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Executive Summary

As molluscan bivalves filter and ingest particulate matter in the seawater around them, they concentrate bacteria, viruses and other potentially dangerous biological contaminants that can make consumers sick.  There are many examples where consumers have contracted hepatitis, cholera, Norwalk Virus and other microbial diseases from the consumption of shellfish harvested in polluted waters.  There is also strong evidence that shellfish can concentrate pollutants such as heavy metals, PCBs and other toxins when they are subject to the discharges from industrial areas. Another risk to shellfish consumers is from blooms of toxic algae (termed harmful algal blooms or HABs) that are filtered from the water by the shellfish, which then accumulate the potent biotoxins. Because of the dual threat to consumers from algal toxins and microbial and other contaminants, specific regulations and procedures have been developed internationally to ensure that shellfish are harvested, handled, processed and shipped under appropriate conditions to ensure consumer safety. HAB monitoring programs are typically embedded within comprehensive shellfish safety programs (often termed shellfish sanitation programs). 

This report summarizes a workshop held to explore shellfish sanitation policies within Angola, Namibia, and South Africa, three countries which border on the dynamic and highly productive Benguela Current.  The workshop is an integral component of BCLME projects EV/HAB/02/01: Harmonization of Regulations for Microalgal Toxins for Application in Countries Bordering the Benguela Current Large Marine Ecosystem, EV/HAB/04/Shellsan: Development of a Shellfish Sanitation Program Model for Application in consort with the Microalgal Toxins Component, and EV/HAB/02/02a: Development of an operational Capacity for Monitoring of Harmful Algal Blooms in Countries Bordering the Northern Part of the Benguela Current Large Marine Ecosystem: Phase I – Design.

Over the past year the project team has investigated capacity and needs with regard to quality assurance for the consumption and marketing of molluscan shellfish within the BCLME region (Currie et al., 2004; Fernández-Tejedor et al., 2004; Anderson et al., 2005). These efforts will culminate in the formulation of a model shellfish sanitation program with draft regulations that the BCLME countries can consider in future development of their molluscan shellfish industries. Such a program will be designed to provide local consumer safety as well as access to international markets.   

A program of this type cannot be simply formulated and then imposed on the industry that must comply with it.  Input is needed from those who will be directly or indirectly affected by 

it. Accordingly, a workshop was held in Swakopmund, Namibia, hosted by the Namibian Ministry of Fisheries on behalf of the BCLME projects listed above.  Participants included foreign and local experts, key officials from relevant agencies, and shellfish producers. This workshop represented a unique opportunity to assemble the most appropriate elements of monitoring and management programs from different parts of the world into a program suited to the BCLME region. This type of interactive exercise involving team members and stakeholders is the best means to balance and integrate competing methods, strategies, and approaches with the resources and capabilities of the government agencies responsible for the monitoring programs.

This report summarizes that workshop by providing copies or summaries of the various presentations, as well as a summary of the discussions that focused on the draft model shellfish sanitation program that was circulated to participants prior to the meeting. The workshop input and advice from the participants from the countries of the region will be used to modify the draft program, which will be formalized as a recommended set of “harmonized” regulations, and guidelines that can be considered in the future. 

From the discussions, the following key issues were identified:

· There was consensus on the need for shellfish safety procedures to be practised by each of the participating countries. This is to a large extent in order to align the countries of the Benguela with regional and international needs for trade.

· Urgent implementation of harmonized monitoring programs within the Benguela region is required if trade between these countries is to proceed. In this context it was recognized that South Africa has been implementing a program based on EU standards. This program is presently under review with EU authorities.  In the near future countries wishing to export to South Africa must have equivalent programs in place.

