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Food For Thought

Special Claims Feature
By Ioana G. Carabin, M.D., Medical Director

Rx for Claim Substantiation - Part III

“Budgeting”

In Part I and II of this series on
claim substantiation, we addressed
the fact that a health claim has two
essential components: a substance
and a disease or health-related
condition. A health claim can be
made for a food, food ingredient
or dietary supplement ingredient
provided that the claim is substan-
tiated by clinical data.

The previous two articles empha-
sized that the single most impor-
tant component of the scientific
evidence necessary for substantia-
tion of a claim is the clinical data,
the soundness of which is the
product of careful planning.
Following selection of the most
sensible/practical effect to be stud-
ied that would substantiate the
health claim, the cost of the clini-
cal study represents the biggest
concern for the sponsor. Clinical
studies are expensive to run and
are likely to become even more
expensive if a well-detailed proto-
col and realistic budget are not
meticulously planned at the outset.

Once the protocol is fully devel-
oped, several study sites (i.e., clin-
ical research organizations
(CROs)) should be approached for
bids. Selection of a CRO to con-
duct your study is based, in addi-
tion to cost, on the protocol’s diffi-
culty, the number of subjects nec-
essary to attain statistical signifi-
cance, length of time for the study,
the necessary tasks required and
the skill level, and number of per-
sonnel involved. It is important to
realize that the proposed budget is
only a suggested budget and the
sponsor should be prepared for
requests by the CRO for additional
funding after the contract has been
signed.

The budget development for a
clinical trial must address four
cost aspects: (1) known, (2) hid-
den, (3) overhead and (4) misc.

1. Known Costs

Examples of known costs for a
clinical trial include, but are not
limited to:

1. Subject/patient costs that include
screening, compensation (i.e., lost
time from work), transportation and
parking.

2. Settings-related costs include
that of an inpatient vs. outpatient
setting for the clinical trial and of a
single vs. multi-center run trial.

3. Professional costs include review
of the protocol by the principal
investigator (PI), patient examina-
tion and medical history intake and
evaluation, administration of treat-
ment, review and interpretation of
the diagnostic tests, possible use of
the pharmacy and statistical analy-
sis.

4. Procedure-related costs include
collecting specimens for analysis
(e.g., blood, sputum and urine),
performing various diagnostic tests
(e.g., electrocardiogram and x-
rays), analysis of laboratory sam-
ples (e.g., blood, urine and stool),
processing and/or shipping speci-
mens for analysis.

5. Material costs include blood col-
lection tubes, syringes, gloves, ster-
ilization equipment, biohazard
equipment (i.e., special sharps con-
tainers, masks and gowns), labels
and possibly a special storage facil-

1ty.

6. Administrative costs include
advertising for subject recruitment,
preparation of patient charts, chart
and notes dictation and typing,
developing, printing and comple-
tion of case report forms (CRF),
informed consent and adverse event
forms, copy of medical records and
special shipping (e.g., courier serv-
ices to specialized laboratories),
and data storage.

7. Institutional Review Board

(IRB) costs include, but are not
limited to, the initial review and
approval of the protocol, review
and approval of the informed con-
sent and adverse event forms,
assessment of the investigators’
qualifications, periodic updating
on the clinical trial progression
and additional reviews if changes
in protocol occur.

2. Hidden Costs

Identifying hidden costs for the
clinical trial is a more complex
process and requires experience:

1. Advertising & enrollment costs

- Slow enrollment is occasionally
seen if the exclusion criteria in the
protocol are too stringent.

- Unexpected advertising costs
and extended enrollment are seen
if the initial enrollment did not
produce the necessary number of
subjects to be screened.

- Screening failures are subjects
that passed the initial screening,
but for one reason or another can-
not be part of the study.

2. Additional labs might be
required during the trial if there is
a change in protocol or if there
were unexpected mishaps (e.g.,
specimens from a certain blood
drawing were lost in shipment).

3. Frequent, updating, conference
calls and/or meetings requested by
the sponsor.

4. Frequent and lengthy sponsor
Visits.

5. Personnel turnover at the study
site might require replacement and
additional training.

6. Protocol amendments necessi-
tate additional time on the part of
the PI for development and the
IRB for review and approval, like-
ly causing unexpected delays in
running the clinical trial.

7. Adverse events can occur dur-

ing the clinical trial. In these situa-
tions, the sponsor is expected to
cover all the costs for hospitaliza-
tion and/or medications required to
improve the condition of the sub-
ject, as test subject medical insur-
ance will not cover such events.

3. Overhead Costs

The overhead costs encompass all
the administrative charges for that
particular study site and include
office space, furniture, special med-
ical and laboratory equipment,
computers, electricity and tele-
phone, various licenses, insurance,
legal fees (consent forms), compli-
ance and accreditation certificates
(e.g., OSHA and CLIA ), and per-
sonnel training. Overhead costs
vary from site-to-site and may rep-
resent anywhere from 20 to 40 per-
cent of the study budget.

