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PRESENT

Dr J Jaftha (Chairperson)



Department of Agriculture (DoA) 
Dr G Bouwer
 (until 12:30)



Chairperson of the Advisory Committee (AC) under GMO Act, 1997 
Mr A Pretorius




Department of Health (DoH)

Ms E L Marshall (Secretariat)


Department of Agriculture (DoA)
APOLOGIES
Mr B Durham
 




Department of Science and Technology (DST)
Ms L Sello 





Department of Environmental Affairs and Tourism (DEAT)
ABSENT

Ms E Koekemoer




Department of Trade and Industry (the dti)

Mr L Motshelanoka




Department of Labour (DoL)

IN ATTENDANCE
Ms W P Mandivenyi




Department of Environmental Affairs and Tourism 

Ms S C Kershaw




Department of Environmental Affairs and Tourism

Ms SMG Zwane 




Department of Science and Technology 

Ms R Chanda




Department of Health

Ms C Arendse 




Department of Agriculture

Ms G Christians




Department of Agriculture

Ms E Jantjies





Department of Agriculture 

Ms I Molepo





Department of Agriculture 
Mr S Mokhothu




Department of Agriculture

	NO.
	SUBJECT
	RESOLUTION
	FOR ATTENTION

	1.
	OPENING AND WELCOME

	The Chairperson welcomed those present.

	

	2.
	ATTENDANCE REGISTER AND APOLOGIES

	Apologies were presented for both Ms L Sello and Mr B Durham.

	

	3.


	ADDITIONS TO AND ADOPTION OF THE AGENDA
	The agenda was adopted with the addition of:-
7.3
Labelling of GMOs


	

	4.
	APPROVAL OF THE RECORD OF PROCEEDINGS OF

4 MARCH 2008

	The record as submitted was accepted as a true reflection of the proceedings of the meeting of 4 March 2008.
As the meeting did not constitute a quorum, the minutes will be approved at the next EC meeting once the decisions have been ratified.


	

	5.
5.1
5.2

5.3

5.4

5.5
5.6
5.7

5.8

5.9
5.10
5.11
6.
6.1

6.2

6.3

6.4

7.
7.1
7.2
7.3
8.
10.

	MATTERS ARISING FROM THE PROCEEDINGS OF 4 MARCH 2008
Risk assessment of stacked plant biotechnology products and Ecological Risk Assessment (DEAT)
Study by the dti (the dti)
MON810 – Insect resistance in SA and ban in France (Registrar)
Feedback on the Appeals Lodged under the GMO Act (DoA)
Update on outcome of Argentina fact finding mission (DoA)
Bayer – 07/002:  Commodity clearance of LLCOTTON25 (Registrar)

Syngenta-Maize Monitoring Plan (EC)
Monsanto commodity clearance applications (Registrar)

HVTN 503 (IAVI report)
Preparation for COP-MOP 4 (DEAT)
Planning Calendar for 2008/09 (Registrar)
NEW APPLICATIONS TO BE CONSIDERED BY EC

Syngenta-07/093:  Trial release of maize GA21 and stacked Bt11xGA21
Syngenta-07/094:  Contained use (storage) of GA21 and stacked Bt11xGA21

Syngenta – 08/096:  Commodity clearance of maize MIR604xGA21

Merial-07/001:  General release of GM poultry vaccine (VAXXITEK HVT+IBD)

GENERAL
Questionnaire regarding the GMO Regulatory System (DoA)
NEAF Report 
Labelling of GMOs
DATE OF NEXT MEETING
CLOSURE
	During the discussion the EC:-

(i) Noted that the document is reaching finalisation and that the current version was submitted to DoA under cover of a DG to DG letter.  The Office of the Registrar (OoR) was also provided with a copy.
(ii) Noted that DEAT together with the Chairperson of the AC still has to finalise minor editing. 

(iii) Noted that after finalisation of the document, the OoR will circulate a hard copy to the Executive Council (EC) and Advisory Committee (AC) for information.

(iv) Noted that the OoR will place the document on the DoA website as part of their guidance documents and DEAT will ensure that it is published in the Government Gazette.