· Some participants argued that fledgling local shellfish industry in countries such as Angola and Namibia should not be “suffocated” by international standards and regulations. There was a suggestion that there could be two sets of standards, with the more rigorous regulations reserved for export markets and a less onerous set of regulations allowed for domestic markets. Participants discounted this concept because all consumers of shellfish projects deserve protection from unsafe shellfish.  It was deemed prudent to phase in regulations at a pace that recognizes the particular socio-economic conditions in each  particular country.

· There was clear consensus that turnaround time for laboratory analysis results and communication back to the Regulatory Authority and industry is critically important. This issue must be a prime consideration when assessing the availability or accessibility of laboratories.  Turn-around time must be short to protect public health, and to ensure that the results still represent the conditions in the growing area for shellfish that have not yet been harvested.

· When growing areas are to be classified with respect to microbiological water quality, it would be ideal if the disparate regulations of both the EU and the U.S. in this regard could be accommodated (i.e., that tests be conducted for E coli in shellfish flesh (as specified by the EU) and for faecal coliform in water with occasional flesh spot-checks (as specified by the U.S.).   

· It was agreed that the model shellfish sanitation program will not specify the tests to be used for biotoxin compliance, leaving the Competent Authorities of individual countries the option to make and justify their own decisions, dependent on the desire of each country to comply with international standards. This will directly affect their potential trading partners.
· The participants agreed that it makes sense that both aquaculture and wild harvest of molluscan shellfish products must meet consistent safety standards.  There are challenges for the regulatory programs in this regard, particularly the microbiological classification of wild harvest growing areas and the monitoring for biotoxins in broad, open areas of the coast. 

· Participants considered the concept of having a Molluscan Shellfish Safety Committee or an equivalent body to provide stakeholder and industry input into decisions that will be made by the Regulatory Authority on growing area classification and other shellfish safety-related issues. Such committees are not decision-making bodies, but are advisory in nature. Participants agreed with the value of this concept, but expressed concerns that some countries already have too many committees of this type.  The key concept is to ensure that the committee has adequate representation from both industry and government.  

· A discussion was initiated on the portions of a shellfish sanitation program that should be paid for by industry versus the government. Such decisions are country specific, however -  i.e., an approach that works in one country may not be appropriate in another.  Discussions on this issue are therefore needed within individual countries, and the decisions reached must be clearly specified in the resulting national regulations.  

Background information and purpose of the workshop

Molluscan bivalves feed on microscopic plants and animals in the water, because they filter and ingest any particulate matter that happens to be in the growing areas. In coastal areas that are subject to sewage or fecal contamination, shellfish will concentrate bacteria, viruses and other potentially dangerous biological contaminants, and can make the consumer sick.  There are many examples where consumers have contracted hepatitis, cholera, Norwalk Virus and other microbial diseases from the consumption of shellfish harvested in polluted waters.  There is also strong evidence that shellfish can concentrate pollutants such as heavy metals, PCBs and other toxins when they are subject to the discharges from industrial areas.   Since shellfish consumers expect their shellfish to be live and wholesome until they are cooked or ingested, there have been many specific regulations and procedures developed internationally to ensure that shellfish are harvested, handled, processed and shipped under appropriate conditions to ensure consumer safety.

Another risk to shellfish consumers is from blooms of toxic algae (termed harmful algal blooms or HABs) that are filtered from the water by the shellfish which then accumulate the biotoxins.  Programs to monitor for algal toxins in shellfish tissues have now been implemented in most shellfish-producing countries throughout the world. Because of the dual threat to consumers from algal toxins and microbial and other contaminants, HAB monitoring programs are typically embedded within comprehensive shellfish safety programs (often termed shellfish sanitation programs).  

This report summarizes a workshop held to explore shellfish sanitation policies within Angola, Namibia, and South Africa, the three countries which border on the dynamic and highly productive Benguela Current.  The workshop is an integral component of BCLME projects EV HAB 02 01: Harmonization of Regulations for Microalgal Toxins for Application in Countries Bordering the Benguela Current Large Marine Ecosystem, EV/HAB/04 Shellsan: Development of a Shellfish Sanitation Program Model for Application in consort with the Microalgal Toxins Component, and EV/HAB/02/02a: Development of an operational Capacity for Monitoring of Harmful Algal Blooms in Countries Bordering the Northern Part of the Benguela Current Large Marine Ecosystem: Phase I – Design.

