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Conducting Clinical Trials in the Nutrition Industry: 
We’re Not in Academics Anymore!

Steven Yannicelli, PhD, RD, Vice President, Medical and Scientific Affairs 
Anne Davis, PhD, RD, Medical Science Liaison
Nutricia North America, Rockville, MD

Introduction
Like research in academic institutions, industry directed prospective clinical trials 
start with an idea or hypothesis.  Differences between academic and industry-
directed clinical trials are numerous and include funding sources, study objectives, 
source of idea and clinical trial process. In the nutrition industry funding frequently 
comes from a research and development budget. In contrast, non-industry research 
funding is oftentimes funded by small institutional grants, foundations, govern-
ment agencies, and professional associations like the American Dietetic Association. 
Regardless of differences between industry and non-industry, it is paramount that 
all researchers strive to improve the quality of clinical trials by understanding the 
fundamental concepts. Clinical trials in industry and other research areas should 
abide by common principles of high standards and quality. 

Nutrition-industry prospective clinical trials (NICTs) are often developed to show  
either safety/tolerance or efficacy, or both in many cases for a new nutrition 
product. NICTs may also be initiated to support a marketing claim based on either 
a novel ingredient (e.g. docosahexaenoic acid-DHA) or new application (e.g. liquid 
versus powder). 

By definition clinical trials are prospective studies comparing the effect of an 
intervention on a specific outcome. Clinical trials are not retrospective studies, only 
prospective.1 In industry, it is rare to undertake a retrospective study; however, 
these studies may be cited to support the safety of specific nutrient or identify the 
clinical need for a new nutrition product or ingredient.

Types of NICTs include drugs (investigational new drug - IND), infant formula, medi-
cal food, biologics and medical devices. We will limit discussion on clinical trials to 
medical foods (orphan nutrition products) indicated for nutrition therapy of either 
acute or chronic medical conditions. In simple terms, “medical foods” are nutrition 
products intended to be used as either sole source of nutrition or part of a restrict-
ed diet plan in individuals diagnosed with specific medical conditions.  The term 
medical food, as defined in section 5(b) of the Orphan Drug Act (21 U.S.C. 360ee (b) 
(3), is “a food which is formulated to be consumed or administered enterally under 
the supervision of a physician and which is intended for the specific dietary man-
agement of a disease or condition for which distinctive nutritional requirements, 
based on recognized scientific principles, are established by medical evaluation.” 

One reason medical foods are to be used under strict medical supervision is that 
improper use and clinical monitoring may result in a severe adverse event. For  
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example, if a medical food for an in-
fant with diagnosed phenylketonuria 
(PKU) was given to an infant without 
PKU, and used as a sole source of 
nutrition, it would result in severe 
protein malnutrition and amino acid 
deficiency.  In this case, the PKU 
medical food has phenylalanine, an 
indispensible amino acid, removed. 
Dietary phenylalanine is then  
carefully prescribed by the 
metabolic dietitian to meet 
the needs of the infant while 
not causing excessive  
accumulation in blood  
and organs.

Medical foods, like drugs and 
foods are regulated by the 
FDA. Clinical trials with medi-
cal foods require the strictest 
adherence to good clinical 
practice guidelines (GCP)2 
and quality to assure correct 
interpretation of data. More 
importantly, conducting 
high quality clinical trials is 
a requisite for any product 
requiring FDA review and 
approval- technically the 
FDA does not “approve” a 
product, but rather does 
not “disapprove” product 
commercialization. The FDA 
assures that any market-
ing claims, like “improves 
immunity” are supported by 
unbiased clinical evidence.  
Like pharmaceutical clinical 
trials, failure to rigorously 
follow GCP in medical food 
research could result in 
unwarranted adverse event 
and serious adverse events 
(SAE) (Table 1).

Nutrition Industry Research  
Development (Ideation to  
Clinical Trial Completion)

Research and development in the 
nutrition industry yields new product 
innovations that contribute to im-
proved patient care and clinical out-
comes. Major objectives for industry 
are to develop products that are safe, 

of high quality, and effective. Anoth-
er major objective is to identify gaps 
in nutrition therapy where a new 
product might be indicated or where 
a modification to an existing prod-
uct is beneficial. Some new product 
ideas may include minor changes in 
micronutrients or adding a functional 
nutrient, like fiber to a tube feeding 
product. “Tranformational” ideas, 

Table 1.  Adverse Events and Serious Adverse Events

Adverse is any untoward or unfavorable medical occurrence in a human 
Event subject, including any abnormal sign (for example, abnormal physical 
 exam or laboratory finding), symptom, or disease, temporally  
 associated with the subject’s participation in the research, whether  
 or not considered related to the subject’s participation

Serious is any undesirable experience associated with the use of a medical   
Adverse product in a patient. The event is serious and should be reported when   
Event the patient outcome is (FDA MedWatch Safety Program):

 Death
 Report if the patient’s death is suspected as being a direct outcome    
 of the adverse event.

 Life-Threatening
 Report if the patient was at substantial risk of dying at the time of the    
 adverse event or it is suspected that the use or continued use of the    
 product would result in the patient’s death.
 
 Hospitalization (initial or prolonged) 
 Report if admission to the hospital or prolongation of a hospital stay    
 results because of the adverse event.

 Disability
 Report if the adverse event resulted in a significant, persistent, or     
 permanent change, impairment, damage or disruption in the patient’s    
 body function/structure, physical activities or quality of life.

 Congenital Anomaly
 Report if there are suspicions that exposure to a medical product prior    
 to conception or during pregnancy resulted in an adverse outcome in    
 the child.

 Requires Intervention to Prevent Permanent Impairment or Damage
 Report if you suspect that the use of a medical product may result in a    
 condition which required medical or surgical intervention to preclude    
 permanent impairment or damage to a patient.

Table 1.  Adverse Events and Serious Adverse Events
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like develop-
ing a nutrition 
medical food 
to treat medical 
conditions where 
nutrition did not 
previously play a 
role in morbidity 
require extensive 
pre-clinical and 
clinical trials, not 
unlike drug trials 
(Table 2). For 
novel product 
developments, 
pre-clinical work 
would require 
animal studies, 
tissue (in vitro) 
studies, and  
toxicity and dose-response studies.
Once the pre-clinical and early 
phase clinical trials are established 
more rigorous clinical trial process is 
initiated to support the basic safety, 
growth, tolerance and efficacy trials. 

The first step of the developing a 
robust product and research pipeline 
is determining what new products 
or modifications in products should 
be developed (Figure 1). Several 
types of innovation are considered 
when filling the pipeline which will 
determine what type of clinical trial, 

if any, is required. The several types 
of innovation include: technical (new 
ingredient or novel compound; e.g. 
DHA, prebiotics); new disease ap-
plication for existing product (e.g. 
ketogenic formula for mitochondrial 
diseases); new forms of ingredients 
(e.g. microencapsulated vitamin D); 
packaging and flavor; and new form 
(liquid product of current powdered 
formula). 

