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VI.2. Elements for a public summary 
VI.2.1. Overview of disease epidemiology 
Some patients who are in the hospital may not have enough nutrients in their bodies. This 
may happen because a person is not able to eat, because they need more nutrients than 
normal because they are ill, or for both of these reasons. The condition when someone 
does not have enough nutrients in the body is called malnutrition. About 40% of seriously 
ill patients are thought to be malnourished. The number of babies and children who suffer 
from malnutrition can be very different. Patients who are seriously ill, who have had 
surgery on their guts, or who have diseases of the gut or liver, cancer, human 
immunodeficiency virus (HIV), or acquired immune deficiency syndrome (AIDS) may 
suffer from malnutrition. 

VI.2.2. Summary of treatment benefits 
If a person is not able to eat, sometimes the only way to get nutrients may be from a 
medicine that goes into the vein. Such medicine is called parenteral nutrition (PN) and 
has been around for over 30 years. PN contains different nutrients called amino acids 
(protein), lipids (fat), glucose (sugar for carbohydrates), electrolytes (minerals), vitamins, 
and trace elements. The different nutrients in PN can be given to the patient separately or 
they can be mixed together and given to the patient at the same time. 

Numeta is a type of PN that contains all the nutrients (amino acids, lipids, glucose, and 
electrolytes) except vitamins and trace elements in one bag. The nutrients are separated 
into three separate chambers (one for amino acids and electrolytes, one for lipids, and one 
for glucose). Two or all three of the chambers can be mixed together and given to a 
patient according to the type of nutrients the patient needs. Having all the nutrients in one 
bag is helpful for many practical reasons. It may also decrease some of the risks with PN 
(such as infection and medication errors). 

Numeta is designed specifically for babies and children because they need different 
amounts of nutrients than adults. Numeta comes in three different sizes for babies and 
children of different ages since the nutrients a person needs depends on age and weight. 

VI.2.3. Unknowns relating to treatment benefits 
Studies have shown that the nutrients in Numeta can help treat malnutrition. The patients 
in these studies included the types of babies and children who would typically need PN 
for nutrition. These studies did not test whether Numeta works differently in people based 
on race or gender. 
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VI.2.4. Summary of safety concerns 
Important identified risks 

Risk What is known Preventability 

Giving Numeta the wrong way 
(Drug administration error – 
peripheral infusion with 
insufficient or no dilution) 

Baxter has received reports of patients 
who received Numeta peripherally 
which was not properly diluted.   

Undiluted Numeta should only 
be given through a central vein. 
Numeta may be given 
peripherally if it is properly 
diluted. 

Too many or too little 
nutrients or minerals in the 
blood 
(Metabolic/electrolyte 
abnormalities) 

In the Numeta study, 3.1% of patients 
had too little phosphate in the blood 
(hypophosphatemia), 5.7% had too 
little sodium in the blood 
(hyponatremia), 2.5% had too much 
calcium in the blood (hypercalcemia), 
8.8% had too much sugar in the blood 
(hyperglycemia), 5.7% had too many 
triglycerides in the blood 
(hypertriglyceridemia), and 0.6% had 
high cholesterol (hyperlipidemia). 

Numeta should not be 
prescribed for patients with 
conditions that Numeta may 
worsen. Numeta should be 
carefully prescribed according 
to the patient’s needs.  

High magnesium levels in the 
blood (only for Numeta 
G13%E formulation)  
(Hypermagnesemia (specific 
to Numeta G13%E 
formulation)) 

There have been reports of elevated 
blood magnesium levels in premature 
newborn babies who were given 
Numeta G13%E.   

The marketing authorization of 
Numeta G13%E formulation 
has been suspended in the EEA 
and the product has been 
removed from the market in all 
concerned countries and will be 
reformulated with a lower 
amount of magnesium.   

 

Important potential risks 

Risk What is known 

Allergic reactions 
(Hypersensitivity reactions) 

Patients should not use Numeta if they are allergic to egg, soy or peanut 
proteins, or to any of the ingredients in Numeta. 

Refeeding syndrome Refeeding syndrome may happen when a person who is severely 
malnourished begins to receive nutrients again. Refeeding syndrome has 
happened with other parenteral nutrition products but has not been 
reported with Numeta. 

Drug administration error – 
failure to mix compartments of 
3-chamber bag 

The nutrients in Numeta are separated into three separate parts. The 
separate parts need to be mixed together according to the patient’s needs, 
but it is possible the parts are accidentally not mixed. This has happened 
with other parenteral nutrition products but has not been reported with 
Numeta. 
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Risk What is known 

High magnesium levels in the 
blood (for Numeta G16%E 
formulation)  
(Hypermagnesemia (specific 
to Numeta G16%E 
formulation)) 

The amount of magnesium in Numeta G16%E is slightly higher than 
recommended.   

 

Missing information 

Risk What is known 

There is no information on the 
use of Numeta in pregnant or 
lactating females. 

No studies of Numeta have been performed in females who are pregnant 
or lactating. Doctors should carefully consider the risks and benefits for 
each specific patient before prescribing Numeta. 

There is no information on the 
use of Numeta in patients with 
certain organ diseases. 

The studies of Numeta and its components did not specifically study 
patients with different diseases. Doctors should carefully consider the 
risks and benefits for each specific patient before prescribing Numeta. 