Over the past year the project team has investigated capacity and needs with regard to quality assurance for the consumption and marketing of molluscan shellfish within the 

BCLME region. These efforts will culminate in the formulation of a model shellfish sanitation program with draft regulations that the BCLME countries can consider in future development of their molluscan shellfish industries. Such a program will be designed to provide local consumer safety as well as access to international markets. 

Workshop invitations were sent to foreign and local experts, key officials from relevant agencies and shellfish producers.  Attendees are listed in Annex 1. The foreign experts brought experience in enforcing regulatory requirements in important export markets such as the European Union (EU) and the United States (U.S.).  The officials addressed the political, financial, and social issues underlying national and regional programs of this type, and the shellfish producers could relate the realties of running businesses under existing conditions, as well as with the prospect of more permits, inspections, and other regulatory constraints. This workshop represented a unique opportunity to assemble the most appropriate elements of monitoring and management programs from different parts of the world into a program suited to the BCLME region. This type of interactive exercise involving team members and stakeholders is the best means to balance and integrate competing methods, strategies, and approaches with the resources and capabilities of the government agencies responsible for the monitoring programs.

1 Meeting content

The workshop was held at the Alte Brücke Conference Center, Swakopmund, Namibia, hosted by the Namibian Ministry of Fisheries on behalf of the BCLME projects listed above.  The agenda of the workshop is appended as Annex 2.  Following introductory remarks, the meeting began with a series of presentations on the basic science of HABs, marine biotoxins, and shellfish safety programs.  These were followed by presentations on the present status of such activities in South Africa, Namibia, and Angola as well as talks that provided industry perspectives from each country.    Prior to the workshop, participants were mailed an outline of a draft model shellfish sanitation program (Annex 3).  Building from the oral presentations and the draft program, comments were solicited from the group in an effort to reach consensus on the best overall approach for a “harmonized” shellfish sanitation program for the region.  

2 list of presentations

Complete presentations are included as Annexes to this document.

Annex 4
Welcome and introductory remarks
Ekkehard Klingelhoeffer, Director of Aquaculture (Namibia), Ministry of Fisheries and Marine Resources, and Chair of the workshop.

Annex 5
The need for national shellfish safety programs


Bronwen Currie, Ministry of Fisheries and Marine Resources



Swakopmund, Namibia

Annex 6
Red Tides and Harmful Algal Blooms (HABs): Issues related to 


management and monitoring


Donald M. Anderson, Senior Scientist, Biology Department, Woods Hole 


Oceanographic Institution, Woods Hole, MA, USA

Annex 7
Sanitary and other regulatory requirements


Paul Anderson, Maine Sea Grant Program



Orono, ME, USA

Annex 8
Background to the development of the South African shellfish sanitation programme


Trevor Probyn, Marine and Coastal Management



Cape Town, South Africa

Annex 9
Present status of the molluscan shellfish safety program in Namibia


Deon Louw, Ministry of Fisheries and Marine Resources



Swakopmund, Namibia

Annex 10
Present status of the molluscan shellfish safety program for Angola


Isabel Rangel, Marine Research Institute



Luanda, Angola

Annex 11
Angolan shellfish industry
Olivia Torres, Marine Research Institute, 

Luanda, Angola

Annex 12
Perspective from industry
James West, Chairman of the Mariculture Association of Namibia

NamAqua, Namibia
Annex 13
Present status of safety programs in South Africa



Wayne R. Barnes, Mariculture Representative for South Africa 

Montepesca, Fish Hoek, South Africa

Annex 14
Requirements for a proposed model shellfish monitoring programme for 

the Benguela region



Bronwen Currie, Ministry of Fisheries and Marine Resources



Swakopmund, Namibia

Annex 15 
The role of SABS in the fish export program of Namibia
SSM Seane, GCS Namibia Acting Managing Director 

SABS Holdings, Namibia

3 discussion notes

A facilitated discussion about the materials presented and the proposed model program for shellfish sanitation in the Benguela region took place throughout the afternoon of the workshop.  To the extent possible, the highlights of this discussion were captured by two note-takers.   A summary of those notes was synthesized and is presented here.