4. Misc./Unanticipated Costs
These costs might include travel
expenses, additional statistical
analysis, or special presentations
requested by the sponsor.

Conclusion

Experience in budget development
can avoid pitfalls that might lead to
cost increases. The budgetary expe-
rience is intertwined with the clini-
cal expertise applied to the meticu-
lous up-front planning process and
development of a clinically feasible
study protocol. However, while
cost containment is considered
essential in today’s economy, it
should never compromise the quali-
ty of the clinical study affecting the
overall outcome. ¢
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Food Factoids

Latest Food-Science Industry News Briefs

By Becky McNeil, Assoc. Business Development Director

+ Ga-Ga for Gluten-Free - Not long ago, those suffering

from Celiac disease had few gluten-free food options. Celiac disease
affects digestion, damages the small intestine and interferes with nutri-
ent absorption. People with celiac disease cannot

| tolerate gluten, a protein in wheat, rye and barley.
| Industry has responded to the increased demand
for gluten-free products, but something it must
remember is that there is no FDA regulation that
defines “gluten-free.” This is critical for labeling
and when making claims. However, FDA has not objected to the term’s
use in labeling, provided that when such a claim is made, it is truthful
and not misleading. For example, when regulatory definitions are not
defined clearly, label claims can easily, and sometimes without intention,
inaccurately exploit consumers’ fear of health issues. Thus, FDA is pro-
posing to define “gluten-free” for voluntary use in food labeling. Once a
final federal definition is in effect, manufacturers can label products as
“gluten-free” at their own discretion, but only if the food’s label meets
the proposed regulatory definition. Source: (www.cfsan.fda.gov)

People & Places

*Time for a Baobab Break - pried baobab fruit pulp,

derived from the Adansonia digitata (“upside-down”) tree, is grown pri-
marily in South Africa, Botswana, Namibia, Mozambique and Zim-
babwe. The high-antioxidant fruit has a long history of use in Africa and
has made its way into the EU as an approved novel food (Commission
Decision 2008/575/EC). However, baobab has yet to be approved for
use in the U.S. and while approval as a Novel Food in the EU represents
a significant hurdle, the EU process is not comparable to the criteria for
approval of a food in the U.S. One strategy the importer might employ
in the U.S., is the presumption of safety for foods as the result of history
of use, but the history of use of baobab is in developing African coun-
tries. While Fmali Herb v. Heckler et al. resolved that history of use
does not have to be in the U.S., would use in the named African coun-
tries make a good case for safety? The U.S. has a good health care sys-
tem, an enviable life expectancy and a method of reporting adverse reac-
tions to food, arguably none of which exist in Botswana, Namibia, etc. It
will be interesting to see what additional information, if any, the
importer may bring to the table to demonstrate safety of baobab.

Continuing the Commitment to Science
By Anna Marie Neri, Marketing Manager

Burdock Group Shows SOT Student Support, Shares Knowledge with AFIA & Will Offer Both at IFT

If any word could best describe the tone at Burdock Group right now, “Momentum” has

carved its niche outside the company's headquarters. The spring and early summer ushered in

several opportunities for Burdock Group to give back to industry and showcase its expertise.
Such venues included the Society of Toxicology’s (SOT) Annual Meeting and ToxExpo™,
the American Feed Industry Association’s (AFIA) Microbial, Enzyme, Forage Technology
(MEFT) Committee (Destin, Fla.) and Pet Food Committee (Chicago, Ill.) meetings, and the

upcoming Institute of Food Technologists (IFT) Annual Meeting and Food Expo™.
Supporting Students at SOT

In keeping with its tradition of support for students, Burdock Group was pleased to present
the Burdock Group Student Travel Award during the SOT Annual Meeting held in Baltimore
in March. During the Food Safety Specialty Section reception, Dr. George Burdock
announced Patrick Njobeh of the University of Johannesburg as the winner of the travel
award, which included a $500 check and commemorative plaque. During his address, Dr.
Burdock urged members to also pledge their support for tomorrow's leaders in food safety.

To qualify for the Burdock Group Student Travel Award, students had to submit a 250-word

description of their interest in toxicology and the safety evaluation of food, proof of full-time
graduate or undergraduate status, and a letter from a faculty member indicating that they have

taken or will be taking courses having to do with food ingredient safety. For eligibility
requirements contact Anna Neri at Aneri@burdockgroup.com. Submission deadline for 2010
awards is Feb. 1, 2010 to Ms. Neri. Please help spread the word!

Sharing Pet/Animal Feed Expertise

On April 20, Dr. Burdock traveled to Chicago to present a lecture on “CVM's GRAS

Approval Process - A Work in Progress” for AFIA committee members at the Pet Food Forum

in Chicago.

