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Healthy situation

— Disturbed situation

Probiotic intervention that decreases
magnitude of perturbation

—— Probiotic intervention that promotes a more

rapid return to recovery

Time

Sanders et al. 2011. Gut Microbes. 2(3):1-7.
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Group Treatment (hours) 95% ay* Pvaluet
2 Oral rehy lution alone 115.5 (95.2-127) — —
2 | Lactobacillus casel subsp rhamnosus GG 78.5 (56.5-104.5) ~32 (~41to-23) 0,001 |
3 Saccharomyces boulardii 105.0 (90-104.5) -5(-13to 5) 038
4 Bacillus clausii 118.0 (95.2-128.7) 1(-7to8) 076
5 L delbrueckii var bulgaricus, L acidophilus, 70.0 (49-101) =37 (~47 10 -25) «.001
Streptococcus thermophilus, B bifidum
6 Enterococcus faecium SF 68 115.0 (89-144) 2(-5to11) 0.61
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European Food Safety Authority EFSA Journal 2010:8(10):1763

SCIENTIFIC OPINION

Scientific Opinion on the substantiation of health claims related to live
voghurt cultures and improved lactose digestion (ID 1143, 2976) pursuant
to Article 13(1) of Regulation (EC) No 1924/2006"

EFSA Panel on Dietetic Products, Nutrition and Allergies (NDA)E' :

In weighing the evidence. the Panel took into consideration that thirteen of fourteen human studies
showed enhanced digestion of lactose in yoghurt in lactose maldigesters. when live yoghurt starter
cultures were ingested in yoghurt, that the one study which did not show such effect reported reduced
symptoms and that there was strong evidence for the biological plausibility of the effect.’

The Panel concludes that a cause and effect relationship has been established between the
consumption of live yoghurt cultures in yoghurt and improved digestion of lactose in yoghurt in
individuals with lactose 111:11(115_765{1011.‘i

In order to bear the claim, the yoghurt should contain at least 10® CFU live starter microorganisms
(Lactobacillus delbrueckii subsp. bulgaricus and Streptococcus thermophilus) per gram. ' The target
population is individuals with lactose maldigestion.
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Days Absent per Student per School Year

#Healthy habits help keeplyo

Cleaning Hands Keeps
Students In School
Take care: Cover coughs and sneezes.

Keep hands clean.

Healthy habits can protect you and your children from getting germs
or spreading germs at home, work and school. Simple actions can stop
germs and prevent illnesses.

3.02
2.42

Cover your mouth and nose. Use a tissue when you cough or sneeze

days
Im\ssed I

and drop it in the trash. If you don’t have a tissue, cover your mouth
Elementary Elementary and nose as best you can.
school school Clean your hands often. Clean your hands every time you cough or

sneeze. Hand washing stops germs. Alcohol-based gels and wipes also

Days Absent per Student per School Year

work well. Elementary  Flementary

—_ Remind your children to practice healthy habits, too. Germs that S SR
cause colds, coughs, flu and pneumonia can spread easily. using proper using proper

N X 3 hand hygiene ~hand hygiene
Healthy habits help reduce illnesses and sick days. Feel good
1 about doing the right things to stay well.
. Sy pr
& Healthy habits stop germs. At home, work and school. 5 B
{

This message Is from the Centers for Disease Control and Prevention and the Department 3, C
of Health and Human Services. To learn more, please visit wwvi.cde.gov/germstopper. e

L. acidophilus NCFM + B. animalis Bi-07 reduces symptoms of
colds/flu in Chinese children
Leyer et al. 2009. Pediatrics;124(2):e172-9.

6 B Probiotic
[ Placebo

27%
reduction

*p<0.05

Missed School Day per Child

>1 fewer missed school days/child on probiotic compared to
placebo during 6 month
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Guidance for Industry
Investigational New Drug
Applications (INDs)—
Determining Whether Human
Research Studies Can Be
Conducted Without an IND

&& )

DRAFT GUIDANCE

This guid is being distri for comment purposes only.

Comments and suggestions regarding this draft document should be submitted within 90 days of
publication in the Federal Register of the notice announcing the availabiliy of the draft
guidance. Submit comments to Dockets Management Branch (HFA-305). Food and Drug
Administration. 5630 Fishers Lane. rm. 1061. Rockville. MD 20852. All comments should be
identified with the docket number listed in the notice of availability that publishes in the Federal
Register.

For questions regarding this draft document contact Joe Griffin (CDER) 301-796-2270. or the
Office of Communication, Outreach and Development (CBER) 301-827-1800 or 800-8335-4709,

U.S. Department of Health and Human Services

Food and Drug Administration
Center for Drug Evaluation and Research (CDER)
Center for Biologics Evaluation and Research (CBER)

October 2010
Clinical/Medical
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As these parameters change,
when do efficacy evaluations
need to be re-confirmed?

Sanders & Marco, 2010. Ann Rev Food Sci Technol-BB5
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