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Last summer I had the opportunity to attend a two-day, intensive, 
introductory training session on how to manage a clinical trial. The 
seminar was offered by the Institute of Translational Health Sci-
ences (ITHS) in Seattle, WA, and was supported by grants from the 
National Institutes of Health (NIH) National Center for Advancing 
Translational Sciences. The ITHS at the University of Washington is 
one of 50 Clinical and Translational Science Award sites across the 
country aimed at transforming how biomedical research and training 
are conducted. It serves as the hub for the Pacific Northwest region 
(Washington, Wyoming, Alaska, Montana, and Idaho).

Participants—both staff and faculty—hailed from a range of profes-
sions and disciplines. Though the information was not presented 
from an RDN’s perspective, the following list of ten lessons learned is 
offered through the lens of a dietitian.

Lesson 1: Research Differs from Clinical Care

Research is diligent and systematic inquiry, designed to find and en-
hance understanding, test theories, and evaluate new interventions 
with the goal of improving health outcomes. Researchers follow a 
plan, gather reliable data to draw conclusions, and aggregate  
those conclusions. Their focus is on the application of study findings 
to populations. 

Clinical dietitians employ practice guidelines, scientific literature 
findings, work experience, and patient beliefs and values when 
selecting appropriate nutrition interventions for patient and client 
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care. In contrast, a research dietitian provides the care 
required to ensure the quality of study data is obtained 
as dictated by the study protocol.

Clinical trial protocols provide a carefully crafted scientific 
regimen aimed at testing the impact of pre-defined inter-
ventions on specific health outcomes. The study protocol 
must be followed as written. Alternative approaches 
drawing from individual clinical expertise are not options 
when treating patients electing to participate in a clinical 
trial. Thus, freedoms typically afforded RDNs in clinical 
care are not possible. For example:

 • You cannot enroll a patient in a trial because other 
nutrition interventions have failed and you want 
to find something that works for that individual. 
Though it sounds cold, ultimately, the purpose of 
the clinical trial is research, not helping patients. 

 • Patients can only be enrolled in clinical trials if they 
meet the strict eligibility criteria of the study proto-
col. If a researcher enrolls a patient who does not 
meet protocol stipulations, the rigor of the study can 
potentially be jeopardized and impact the results. 

 • Ethical issues emerge if the study protocol is not fol-
lowed as written where clinical dietitians have the 
freedom to adjust interventions as needed. 

 • Accountability and documentation are closely moni-
tored during the study. When interacting with study 
participants, research dietitians must comply with the 
rules and standards governing clinical research in  
addition to those applicable to the provision of   
clinical care.

Lesson 2: Protocols Balance Scientific   
Validity with Ethical Approaches and    
Pragmatic Operations

Protocols provide a rigorous framework for finding 
answers to questions, such as:

 • What problem is this research trying to solve?  

 • Might the findings of the study help to advance      
the field of nutrition and dietetics or suggest a      
wnew nutrition intervention?  

 • Why is there a vital need for this research?

During protocol development, the study activities need to 
be both achievable and practical. Patient compliance, for 
example, can be a challenge. Look for ways to add some 
flexibility into the study procedures that will help reduce 
patient burden during the trial; for example, instead of 
providing a single day to collect patient metrics, provide a 
range of days. This is more realistic with regard to patient 

participation and researcher availability. For the research 
team, ensure the level of effort required to fulfill proto-
col tasks is reasonable to help empower team members  
to successfully follow the protocol as written. 

Protocol development also requires finding a balance 
between scientific validity and ethical approaches to 
research.  To help achieve this goal, there are eight 
benchmarks to consider for conducting ethical   
clinical research:

1. Collaborative partnership: Clinical researchers part-
ner with the community, engaging them in planning, 
conducting, and monitoring research. 

2. Social value: Ethical researchers aim to resolve 
community problems and produce clinical outcomes 
that are beneficial to participants and the community 
at large.

3. Scientific validity: The research protocol is designed 
to produce valid scientific results, e.g., the study is 
adequately powered and without bias with regard to 
endpoints, instruments, or statistical tests.

4. Fair subject selection: Scientific objectives are the 
foundation for inclusion/exclusion criteria and not 
privilege or favoritism.  

5. Favorable risk/benefit ratio: While developing a 
protocol, identify, assess, and minimize risks. Weigh 
the likelihood of patient harm with the magnitude 
of potential harm. Only proceed if the potential 
benefits outweigh participant risks.