Product ideation comes from various 
sources, including literature review, 
patent searches, key opinion leaders, 
(e.g. dietitians), focus groups, and 

corporate advisory boards (Figure 1). 
Ideas are collected and a strict pro-
cess is undertaken to ascertain which 
ideas move through the pipeline.  
In industry, multiple teams are 
involved in the decision making 
process to identify which new ideas 
reach fruition and which require  
clinical trials.

Part of the decision making process 
in determining which ideas are  
developed and funded includes: 
1. clinical need/insight – is there a 

current gap in products available 
for a specific patient population?

2. benefit to patient and company – 
how will the patient benefit. Will 
the company benefit from having a 

new product?
3. reason why – simply, why  
 should this innovation be  
 funded?
4. competitive advantage –
  will this innovation 
 provide any advantage.  
 Can any new marketing 
claims be made with this  

Industry Pre-clinical Premarketing Clinical Trials Post-marketing surveillance 
Nutrition  
(infant    
formula)  
and medical  
food trials

Animal 
efficacy, 
toxicity &
dose-response
studies

First in time human trials
Safety trials

Randomized controlled  
trials (RCTs) for safety, efficacy 
in healthy subjects/diseased 
patients

Multi-center RCTs in pts 
compares new formula to
 “gold standard existing 
formula”

(Like pharma phase 1, 2a, 2b, 3, 
& 3b combined)

Collect adverse event data  
(for safety) and show different  
efficacy or indication 

Case studies

(Like pharma phase 4)

Table 2. Typical Nutrition Industry New Formula Development and Testing

Product Launch & 
Regulatory ApprovalCommonly takes 10 to 15 years of research

Prioritize
ideas, rate
and submit 
for review

Formal Review
Process
Stage 1

Sign off from Team
Put into Pipeline
Clinical trial designed
and implemented 

Lit Review

RDs, MDs

Ad Boards

Focus Groups

INPUT

Figure 1
Filling the Pipeline: Concept to Clinical Trial
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innovation?
5. opportunity – what opportunity 

exists in the current marketplace. 
Could this innovation be a global 
opportunity? Is it beneficial to a 
new age group?

Once all above criteria have been  
satisfied and the project approved 
a research and development team 
(R&D) is created and funding pro-
vided for product development 
and a clinical trial. If a clinical trial is 
required then the Medical and Sci-
entific Affairs group will coordinate 
efforts with R&D. The Medical group 
will assist in protocol development 
and provide clinical expertise, as well 
as identify potential principal  
investigators for collaboration.
Before any clinical trial is approved, 
several criteria must be determined: 
1. is the clinical trial directly aligned 

to business needs?
2. does it add value to a specific 

brand?
3. is it of high scientific and  

medical quality?
4. is it in compliance with best  

clinical practice?

Once a plan is approved, R&D and 
Medical collaborate with marketing 
to develop product efficacy claims 
which would result from a positive 
outcome study. Along with their 
marketing colleagues, nutritionists in 
the nutrition industry review possible 
outcome parameters in the study 
and if the results are positive, deter-
mine what kind of product claims 
can be made. For example, “XXX” 
ingredient “improved eye develop-
ment.” A clinical trial would need a 
positive outcome on an eye test in 
the study such as Teller acuity cards 
or visual evoked potential (VEP). This 
activity occurs concurrently to  

protocol development. 
 
Protocol Development
Nutritionists in nutrition industry are 
responsible for writing the clinical 
study protocol. Unlike drugs, the 
clinical protocol and nutrition formu-
lation is the first time testing moves 
from animals to humans. Therefore, 
attention to safety is pivotal. Most 
companies have a protocol template 
to include GCP protocol components 
(Table 3)3 GCP is a standard for the 
design, conduct, performance, moni-
toring, auditing, recording, analyses, 
and reporting of clinical trials that 
provides assurance that the data and 

reported results are credible and ac-
curate, and that the rights, integrity, 
and confidentiality of trial subjects 
are protected. 

The section on general information 
includes the protocol title, any proto-
col amendments, name and address 
of the sponsor, names and titles of 
those authorized to sign the proto-
col, as well as the name, title, ad-
dress, and telephone number of the 
sponsor’s medical expert, and the 
name and title of the investigator(s) 
responsible for conducting the trial. 

Next in the protocol, is the back-
ground information. This section 
contains the name and description  
of the investigational product, a  
summary of nonclinical studies’ find-
ings and other clinical trial finding 
that have relevance to this study, a 
summary of known and potential 
risks and benefits to human subjects, 
and a description and justification for 
the route of administration, dosage, 
dosage regimen, and treatment  
period. In this portion of the proto-
col, a statement is added that the 
trial will be conducted in compliance 
with the protocol, GCP, and  
regulatory requirements. Finally, a 
description of the population to be 
studied and references to literature 
and data that support the trial  
completes this section.

Section 6.3, trial objectives and 
purpose is a detailed description of 
the objectives and the purpose of 
the trial. The trial design section 6.4 
includes a specific statement of the 
primary endpoints and secondary 
endpoints. A description of the trial 
type (double-blind, parallel, etc.) and 
measures to minimize bias (random-
ization, blinding) are included in this 
section. Additionally, a description 

6.1 General Information

6.2 Background Information

6.3 Trial Objectives and Purpose

6.4 Trial Design

6.5 Selection and Withdrawal  
 of Subjects

6.6 Treatment of Subjects

6.7 Assessment of Efficacy

6.8 Assessment of Safety

6.9 Statistics

6.10 Direct Access to Source 
 Data/Documents

6.11 Quality Control and 
 Quality Assurance

6.12 Ethics

6.13 Data Handling and 
 Recordkeeping

6.14 Financing and Insurance

6.15 Publication Policy

6.16 Supplements

Table 3. 
Components of Nutrition 
Industry Protocol3
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of the trial formula and the dosage 
and the dosage regimen is provided 
along with formula form, packaging 
and labeling. This section describes 
the expected duration of subject 
participation and the sequence and 
duration of all trial periods including 
follow-up. Subject trial discontinua-
tion criteria and accountability pro-
cedures for the treatment formula 
and comparator formula need to be 
explained. Finally, the last part of 
the section includes maintenance 
of trial treatment randomization 
codes and procedures for breaking 
the codes. Identification of any data 
to be recorded directly on the case 
report form (CRF) and considered to 
be source data is explained.

Section 6.5 addresses the selection 
and withdrawal of subjects comprises 
subject inclusion criteria, subject 
exclusion criteria, and subject with-
drawal criteria. Much time is spent on 
identifying the correct inclusion and 
exclusion criteria to assure you have 
a homogeneous subject group. This 
is not always easy when you consider 
the clinical spectrum of all medical 
conditions. For example, in a clinical 
trial looking at infants with cow milk 
allergy you need to consider whether 
to include only IgE-mediated, non-
IgE-mediated infants, or maybe both. 
Other criteria may include whether 
to restrict specific drugs, like ste-
roids, limit to specific age groups. 
More specifically, in this population 
you need to control how diagnosis 
was determined: patch test, double-
blind placebo-controlled formula 
test etc. Failure to control these  
criteria results in a non-homoge-
neous group and can significantly 
alter interpretation of results.  

