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Foreword

The Cartagena Protocol on Biosafety marked a significant milestone in how countries 
cooperate towards the safe transfer, handling and use of living modified organisms that 
come from modern b�otechnology. However, the ult�mate success of th�s �nternat�onal 
agreement depends on the capac�ty of Part�es to fully �mplement th�s landmark agreement. 
The Cartagena Protocol on Biosafety CPB), adopted in 2000, entered into force on      
September 11 2003.  Since then, a total of 147 countries have either ratified or acceded to the 
CPB. The speed of its ratification bears testimony to the importance countries attach to this 
legal �nstrument.

The Global Environment Facility (GEF), as the financial mechanism to both the Convention 
on B�olog�cal D�vers�ty and �ts Cartagena Protocol on B�osafety, has played an �mportant 
role �n bu�ld�ng the necessary capac�ty �n b�osafety s�nce the adopt�on of the Protocol. The 
GEF, together w�th UNEP, UNDP and the World Bank, ass�sts countr�es �n develop�ng and 
�mplement�ng nat�onal b�osafety frameworks (NBFs), and part�c�pat�ng �n the B�osafety 
Clear�ng House (BCH).

The e�ght demonstrat�on UNEP-GEF projects for ass�st�ng countr�es to �mplement the�r NBFs 
has been enabl�ng countr�es to successfully meet the�r obl�gat�ons as Part�es to the Protocol. 
This has been done by building scientific and technical capacity and helping to translate 
draft NBFs �nto a workable and effect�ve roadmap to manage a comprehens�ve b�osafety 
system �n the countr�es.

Gu�dance towards Implementat�on of Nat�onal B�osafety Frameworks: Lessons 
Learned from the UNEP Demonstrat�on Projects �s an analys�s of e�ght UNEP managed 
demonstrat�on projects for the �mplementat�on of nat�onal b�osafety frameworks between 
2002 and 2006.  The findings and recommendations offer valuable lessons to countries 
mov�ng towards the �mplementat�on of s�m�lar projects.

Three b�osafety publ�cat�ons are be�ng launched at the fourth Conference of the Part�es 
serving as the Meeting of the Parties in Bonn, Germany in May 2008. We hope that countries 
will find these lessons useful as they build their capacity to implement the Cartagena 
Protocol on B�osafety for the better protect�on of b�olog�cal d�vers�ty now and �nto the future.

Ach�m Ste�ner 
Un�ted Nat�ons Under-Secretary-General and 

 Execut�ve D�rector,  
Un�ted Nat�ons Env�ronment Programme

Mon�que Barbut, 
CEO and Cha�rperson, 

Global Env�ronment Fac�l�ty (GEF)

Ahmed Djoghlaf 
Execut�ve Secretary 

Secretar�at of the Convent�on  
on B�olog�cal D�vers�ty
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Executive Summary

The UNEP-GEF B�osafety Un�t recently started an analys�s 
of lessons learned from the 8 UNEP-managed demonstrat�on 
projects for the �mplementat�on of Nat�onal B�osafety 
Frameworks. These projects were approved by GEF Counc�l �n 
November 2001, for Bulgaria, Cameroon, China, Cuba, Kenya, 
Namibia, Poland, and Uganda. The 3-year projects started in 
September 2002 and were completed in the period 2005-2007.

The present report prov�des a synthes�s and analys�s of lessons 
learned from the 8 implementation projects. The findings and 
recommendat�ons offer valuable lessons to countr�es mov�ng 
towards the implementation of similar projects. Early 2006, the GEF council approved 
another round of 11 UNEP-managed b�osafety �mplementat�on projects for countr�es �n 
Afr�ca, As�a and Central/Eastern Europe. By the t�me of wr�t�ng th�s report, these new 
�mplementat�on projects had just been launched.

The report was developed during May-August 2007, and has been drawn from the following 
act�v�t�es:

(1) A rev�ew of relevant documents and reports, �nclud�ng:

ÿ	Results of a survey among National Project Coordinators (NPCs) conducted by UNEP in 
2005,

ÿ	Reports of NPC meetings, held in 2004 and 2005,

ÿ	 Selected quarterly progress reports as submitted to UNEP,

ÿ	 Summary of lessons learned, extracted from project terminal reports.

(2)  Consultations with NPCs, via telephone and e-mail, to review specific findings from 
�nd�v�dual countr�es.

