SOUTH AFRICA INPUTS
Line 38: The scope articulated includes “taking into account risks to human health”

SA Comment: Annex III to the protocol includes risks to human health – these may need to be covered in more detail in this roadmap document.

Line 110 “Where the risk assessment relates to a new or relatively untested LMO, the activity may be undertaken with the purpose of gathering additional scientific data.  In this case care should be taken to ensure that the proposed methodology for gathering and reporting data is in accordance with sound scientific practices.  

SA Comment: It may be necessary to accept some level of risk in order to gather new data.  However it is then essential to ensure that the data is in fact of scientific value.

Line 169: .  National criteria for acceptability of risks may be influenced by consideration of benefits as well as risks.

SA Comment: 
 In this case a risk benefit analysis would be appropriate, although the Protocol focuses on risks. However without consideration of corresponding benefits there would be no reason to accept any level of risk.

Lines 198-222: 

SA Comment: The issue of comparators is of some concern. The emphasis on (near-)isogenic comparators of a LMO, which do not take into account the total variability of all cultivars under all conditions is the primary concern.  Available literature has shown that the environmental and cultivar variability is often  much greater than the variability due to the introduction of new genes. references to concepts like Familiarity and Substantial Equivalence in this section would provide helpful and appropriate insights in this section.  

SA General Comments: 

There is need to include a discussion/component on benefits arising from the introduction of LMOs to be taken into consideration.

South Africa has some experience in Post-release Monitoring and Long-term Effects of LMOs Released into the Environment and would like to actively engage in these discussions.