Subject withdrawal criteria must 

specify when and how to withdraw 
subjects from the trial, type and 
timing of data to be collected for 
withdrawn subjects, follow-up for 
withdrawn subjects. Subject with-
drawals always occur in nutrition 
clinical trials, but need to be con-
trolled. Excessive withdrawals need 
to be identified immediately and 
careful review between the industry 
monitor and principal investigator 
conducted to determine if withdraw-
al is due to product intolerance or 
a non-product related incident.  All 
withdrawals are identified and identi-
fied in the final trial report which will 
be submitted for review by the FDA, 
if required. 

Section 6.6 covers the treatment of 
subjects and includes the nutrition 
treatment to be administered, dose, 
dosing schedule, route of adminis-
tration, and the treatment period 
including the follow-up period. 
It also includes a listing of what 
medications, treatments, dietary 
supplements are permitted and not 
permitted during the trial. Finally, the 
procedures for monitoring subject 
compliance are described.

Careful review of medications is  
essential to reducing any confound-
ing reasons in subject outcomes.  For 
most nutrition intervention studies 
where specific nutrient biomarkers 
are assessed, dietary supplements 
are oftentimes not allowed. They 
may only be allowed if the subject is 
already on the dietary supplement 
and if it medically indicated, e.g. iron 
deficiency anemia.

Assessment of efficacy is section 
6.7 where efficacy parameters are 
specified to include methods and 
timing for assessment, recording, 
and analysis. Specification of safety 

parameters comprises section 6.8 
on assessment of safety. Besides 
methods and timing for assessment, 
recording, and analysis, procedures 
for recording, reporting, and follow-
up of adverse events are explained.  
Any reports of serious adverse events 
are immediately reported to the 
industry monitor within 24 hours and 
immediate steps are undertaken to 
determine the cause. In many cases, 
a third party medical doctor may be 
contracted to assist in interpreting 
the serious adverse event to help 
determine the best course of action.

Statistics in section 6.9 is where a 
description of statistical methods 
is outlined. Reasons for sample size 
selection and power calculation 
are provided along with level of 
significance to be used, criteria for 
trial termination, and procedures 
for accounting for missing data are 
given. The importance of a strong 
statistical plan cannot be overstated. 
Regardless of industry or academia, 
there is no way to accurately predict 
subject clinical outcomes; both are 
limited to their statistical design. It is 
important to note that many studies 
get rejected for publication based on 
poor statistical design and interpre-
tation of the strength of the data.

A thorough statistical plan is para-
mount in assuring either acceptance 
or rejection of the null hypothesis. In 
all clinical trials statistics are based 
on an estimated amount of protocol 
failures and “drop outs”. For this rea-
son, a minimum number of subjects 
are identified when running power 
calculations. 

Section 6.10 is direct access to source 
documents and includes permission 
and planning to monitor and audit 
source data and documents. The last 
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five sections are 6.11 quality control 
and quality assurance, 6.12 ethics, 
6.13 data handling and record keep-
ing, 6.14 financing and insurance, 
and 6.15 publication policy. Unlike 
academia, a publication plan is care-
fully determined. This is especially 
important in multicenter trials where 
several or more principal investiga-
tors have collaborated. 

Typically, thought leaders and nutri-
tion experts are consulted prior to 
the design and writing of the pro-
tocol. Once the protocol is written, 
there is an internal protocol review 
and sign off by marketing, regulatory, 
medical affairs, and clinical research. 
Following internal review, there is 
an external protocol meeting where 
thought leaders, experts and poten-
tial investigators formally review the 
protocol for feasibility and scientific 
rigor. Getting input and approval 
from external clinical and research 
experts is vital to assure that proper 
assessment markers and study de-
sign are fundamentally sound. 

Clinical Trial Process
In nutrition industry, the nutrition 
scientist is usually a member of one 
of many research teams (probiot-
ics, low protein, low birth weight to 
name a few). Other members include 
regulatory, preclinical scientist, proj-
ect management, product develop-
ment, manufacturing, marketing, 
and quality assurance. This team 
first evaluates the literature, infant 
formula laws, designs the product, 
then reviews preclinical results, and 
sets success criteria to move to a 
clinical trial. The nutrition scientist 
takes the lead on the clinical trial. 
It has been reported that there are 
over 400 steps to a clinical trial. While 
the protocol and informed consent 

are being written in the pre-study 
phase several parallel activities need 
to occur. First, study product (ac-
tive formula and control formula) 
needs to be calculated per patient 
and ordered from manufacturing. 
Production of clinical trial material 
frequently requires a halt to commer-
cial production so timing is estab-
lished. Additional study product 
orders depend upon the shelf life of 
the study product. Sample size from 
the protocol is needed for the label-
ing and randomization is needed for 
subject assignment to active formula 
or control formula. Next, a random-
ization schema needs to be set up 
and consideration if the study is to 
be stratified for gender. Warehousing 
the study material and distribution 
follows. Computerized randomiza-
tion can be linked to the distribution 
center for dispensing study product 
to the sites. 

An estimation of the number of study 
sites will determine the number of 
investigators needed and is based 
upon the sample size and expected 
enrollment rate. After that, selec-
tion and qualification of study sites 
occurs. Selection and qualification 
entails physical visits to inspect each 
facility, review the study protocol, 
record keeping, experience of physi-
cian with clinical trials, and availabil-
ity of a study coordinator to manage 
study site activities. Next the physi-
cian is asked to compile a study bud-
get (Table 3) to estimate expected 
site costs to execute the study. Once 
the budget has been approved, the 
investigator is required to complete 
and return such regulatory docu-
ments as the 1572, curriculum vitae, 
laboratory certifications, etc. All of 
the returned documents are then 
organized in an investigator binder 

for each site. The binder also includes 
a site screening and enrollment log, 
study formula accountability log, 
adverse event forms, and various 
communication documents (Table 
4). During this time a detailed data 
analysis plan is written. Concurrently, 
the investigator submits the protocol, 
informed consent, any advertising to 
their local Institutional Review Board 
(IRB) or the central IRB for approval. 
No aspect of the study may start until 
IRB approval is received. At the same 
time, case report forms (CRF) are 
developed. These forms are used to 
capture study data and may be paper 
or computerized. 

Just prior to the start of the study 
an investigator meeting is held for 
all study investigators and study 
coordinators. This meeting is where 
the protocol, inclusion and exclusion 
criteria, schedule of procedures and 
visits are reviewed, training on any 
and all study-related procedures, 
adverse event reporting, randomiza-
tion, CRFs, adverse event reporting, 
study product details, shipping and 
dispensing are provided. Follow-
ing the investigator meeting, study 
sites that have IRB approval receive 
a study initiation visit. Alongside and 
just prior to the visit the investiga-
tor binder, CRFs, and initial supply of 
study formula and any other clinical 
trial supplies (such as containers for 
blood and/or stool collection) are 
shipped to the site. Typically, the 
study monitor conducts the site 
initiation visit and checks in the study 
formula as instruction for study prod-
uct accountability. The study moni-
tor will describe future monitoring 
visits and review all training with the 
study staff. The last step to the site 
initiation is to turn on randomization 
for the site which enables the site to 
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begin subject enrollment.