1. Existing laboratory capacity in the region  

Existing laboratory facilities for the necessary shellfish tests are not adequate in either Angola or Namibia. Whilst microbiological testing is available in all 3 countries, neither Angola nor Namibia has national facilities for biotoxin testing, and additionally Namibia does not have facilities for chemical testing of seawater or seafood. Operational laboratories to carry out the required tests within each country were seen as a priority need if turnaround times for analyses are to comply with adequate monitoring standards.

The need for laboratories for specific methods and their accreditation was discussed.
Accreditation for each laboratory method is recommended.  Once a lab is accredited for a method (or set of methods), negotiations would then take place with a visiting delegation from a trading partner to ensure that this would satisfy program requirements and allow for export.

With regard to the urgent needs in the northern Benguela, discussion was primarily based on the situation in Namibia where the South African Bureau of Standards (SABS) has a microbiological laboratory at Walvis Bay. The GCS (=SABS) laboratory at Walvis Bay currently offers only microbiological analyses to the capture fisheries industry and the mariculture industry.  Note that EU certification of testing laboratories is not required.  Rather, it is the responsibility of the Competent Authority of an export certification program to ensure that the various program components (including laboratories) will meet EU standards.  

With regard to enquiry from the audience regarding the use of alternate laboratories to be able to test for molluscan shellfish products, the MTI representative indicated that there are issues related to demonstrating competence with trading partners (e.g., European Union) on specific new analytical methods, and the need to work with trading partners to inform them of new analyses and new accreditation needs for the laboratories involved.  Presently the laboratory in Windhoek run by the Department of Veterinary services within the Ministry of Agriculture, Water and Rural Development (MAWRD) serves only the meat industry.  The laboratories however have the facilities for conducting many of the tests required on shellfish, including bioassays. To date the Veterinary Services laboratory does not support fisheries industries and to date tests for meat requirements only. 

Workshop participants suggested that the industry and stakeholders make a formal request to investigate the possibility that the Veterinary laboratories in Windhoek could be utilized for the monitoring tests on shellfish in order to ensure efficient and cost-effective use of the existing laboratory capacity in Namibia, and effective cooperation to meet the needs of multiple sectors to include fishery products and aquaculture products.  The group also wanted these Ministries to investigate the likelihood of future accreditation for new methods.  

2.  Should the proposed shellfish sanitation programs apply to both recreational and commercial shellfish fisheries? 

There was discussion to define the difference between recreational harvesting (shellfish 

collected for personal consumption) and commercial harvesting (shellfish collected to be sold to others in the market place or at the wholesale level).  Some participants argued that the fledgling local shellfish industry in countries such as Angola and Namibia should not be “suffocated” by international standards and regulations.  It was suggested that some component of the industry be allowed to continue operating for domestic consumption (i.e., without regulation) while sanitation programs for international export are developed.  There was also a suggestion that there could be two sets of standards, with the more rigorous regulations reserved for export markets and a less onerous set of regulations allowed for domestic markets. Participants from the local region as well as the international experts discounted this because all consumers of shellfish projects deserve protection from unsafe shellfish.  Also the tourism industry would have concerns about dual standards, as a single domestic poisoning event from local shellfish could dramatically affect tourism activities.