6. Independent review: Leverage colleagues who can 
conduct independent reviews and reflect on any 
conflicts of interest that may not be apparent to you 
or others on the research team.

7. Informed consent: The informed consent process 
should be transparent, respectful, and reflective 
of patient values. To facilitate patient understand-
ing, consent documents should comply with health 
literacy standards.
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Lesson 3: It’s All About Project Management

Throughout the seminar, almost every presenter empha-
sized the importance of good project management. They 
suggested viewing a clinical trial as a small business, creat-
ing a clearly written management plan, and assigning a 
skillful project manager to implement that plan. 

The project manager must be able to continuously negoti-
ate the triple constraints of project management: budget, 
scope, and timeline. The project management triangle 
(see above) is a schematic that depicts the challenges of 
finding that optimal balance. During the trial, project 
managers monitor the budget closely, identify root causes 
of variance, and address any precipitating concerns. 

8. Respect for participants and communities: Ethical 
requirements of research go beyond simply 
signing a consent form. The research protocol and 
research team must protect patient confidentiality, 
preserve participants’ right to withdraw, create a 
plan for monitoring with includes stopping and 
compensation for injury. 

The bottom line: If you want to conduct a clinical trial 
and do not have any experience/training in project 
management:

 • Find an experienced clinical trial project manager.

 • Look for opportunities to develop project manage-
ment skills before serving in that role.

 • Take training courses in project management to pre-
pare yourself to manage a clinical research project.

 • Identify a mentor who can help guide you on the 
myriad of clinical trial management tasks. 

Lesson 4: Rally a Team with Diverse Skill Sets

Clinical research typically involves a multidisciplinary, 
multi-professional team working together to help find 
answers to a research hypothesis. A diverse skill set is 
advantageous. Team members must embrace the reality 
that the team leader may not be the most senior person 
on the clinical trial team. A few tips were gleaned on 
effective team management:

 • Make sure everyone on the team reads the protocol 
and considers everyone’s insights and ideas. 

 • Respect each team member’s expertise.

 • Create team agreements and make the time to 
review them with all of the team members. Ideally, 
everyone is aware of how the team works.

 • Encourage clear communication and address issues 
as they arise.

 • Don’t start meetings at the top of the hour. For ex-
ample, schedule meetings at 9:05 am vs. 9:00 am so 
that everyone has time to get there.

Lesson 5: Make Sure Your Budget Aligns   
with Your Protocol

Clinical trial budgets are never perfect; however, if you 
take the time to “process map” the specifics of the 
protocol to labor and other costs, you’ll come pretty darn 
close. Process mapping involves breaking each task into a 
detailed list of associated costs. Mapping helps make sure 
that your grant application captures both adequate labor 
funds for additional costs. For example, if you are working 
with a diverse population, you may need to include funds 
for document translation. Or you may need to add both 
labor and software costs for statistical analysis tasks. If 
overhead is allowed, be sure to include those costs, too. 
It is also important to prepare for shortfalls.

Low Cost
High Quality

SLOW

High Quality
Quick

COSTLY

Low Cost 
On Time

LOW QUALITY

QUALITY

COST TIME

Project Management Triangle

3



T H E  D I G E S T  |  S P R I N G  2 0 2 0

Continued on page 5

Before you submit your budget, ask:

 • Are the scientific value and ethical quality of the  
study acceptable?

 • Would I enroll my family member?

 • Is there access to an adequate participant pool?

 • Will the budget support the work as described?

If any of the answers to these four questions are “no” 
then go back and rethink your protocol.  After making 
adjustments to your protocol, ask yourself these   
questions again.  

During the startup process of the clinical trial, there is 
a long and sometimes frustrating period of negotia-
tions. This typically involves both the funder’s and your 
institution’s contracts, finance, clinical operations, and 
regulatory affairs. Stay engaged in these negotiations 
and ensure elements of the protocol designed to evaluate 
primary outcomes are not jeopardized during this nego-
tiation process. Though at times trying, ultimately this is 
a positive process that helps to improve the rigor of the 
protocol (i.e., “waterproof” the trial).

Contract negotiations can delay the transfer of funds from 
the awarding organization to your institution. Be proac-
tive and plan for a slow transfer of funds. With active 
project management, you can help to minimize variances 
in the budget. Management approaches vary but require 
continual monitoring of the budget to identify deviations, 
determine root cause, and determine possible responses.