 

VI.2.5. Summary of additional risk minimization measures by safety concern 

Safety concern:  Hypermagnesemia (specific to Numeta G13%E formulation) 

Additional risk minimization measures:   
1. A “Direct Healthcare Professional” communication (DHPC) on the identified risk of increased 

blood magnesium levels associated with use of Numeta G13%E in premature newborn babies 
2. Recall of Numeta G13%E from the market 
3. Reformulation of the Numeta G13%E to lower the amount of magnesium in the solution 

Objective and rationale:  To minimize the occurrence of increased blood magnesium levels, and any 
potential harm related to increased blood magnesium levels, in premature newborn babies due to use of 
Numeta G13%E. 

Summary description of main additional risk minimization measures:  Healthcare professionals will be 
made aware that reports of increased blood magnesium levels have been received in association with the use 
of Numeta G13%E. Due to the risk of increased magnesium levels, Numeta G13%E will be removed from 
the market until it is reformulated with a lower amount of magnesium.   

Safety concern:  Hypermagnesemia (specific to Numeta G16%E formulation) 

Additional risk minimization measure:   
1. Revision of summary of product characteristics (SmPC) to discuss the potential risk of increased 

blood magnesium levels in newborn babies and children up to 2 years of age who are given Numeta 
G16%E  

2. A “Direct Healthcare Professional” communication (DHPC) which includes information on the 
potential risk of increased blood magnesium levels with use of Numeta G16%E and 
recommendations for prescribing doctors to perform regular monitoring of blood magnesium levels 
during use of Numeta G16%E   
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Objective and rationale:  To minimize the occurrence of increased blood magnesium levels in newborn 
babies and children up to 2 years of age who are given Numeta G16%E, and to advise healthcare 
professionals of the need to monitor blood magnesium levels during use of Numeta G16%E. 

Summary description of main additional risk minimization measures:  Healthcare professionals will be 
made aware that Numeta G16%E contains a slightly higher amount of magnesium than recommended and 
may cause increased levels of magnesium in the blood. Healthcare professionals will be advised to monitor 
the blood magnesium of patients who are given Numeta G16%E.   

 

VI.2.6. Planned post-authorization development plan 

Study/Activity Type, Title 
and Category (1-3) 

Objectives Safety Concerns 
Addressed 

Status  
(Planned, 
Started)  

Date for 
Submission of 

Interim or 
Final Reports 
(Planned or 

Actual) 

Study 7032-001:  A 
Multicenter, Non-
interventional, Uncontrolled, 
Open-label, Observational 
Study in Children (up to Age 
24 Months) to Evaluate 
Serum Mg Levels Associated 
with the Intake of Numeta 
G16%E 
 
Category 1 

To evaluate serum 
magnesium levels 
observed in term 
newborn infants and 
children up to two 
years of age treated 
with Numeta G16%E 
in routine clinical 
practice. 

Potential risk of 
hypermagnesemia 
specific to 
Numeta G16%E 
formulation 

Planned To be 
determined 

 

VI.2.7. Summary of changes to the Risk Management Plan over time 

Version Date Safety Concerns Comment 

1 30 Sep 2009 Drug administration errors (including non-
activation of the lipid chamber when prescribed, 
unprescribed activation of the lipid chamber, non-
activation of the glucose chamber, non-activation of 
the glucose and lipid chambers, insufficient or no 
dilution with peripheral infusion, and incorrect dose 
administered) 

Included in initial RMP. 

Use of Numeta in patients with hypersensitivity to 
one of the components 

Included in initial RMP. 
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Version Date Safety Concerns Comment 

Use of Numeta in patients with the following severe 
metabolic disorders:  

• Congenital abnormality of amino acid 
metabolism 

• Pathologically elevated plasma 
concentrations of sodium, potassium, 
magnesium, calcium, and /or phosphorus 

• Severe hyperglycemia 
• Severe hyperlipidemia, or severe disorders 

of lipid metabolism characterized by 
hypertriglyceridemia 

Included in initial RMP. 

Infection and sepsis Included in initial RMP. 

Refeeding syndrome Included in initial RMP. 

Use of Numeta in patients with the following organ 
impairments:  

• Cardiovascular history  
• Hepatic insufficiency 
• Endocrine and metabolic complications 
• Renal insufficiency 
• Hematologic disorders 

Included in initial RMP. 

Extravasation and thrombophlebitis Included in initial RMP. 

Pregnant or lactating adolescent females were not 
studied. 

Included in initial RMP. 

2 07 Mar 2013 Drug administration error – peripheral infusion with 
insufficient or no dilution 

Revised wording. 

Metabolic/electrolyte abnormalities Revised wording. 

Catheter-related infection and sepsis Revised wording. 

Hypersensitivity reactions Revised wording. 
Previously important 
identified risk changed to 
important potential risk. 

Refeeding syndrome Previously important 
identified risk changed to 
important potential risk. 

Drug administration error – failure to mix 
compartments of 3-chamber bag 

Revised wording. 
Previously important 
identified risk changed to 
important potential risk. 
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Version Date Safety Concerns Comment 

Lack of data in patients with certain organ 
impairments 

Revised wording. 
Previously important 
identified risk changed to 
important missing 
information. 

Extravasation and thrombophlebitis Removed as risk from 
RMP since vein irritation 
may result from 
peripheral administration 
with insufficient or no 
dilution (included as the 
identified risk of drug 
administration error – 
peripheral infusion with 
insufficient or no 
dilution). 

3 05 Dec 2013 Catheter-related infection and sepsis Removed as a risk from 
the RMP because it is 
related to the 
administration procedure 
rather than to the Numeta 
solution itself. 

Hypermagnesemia (specific to Numeta G13%E 
formulation) 

Added as an identified 
risk specific to Numeta 
G13%E. 

Hypermagnesemia (specific to Numeta G16%E 
formulation) 

Added as a potential risk 
specific to Numeta 
G16%E. 
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