(3)  Joint review of the preliminary report, developed in collaboration with the UNEP 
Biosafety Unit team members, summarizing main findings and recommendations.

(4) Peer review by two international experts in biosafety. 

The exper�ences and lessons learned reported by NPCs have been analyzed �n comb�nat�on 
w�th the exper�ence ga�ned by UNEP �n the management and coord�nat�on of the same 
projects. Based on the above, the results of the analys�s are expected to contr�bute to 
�mproved preparat�on and execut�on of future b�osafety �mplementat�on projects.

It should be emphas�zed that the analys�s does not represent a formal, external project 
evaluat�on, but rather an �nternal rev�ew of lessons learned and emerg�ng �ssues dur�ng the 
l�fe of the �mplementat�on projects, and ways �n wh�ch they were addressed.
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The report �s structured around the follow�ng ma�n top�cs:

(1) Project object�ves and ach�evements

ÿ Nat�onal pol�c�es on b�otechnology and b�osafety

ÿ Regulatory reg�me – laws and regulat�ons

ÿ	 System to handle notifications

ÿ	Monitoring and inspections

ÿ	 Public information and awareness, and the Biosafety Clearing-House (BCH)

(2) Project management and implementation

ÿ	Management team and NCC

ÿ	Coordination between government agencies

ÿ	Adoption of policies, laws, regulations

ÿ	Regional / international collaboration and sharing experiences

ÿ	 Technical support and backstopping

Summary of Recommendations

Recommendations to enhance project achievements:

1. The agreed project period turned out to be too short for most countries. As a result, the expected 
duration of the present set of implementation projects is 4 years instead of 3. However, taking 
into account that considerable time might be needed to evaluate the workability and effectiveness 
of the NBF by confronting it with a real application, a project duration of 5 years is more 
realistic.

2. A national biosafety policy or strategy is essential to provide guiding principles for the 
subsequent development and implementation of a biosafety legal framework, and mechanisms 
for policy coordination across government departments. Policies and laws should be dynamic 
and flexible to allow for the integration of outcomes and obligations from ongoing national and 
international dialogues.

3. In the development of policies, laws and regulations, the process is equally important as the 
resulting policy or legal document. Consultative approaches are indispensable even though it 
builds in time-consuming rounds of review and revisions.

4. Devising a strategy for getting a policy or legal document through, and investing in raising 
awareness and familiarity among policy makers, may limit the time required from draft to 
adoption. The NCC can play a valuable role in this process.

5. External review of draft policies and laws contributed to their practicality and consistency with 
the Cartagena Protocol on Biosafety and other relevant obligations.

6. Detailed implementing regulations are an equally essential element of a biosafety 
framework, as they clar�fy matters over wh�ch government agency (-�es) regulate what, 
and how.
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7. Technical guidelines for reviewing and assessing notifications were introduced through 
training programs for specific audiences, which often benefited from the involvement of 
fore�gn experts.

8. Progress on establ�sh�ng nat�onal BCHs and contr�but�ng to the central BCH was very 
uneven across countr�es, and somet�mes hampered by nat�onal laws govern�ng the 
distribution of official government documents. This issue must be addressed upfront in 
the current cycle of �mplementat�on projects, and be made a more expl�c�t component of 
nat�onal b�osafety frameworks.

9. Recurrent techn�cal tra�n�ng on top�cs such as r�sk assessment, GMO detect�on, and 
others, was identified as a priority for future support, and frequently mentioned as a 
cand�date for cross-country (sub-reg�onal) collaborat�on. Sub-reg�onal collaborat�on and 
the shar�ng of expert�se and �nformat�on were done on an �nformal bas�s; th�s should 
become a regular feature �n future support programs.

10. A complete “library” should be developed of technical outputs from the implementation 
projects, and make them access�ble to other countr�es. In some cases, th�s would �nclude 
support for translat�ons.

11. It w�ll be essent�al that the GMO detect�on laborator�es, establ�shed w�th UNEP-GEF 
support, seek �nternat�onal accred�tat�on so that they can act as reference laborator�es �n 
the sub-reg�on.