There was recognition that the proposed regulations may be overwhelming in some circumstances - for example the local shellfishery in Angola.  In this situation, there is a small fishery that employs more than 100 local women in the Luanda area. Shellfish are shucked on the beach, cooked, and provided to local markets.  This is clearly not a recreational activity, but is commercial and the consumer of the product deserves more protection than is presently the case.   The Angolan government is interested in feeding its people and is concerned about the safety of the products, but progress is slow in this regard because of other priorities.  The government is presently not occupied with export of mariculture or capture molluscan shellfish products, as domestic demand is significant.  Nevertheless, the government recognizes the need for sanitary programs such as those formulated during these BCLME projects as a goal to control both domestic consumption and to promote export.  Clearly, the pace of program adoption and implementation will be slower in Angola than in Namibia or South Africa, but changes are expected through time, as there is a general acceptance of the fact that monitoring will promote the development of mariculture in Angola.

It is reasonable for each country to take these recommended models for shellfish safety and implement them in an incremental fashion.   However, there must be recognition that export to the EU and/or the U.S. will require complete implementation of the recommended shellfish safety program, and export from Namibia and Angola to South Africa will require equivalence of monitoring by those countries to the existing South African program.   

In either instance, it is worthwhile for each country to initiate education programs on the special safety needs associated with shellfish consumption.

3. Is there a distinction needed between regulation of wild harvest and cultured shellfish?

Namibia has two separate regulatory structures for aquaculture vs. capture fisheries but there is overlap in the resources, and certainly a need to ensure that both types of products are safe for markets.  The audience agreed that it makes sense that both of these types of fishery products must meet consistent safety standards.  There are challenges for the regulatory programs to apply some components of the shellfish safety program, particularly the classification of wild harvest growing areas and monitoring for biotoxins in these broad areas of the coast, in all three countries.  The wild harvest areas will need to be identified and boundaries set to control harvest within these areas once the microbiological classification is determined and the monitoring program implemented, so that there can be control of harvest.

4. Concerns were expressed that the focus of this model program was on shellfish and that it does not attempt to address finfish aquaculture quality issues as well.

The genesis of the molluscan shellfish safety programs around the world were based on human illness incidents and the unique risks that live molluscan shellfish present to the consuming public.  Therefore although some components of the program would not apply to quality assessment of finfish aquaculture products, other testing requirements during processing of product, may be similar.   The concern that growing finfish under poor environmental conditions could result in food products with contaminants or public health concerns is legitimate, but the quality control in those cases is generally overseen by other seafood safety programs.  It would be wise for the program that issues site licenses for finfish aquaculture operations to consider the information gathered under the shellfish growing area classification program in its siting decisions. 

5. What is the appropriate make-up of a Molluscan Shellfish Safety Committee (MSSC):  is one needed; and if so, what role(s) should it play?

Dr. McMahon explained how this concept is used in Ireland to provide stakeholder and industry input into decisions that will be made by the Regulatory Authority on growing area 

classification and other shellfish safety-related issues.  This concept was developed in Ireland several years ago to allow open discussion among the Competent Authority, regulators, and growers. This committee is not a decision-making body, but is advisory in 

nature.  He expressed that there are challenges due to the inclusion of industry members in these deliberations, but indicated that this has largely been a successful initiative.  There is a sub- committee called the “Management Cell” that helps to handle conflicting decisions (as with an appeals board).  For more information about the specifics of these oversight bodies in Ireland, see the following web site: www.fsai.ie.   

The South African participants indicated that such a committee has not been officially formed in their country, but that they intend to implement this kind of forum as their shellfish sanitation program is implemented and modified.

Participants from Namibia agreed with the value of this concept, but expressed concerns about having too many committees of this nature.  They suggested that the MFMR consider utilizing existing committees and charge them with these additional advisory roles.  For example the Aquaculture Advisory Council that was recently engaged to develop licensing fees for Namibian aquaculture could be used in lieu of a new Molluscan Shellfish Safety Committee.  The key concept is to ensure that the committee has adequate representation from industry and government.  