The next study segment 
is known as the execu-
tion phase. As each site 
enrolls subjects into the 
study the study monitor 
returns to the study sites 
to ensure that the study 
staff are following the 
protocol, inspect the study 
formula accountability, 
and verify CRF data entries 
alongside source docu-
ments. Discrepancies in 
data are documented as 
data queries which must 
be reconciled by the study 
staff. The industry clinical 
nutrition scientist man-
ages all of these activities 
and all study monitor-
ing reports during the 
study. In addition, weekly 
to monthly enrollment 
rates are calculated and 
reported in order to moni-
tor the study’s progress 
and to determine if more 
study sites are needed. 
Any study sites that are 
not enrolling subjects may 
be closed during this time. 
Typically, a medical moni-
tor handles adverse event 
and serious adverse event 
reporting with the study 
sites. If a site investigator 
judges that a subject’s 
serious adverse event has 
been caused by the study 
product, he/she has the 
authority to unblind that 
subject’s treatment code 
for further assessment 
and clinical care. Tracking 
study supplies, data trans-
fer, study formula, CRFs, 
and regulatory documents 

Checklist for Clinical Trials   Clinical trial Number: __________  Principal Investigator:___________

Protocol completed and sign off

Identify clinical sites

Establish timeline for study

Non-Disclosure Agreement (NDA) to each site

Develop budget and approval 

Laboratory costs

Shipping costs

IRB costs

Researcher costs

Indirect costs to institution

Clinic visit costs

Travel stipend to families

Develop summary sheets for each site

Collect Curriculum Vitaes

Identify number system for sites and subjects

Identify monitoring strategy

Contract agreements signed

Get research product made 

Develop Clinical Research Forms and Professional Research Forms along with binders

Develop forms (enrollment, inventory log, product accountability form, product ordering log, close out form)

Print forms

Investigator Binders: 

       Contact information

       Protocol (signed and completed)

       Site Visit Monitoring Log

       Subject Enrollment Log 

       Delegation of Responsibility and Site Personnel Log

       Formula Accountability

       General Correspondence

       IRB Correspondence

       Laboratory information

       Serious Adverse Event Reporting

       Case Report Forms

       Product Information

IRB signed and approved

Initiation Visit (pre-study activities accomplished checklist)

Consent form developed and IRB approved

File regulatory forms signed by Investigators

 FDA 1572

 CV’s for the PI and any sub-investigators 

 Copies of medical licenses for all CV’s submitted

 Financial Disclosure agreement 

 Signed protocol (by PI)

 IRB approval letter

  IRB approved consent

 Lab license

 Lab normal ranges

 Lab Certification (e.g. CLIA)

 W-9

Establish Fed Ex Airbills for shipment as needed (logistically)
Blood samples: if shipments are to a central laboratory

Send few airbills for ongoing logs/documents being returned from research sites 

Checklist is Complete

Table 4. 
Checklist for 
Clinical Trials 
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is fundamental to the conduct of the 
trial. Once enrollment is complete, a 
study site’s last subject has complet-
ed, and all data queries have been 
reconciled, the study monitor will go 
to the site for the close-out visit. This 
visit is needed to rectify any out-
standing data queries, oversee study 
formula return and destruction, and 
review the policy for study document 
retention with the study staff. 

The last element of the study is the 
post-study period. After the last 
subject has completed the study 
and all queries have been reconciled 
at all study sites, the database is 
locked. Upon locking the database, 
unblinding subjects to treatment oc-
curs followed by data analysis. Data 
analysis tables are produced and 
then used to write the clinical study 
report (CSR) which is used inter-
nally and for regulatory purposes. It 
contains results on demographics, 
safety, growth, efficacy endpoints, 
and concomitant medications and 
procedures. Depending upon study 
results, commercialization of study 
product begins and label claims are 
crafted. Furthermore, the industry 
clinical nutrition scientist drafts the 
manuscript as a co-author for sub-
mission to the predetermined peer-
reviewed journal. Journal selection 
is usually based upon impact factor, 
timing of product launch, and popu-
larity within the targeted medical 
community. As with all medical and 
nutrition journals financial disclosure 
is reported.

Like pharmaceutical research, post-
market surveillance and monitoring 
is undertaken. A formal product 
monitoring is required to identify 
complaints and clinical matters rel-
evant to consumption of all nutrition 
products. All complaints are carefully 

handled by “nutrition specialists” or 
medical affairs. The department and 
personnel who monitor complaints 
and “medical alerts” differ among 
companies. Regardless, a rigorous 
process must be in place to manage 
any clinical issues. The FDA has an 
official online “MedWatch”  process 
where any individual can directly 
contact the FDA and file a purported 
safety alert. The FDA then contacts 
the specific company and submits 
the complaint which receives imme-
diate attention.  

Summary 
Industry-driven research has resulted 
in many product innovations that 
have benefited infants, children and 
adults. For patients with acute and 
chronic disease these innovations 
have significantly and positively im-
pacted clinical outcomes and quality 

Congratulations to RDPG Member  
Dr. Bettie Carter Stanislao
Bettie Carter Stanislao, PhD, RD, LN from Bozeman MT is celebrating her 
50th year of ADA membership.  She has been invited to attend the Food 
& Nutrition Conference & Expo (FNCE) in Boston for a special ceremony 
to honor the 50 Year Members.  Bettie joined the American Dietetic 
Association in 1960 and continues as an Active ADA Member as well as an 
RDPG member.  She has specialized in nutritional counseling for endocrine 
and auto-immune diseases including diabetes and celiac disease, and, 
although retired, still keeps in touch with some of her patients.  She says 
that the American Dietetic Association has been very important to her 
throughout her career.  We are proud to have her as a member of the RDPG.

The RDPG is honored to have a number of distinguished 50 Plus Members 
who have passed the 50 year milestone and continue to be affiliated with 
ADA.  These include Esther Winterfeldt (Stllwater, OK), Margaret Bogle 
(Little Rock, AR), Jean Hankin (Honolulu, HI), Julia Kula (Maunton MA), Eva 
Orton (San Jose CA), Grace Ostenso (Bethesday MD), Rachel Schemmel (East 
Lansing MI) and Helen Shaw (Greensboro NC).  