12. A separate �n-depth study should be carr�ed out among those countr�es (e.g. Bulgar�a, 
Ch�na and Cuba) wh�ch have released b�otechnology products, to document the�r 
exper�ence �n how the�r NBF was used w�th regards to mon�tor�ng and �nspect�on. 
Th�s w�ll prov�de an �ns�ght �nto the strength and weakness of the�r regulatory and/or 
adm�n�strat�ve system. Th�s analys�s w�ll help other countr�es wh�ch are carry�ng out 
s�m�lar NBF �mplementat�on projects to des�gn a more robust mon�tor�ng and �nspect�on 
system

13. Establishing a national program or strategy for public awareness should be considered, in 
order to best reach out to different stakeholder groups, and to avoid unintended effects such as 
unnecessary public controversy.

14. The inclusion of a wide range of stakeholder representatives in the NCC proved an effective 
approach to public involvement in biosafety framework development, review and adoption.

Recommendations to enhance project management:

1. A potent�ally valuable gu�dance document to �mplementat�on project teams �s the UNEP 
“Guide for implementation of national biosafety frameworks”, which should be made 
available in its final version to all participating countries.

2. Stocktaking workshops at project inception are an important tool to review the project’s 
object�ves and proposed act�v�t�es, and to �dent�fy any necessary adjustments early on.

3. The coordination function for implementation project requires substantial investments 
in terms of staff time. The projects require an NPC who acts as an “ambassador” 
towards pol�cy makers, stakeholder groups and the donor agency. Appo�nt�ng a sk�lled 
and exper�enced ass�stant NPC helps ensur�ng cont�nu�ty �n t�mes of staff turnover.

4. Finance managers should be considered as full members of the project teams. Legal 
experts should be �nvolved early on �n projects emphas�z�ng the development of laws 
and regulat�ons.
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5. NCCs play an important role not only in guiding the project team but also in the 
formulat�on and adopt�on of pol�c�es and laws. They are also �nstrumental �n promot�ng 
coord�nat�on among government agenc�es. Th�s funct�on should be spelled out �n the�r 
terms of reference.

6. (Sub-regional) Collaboration across countries should be encouraged, as a regular 
feature of b�osafety �mplementat�on projects. Areas for collaborat�on must be carefully 
determ�ned but would �nclude, as an �n�t�al step, jo�nt work on techn�cal gu�del�nes and 
techn�cal tra�n�ng.

7. Collating and providing access to (translated) materials developed under the 
�mplementat�on projects would also encourage cross-country collaborat�on.

8. As noted above, project teams benefited from interaction with foreign experts. Though 
external techn�cal support can be a sens�t�ve �ssue �n essent�ally country-dr�ven projects, 
b�osafety expert�se �s relevant across countr�es, and exchange of �nformat�on and 
exper�ences should be encouraged.

9. Project teams should �dent�fy areas for external techn�cal support early on the project; 
for example, by conduct�ng a needs assessment on tra�n�ng.

10. Based on experience gained with external experts, UNEP should compile a roster of 
experts who can support implementation projects in specific areas. It will be important 
to establ�sh clear cr�ter�a and a peer-rev�ew comm�ttee for th�s purpose.

11. Techn�cal support by the UNEP b�osafety team was well rece�ved, but demand clearly 
exceeded supply. UNEP should seek formal collaborat�on w�th spec�al�zed agenc�es �n 
order to better address techn�cal ass�stance needs.

Recommendations to enhance project sustainability:

1. Biosafety should be developed hand-in-hand with biotechnology development. This is to 
emphasize and demonstrate that the Cartagena Protocol was not established to serve as an anti-
biotech instrument and that implementation of NBF is the only way to find out whether the NBF 
developed to ensure the safe use of biotechnology is indeed effective and workable.

2. Biosafety management should be integrated into national development plans, 
�nst�tut�onal structure and budget to ensure susta�nab�l�ty beyond the project cycle. 

3. Building capacity of a team rather than an �nd�v�dual at the nat�onal level should be 
emphas�zed to ensure cont�nuous b�osafety �mplementat�on desp�te staff attr�t�on.

4. Regional collaboration in sharing resources and biosafety information, and possibly 
providing financial support should be a cost effective method for continued biosafety 
capac�ty development �n countr�es �n the reg�on. 
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 Introduction

The present report prov�des an analys�s of lessons learned from 8 demonstrat�on projects for 
the �mplementat�on of Nat�onal B�osafety Frameworks (NBFs). These projects were approved 
by the GEF1 Council in November 2001, for Bulgaria, Cameroon, China, Cuba, Kenya, 
Namibia, Poland, and Uganda. These, on average, 3-year projects started in September 2002 
and were all but one completed by December 2006.