Lesson 6: Never Sacrifice the Final Outcomes of the 
Study in Order to Meet the Budget

Sometimes funders only provide a portion of the monies 
requested which may require adaptations to the proto-
col to match a less than optimal budget. If this happens, 
never sacrifice the final outcomes of the study to meet the 
budget. In other words, do not forgo elements that yield 
primary outcome data and never reduce the trial’s enroll-
ment target such that the trial is no longer adequately 
powered. Instead, identify secondary outcomes that can 
be eliminated from the research study.

Lesson 7: Patient Enrollment is More  
Challenging than Expected

One theme that strongly resonated during the seminar 
was that patient enrollment is often more challenging 
than expected. Furthermore, it was noted that about 
one-third of participants do not complete clinical trials. 
Thus, it is not uncommon for recruitment and enroll-
ment goals to be higher than the number needed to 
adequately power the study. 

The reality of clinical research is that failure to meet 
enrollment goals may force researchers to cut out parts 
of the protocol. After dedicating a considerable amount 
of time to develop the protocol, deciding what you 
cannot live with can be difficult. The premise in Lesson 6 
(above) was emphasized again:

 • Do not change the primary endpoint of the study or 
reduce the number of participants enrolled.

 • Do consider cutting out secondary endpoints, which 
may fall more into the “nice to know” vs. the “need 
to know” category.

Lesson 8: Expect the Unexpected

Recruitment struggles, staffing changes, unintentional 
organizational barriers, ethical violations, and budget-
ary snafus were some of the experiences shared by the 
speakers. These real-life examples emphasized the need 
to expect the unexpected. A lot can, and does, go wrong 
especially when conducting a multi-year study. Flexibility 
and a strong team are paramount as all of you brain-
storm about how to best adjust course as needed.

Lesson 9: Publish Even if Your     
Findings are Unfavorable

The results of clinical trials are not always published. 
This means that we are losing the findings and insights 
gleaned from a considerable body of research. The 
U.S. Food and Drug Modernization Act of 1997 aimed 
to increase public access to the findings of clinical trial 
efforts; the National Institutes of Health developed, a 
website, clinicaltrials.gov, to comply with this legislation. 
This free, online database tracks clinical trials done in 
both the private and public sector. A 2016 New England 
Journal of Medicine study (Zarin), however, found that 
only 23,000 of the 224,000 studies registered with a 
website, clinicaltrials.gov, shared their findings. To help 
mitigate this discrepancy, in 2017 the National Institutes 
of Health mandated that all grantees who received  
funds must report trial results.
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 • Start by reviewing the goals and laying ground 
rules: Provide everyone with the agenda for the 
meeting. Go over basic rules of etiquette, e.g., not 
interrupting, not dominating the discussion, letting 
everyone have a chance to share their perspectives, etc.

 • Get everyone’s buy-in: If someone has an issue about 
the goals and/or rules, give them time to be heard 
and address concerns as best as possible.

 • Don’t make it personal: You don’t want one person 
to feel like they are being publicly criticized in front 
of peers and colleagues. To help depersonalize issues, 
focus on job titles versus names of individual team 
members.

 • Be cautious about the meeting becoming a gripe ses-
sion: A little bit of complaining is natural and can be 
helpful for some people; but, if allowed to go on for 
too long this can inhibit you from collecting a full list 
of lessons learned.

The Boot Camp was a worthwhile experience. I left eager 
to put this new knowledge into practice and highly 
recommend the training.  

5

While preparing the grant application, think about ways 
to share your findings. Some probing questions to help 
identify dissemination channels are:

 • Who would be interested in the trial? 

 • Who might care about the outcomes? 

 • How do you take the findings to the next 
translational effort?

On a side note: The RDPG welcomes contributions to The 
Digest about member research efforts. In addition, we 
encourage you to consider sharing your outcomes with 
both your state affiliate and the Academy.  Is it your first 
time publishing? Contact the RDPG mentorship chair 
about finding a mentor to help you navigate the publica-
tion process.

Lesson 10: Make Time to Conduct a Post Mortem

At the end of the trial, take time for team reflection. 
Get everyone together and facilitate a candid discussion 
about what went well and what went wrong. A few tips 
for these reflective exercises:

 • Get prepped before the meeting: What do you 
hope to get out of the meeting? Were there certain 
issues that you know emerged during the trial? How 
might you best present those scenarios to the group? 
Are there individuals that might find this exercise 
difficult, e.g., someone who is very sensitive about 
perceived criticism? 

 • Budget enough time but not too much time: You 
want plenty of time to go over the full experience. 
However, for multi-year trials, you may need to focus 
on key areas of the process/experience in order to 
keep the meeting time productive.