We will recognize all of these special RDPG members at the Annual RDPG 
Member Breakfast in Boston.

of life. Collaboration with nutrition 
experts, like dietitians, is integral to 
the success of outcome-based clini-
cal trials.  Continued innovation and 
industry-academic collaboration will 
ensure a steady “diet” of novel nutri-
tion products and improved clinical 
efficacy for patients.  
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Who We Are

Kathleen Woolf, PhD, RD

As a member of the 2009-2010 
Research Dietetic Practice Group 
(RDPG), you are surrounded by 725 
members with a common interest 
in the conduct and application 
of research related to food, 
nutrition, and dietetics.  During 
this past year, our membership has 
consisted of active members of 
the American Dietetic Association 
(ADA), retired ADA members, 151 
students, international colleagues, 
and even one honorary member.   
Although the majority of the 
RDPG members work in research, 
our members report working 
in other areas including clinical 
nutrition, consultation & business, 

communications, community 
nutrition, and school nutrition.  

A number of the 2009-2010 RDPG 
members joined the RDPG for the 
first time this year.  Many of these 
new members are our student 
members, reflecting our special 
membership price for students.  Our 
membership also includes recent 
registered dietitians and “well-
seasoned” registered dietitians.  

As a member of the RDPG, we 
hope you have embraced the 
benefits of your membership this 
past year by participating in the 
networking opportunities (e.g., 
GoogleGroups electronic mailing 

list, RDPG breakfast during the Food 
& Nutrition Conference & Expo 
[FNCE]) and professional growth 
activities (e.g., online newsletter The 
Digest, educational programs at 
FNCE) provided to RDPG  members.  
We hope that you will apply for 
one of the RDPG awards (e.g., 
undergraduate & graduate student 
research awards, seed grant funding) 
or share your talents by serving in a 
leadership capacity within the RDPG.  
Because being an active member 
of the Research DPG will have a 
positive impact on your career 
and professional life, we hope that 
you will continue your association 
with our group and renew your 
membership for 2010-2011. 
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From the Chair-elect

Needed:  RDPG Members  
in ADA Positions 
Martha McMurry, MS, RD

The RDPG membership includes 
natural leaders with the potential to 
become exceptional ADA officers. 
The election of RDPG candidates to 
ADA positions provides opportuni-
ties for our members to have access 
to ADA research priorities, policy 
decisions and national dialogue. 
Nominations are currently being 
accepted online through August 
for President and Speaker and until 
November 15 for the other positions 
on the 2011 ballot. 

Unfortunately there were no RDPG 
members on the 2010 ballot for ADA 
Nominating Committee. This has left 
research dietitians and researchers 
with less visibility for selection as 
candidates on future ballots. Many 
RDPG members exhibit the charac-
teristics needed for a Nominating 
Committee position, including 
analytical ability, proactive think-
ing, visionary predisposition, broad 
knowledge of the dietetics profes-
sion and self confidence in front  
of audiences. 

There will be three new Nominating 
Committee members chosen in 
2011. Selection as a candidate for 
Nominating Committee is deter-
mined by qualifications and skill sets 
described on the ADA website at 
http://www.eatright.org/Members/
content.aspx?id=2129. If you would 
like to run for the Nominating 
Committee, ask an RDPG colleague 
to nominate you or contact me for 
assistance. The form for nomination 
of a candidate is online at  
http://ada.portalxm.com/elections/
nominate.cfm. These can also be 
found in the ADA Member section 
under Governance, Nominations and 
Elections. You will be contacted after 
November 15 about whether or not 
you will be on the 2011 ballot.

If you would like to learn more about 
the nomination process before 
taking that step, contact RDPG 
members Erika Gradwell, MS, RD 
(University of Northern Colorado)  
at ericagradwell@yahoo.com, a  
current member of the Nominating 
Committee, or Sonja Connor, MS, RD 
(Oregon Health & Science University) 
at connors@ohsu.edu, a former 
member. They may be able to give 
you some insight about the nomina-
tion process and ways to improve 
your chances of selection now or in 
the future. 

There are many RDPG members  
who have been ADA officers. A  
few have shared why they enjoyed 
this experience:
• Colleen Matthys RD, former 

Nominating Committee Chair, says 
that she gained leadership skills at 
ADA which she used to enhance 
her role as research dietitian at the 
University of Washington. 

• Sonja Connor, MS, RD, LD, former 
Speaker of the House, says that it 
has been a wonderful opportunity 
to have input at the national level 
on nutrition and dietetic issues that 
were of particular concern to her. 

• Current ADA President Jessie 
Pavlinac, MS, RD, CSR, LD has had 
the opportunity to participate in 
once-in-a-lifetime events—carry-
ing the Olympic Torch and ringing 
the closing bell at the NASDAQ 
Stock Exchange. 

• Phyllis Stumbo, PhD, LD, former 
RDPG chair and Iowa delegate, 
found it exhilarating to be an up-
close observer of ADA delibera-
tions. She valued the opportunity 
for close contact with many promi-
nent dietitians – names previously 
familiar to her as authors of journal 
articles and policy-makers. 

Some RDPG members may want to 
consider running for a DPG office 
before thinking about a national 
ADA position. If you are interested  
in being considered for the 2011  
RDPG positions of Chair-elect, 
Secretary or RDPG Nominating 
Committee, contact Teresa Fung 
(fung@simmons.edu). RDPG 
Candidates will be selected over the 
next few months and elections will be 
held next February. In 2012 we will 
elect our first RDPG Delegate. The 
creation of Dietetic Practice Group 
(DPG) Delegates was approved in 
2009. By June 2012, all Professional 
Issues Delegates will have been 
phased out and DPG Delegates will 
be in place for all DPGs. 

As an officer in the RDPG, I have 
enjoyed the chance to work as a 
team with other members and to 
learn how ADA operates. I have also 
been given financial support for 
travel to annual ADA meetings. RDPG 
participation is a wonderful way to 
start becoming more involved in 
ADA and can improve opportunities 
for our members to become national 
ADA leaders.

Research DPG newly  
elected officers
Chair: Martha McMurry, MS, RD, LD
Chair-elect: James Swain, PhD, RD, LD*
Past Chair: Jeanene Fogli, PhD, RD
Secretary: Kathleen Woolf, PhD, RD
Treasurer: Alanna Moshfegh, MS, RD*
Nominating Committee Chair:  
 Teresa T. Fung, ScD, RD, LDN
Nominating Committee Members:
 Mara Vitolins, DrPH, MPH, RD  
  (Co-Chair 2011-2012)
 Johanna Lampe, PhD, RD  
  (Co-Chair 2011-2012)
 Catherine M. Champagne, PhD,  
  LDN, RD (Chair 2012-13 )*
*Elected in March, 2010

http://www.eatright.org/Members/
http://ada.portalxm.com/elections/
mailto:ericagradwell@yahoo.com
mailto:connors@ohsu.edu
mailto:fung@simmons.edu
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Member Spotlight

Linda Snetselaar,  
PhD, RD, LD
Erin Gaffney-Stomberg, PhD, RD

Linda Snetselaar, PhD, RD, LD, is  
currently the Interim DEO of Community 
and Behavioral Health and Professor 
of Public Health in the Department of 
Epidemiology at the University of Iowa.  
Dr. Snetselaar conducts community-
based research in both children and 
adults.  Her interventions focus on 
the normalization of body weight in 
families.  Read below to hear about 
how Dr. Snetselaar became interested 
in community-based research and the 
importance of research to the practice 
of dietetics.