The findings and recommendations from completed implementation projects present 
valuable lessons to countr�es mov�ng towards the �mplementat�on of s�m�lar projects. 
Early 2006, the GEF council approved another cycle of 11 UNEP-managed biosafety 
�mplementat�on projects for countr�es �n Afr�ca, As�a and Central/Eastern Europe. By the 
t�me of wr�t�ng th�s report, these new �mplementat�on projects had just been launched.

The present report was developed during May-July 2007, and has been drawn from the 
follow�ng act�v�t�es:

(1)  A rev�ew of relevant documents and reports, �nclud�ng:

ÿ Results of a survey among Nat�onal Project Coord�nators (NPCs) conducted by 
UNEP in 2005,

ÿ Reports of NPC meetings, held in 2004 and 2005,

ÿ Selected quarterly progress reports as subm�tted to UNEP,

ÿ Summary of lessons learned, extracted from project term�nal reports.

(2) Consultations with NPCs, via telephone and e-mail, to review specific findings from 
�nd�v�dual countr�es.

(3) Joint review of the preliminary report, developed in collaboration with the UNEP 
biosafety team members, summarizing main findings and recommendations.

(4) Peer review by two international experts in biosafety. 

The exper�ences and lessons learned reported by NPCs have been analyzed �n comb�nat�on 
w�th the exper�ence ga�ned by UNEP �n the management and coord�nat�on of the same 
projects. Based on the above, the results of the analys�s are expected to contr�bute to 
�mproved preparat�on and execut�on of future b�osafety �mplementat�on projects.

I.

1  GEF: Global Env�ronment Fac�l�ty
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The report �s structured around the follow�ng ma�n top�cs:

(1) Project object�ves and ach�evements

ÿ Nat�onal pol�c�es on b�otechnology and b�osafety

ÿ Regulatory reg�me – laws and regulat�ons

ÿ System to handle notifications, including the Biosafety Clearing-House (BCH)

ÿ	Monitoring and inspections

ÿ	 Public information and awareness 

(2) Project management and implementation

ÿ	Management team and NCC

ÿ	Coordination between government agencies

ÿ	Adoption of policies, laws, regulations

ÿ	Regional / international collaboration and sharing experiences

ÿ	 Technical support and backstopping

It should be emphas�zed that the analys�s does not represent a formal, external project 
evaluat�on, but rather an �nternal rev�ew of lessons learned and emerg�ng �ssues dur�ng 
the l�fe of the �mplementat�on projects, as well as ways �n wh�ch they were addressed. 
The GEF Office of Monitoring and Evaluation commissioned an external evaluation of its 
support to the implementation of the Cartagena Protocol on Biosafety in 20052, wh�ch should 
be cons�dered �n conjunct�on w�th th�s report. In add�t�on, the recent UNEP publ�cat�on3 
analyzing experiences and lessons from 124 completed National Biosafety Framework (NBF) 
development projects complements the findings from this report.

It should also be noted that, at th�s po�nt, �t would be premature to assess the workab�l�ty 
and effect�veness of the st�ll evolv�ng nat�onal b�osafety frameworks. The major�ty of the 
projects analyzed were completed very recently, and the result�ng NBFs have not yet 
been ser�ously tested �n terms of rece�v�ng actual appl�cat�ons. In some countr�es, NBF 
development was taken over by pol�t�cal events such as government dec�s�ons to declare a 
moratorium on releases of genetically modified organisms (GMOs).

2 GEF. 2005. Evaluation of GEF’s Support to the Cartagena Protocol on Biosafety. Prepared by the 
GEF Office for Monitoring & Evaluation. GEF/ME/C.27/Inf.1/Rev.1. Washington, D.C.: Global 
Env�ronment Fac�l�ty.

3 UNEP. 2006. A Comparative Analysis of Experiences and Lessons from the UNEP-GEF 
B�osafety Projects. Prepared by the UNEP-GEF B�osafety Un�t. Geneva: Un�ted Nat�ons 
Env�ronment Programme.



