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Context :
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Quality assurance scheme for drugs in place
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Increasing use of Medical Devices and Food volumes

= Implementaton of a similar system for Medical
Devices and Specialised Medical Food

= Monique Dory : Coordinator for Medical devices Quality
Assurance, MSF International

— QOdile Caron : Coordinator for Specialised Medical Food
guality Assurance, MSF International
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te.malnutrition* in MSF projects:

2005 >60,000
2006 120,000

2007 190,000
*Includes SAM+MAM+RUF target blanket <3 years
B MSF Nutrition activity mapping as of May 2009 2008 415,000
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MSF: Trends in RUTF and RUSF Field Deliveries (for 2009 YTD)
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NB: does not include all RUTF used by field projects, ie RUTF sourced
from | ocal puld & hracste aanc @bt ed her e. R
UNICEF not included.
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GOAL: Diversification of quality assured sources of
specialized medical foods

¥ Development of detailed product specifications
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MSF Supply/Log/Holland |,
purchase in Europe

MSF Country missions local
purchase

UNICEF
donations in
country
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MSF Capital .
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Purchaser

Specification File
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COMMUNITY-BASED MANAGEMENT OF
SEVERE ACUTE MALNUTRITION
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Based on
specifications for
F100 therapeutic

milk

Technical annex

Ready-to-usa therapeautic foods

Ready-to-use therapeutic foods (RUTF) are high-
anargy, fortified, ready-to-eat foods suitable forthe
treatment of children with severs acute malnutrition.
These foods should be soft or crushable and should
b easy for young childran to eat without any
preparation. At least half of the proteins contained in
the foods should coma from milk products.

Mutritional compaosition
Muoisture content 2.5% maximum
Energy E20-550 Kezal 100 g
Proteins 10%~1 2% total enengy
Lipids AB%~E0% total ensngy
Sodium 290 mg100 g masximum
Patassium 1,100-1,400 gt 100 g
Caleium 300600 mg00 g
Phosphorus

(esecluding phytate) 300800 mgM00 g
Mag nesium 80140 rmg 100 g
Iran 1014 mgfong
Zinc 1-14 mg/100 g
Copper 1.4-1.8 mgMdd g
Saelenium 20-40 pg
ledine Fo-140pg0d g
Vitarmnin A 2.8-1.1 mgfod g
Vitamin D 15-20 pg100 g
Vitamin E 20 mgH00 g minimum
Vitarnin K 15-30 pg100 g
Vitarmin B1 2.5 mgA00 g minimum
Vitamin B2 1.8 mg 100 g minimum
Vitarmin C 50 mgH100 g minimum
Vitamin BE 0.6 mgA00 g minimum
Vitamin B12 1.6 pg 00 g minimum
Folic acid 200 pgA00 g minirmurm
Niacin 5 mg/100 g minimum
Pantothenic acid 3 mg100 g minimum
Bictin 80 pgM100 g minimum
n-& fatty acids FHA10% of total energy
n-3 fatty acids 0.3%—2.5% of total enangy

Hete: Although FUTF sonmin ifon, FI00 doss ret. The compeaition of F 100 can bs fand
in Marwgermnent of Sevafe Mrinutfiton: & mumaa! & physioime and othel saniol haath
.uu.wuruu-lhora.nnm Garwvs, 1060 |mvadsbla coline st

hiip: s_wwrvals_malnuifion_sng pdfe).

Safety: The food should be free from objactionable
matter, It must not contain any substance
originating from microorganisms or any other

G

| Specifications for RUTF

poisonous or deleterious substances, including anti-
nutritional factors, heavy metals or pesticides in
amounts that may represent a hazard to health.

Maxirmum toxin levels

Aflatcocin level 5 ppb maxirmum
Microcorganism content 10,000'g maximum
Coliform test negativeinlg
Clostridium perfringens negativeinl g
Yaast rmaximum 10in1 g
Moulds maximum 50in 1g
Pathogenic Staphylococei negativeinl g
Salmonealla negative in 125 g
Listeria negative in 25 g

The product should comply with the Recommended
International Code of Hygienic Practice for Foods
for Infants and Children of the Codex Alimentarius
Standard CAC/RCP 21-1979 (available at

<htt prdwaew codexalimantarius.ne tdownload/
standards/297/CXP_o21e.pdf-]. All added mineral
salts and vitamins should b2 onthe Advisory List
of Mingral Saks and Vitamin Compounds for Uss
in Foods for Infants and Children of the Codex
Alimentarius Standard CAC/GL 10-1973 {available
at <hftpiewy.codexalimantarius. net/download/
standards 300/CKG_0108. pdfs),

The added minerals should be water-soluble

and should not form inscluble components

when mixed together. The food should have a
minaral composition that will not alter tha acid

base metabalism of children with severs acute
malnutrition. In particular, it should have a
moderate positive non-metabolizable base sufficient
toeliminate the risk of metabolic acidosis. The
non-metabolizable base can be approximated by the
formula: estimated absorbed millimoles (sodium +
potassium + calcium + magnesium) - {phosphorus

+ chloride). The mineral mix recommended for

F100 by WHO is an example of a mineral mix with a
suitable positive non-metabolizable bass.

Information on producing RUTF locally is available
at =hitpriwwav.awhodintichild-adolescant-haalth!
Mew_Publications/MUTRITION/CESM/bp_4.pdf=.
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®GMP

® Primary material specs

< Additives, partial

% Product specifications, incomplete
@ Safety

® Packaging and labeling

@ Stability studies

® Acceptability and Efficacy trials

< Certificate of Analysis
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¥ Where to set the specification?

¥ Crude fibre: used 5 g/100 g maximum:
2 CAC/GL 08 -1991

@ Phytate : zinc molar ratio.  No spec

=z Effects of weaning cereals with different phytate contents on
hemoglobin, iron stores, and serum zinc: a randomized
intervention in infants from 6 to 12 mo of age . TLind, B Lonnerdal,
L-A Persson, et al. Am J Clin Nutr 2003;78:168i 75.

== ZiInc homeostasis in Malawian children consuming a high-phytate
maize-based diet. M Manary et al. Am J Clin Nutr 2002;75:10571 61.
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