During the discussion the EC:-

(i) Noted that the Chairperson and the OoR met with the dti in an attempt to further facilitate a decision and were informed that the dti has reached a decision and that it is en route to the DG: the dti.
(ii) Recalled the EC recommendation that should a decision in this regard not be forthcoming from the dti, to then make a clear recommendation to the Minister of Agriculture and Land Affairs.
(iii) Noted the view of the Chairperson of the AC that a strong recommendation should be made to the Minister that all commodity clearances should be stopped as there is a growing concern that from a bio-safety viewpoint, it is a loophole in the system that is being exploited.
(iv) Noted that the sentiment picked up from the dti is also that all commodity clearance should be stopped but unfortunately they have not given a clear response to their initial concerns about price distortions. 
(v) Recommended that additional discussions should be scheduled around the halting of commodity clearance.  The document of AFMA (although withdrawn) can be used during these discussions as a basis for consideration of criteria under which commodity imports will be considered.
(vi) Indicated that the previously approved four events which have general release and commodity clearance will be allowed. 
(vii) Decided to request the OoR to set up an EC meeting (where the dti participation is required) after the June COP-MOP meeting to specifically discuss commodity clearance. 
(viii) Decided to request the OoR to assess what the European Union is doing in terms of oversight on commodity clearance.
(ix) Requested Ms Mandivenyi and Dr Bouwer to provide the OoR with information which will facilitate an informed discussion during the meeting.
During the discussion the EC:-

(i) Noted the outcome of the workshop on the insect resistance in S A and the ban in France namely that with regard to current decisions made, no additional information has surfaced to overturn the decisions.
(ii) Noted that there are concerns on how other reports on insect resistance could possibly be handled in the South African environment.  Additional information will be requested from Monsanto that can be used in further assessment by members.

(iii) Noted that the Chairperson of the Advisory Committee indicated that he would be forwarding comments on the documents tabled in this regard, to the OoR.
(iv) Noted that further experiments will be conducted by Monsanto in collaboration with Prof. Koos van Rensburg and decided that the OoR can inform them that the Advisory Committee is available for consultation should they require assistance.
(v) Decided on resistance as a whole, the OoR will send out a generic letter to all applicants regarding possible insect resistance.
From the report by the Director:  Bio-safety, the EC noted that:-
(i) The appeal on the sorghum is still with the Minister’s Office.
(ii) It has been difficult on obtain a report from the Chairperson of the Appeal Board on cassava but the decision document has finally been forwarded to the Minister’s Office.
The EC noted that:-
(i) DoA has a bi-national commission with Argentina and Director:  Bio-safety has raised the issue of not being able to obtain a contact person in Argentina, as part of issues not concluded, with them.

(ii) Brazil is still eager to receive a South African delegation and Dr Jaftha will discuss the possibility with the Brazilian representative attending the coming IBSA meeting.
(iii) In the IBSA tri-lateral, DST is driving bio-technology and bio-safety issues and an up-date in this regard was requested from Mr B Durham.

(iv) Ms G Zwane will, when she attends the IBSA meeting on 6 May 2008, determine what progress has been made on problematic areas and suggest a possible way forward.  Ms Zwane will, should the opportunity arise, indicate that from a regulatory side, S A will want to share experiences.
(i)
From the report by the Registrar on her engagement with the 
Directorate:  International Trade (D:ITR) of the DoA on their response to 
the issues raised in this regard, the EC noted that:-
a) D:ITR is of the opinion that decisions on commodity clearances cannot be purely based on trade impact as there are currently measures in place to protect the local industry.  These measures are not necessarily automatically in place but can, in various stages be implemented, depending on what the market situation is.  These measures include amongst others monitoring and control of volumes being imported, special tariffs within the SADC region, countervailing duties, anti-dumping, safeguards and special safeguards.
b) D:ITR indicated that the market in general will have to be considered.    S A is currently a net importer and its current crops are not of a high enough standard to conform to international standards and the crops being imported will be of a better quality.  Should these imports be curbed, it will have price implications for the local importers as well as the downstream effect of products becoming more expensive and therefore could jeopardize the industry as a whole.
c) In addition there was also concern on what this clearance would entail as there are different sets of tariffs that are relevant to products of cotton and discussions will have to take place with certain people within the industry.
d) Liberty Link is not registered in South Africa but is sensitive to all herbicides excluding Glifosinate®.
e) Commodity clearance for Liberty Link rice was approved by the dti whilst the EC made their approval subject to the dti study. 