6.  Issues were discussed about whether the model program should use water or flesh-based microbiological analyses to determine growing area classification and whether to use E. coli or faecal coliform as the indicator.

This discussion is based on the fundamental differences in the growing area classification strategies between the EU and the U.S (Table 4-1).  The U.S. program uses a water quality based monitoring program with a faecal coliform indicator in concert with a shoreline survey of potential pollution sources to classify each shellfish growing area.  In contrast, the EU uses a shellfish flesh-based monitoring program and a preference for the E. coli as the indicator to classify shellfish growing areas. There is a European research study being conducted to evaluate the difference in these programs, but results are not expected for several years.

The South African program is largely based on the flesh test and EU standards. New Zealand apparently also uses the flesh test for classification and a water monitoring program 

is used for maintenance of the growing area.  It was also noted that New Zealand is an “MOU Country” with the USFDA and therefore has been approved for importation of live molluscan shellfish into the U.S.  It is not known whether they do flesh tests and water tests, or if the U.S. has accepted the flesh tests for classification purposes.

Participants felt that the proposed BCLME model program should consider a strategy that might meet both of these standards and criteria by utilizing a water quality-based classification program that also analyzes shellfish flesh as prescribed by the EU.  Costs are not excessive for this type of analysis, and the ability to reach two large markets would be enhanced with this approach.  In the proposed model program, the water quality analysis would use the fecal coliform indicator and the flesh analysis would use the E. coli indicator. In the feasibility report EV/HAB/02/02a (Anderson et al. 2005), cost estimates for implementing of these options are provided.   
The Namibian perspective is that government should implement (and fund) a water-quality based program for classification system while the flesh testing on specific products could be covered by the industry.  If forced to make a choice between the two import markets, the audience members from Namibia tended to lean towards opening the EU market first and therefore giving priority to the EU strategy for classifying the growing areas and certifying product for export.

Table 4‑1  Microbiological Sampling Requirements for the EU vs. the U.S.

	International Program
	Classification
	Monitoring

	
	Water
	Flesh
	

	European Union
	NA
	1 sample per month
	1 sample per month

	United States
	20 samples per year
	Occasional tests
	Occasional tests


7.  Marine biotoxin analytical methods 

Whilst the HPLC analytic method for ASP is accepted throughout the world, at present no other method than the AOAC (Mouse Bioassay) method is approved as the regulatory method for paralytic shellfish poisoning toxin (PSP) and the lipophyllic DSP group (DSP, AZP, PTX, YTX) measurement in both the EU and the US.   There are provisions in the 

regulatory language to allow for alternative tests as long as they can be demonstrated that they will provide an equivalent level of detection and reliability.  The problem is that most of the other methods that are likely to be approved like LC-MS require robust datasets of parallel testing with the bioassay. LC-MS testing is expensive and requires analytical standards that are often unavailable.  Other promising tests for PSP only, such as the Jellett 

Rapid test and RBA, are presently being used on a provisional basis in many countries in the world to screen samples, but full, official approval for PSP testing by the EU and the US awaits more data on parallel analyses and an official decision by governing bodies.  

It is recognized that there is a general trend in analytical laboratories to move away from animal-based tests, but limitations on the alternatives need to be recognized.  It was also agreed that the model shellfish sanitation program will not specify the tests to be used for biotoxin compliance, leaving the Competent Authorities of individual countries the option to make and justify their own decisions.       
A question was asked about the availability of the purified toxin standards and reference materials needed for many of the newer chemical analysis methods such as LC-MS. In general, only a very small number of toxin standards are commercially available.  Each of the groups of HAB toxins, or toxin families are complex (i.e., the PSP saxitoxin family has more than 20 derivatives and the lipophillic group covers DSP, AZP, PTX, YTX , so the use of some of the newer chemical and instrumental methods will require many standards that are often difficult or impossible to obtain, and are generally very expensive.  The bioassay for both PSP and lipophyllic (DSP, AZP, PTX, YTX and others) integrates the potency of all of the individual toxins that are present in a sample.  Total toxin potency can only be back calculated from the concentrations and potencies of the individual toxin derivatives following chemical separation and analysis using instruments such as HPLC and LC-MS.  As a result, the need for individual standards for the bioassay is not the same as for some of these other, alternative methods. 