3

G u i d a n c e  t o w a r d s  i m p l e m e n t a t i o n  o f  n a t i o n a l  B i o s a f e t y  f r a m e w o r k s :

The UNEP-GEF supported 
biosafety implementation projects

This section provides a brief introduction to the 8 UNEP-GEF supported biosafety implementation 
projects. In November 2001, GEF approved funding for 12 “demonstration” projects for biosafety 
implementation, of which 8 were to be managed by the UNEP Biosafety Unit. The demonstration 
projects were financed under the GEF’s “Initial Strategy for Assisting Countries to Prepare for 
the Entry into Force of the Cartagena Protocol on Biosafety (CPB)”.4 Countries eligible for 
implementation support under the Initial Strategy were selected on the basis of two criteria: (i) their 
governments had ratified, or had acceded to the CPB; (ii) countries had already a draft NBF, prepared 
either under the previous UNEP/GEF Pilot Biosafety Enabling Activity in 1998-1999 or with national 
resources. All these 8 countries implemented by UNEP participated in the UNEP/GEF Pilot Biosafety 
Enabling Activity.

By July 2007, all of the 8 projects were completed. Countries involved were, in alphabetical order:

1. Bulgar�a
2. Cameroon
3. China
4. Cuba
5. Kenya
6. Namibia
7. Poland
8. Uganda

Generally, the goal of an �mplementat�on project �s to enable a country to convert �ts draft 
Nat�onal B�osafety Framework (NBF) �nto a workable, effect�ve, and transparent regulatory 
reg�me, �n l�ne w�th nat�onal pr�or�t�es and �nternat�onal obl�gat�ons. The projects also ass�st 
countr�es to create adm�n�strat�ve mechan�sms for handl�ng all aspects of b�osafety dec�s�on 
mak�ng. Th�s means that by the end of the projects, the part�c�pat�ng countr�es should have: 

(1) A workable and transparent regulatory reg�me cons�st�ng of enabl�ng leg�slat�on, 
�mplement�ng regulat�ons and complement�ng gu�del�nes that are cons�stent w�th the 
B�osafety Protocol and other relevant �nternat�onal obl�gat�ons;

(2) Implementing systems for: 

ÿ	 handling of notifications or requests for approvals (including systems for administrative 
processing, risk assessment and decision making) 

ÿ	 enforcement and monitoring 

ÿ	 public information and public participation

II.II.

4  For details on the GEF initial strategy, see URL: http://www.gefweb.org/Documents/
Council_Documents/GEF_C16/GEF_C.16_4_Rev.1.pdf
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II.a. Implementation projects: Common objectives

Based on the broad goals defined for the biosafety implementation projects, each of them are 
very s�m�lar �n terms of project object�ves. Table 1 (next page) shows an overv�ew of project 
object�ves by country, and assoc�ated budgets. Common object�ves for country projects 
�ncluded:

(1) Formulat�ng a nat�onal pol�cy on b�otechnology and b�osafety, �n countr�es where th�s 
was deemed relevant;

(2) Developing and implementing a regulatory and administrative regime: law(-s), enabling 
regulat�ons, techn�cal gu�del�nes;

(3) Building capacity and human skills in the areas of risk assessment, risk management, 
LMO5 identification, monitoring and enforcement;

(4) Setting up national information systems on biosafety, including the development of a 
nat�onal b�osafety clear�ng-house (BCH)

(5) Promoting public information and awareness on issues related to modern biotechnology 
and b�osafety.

Desp�te hav�ng common object�ves, the b�osafety �mplementat�on projects d�ffered greatly 
�n content as they �nvolved a very d�verse group of countr�es. Some countr�es already 
had a legal framework for b�osafety �n place, wh�ch needed amendment as a consequence 
of rat�fy�ng the Cartagena Protocol on B�osafety (CPB), and had extens�ve exper�ence �n 
handling of LMO notifications and biosafety assessments. A number of countries had gone 
through multiple assessments for confined field trials, while a few (e.g., Poland, China) 
had already approved commerc�al releases of LMOs �n the�r country. And, some countr�es 
rece�ved ass�stance for b�osafety capac�ty development from mult�ple sources, wh�le others 
mostly rel�ed on UNEP-GEF support. On the other hand, some �mplementat�on countr�es 
could st�ll be cons�dered to be at the early stages of capac�ty development �n b�osafety 
regulat�on and dec�s�on-mak�ng.

Consequently, as a result of th�s h�ghly d�verse basel�ne s�tuat�on at the start of each project, 
the actual project act�v�t�es and outputs make up a m�xed p�cture, wh�ch w�ll be analyzed �n 
sect�on III below. G�ven the comprehens�ve and amb�t�ous scope across countr�es, the agreed 
project period (3 years on average) turned out to be too short for most (except one) countries. 
UNEP-GEF showed adequate flexibility in this respect by extending the project periods as 
necessary. As a result, the expected durat�on of the present set of recently GEF-approved 
implementation projects is 4 years instead of 3.

