trainees should complete required coursework (see CBER coursework section 

below) as permitted by their other clinical, reviewer, and educational responsibilities. 
• Trainees are expected fulfill their requirement for significant scholarly activity by 

independently reviewing at least one pre-IND submission, at least one IND original 
submission, and one BLA supplement. If there is insufficient opportunity to review a 
BLA supplement within the timeframe afforded by the fellowship, then significant 
scholarly activity may be demonstrated through a substantive collection of reviews at 
the IND or BLA level. 

• Trainees must maintain up-to-date knowledge of clinical, scientific, public health, and 
regulatory issues pertinent to their scholarly activities, as well as other issues of 
general interest, through continual reading of appropriate textbook, journal/periodical, 
internet, and other applicable source material. 

• Trainees will be required on a semi-annual basis to prepare and present at the 
DVRPA division meeting a review of a relevant recent journal publication or topic of 
general interest to the division. 

• Trainees should attend (as their schedules allow) regularly scheduled DVRPA 
conferences and seminars, including but not limited to clinical branch meetings, 
DVRPA division meetings, clinical hold oversight committee meetings, BLA action 
update meetings, and Vaccine and Related Biologics Public Advisory Committee 
(VRBPAC) meetings. 

• Trainees should meet regularly with their branch chief, team leader, and FDA-CBER 
faculty mentor to discuss progress and to address any assignment-specific or 
program-specific issues that arise. 

 
Interpersonal and Communication Skills 
• Trainees must work effectively as a member of a regulatory review team. 
• Trainees must communicate effectively with regulatory review team members, 

clinical branch chief and team leader, and CNMC-DVRPA faculty mentor. 
• Trainees should participate (with appropriate guidance and senior clinical reviewer 

back-up) in teleconference and face-to-face meetings with sponsors. 
• Trainees are responsible for summarizing their clinical reviews of IND submissions 

whenever those submissions are discussed at DVRPA weekly meetings. 
 
Systems-based practice 
Trainees are expected to demonstrate an awareness of and responsiveness to the larger 
context and system of healthcare. As such, trainees must: 
• understand of how FDA regulatory decisions impact medical practice in the United 

States as well as internationally. 
• appreciate the FDA’s influence on public health agencies and organizations that craft 

vaccine policies and recommendations. 
• incorporate considerations of risk-benefit analysis in population-based care. 
• work in inter-professional teams to enhance quality of the regulatory review process. 
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Professionalism 
Trainees must demonstrate a commitment to carrying out professional responsibilities 
and an adherence to ethical principles. As such, trainees are expected to: 
• meet deadlines for written reviews and other assignments. 
• demonstrate accountability to the FDA, industry, and the U.S. public. 
• demonstrate sensitivity to a diverse workplace environment, including but not limited 

to diversity in gender, age, culture, race, religion, disabilities, and sexual orientation. 
 
General training schedule: The CNMC/FDA-CBER pediatric infectious diseases 
fellowship program is a three-year training program.  Thirty-six weeks over the 3-year 
training period are devoted to inpatient clinical responsibilities at CNMC, and 4 weeks 
each year are reserved for vacation. Additionally, trainees not on inpatient service spend 
one day each week at CNMC for outpatient clinic and didactic clinical education. The 
remaining time (108 weeks, 4 days per week) is spent at on site at DVRPA, with 
allowances as appropriate for orientation activities, CBER coursework, and attending 
national and international conferences. Fellows are expected to participate in the monthly 
DVRPA Journal Club and to lead Journal Club discussions twice yearly.  Fellows should 
be assured protected time for completion of CBER review assignments toward the end of 
the last year of the fellowship or earlier in the fellowship as necessitated by specific BLA 
supplement deadlines. Effective communication between DVRPA and CNMC will be 
essential to ensure that clinical responsibilities do not conflict with protected review time. 
 
