
Opinion on the re-evaluation of aspartame (E951) as a food additive
 

 
EFSA Journal 2013;11(12):3496 152

phenylalanine concentrations above 360 ȝM, the current clinical guideline for prevention of adverse 
effects on the fetuses of PKU mothers.  

The Panel concluded from the present assessment of aspartame that there were no safety concerns at 
the current ADI of 40 mg/kg bw/day. Therefore, there was no reason to revise the ADI for aspartame.  

The Panel emphasised that its evaluation of phenylalanine plasma levels from a dose of aspartame at 
the ensuing ADI is not applicable to PKU patients. These individuals require total control of dietary 
phenylalanine intake to manage the risk from elevated phenylalanine plasma levels.  

DOCUMENTATION PROVIDED TO EFSA 
1) List of unpublished study submitted to EFSA following the public call for data.  

E1 Sc-18862: A Sweetening Agent 

1972 Ajinomoto 
and 
Nutrasweet 

E2 Sc-18862: Four Week Oral Tolerance Study In The Mouse 

1972 Ajinomoto 
and 
Nutrasweet 

E3 Sc-18862: Four Week Oral Tolerance Study In The Rat 

1972 Ajinomoto 
and 
Nutrasweet 

E4 Sc-18862: Nine Week Oral Toxicity Study In The Rat 

Not 
reported 

Ajinomoto 
and 
Nutrasweet 

E5 
Sc-18862: Evaluation Of Embryotoxic And Teratogenic Potential In The 
Rat 

1970 Ajinomoto 
and 
Nutrasweet 

E6 Sc-19192: Two Week Oral Toxicity Study In The Mouse 

1971 Ajinomoto 
and 
Nutrasweet 

E7 Sc-19192: Two Week Oral Toxicity Study In The Rat 

1971 Ajinomoto 
and 
Nutrasweet 

E8 Sc-19192: Five Week Oral Toxicity Study In The Rat 

1972 Ajinomoto 
and 
Nutrasweet 

E9 Sc-18862: Toxicological Evaluation In The Neonatal Rat (Final Report) 

1972 Ajinomoto 
and 
Nutrasweet 

E10 
Toxicological Evaluation Of Sc-18862: Evaluation Of Reproductive 
Performance. Segment I Of The Teratology-Reproduction Profile 

1972 Ajinomoto 
and 
Nutrasweet 

E11 Sc-18862: Two Generation Reproduction Study - Rats (Final Report) 

1971 Ajinomoto 
and 
Nutrasweet 

E12 Sc-18862: Mutagenic Study In Rats (Final Report) 

1970 Ajinomoto 
and 
Nutrasweet 

E13 
Sc-19192: Segment III - Perinatal Weaning Study In The Rat (Final 
Report) 

1972 Ajinomoto 
and 
Nutrasweet 

E14 
Behavioral Effects Of Chronic Feeding Of L-Phenylalanine And Sc-
18862 To Weanling Rats 

1972 Ajinomoto 
and 
Nutrasweet 

E15 The Metabolism Of Aspartame - Volume I Parts I-XIV 
1972 Ajinomoto 

and 