There is strong feeling in Namibia that alternative methods to the mouse bioassay should be explored. Opinion from the Namibian shellfish industry indicated that the industry’s chief concern is that their products will meet export needs to the countries of their choice.  

8. How critical are issues related to turnaround time for laboratory analyses?

It is broadly recognized that turnaround time for laboratory analysis results and 

communication back to the Regulatory Authority and industry is critically important.  The longer it takes to get a result, the less relevant the result becomes to the situation with regard to the growing area condition or the quality of a particular lot of shellfish.  This issue is important in the context of assessing the availability or accessibility of laboratories.  

The EU has prescribed specific expectations for turnaround time for biotoxin analyses   In Ireland, the Marine Institute aims to analyze and report on samples of shellfish submitted for biotoxin analysis within 3 working days for DSP and 4 working days for ASP in Scallops.  This target will be achieved in respect of a minimum of 90% of samples, with annual improvements to be agreed, if appropriate.  In practice, Ireland has been successful in achieving even more rapid turnaround than these requirements. Similar analytical turnaround times will be demanded from countries exporting to the EU. Presently such turn around times are not possible for Namibia and Angola.

The turn-around time needs to be tight to protect public health, and to ensure that the result still represents the conditions in the growing area for shellfish that have not yet been harvested.

9.  What are the implications of individual government regulations in the context of world trade organizations rules related to equivalence?

The point was made by MTI that, according to world trade agreements, every country can have their own laws provided there is harmonization and equivalence with international standards.  There may be concerns when one country tries to impose standards on another.  

Similar concerns were expressed from Angolan representatives about each country apparently setting their own levels of acceptance for various contaminants (like metals).  It is recognized that the international CODEX levels are likely to supercede levels set by individual countries in relation to food export.

10. Payment of costs

A discussion was initiated on the portions of a shellfish sanitation program that should be paid for by industry versus the government.  It became clear that such decisions are country specific - i.e., that an approach that works in one country may not be appropriate in another.  Discussions on this issue are therefore needed within individual countries, and the decisions reached must be clearly specified in the resulting regulations. 

11.  Miscellaneous questions 

Q - Is the existing or proposed monitoring program intended only for existing growers, or is it 

also being conducted in other areas that might be considered as growing areas in the future?

A – For Namibia, limited sampling and analysis is taking place in areas where aquaculture facilities are not currently located, and this information is considered in Aquaculture Zoning efforts.

Q - How do you determine the scope of a “growing area” within a bay? Does each grower represent a growing area?  

A – Generally an embayment might be considered a growing area, while each farm within that embayment might be considered a management area.  In some cases, multiple farms that are in close proximity to each other, and that are subject so similar hydrographic conditions, can be considered to be part of the same management area.  In practice, at least until classification is complete, each management area (or grower) will need to be sampled.

Q – Why does this proposed program not address parasites and diseases?  

A - Namibia is working on a separate effort to address aquatic animal health issues in the Namibian Aquaculture Act. It is recognized that this might be both a food quality issue as well as an animal husbandry and bio-security issue and might need to be considered in the context of export to other countries. In South Africa legislation covers these aspects.

Q – Why is the principle of HACCP not included or named in the document while it is widely known that Namibia has made significant progress in applying HACCP to food processing (including fisheries products)?

A – HACCP was not explicitly named in the document but it is assumed that all post-harvest handling and processing under the proposed shellfish safety program will follow the principles of HACCP, which are integral to EU legislation

Q - What are the Ministry’s (MFMR) plans to address this multi-faceted and complex program and how will they meet the demands of multiple growers needing certification all at once?