5  LMO = living modified organism. An LMO is defined in the Cartagena Protocol on Biosafety 
as any l�v�ng organ�sm that possesses a novel comb�nat�on of genet�c mater�al obta�ned 
through the use of modern b�otechnology.
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  Project objectives and achievements

As ment�oned above, and as seen �n Table 1, the object�ves and scope of the b�osafety 
�mplementat�on projects were comprehens�ve and amb�t�ous. In fact, some countr�es 
even put �n add�t�onal components soon after projects had started, �n order to respond to 
emerg�ng pr�or�t�es; e.g., on develop�ng a nat�onal pol�cy on b�otechnology and b�osafety, 
or, comm�ss�on�ng r�sk assessment research. Th�s has resulted �n an �mpress�ve range of 
act�v�t�es and outputs of wh�ch only selected examples w�ll be used �n th�s report. At the 
same t�me, �t should be noted that much work �s st�ll �n progress. It �s therefore too early to 
fully assess the results from completed �mplementat�on projects, and th�s may have to be re-
v�s�ted at a later stage.

The main findings and lessons learned from the project components are presented �n th�s 
sect�on, wh�le a s�m�lar summary on project management can be found �n sect�on Iv.

III.

Table 2. UNEP-GEF implementation projects: Summary of achievements across countries

Project component Summary of achievements

1. National policy l 2 national policy adopted (Kenya, Uganda)

l 2 national policies drafted (Cuba, Poland)

2. Regulatory regime l 3 biosafety acts / laws adopted (Bulgaria, Cameroon, Namibia)

l 4 biosafety acts / laws drafted (China, Kenya, Poland, Uganda)

l Implementing regulations enacted in 4 countries (Bulgaria, Cameroon, Cuba, Namibia)

3. Handling of notifications l Administrative procedures established (all countries)

l Guidelines, manuals developed for risk assessment, risk management (all countries)

l BCH launched in 5 countries (Bulgaria, China, Kenya, Namibia, Poland) 

l Technical training conducted on risk assessment, risk management (all countries)

4. Monitoring and inspections l LMO testing and detection units equipped in 7 countries (Bulgaria, Cameroon, China, Kenya 
 Namibia, Poland, Uganda)

l Environmental impact studies conducted in 2 countries (Bulgaria, China)

l Guidelines, manuals developed for environmental monitoring and inspections (all countries)

l Technical training conducted on monitoring and inspections (all countries)

5. Public information and awareness l Strategies for biosafety communication, awareness developed in 3 countries (Cuba, Kenya,  
 Uganda)

l Awareness and outreach materials published (all countries)

l Awareness-raising workshops conducted for policy makers, journalists, farmers and other  
 stakeholders (all countries)

Source: Data extracted from Table 1 above.
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III.a. Developing and adopting a national policy

Wh�le develop�ng a nat�onal gu�d�ng pol�cy on b�otechnology and b�osafety was not 
�ncluded �n the or�g�nal project object�ves �n any country, th�s element was added �n some 
countr�es such as Cuba, Kenya, Poland and Uganda. Nat�onal pol�c�es were adopted �n Cuba 
and Kenya by the end of the �mplementat�on project, wh�le the pol�cy process �n Poland and 
Uganda continues, with government approval in Uganda in early 2008.

A nat�onal b�osafety pol�cy or strategy �s essent�al as �t prov�des a set of pr�nc�ples to gu�de 
subsequent development and �mplementat�on of a b�osafety legal framework and assoc�ated 
regulations. A critical element of a national policy is a clear definition of a country’s goals 
and pr�or�t�es for b�osafety and assoc�ated capac�ty development. In add�t�on, �t serves 
to bu�ld long-term government support and �nclus�on of b�osafety capac�ty development 
�nto nat�onal budgets. In many countr�es, formulat�ng a nat�onal pol�cy for b�osafety �s a 
pre-requ�s�te, before any laws or regulat�ons can be promulgated. Nam�b�a, for example, 
adopted a nat�onal pol�cy on b�otechnology and b�osafety as early as 1999. The �mportance 
of nat�onal pol�cy or strategy formulat�on �s acknowledged �n the current round of b�osafety 
�mplementat�on projects, �n wh�ch �t has become a d�st�nct component for most countr�es.