Could you describe your current 
position for us?

Currently I head the Department of 
Community and Behavioral Health 
at the University of Iowa.  I am also 
primary faculty in the College of 
Public Health, Department of Epide-
miology at the University of Iowa (U 
of I) where I direct two centers: the 
Preventive Intervention Center and 
the Nutrition Center.  As part of my 
academic appointment I teach five 
courses:  Nutrition Interventions in 
Clinical Trials, Nutrition Interventions 
Lab, Nutrition Epidemiology, Nutri-
tion in Public Health and Evidence-
Based Nutrition Policy.  As a service 
role, I sit on National Institutes of 
Health (NIH) Study Sections.  I also 
serve as chair of the U of I Research 
Council designated to report to the 
Vice President of Research.

What is your education  
background?

I began my studies at Iowa State 
University (ISU) in the Department of 
Foods and Nutrition and received my 
BS in 1973.  I then went on to work 
in the Lipid Research Clinic Stud-
ies at the U of I and finished my MS 
degree in Nutrition from the College 

of Medicine, Department of Inter-
nal Medicine.  Finally I completed 
my PhD at U of I in Health Sciences 
Education.  My research focused on 
long-term randomized clinical trials 
emphasizing dietary interventions 
with funding from the NIH.

What is the focus of your research?

My current research employs school 
and worksite interventions aimed at 
promoting the normalization of body 
weight in families.  I also work with 
the University of Michigan on a study 
of overweight children in pediatric 
practices.  This study involves use of 
behavioral change skills in helping 
parents with their overweight chil-
drens’ eating habits.  The goal is for 
the children to obtain a more ideal 
body weight.  I am currently writing 
a manuscript in the area of long-term 
changes in dietary habits in women 
who were a part of the Diet Interven-
tion Study in Children.  A second 
manuscript I am working on focuses 
on diet and survival in participants 
from the Women’s Health Initiative.

How did you become interested in 
your current line of research?

When I was a senior at ISU, an RD 
who had attended ISU came from U 
of I to present to our senior class of 
dietetics students.  Her research in 
people in a community setting was 
so interesting that I said to myself, 
“This is my hope for a career.  It is 
exciting and so people-oriented.  It is 
what I hope to do for the rest of my 
professional life.”  After a wonderful 
dietetics internship at the U of I, and 
one year of work as a clinical dietitian 
at Lutheran Hospital in Des Moines, 
Iowa, I came back to U of I to work in 
a research setting and it has been a 
joy ever since.

What advice would you give to a 
young researcher for developing a 
successful line of research?

Success in research, whether it is  
writing grants or manuscripts,  
requires diligence.  Often grants 
require time to be funded and manu-
scripts time to be accepted.  Focus on 
what you love to do in your research.  
You will go much further if you are 
passionate about your research.

What are your career goals?

I hope to continue to write manu-
scripts and grants.  My hope is to 
increase the work of my Nutrition 
Center into a new wellness initiative 
that we are developing.  I hope to 
accomplish more for the profession 
through the Dietetics Practice-Based 
Research Network (DPBRN).

How has your affiliation with ADA 
impacted your career progression?

ADA has been instrumental in my 
career progression, in particular, 
my work with the ADA’s DPBRN, 
which has allowed me to expand 
my research into an area of practice-
focused data collection.  Specifically, 
my research focuses on behavior 
change in patients.  I also currently 
serve as the director of the DPBRN.

If someone were to ask you to 
explain “why research is important 
to the field of dietetics”, what would 
you say?

Quite simply, without evidence-
based research, we have no rationale 
for our dietetics practices.  Research 
is the foundation of our profession.
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Student Research

Learnomega3rd: A Website Design Streamlining 
Access to Online Resources Useful for Answering 
Dietitian’s Omega-3 Fatty Acids Questions
Martha M. Valverde, PhD, MPH, RD; doctoral graduate of the University of Nebraska – Lincoln 

Current research with technology 
and learning has shifted from an 
outcomes based approach, learning 
from media, to a process based ap-
proach, learning with media. Learn-
ing with media involves, “developing 
technology to support and optimize 
thinking, learning, and teaching 
processes.” (1) 

The focus of this research project was 
to provide registered dietitians with 
evidenced based nutrition educa-
tion in the area of omega-3 fatty 
acids in their workplace setting. A 
preliminary review of current online 
omega-3 fatty acids nutrition educa-
tion resources available was con-
ducted by the researcher. Findings 
revealed several quality resources 
available, however with the breadth 
of information needed to adequately 
address omega-3 fatty acids and 
their contributions to health, it 
was necessary to conduct further 
research with the dietitian audience 
to identify which resources are the 
most useful in answering their spe-
cific questions on this topic.

The Learning Paradigm and Learner 
Centered Paradigm (2, 3) were se-
lected to provide an educational 
framework for the development 
and testing of research tools used 
for this web-based approach. These 
paradigms focus on the learner, their 
interests, and needs as the driving 
force for development. The goal was 
to develop question-based naviga-
tional tools which help the learners 
find answers to their immediate 
omega-3 fatty acids and health 
related questions in their worksite 
within a satisfactory time frame.

Qualitative phenomenology research 
methods (4) were used with selected 

registered dietitians from a Midwest-
ern State Dietetic listing to explore 
the phenomenon, “How dietitians 
use online information in the work-
place, what they consider effective 
online communications and know-
ing what influences their decision 
making behaviors around omega-3 
fatty acids.” Key themes identified 
and used in Learnomega3rd website 
content development and design 
included: a question-based learning 
approach, adaptability of education-
al materials for multiple audiences, 
and multimedia applications allow-
ing for links to omega-3 websites, 
resources, and current published 
research articles. (5) 

Quantitative online survey research 
methods and content analysis 
research methods (6, 7) were used to 
evaluate the Learnomega3rd website 
tool effectiveness for nutrition 
education of dietitians in their work 
setting. Content analysis of partici-
pant responses identified the depth, 
breadth, and frequency of current 
omega-3 fatty acids questions to be 
answered. Descriptive analysis identi-
fied the level of satisfaction with the 
time participants needed to find 
their answers.

Online survey findings (8) show the 
educational website tool met and 
exceeded research participant 
(N=55) expectations in five out of six 
areas: informative, relevant, useful, 
credible, and professional. Forty nine 
frequently asked questions were 
identified from a total of 142 ques-
tions collected from participants. 
Forty five percent found answers 
to all their questions, 53% found 
answers to some of their questions, 
and 2% did not find answers.  