(iii) The EC decided that:-

· The DoA will continue its assessment of the application for Bayer – 07/002:  Commodity clearance of LLCOTTON25. 
· Commodity clearance for Liberty Link rice can be addressed at the special meeting on commodity clearance.
(i) The EC noted that the GMO Advisory Committee (AC) was requested to respond on the Syngenta-Maize Monitoring Plan by 15 May 2008 and 2 or 3 responses, although not in detail, were received.  This however is on the agenda for the AC meeting scheduled for 21 May 2008.

(ii) The EC decided that Director:  Genetic Resource Management and OoR will review this document and also discuss it with the Chairperson of the AC.  
(iii) The EC decided that should the above-mentioned discussion produce significantly detailed comments, recommendations will be submitted to the EC.
(iv) However, should this group be of the opinion that they need a more detailed or other assessment, they will request the OoR to constitute a review committee.
(i) The EC recalled that at the previous meeting, during the discussion of a new application namely Monsanto-07/349:  Commodity clearance of Maize (Mon 88017), concern was expressed that the name changes may cause confusion and requested the Office of the Registrar to urge Monsanto to provide the EC with a list of the change over of names as somehow Mon863 is linked to this and has been renamed.

(ii) The EC also recalled  that there were questions regarding a triple stack to which Monsanto responded by indicating that Mon 88010 is a vector shuttle and that this should also not present a problem in consideration of the application.

(iii) The EC noted that there have not been name changes but should a member require a list on names, this can be obtained from Monsanto.
(iv) The EC decided that the OoR should request such a list from Monsanto and make it available to the EC, and where necessary, to AC members.

(i) The EC recalled that the OoR requested a report from AIVA on why their vaccine where the adenovirus is used as a vector, does not pose the same level or risk as others.  

(ii) The EC noted that the report was circulated to AC members. The following  emanated from the discussion that followed:-
· DoH recommends that in the ongoing trials with adenoviruses the applicant be requested to advise their participants on what happened in the STEP trial – especially in the high risk groups.
· The applicant would have a problem with approaching participants and specifically high risk ones as opposed to the group as a whole.  With the group as a whole the trial may still produce useful data whereas providing specific groups with information may change that.
· The EC is, based on the general data available, not in a position to report on the safety of the GMO at this early stage.

· The question to Triclinium was why they consider their vector different from the one in the HVTN where the problem arose.  They however reported on what amendments they have made in their trial set-up and it is not clear how these changes in the trial design will address the safety concerns.
· The annual report on the initial trials must be assessed as they will begin to indicate if there is a problem somewhere.

(iii) The EC noted that there are major changes in the pipeline regarding the MCC as it will be disbanded and in terms of the Draft Amendment Bill to the Medicines Related Substance Act, a new body called the South African Health Products Regulatory Authority will be instated.

(iv) The EC proposed that “Regulatory and Policy Developments” must in future be a standing item on the EC agenda.

(v) The EC noted that the MCC was approached to attend the EC meeting on 6 May 2008 but indicated that they were unfortunately not available to do so.  A request for attendance of the next EC meeting was submitted to the MCC.

(vi) The EC decided that:-

· The decision regarding the concerns on the adenovirus based vaccines still stands.

· The Chairperson of the AC will attempt to consult with other relevant experts and make a recommendation to the AC for brief discussion.  If it is not possible for the AC to discuss the matter in terms of the agenda, the Chairperson of the AC will bring the recommendation directly to the EC for discussion.
· The OoR will continue in their efforts to get a representative from the MCC to attend an EC meeting and to provide more clarity on these issues.
(i)

The EC noted the report by DEAT on the progress with 


preparation for COP-MOP 4 as follows:-
· Delegation to attend:  Officials from DST, DEAT, Department of 
Foreign Affairs (DFA), and the hope was expressed that DoA as 
the national competent authority, will form part of the delegation.

· Agenda:  The agenda is based on the program of work and the 
discussions on liability and redress is ready for a COP decision.
· Meeting of friends of the Chair:  South Africa has been invited to 
this meeting and DoFA will attend on behalf of S A.

· Africa  Group Regional Consultation:  This will take place over the 
weekend and is the bulk of where South Africa’s work rests.
· COP-MOP 4:  Will commence on Monday 12 May 2008.