A – The Namibian Ministry of Fisheries intends on exploring the use of a newly proposed SABS lab in Walvis Bay, and with the Ministry of Trade, will be prepared to participate in the certification process.  This will be a challenge, and more staff and coordination will be 

needed to meet this demand.

Q – Is it possible for some of the regulatory decisions to be made locally (at the MFMR in 

Swakopmund) rather than having to deal with Management based in Windhoek?

A - This issue can be a consequence of bureaucracy, but rapid communications and decision making will be a paramount objective.  It should be stressed, however, that advisory committees or other bodies can only advise the Regulatory Authority on issues – decisions on closures are determined by Ministry Management and are not made by local committees.   

Q – Is there a difference between “Competent Authority” and “Regulatory Authority” as used in the RSA Program document?  The glossary of terms should be consistent with international programs in the proposed model program, with removal of any references that are peculiar to any one of the three countries.  For example the use of the word “ordinance” may be unique to South Africa. 

A – The point is taken and understood.

Q – Should the model program consider allowing the option of depuration?

A – The group consensus was to encourage the industry to only use Class A, or approved waters as growing sites, thus avoiding the need for depuration.  

4 conclusions

A multi-stakeholder workshop was held to solicit input on a draft shellfish sanitation program for countries within the BCLME region.  Among the many issues discussed, the following key concepts should be noted:

· There was a suggestion that there could be two sets of standards, with the more rigorous regulations reserved for export markets and a less onerous set of regulations allowed for domestic markets. This concept was discounted by participants because all consumers of shellfish projects deserve protection from unsafe shellfish.  

· The participants agreed that it makes sense that both aquaculture and capture fishery products must meet consistent safety standards.  There are challenges for the regulatory programs in this regard, however, particularly the microbiological classification of wild harvest growing areas and the monitoring for biotoxins in broad, open areas of the coast. 

· When growing areas are to be classified with respect to microbiological water quality, it would be ideal if the disparate regulations of both the EU and the U.S. in this regard could be accommodated (i.e., that tests be conducted for E coli in shellfish flesh (as specified by the EU) and for faecal coliform in water with occasional flesh 

spot-checks, (as specified by the U.S.)   

· There was clear consensus that turnaround time for laboratory analysis results and communication back to the Regulatory Authority and industry is critically important. This issue must be a prime consideration when assessing the availability or accessibility of laboratories.  Turn-around time must be short to protect public health, and to ensure that the results still represent the conditions in the growing area for shellfish that have not yet been harvested.

· Recognizing ethical issues associated with animal testing, the participants recognized that there is a general trend in analytical laboratories to move away from animal-based tests for certain biotoxins.  It was also agreed that the model shellfish sanitation program will not specify the tests to be used for biotoxin compliance, leaving the Competent Authorities of individual countries the option to make and justify their own decisions, with recognition that industry is seeking market access  to the EU and U.S.
· Workshop participants suggested that the industry and stakeholders make a formal request to investigate efficient use of existing laboratory capacity in Namibia, and that there is effective cooperation to meet the needs of multiple sectors (including fish and shellfish). 
· Participants considered the concept of having a Molluscan Shellfish Safety Committee or an equivalent body to provide stakeholder and industry input into decisions that will be made by the Regulatory Authority on growing area classification and other shellfish safety-related issues.. Participants agreed with the value of this concept. Utilizing existing committees can address this key concept. Such a committee should have adequate representation from both industry and government.  

· A discussion was initiated on the portions of a shellfish sanitation program that should be paid for by industry versus the government. Such decisions are country specific, however -  i.e., an approach that works in one country may not be appropriate in another.  Discussions on this issue are therefore needed within individual countries, and the decisions reached must be clearly specified in the resulting national regulations.
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