Respondents were able to use web 
format effectively to find and access 
online information; however, the 
use of photographs, diagrams, and 
topic summaries directly within the 
webpage frame is desired along with 
a direct linkage to the credible infor-
mation sources. This research project 
shows that including dietitians in the 
process of learning, development, 
and evaluation of online omega-3 
fatty acids nutrition education  
tools is an effective approach for 
meeting their learning needs in 
the work setting
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History of Research

Artificial Feeding

Jody L Vogelzang, PhD, RD, LD, FADA, CHES 

For over 30 years, artificial feeding has 
been used for patients with critical ill-
ness involving the gastrointestinal (GI) 
tract. Artificial feeding has provided 
macro and micronutrients for short 
and long term feeding and has been 
invaluable in extending human life in 
a host of disease states. This article will 
look at early studies and some of the 
newer applications in enteral feeding.

Enteral Nutrition
During the infancy of enteral feed-
ing only acute care providers were 
initiating and supervising feeding 
which circumvented the swallow 
and was infused into the stomach or 
small intestine. The hospital was the 
only place where a tube was placed 
and feedings initiated. As confidence 
increased in the delivery and manage-
ment of this feeding method, enteral 
feedings transitioned to long term 
care, and finally to the home setting. 
Today, patients who are enterally fed 
can be found in all sectors of society 
from schools, to workplaces, to homes 
and assisted living facilities. Due to 
the lower risk of infection, and simpler 
management, tube feedings can be 
administered by trained family mem-
bers and care takers. While formulas 
are constantly being revised and 
updated to reflect nutrition research, 
the first tube feedings were blender-
ized in hospital and home kitchens 
and made from food products appear-
ing on the daily menu. When viewed 
from today’s level of sophistication, 
practitioners may be appalled with the 
thought of table food and a blender 
when treating critically ill patients.  
The varying nutrient content and 
questionable sanitation made nutri-
tion assessment difficult. 

Marik and Zaloga (2001) completed 
a meta-analysis of early enteral nutri-

tion and looked at studies as old as 
1979. The feedings in early studies did 
consist of blenderized feeding as well 
as elemental diets, and standard iso-
tonic supplements. The caloric intake 
of patients before and after feedings 
was impressive as was the reduction 
in the average length of hospital stay 
for the patients receiving the enteral 
feeding intervention. Even as early as 
1979, Sager et al. noted length of stay 
of 19 days in the control and 14 days 
in the intervention group receiving an 
elemental diet via enteral tube. Even 
more significant was the decrease in 
infections in the intervention group. 
In 1996, Beier-Holgerson and Boesby 
noted a drop in postsurgical infec-
tions following abdominal surgery 
from 14 in the control group to 2 
in the enterally fed group. This and 
other earlier studies indicating that 
enteral feeding may play a role in the 
reduction of infections gave rise to 
further research involving immune-
enhancing nutrients.

One of these immune-enhancing 
nutrients is a conditionally essential 
amino acid, glutamine. This amino 
acid was reclassified as a conditionally 
essential amino acid in 1990 because 
of the fall in plasma levels noted dur-
ing metabolic stress. However, accord-
ing to Coster et al. (2004), enterally 
fed glutamine is less likely to increase 
plasma levels when compared to par-
enterally fed glutamine. Clinical trials 
showed that the relationship between 
glutamine supplementation and hos-
pital length of stay, complication rates, 
and mortality in patients undergoing 
surgery was the strongest in patients 
receiving the glutamine in a paren-
teral, not enteral formula. Research 
continues on the supplementation 
of other mixed glutamine-containing 
peptides of different lengths in both 

enteral and parenteral formulas.
 
In addition to research on immunity 
enhancing nutrients, the benefits of 
early introduction of enteral feeding 
has been debated. In 1994, Gianotti 
et al. demonstrated that immediate 
enteral feedings in burned animals 
was associated with a decrease in the 
hypermetabolic state and lowered the 
levels of circulating stress hormones 
such as cortisol. Earlier research in the 
late 1980s, also on animals, suggested 
that starvation as short as 12 hours 
had a negative effect on antioxidant 
levels in the tissues (Wohaieb & Godin, 
1987). In 1999, Kompan et al. found 
that enteral nutrition started within 
six hours of admission to the Intensive 
Care Unit (ICU) preserved intestinal 
permeability and reduced the occur-
rence of organ failure when compared 
with the control group who started 
feeding greater than 24 hours after 
admission. In 2007, one of the last early 
enteral feeding hold outs was tested 
– feeding early after GI surgery. In a 
study done by Fuluzawa et al. (2007), 
it was noted that “early postopera-
tive oral feeding has some favorable 
effects i.e. short hospital stay after 
surgery and decreased mortality” (pg 
1234). In this study the enteral method 
of feeding was preferred over paren-
teral because the researchers felt that 
it accelerated the upper GI healing and 
contradicts the commonly held prac-
tice of imposing a fasting period after 
upper GI surgery.

Ethics of Tube Feeding
As the science of enteral feeding 
provides more advanced feeding 
products and better documenta-
tion on reduction of infections and 
length of hospital stay, has the eth-
ics of tube feeding lagged behind? 

Continued on page 14
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Artificial Feeding

continued from page 13

Have we become so enthralled with 
the ability to safely provide nutrition 
support that we forget to consider 
not only the length of life but also 
the quality of life? Many end-of life-
ethicists (Brotherton & Judd, 2007) 
have discussed the efficacy in provid-
ing artificial nutrition to patients with 
little chance of recovery. Especially 
debatable is the enteral feeding of 
patients with end stage dementia. 
Artificial feeding is a medical interven-
tion that carries risks and benefits. 
The Registered Dietitian has a duty to 
not only select the most appropriate 
formula but also offer expertise to 

the multidisciplinary team involved in 
appropriate patient selection.
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William E Connor, MD (1921-2009) 
Personal Recollections

By Martha McMurry, MS, RD, LD
Oregon Health & Science University

Dr. William Connor, a physician-
scientist who made numerous 
contributions to the science of 
nutrition, was a major influence in 
the careers of many dietitians. He 
respected dietitian professionals as 
the experts in food and nutrition 
and employed them as important 
members of his research teams 
throughout his career. I first met 
him at the University of Iowa Clinical 
Research Center when, as a senior 
undergraduate student in 1967, I 
found a part-time job making liquid 
formula diets for nutrition studies. 
This was an event in my life that, at 
the time, seemed like a simple act of 
expediency but in fact started me on 
a path towards an exciting career as 
a research dietitian. 

Dr. Connor made important 
discoveries about dietary cholesterol, 
omega-3 fatty acids, and the 
carotenoids lutein and zeaxanthin. I 
was a member of several groups of 
research dietitians who developed 
the diets that were controlled and 
manipulated in these components 
and were used in the clinical feeding 
studies that led to these discoveries. 
Dr. Connor could be challenging to 
work for: he demanded excellence, 
he was persistent in his demands, his 
curiosity and interests were hard to 
keep up with, and he was tenacious 
about proceeding with difficult 
goals. Of course, these are the same 
attributes that contributed to his 
success as a researcher and pushed 
and pulled me and other dietitians 
to work harder, learn more, and 
develop new skills.  