His presentation delved into several key areas including:
& How safety is established for feed ingredients
€ Who is qualified to make a GRAS determination
& FDA's current regulation of pet food

To request a copy of Dr. Burdock’s presentation or to schedule a complimentary consultation
to discuss your pet/animal feed safety needs, contact Anna Neri, Marketing Manager, at
Aneri@burdockgroup.com.

Burdock Group’s Continuing Commitment to Science

In addition to the two symposia Burdock Group will participate in (See Calendar section for

details), the company’s scientists will present a record-number of posters - Seven! View them

during the “Toxicology and Safety Evaluation” session on Sunday, June 7 from 3 - 5 p.m.

1) Safety Assessment of Opopnax Oil as a Food Ingredient
Presentation Number: 060-27 (loana G. Carabin, M.D. and George A. Burdock, Ph.D.)

2) Safety Assessment of Lovage Extract as a Food Ingredient
Presentation Number: 060-29 (loana G. Carabin, M.D. and George A. Burdock, Ph.D.)

3) Safety of Angelica Root Oil as a Food Ingredient
Presentation Number: 060-44 (Laurie C. Dolan, Ph.D. and George A. Burdock, Ph.D.)

4) Risk Assessment of Oleic Acid as a Food Ingredient
Presentation Number: 060-45 (Ray A. Matulka, Ph.D. and George A. Burdock, Ph.D.)

5) Prescription for Claim Substantiation (Part I) - Key Ingredients for a Successful Claim Approval
Presentation Number: 060-42 (loana G. Carabin, M.D. and George A. Burdock, Ph.D.)

6) Prescription for Claim Substantiation (Part IT) - How to Develop a Successful Clinical Trial
Presentation Number: 060-25 (Ioana G. Carabin, M.D. and George A. Burdock, Ph.D.)

7) Prescription for Claim Substantiation (Part IIT) - Conducting a Successful Clinical Trial
Presentation Number: 060-47 (loana G. Carabin, M.D. and George A. Burdock, Ph.D.)

Expertise in Print

Safety assessment of kola nut extract as a food ingredient. G.A. Burdock, |.G.
Carabin and Christine M. Crincoli. Food and Chemical Toxicology. 2009.
(Accepted for publication and currently available online, www.elsevier.com).

Supplementation of a functional fiber (Polyglycoplex®) to the diet is well tolerated
by healthy subjects in a clinical trial. 1.G. Carabin, M.R. Lyon, S. Wood, X.
Pelletier, Y. Donazzolo and G.A. Burdock. Nutrition Journal 8:9. pp. 1-11. 2009.
(An online publication: www.nutritionj.com/content/8/1/9).

Lack of toxicity by medium chain triglycerides (MCT) in canines during a 90-day
feeding study. R. M., Matulka, L.J. Thompson and G.A. Burdock. Food and
Chemical Toxicology 47:35-39. 2009.

Coming Soon!
Genotoxicity studies on a high-purity rebaudioside A preparation. L.D. Williams and

G.A. Burdock. Food and Chemical Toxicology. 2009. (Accepted for publication).

Access Burdock Group articles at www.BurdockGroup.com/publications.php.
Building Credibility One Peer-Reviewed Atrticle at a Time

Visit us on the Web at www.BurdockGroup.com
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Calendar of Events

June 7 - 9, 2009 - Dr. Burdock will moderate the symposium “The
Recipe for a Successful GRAS” on Monday, June 8 at 10:30 a.m. at
the Institute of Food Technologists’ Annual Meeting in Anaheim. Calif.
Dr. Burdock also has been asked to speak in the symposium
“Nutraceuticals and Functional Foods Regulations in the World,” which
takes place on Tuesday, June 9 at 8:30 a.m. In addition, Burdock
Group will present seven posters and will exhibit at booth #1808, offer-
ing a pre-publication view of the 6th edition of "Fenaroli's Handbook of
Flavor Ingredients." To learn more or to schedule a booth meeting with
one of our leading toxicologists, contact 407-802-1400, ext. 174 or
Rmcneil@burdockgroup.com. For more information, visit: www.ift.org.

Oct. 1-4, 2009 - Dr. Burdock will present a lecture on U.S. Regulations
and GRAS status at the American College of Nutrition’s 50th Annual
Meeting in Orlando, Fla. He will also participate on a panel regarding
Nutraceutical and Functional Food Regulations. For more information,
visit: www.americancollegeofnutrition.org.

Nov. 10, 2009 - The 6th edition of “Fenaroli's Handbook of Flavor
Ingredients” debuts. As the standard reference for flavor ingredients
worldwide, it lists a variety of substances, including those conferred
food additive status, substances Generally Recognized As Safe
(GRAS) and those substances having undergone GRAS Notification
with the Food and Drug Administration (FDA).The 6th edition is
expanded with more than 200 new entries, including many botanicals
and other natural substances. For more information, contact:
Aneri@burdockgroup.com or 407-802-1400, ext. 170.
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