· Summary of issues of interest to SA:  These were announced as 
they are listed in the document titled “COP-MOP 4 Issues and 
South African Recommendations” and made available to EC 
members.
(ii) The EC noted that DoH has not received a response from their Minister on the request for approval that they may attend COP-MOP 4 and that although the DoA delegation is awaiting approval from their Minister, they have pro-actively obtained visas.
(iii) The EC noted that DEAT will circulate the position paper to them by close of business on 6 May 2008.

The EC noted the suggested events for placing on the 2008/09 Planning calendar, namely:
· Workshop pertaining to pharma-crops – latter half of the year.

· Public perception survey presentation.
· Pharmaceutical applications – 1 day session with expert.

· Special meeting on commodity clearance.

· Proposed visit to Brazil.

· Visit to port of entry/exit.

· Recommendations of the NEAF Report
The EC decided to, due to the meeting not constituting a quorum,   defer the decision on this application to the next meeting.

The EC decided to, due to the meeting not constituting a quorum,   defer the decision on this application to the next meeting.
The EC decided to, due to the meeting not constituting a quorum,   defer the decision on this application to the next meeting.

The EC decided to, due to the meeting not constituting a quorum,   defer the decision on this application to the next meeting.

(i) The EC noted that a request was received from a colleague who is currently conducting studies for a PhD.  She requests to be allowed to submit an online questionnaire regarding the regulatory system for phyto-pesticides and GMOs and indicates that participation will remain anonymous.  The questionnaire is based on experiences and aims to highlight areas of strength and weaknesses and to identify possibly gaps.
(ii)       The EC decided that they noted the request but will not participate in their capacity as an EC member.  They however, may consider participation in their personal capacity but then also only with the permission of the Director-General of the Department of Agriculture. 
(i) The EC noted Ms P Kershaw of DEAT’s overview of the presentation which is to look at the legislative mandate for public participation, the NEAF study and Bio Africa Workshop and to make recommendations to EC for consideration.
(ii) The EC noted  the following recommendations for improving the current system contained in the NEAF Report, namely:-

a) The development of an appropriate, formulated decision document to applicants and the public.

b) Increase the transparency of the work of the Bio-safety Regulatory System.

c) Provide for more efficient communication between the EC and others.

d) Improve forms and provide additional guidance.

e) Build bio-safety capacity of the EC members.

f) Ensuring that the EC gets the needed expert advice for reviewing applications.

g) Improve the appeals process.

h) Clarify how socio-economic considerations are addressed in the application process.

i) In addition to these recommendations, the participants also concluded that there should be further engagement with neighbouring countries on bio-safety regulatory issues and they noted the conclusions of the NEAF report and supported the report’s call for greater participation in the regulatory process as well as the need for more transparency.

(iii) The EC noted that DEAT presented the report to the Minister of Environmental Affairs and Tourism, who after noting the recommendations will in due course approach her counterpart in Agriculture.

(iv) The EC noted that DoH, AC and DST are not in a position to comment on the document now.
(v) The EC decided that this issue can also perhaps be placed on the 


 Planning Calendar for 2008/09 for discussion.

(vi) The EC decided that the development of an appropriate decision document which will be acceptable to the public has to be driven by the OoR.

(vii) The EC decided that they should be afforded the opportunity to consider the recommendations.
(i) The EC noted the report by DoH that a person from that Department who attended the Codex Committee meeting on Food Labelling in Canada, submitted a conference room document pertaining to the agenda item on the labelling of GMO foodstuffs, as the S A viewpoint which indicates that S A is fully supportive of mandatory general labelling of all GMO food stuffs.
(ii) The document also contained indication of questioning both the S A system for evaluating and approving GM events in terms of the safety thereof for human consumption.
(iii) The EC noted that a formal complaint was lodged by the USDA through the Embassy in S A on the same day that the document was submitted and that S A was formally requested to withdraw that conference document, which was done.
(iv) One of the consequences of the submission of that conference room document is that industries have now approached the DoH requesting to be informed on how and when this changes in the S A position in terms of mandatory labelling of GM foodstuffs was taken and how was this decision reached without any consultation.
The date of the next meeting of the EC is scheduled for 15 July 2008 and will be preceded by a meeting in mid-June on commodity clearance.
The Chairperson thanked everybody for their participation after which the meeting was concluded at 12:50.
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