Supervisory and mentorship arrangement: Each fellowship trainee is directly 
supervised by the chief of the clinical review branch to which they are assigned and, at 
the discretion of the branch chief, the clinical review team leader. The branch chief 
(together with the team leader) is responsible for assigning review projects to trainees, 
monitoring the trainee’s workload, providing appropriate background instruction and 
resources, and providing advice and constructive criticism throughout the review process. 
The branch chief is also a member of the trainee’s Academic Oversight Committee 
(AOC) and is responsible for attending AOC meetings. 
 
Each trainee will also be assigned a FDA-CBER faculty mentor, who is a DVRPA 
medical officer with adjunct faculty appointment within the CNMC Division of Pediatric 
Infectious Diseases. The FDA-CBER faculty mentor provides a secondary resource for 
advice and assessment of the trainee’s progress toward fellowship completion. The FDA-
CBER faculty mentor is responsible for orienting new fellows at the start of their training 
and also participates in the AOC of all CNMC/FDA-CBER fellows regardless of clinical 
branch assignment. If no DVRPA medical officer with CNMC faculty appointment 
exists, then an alternative mentor may be assigned by DVRPA division director, although 
this alternative mentor will not participate in the trainee’s AOC. 
 
Learning aids: DVRPA will provide fellows with textbooks and may fund attendance at 
meetings and conferences that are directly relevant to fellows’ review assignments. 
CNMC is responsible for funding attendance at meetings that are related to clinical 
activities or are of general interest (e.g. IDSA and ASTMH annual meetings).
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CBER coursework (completion over 3 years): 
1. HHS/CBER New Employee Orientation (prior to starting at DVRPA) 
2. DVRPA New Fellow Orientation (within the first month of fellowship) 
3. CBER New Reviewer Course: “The Lifecycle Approach” (preferably 6-12 

months into the fellowship) 
4. CBER Biologics Law 
5. Clinical Trials 
6. Introduction to Biostatistics* 
7. Introduction to Epidemiology* 
8. Conflict Management (optional) 
9. Risk Assessment 
10. Risk Communication 
11. Risk Management 
12. Physician Labeling Rule 

 
*Introductory biostatistics and epidemiology courses may be taken at George Washington 
University or elsewhere (independently or as part of a MPH or similar degree program) 
and substituted for corresponding CBER courses to complete the requirement. 
 
Scholarly activity: In accordance with ABP subspecialty training guidelines, each 
trainee is responsible for producing a work product that demonstrates significant 
scholarly activity (required for the fellow’s to application for Pediatric Infectious 
Diseases subspecialty certification). Whenever possible, the work product will consist of 
the trainee’s review of a BLA supplement. There may be occasions where there is 
insufficient opportunity for a trainee to be assigned or to complete a BLA supplement 
review within the required timeframe. In this situation, the trainee’s work product will 
consist of a substantive collection of reviews at the IND or BLA level. 
 
New fellows will become familiar with the regulatory review process on their first pre-
IND and IND assignments as co-reviewers with established DVRPA medical officers. 
Although the medical officer will hold primary review responsibility for these 
assignments, the new fellow will work closely with the medical officer to read and 
evaluate the submission, synthesize the clinical review, respond to sponsors’ questions, 
and participate in review team meetings and teleconferences. Whenever possible, the two 
co-reviewer pairings will involve two different medical officers so that the fellow is 
exposed to different review styles. Once the fellow has completed one pre-IND and one 
IND as a co-reviewer, all subsequent review assignments will be completed 
independently with close supervision by the branch chief and team leader and with 
additional guidance available from the medical officers with whom the fellow has worked 
as a co-reviewer. 
 
Evaluation and Feedback: Formal written evaluation will occur annually through 
Performance Management Appraisal Program (PMAP) assessment conducted by the 
branch chief. The FDA-CBER faculty mentor will provide opportunities for informal 
two-way verbal evaluation and feedback on a quarterly basis, or more frequently if 
requested by the fellow, branch chief, or CNMC fellowship director. 