Lessons learned and best practices

In pol�cy development, the pol�cy development process appeared to be equally �mportant as 
the result�ng pol�cy. Broad stakeholder �nvolvement �n the draft�ng process, �nclud�ng c�v�l 
soc�ety organ�zat�ons and members of Parl�ament, helped bu�ld�ng broad understand�ng 
and agreement on a country’s goals for biosafety, and political support for policy approval. 
Equally �mportant, pol�cy development on b�osafety allowed for, or should have allowed 
for early �nteract�on and coord�nat�on across relevant branches of government, as �n most 
countr�es b�osafety dec�s�on-mak�ng �nvolves mult�ple M�n�str�es and agenc�es.

Adopt�ng a consultat�ve process was cons�dered �nd�spensable even though �t bu�lds �n 
t�me-consum�ng rounds of rev�ew and rev�s�ons. Th�s was confounded by turnover of pol�cy 
makers and pol�t�c�ans, lead�ng to repeated efforts to bu�ld awareness on the �mportance of 
adopt�ng a nat�onal pol�cy. 

In order to l�m�t the t�me requ�red from draft to adopt�on, project teams dev�sed a deta�led 
strategy for gett�ng a pol�cy through. In Kenya, for example, th�s �ncluded early �nvolvement 
of, and outreach act�v�t�es to the relevant Parl�amentary comm�ttees and �nd�v�dual members 
of Parliament who could act as “champions” for the policy. In some cases, NGOs were 
called upon to support steady progress of the policy process and to lobby for the policy’s 
adopt�on. At th�s stage of the project, �t was found that a h�gh-level, broadly const�tuted 
Nat�onal Coord�nat�ng Comm�ttee (NCC), set up as part of the �mplementat�on projects, can 
play a key role �n pol�cy advocacy and avo�d�ng delays w�th�n the respons�ble M�n�stry or 
Government Cab�net.

In Cuba, the process followed for develop�ng the Nat�onal B�osafety Strategy �ncluded the 
follow�ng steps: (�) preparat�on of a draft document by a techn�cal team; (��) a ser�es of small-
group review meetings; (iii) review by the project’s NCC; (iv) discussion at a broad national 
workshop; (v) �ncorporat�on as an act�on plan under the Nat�onal Env�ronmental Strategy. 
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The b�osafety strategy covers the follow�ng top�cs:

ÿ	Global and national context of the Strategy

ÿ	 Evolution of biosafety in Cuba and current status

ÿ Problem identification and justification for a strategy

ÿ General and specific objectives

ÿ Instruments to �mplement the strategy

ÿ Strategy assessment �nd�cators, �mplementat�on and follow-up schedule

III.b. Implementing a regulatory regime

Defining the legal framework for biosafety decision-making was emphasized in all 
projects. Most countr�es �nvolved �n �mplementat�on projects already had a funct�onal legal 
framework for b�osafety, wh�ch �n some cases needed amendment as a result of rat�fy�ng 
the CPB and other emerg�ng needs — for example, �mm�nent access�on to the European 
Un�on (�.e., Bulgar�a and Poland) — �n other cases, project teams concentrated on develop�ng 
regulat�ons to foster �mplementat�on of prev�ously enforced b�osafety leg�slat�on (e.g., Cuba).

By the end of the projects, most countr�es had a d�screte b�osafety law regulat�ng modern 
b�otechnology, w�th the except�on of Uganda where �n�t�ally b�osafety regulat�ons were 
drafted for adopt�on under the Sc�ence and Technology Act. Later on, �t was dec�ded to 
develop a d�st�nct b�osafety law. Th�s process �s st�ll ongo�ng.

In add�t�on, efforts �n all projects were d�rected towards the development of �mplement�ng 
regulat�ons, and techn�cal gu�del�nes for appl�cants and regulators. Implement�ng 
regulat�ons make up an essent�al element of the nat�onal b�osafety framework, prov�d�ng 
deta�ls on how an Act �s �mplemented �n pract�ce and spell�ng out the roles and 
respons�b�l�t�es of the var�ous regulatory agenc�es �n a country.

Lessons learned and best practices

In all cases, part�cularly �n the draft�ng of b�osafety laws, a consultat�ve approach was 
adopted, as was the case �n pol�cy development. Th�s approach proved to be useful �n 
secur�ng broad consensus regard�ng the object�ves and scope of nat�onal b�osafety laws.