I have also been influenced by Dr. 
Connor’s broad range of interests 
in food and nutrition. Under his 
direction, I helped conduct feeding 
studies in the Tarahumaras, native 

Americans who live in the canyons of 
northern Mexico and are known for 
their running skill and simple food 
intake. This was one of the most 
exciting adventures of my life. My 
favorite early cooking experiences 
were stimulated by Dr. Connor’s 
conviction that good nutrition 
could be translated into tasty and 
satisfying foods.  I still enjoy cooking 
dishes with legumes and whole 
grains, and I continue to recommend 
the books developed by Dr. Connor 
along with his research partner 
and wife, Sonja Connor, MS, RD, LD 
and many other good cooks from 
among the research dietitians and 
other staff on his research team (the 
three “Alternative American Diet” 
cookbooks). His wife continues to be 
one of my dear dietitian friends.

There are certain individuals 
who make a big splash with their 
lives. Dr. Connor was one of these 
individuals. His life and work have 
been acknowledged in several 
publications. (1-6)  I was one of the 
fortunate dietitians who got caught 
up in his scientific brilliance and 
joy of discovery. There are many 

“Connor dietitians.” We are working 
around the country in research, 
public policy, education, private 
practice, public health and other 
fields, all influenced by the vigor 
of his work. The ripples from Dr. 
Connor’s life continue to expand. 

1.	 The Oregonian article at: http://
www.oregonlive.com/news/index.
ssf/2009/11/the_scientist_whose_
pioneering.html

2.	 Obituary at: http://obits.oregon-
live.com/obituaries/oregon/
obituary.aspx?n=william-e-
connor&pid=135601077

3.	 William E Connor (1921-2009) – 
Honorary ADA Member. J. Am. Diet. 
Assoc., 2009; 109: 2106.

4.	 Spector, AA. William E. Connor, MD, 
Arterioscler. Thromb. Vasc. Biol. 
2010;30:e2-e3.

5.	 Patel, SB and Steiner, RD. In 
Memoriam: William E. Connor 
(1921-2009). J Lipid Res 2010; 51: 
679-81.

6.	 Dujovne, CA. In Memoriam: Wil-
liam E. Connor, MD (1921-2009). J. 
Clin. Lipidol. 2010; 4:82.

Treasurer’s Report

Hello Research DPG Members-
Our budget for the year expects 
$18,125 of income and $20,400 
in expenses. We planned for the 
expenses to be higher than the 
income so that we could keep our 
reserves around 60% of the budget. 
The fiscal year is from June to May. 
As of the end of December 2009, 
we have completed eight months 
of our year with $11,079 in income 
and $9,116 in expenses. The income 
includes $2,201 in interest that our 
reserves have earned. Your dues are 

paid to us on a month to month 
basis by ADA. As a result, our 
monthly income usually goes up a 
little each month as members join 
our practice group. The expenses 
include the cost of attending FNCE 
2009, paying for last year’s news-
letter that was not billed to us until 
fall, and $248 charged to us by 
ADA for processing credit cards. 

We still have a healthy financial 
status and have almost completed 
the budget for next year.

Val Episcopo, PhD, RD
RDPG Treasurer

http://www.oregonlive.com/news/index
http://www.oregonlive.com/news/index
http://obits.oregon-live.com/obituaries/oregon/
http://obits.oregon-live.com/obituaries/oregon/
http://obits.oregon-live.com/obituaries/oregon/
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1. Nutrition-industry prospective clinical trials 
(NICTs) are developed for new nutrition  
products to: 

 a. To demonstrate safety, tolerance and efficacy for  
 specific populations  

 b. To demonstrate tolerance and increase revenue for  
 the company

 c. To demonstrate expertise of scientists  
 and nutritionists

 d. To demonstrate validity of retrospective studies

2. Types of Nutrition-industry clinical trials include:

 a. Investigational new therapies, biofeedback

 b. Infant formulas, medical food, biologics

 c. Sports related injuries, exercise equipment

 d. Water potency, hydration, respiratory quotients

3. Medical foods – or orphan nutrition products are:

 a. Not to be used for the sole source of nutrition in  
 individuals with a specific medical condition

 b. Used as part of a unrestricted diet plan in  
 individuals with medical conditions

 c. Intended for nutrition therapy of acute/chronic  
 medical conditions

 d. Banned for use for any population in the US

4. Clinical trials with medical foods require strict 
adherence to good clinical practice guidelines and 

 a. Quality assurance to correct interpretation of data

 b. No approval from the FDA for usage

 c. Approval by taste panels for consumer acceptability

 d. An increase in the clinical trial budget to allow for 
 advertising once approved

5. In determining which new product ideas are  
developed and funded, the following need to  
be considered:

 a. Clinical need/insight, patient benefits, opportunity  
 in the marketplace

 b. FDA history of the approval rating of the  
 company’s products

 c. Improvement of company image, quality assurance  
 measures, profits

 d. Trends in eating patterns locally and globally

6. Part of the process before a clinical trial  
is approved includes:

 a. Establishing a research and development team  
 (and medical team if a clinical trial is required)  
 and funding for the product development.

 b. Establishing a marketing plan and budgetary plan  
 for distribution of the product

 c. Developing patient and professional  
 educational materials

 d. Developing a marketing and promotional protocol  
 for product development

7. Criteria that need to be determined prior to  
approval of the clinical trial includes:

 a. Minimal standards of scientific and medical quality

 b. Maximum profits for the company

 c. Minimal standards for safety and efficacy

 d. Alignment with business needs and value added to  
 the specific brand

 
8. Research of for new formula development and 

testing before the product is launched and  
regulatory approval is obtained typically takes:

 a. 1 to 2 years 

 b. 3 to 5 years

 c. 10-15 years

 d. At least 25 years

Conducting Clinical Trials in the 
Nutrition Industry: We’re Not in 
Academics Anymore!

Continued on page 17



CPE CERTIFICATE
Please obtain a separate Certificate of Completion Form for license verification and your own records. 
You should record each session on your Learning Activites Log (Step 4), and retain a completed form 
for your file in the event you are audited by CDR.

Answers: 
 1 – a
 2 – b
 3 – c
 4 – a
 5 – a
 6 – a
 7 – d
 8 – c
 9 – a
 10 – c

9. In the development of the protocol the section on 
general information should contain

 a. Protocol title, any protocol amendments, contact  
 information of the sponsor, those authorized  
 to sign the protocol, the sponsor’s medical expert,  
 and investigator(s) responsible for conducting  
 the trial. 

 b. Protocol title, aims and hypothesis(es), the PI,and  
 the general information about the product. 

 c. Protocol title, a brief summary of the protocol and  
 the budget

 d. Protocol title, contact information of all research  
 participants, marketing plan, product information
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Conducting Clinical Trials

continued from page 16

10. A benefit of Nutrition-industry prospective  
clinical trials (NICTs) include:

 a. Proof that the RD is an integral member of the  
 health care team

 b. Financial growth of pharmaceutical company 

 c. positive impact of clinical outcomes and on the  
 quality of life for patients

 d. an opportunity for dietetics students to  
 conduct research



Inés M. Anchondo
RDPG Editor
4801 Alberta Ave.
El Paso, TX 79905