In addition, most draft laws benefited from external review by legal experts abroad, who 
prov�ded �nputs on the pract�cal�ty of a proposed law and �ts cons�stency w�th the CPB and 
other �nternat�onal standards and agreements.

S�m�lar to the pol�cy development process, the road from draft�ng a law to �ts adopt�on 
generally turned out to be long and c�rcu�tous. Consultat�ons w�th relevant government 
departments and agenc�es, and d�verse stakeholder groups, and rev�ews of draft laws 
helped bu�ld�ng awareness and agreement on the proposed laws but also necess�tated 
many rounds of rev�s�ons. In countr�es where proposed laws had to pass parl�amentary 
approval, significant investments were required in order to achieve the necessary level of 
understand�ng and support from relevant M�n�str�es and members of Parl�ament.

As the process was becom�ng more drawn out, pol�t�cal changes occurred �n project 
countr�es forc�ng project teams to repeat the�r efforts �n educat�ng new members of 
Parl�ament and dec�s�on makers. In ant�c�pat�on of a new or amended leg�slat�ve framework, 
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it appeared that biosafety decision-making (e.g., for LMO field trial applications) slowed 
down under the existing “interim” framework.

In Poland the project team’s initial efforts focused on drafting a new GMO Act, building 
on the current Act of 2001, which would respond to the requirements from the Cartagena 
Protocol and relevant EU D�rect�ves. Del�berat�ons on �ssues such as co-ex�stence of GM 
crops w�th convent�onal and organ�cally produced crops, delayed the process. Follow�ng 
general elections in 2005, a new government declared Poland “GM Free” and put the new 
GMO Act on hold. The 2001 Act is therefore still in force but no approvals are granted for 
any type of GMO releases. Also in China, a comprehensive “Transgenic Biosafety Law” 
was drafted as part of the �mplementat�on project; however, to date, the law has not been 
adopted and GMO releases cont�nue to be managed through a set of government decrees.

It has become apparent that �n order to get a law from draft to adopt�on, a deta�led strategy 
�s needed at project �ncept�on, developed �n collaborat�on not only w�th respons�ble 
M�n�str�es but also w�th the relevant nat�onal legal department such as the Attorney 
General’s Chambers or Ministry of Justice. In projects where the development of laws and 
regulat�ons was a major challenge, project teams secured the necessary legal expert�se early 
on �n the process.

Coord�nat�on among the d�fferent regulatory agenc�es and clar�fy�ng the roles and 
respons�b�l�t�es for government agenc�es �nvolved �n b�osafety dec�s�on-mak�ng rema�ns 
a challenge �n many countr�es, as reported �n several project term�nal reports. Th�s has to 
be addressed early on �n the development of nat�onal pol�c�es (see sect�on III.a above) and 
also by elaborat�ng deta�led �mplement�ng regulat�ons �n parallel w�th the draft�ng of an 
overarch�ng law. A mult�-agency, consultat�ve approach to develop�ng regulat�ons w�ll help 
clar�fy matters of who regulates what, and how. However, not all countr�es had completed 
work on �mplement�ng regulat�ons at the end of the project and th�s should be a pr�or�ty for 
follow-up efforts. 

Experiences in Kenya as described by Shibalira (2007)7 are �llustrat�ve of lessons learned and 
strateg�es across countr�es, towards gett�ng laws drafted and adopted. She concludes that

“… it was absolutely necessary to build consensus so as not to scuttle the law-making 
process. We held var�ous stakeholders meet�ngs, shared �nformat�on and collected 
and collated the stakeholders’ views. These views later helped shape the draft law. 
[…] In the process of finding a home for the agreed legislation, various government 
departments tussled over wh�ch department was best su�ted to host the law. Part of 
the consensus bu�ld�ng was to ensure that the departments put the nat�onal �nterest 
before their self-interest.”

III.c. Handling notifications

Wh�le progress on the pol�t�cal aspects of b�osafety (pol�c�es, laws) was somet�mes slow, 
strong progress was made on matters that are of a techn�cal-adm�n�strat�ve nature, and 
less controvers�al, such as the development of techn�cal gu�del�nes and assoc�ated techn�cal 
tra�n�ng. By the end of the �mplementat�on projects, all countr�es �nvolved had a clear system 
for handling LMO notifications, including designated competent authorities for granting 
licenses and permits, biosafety offices and national biosafety advisory committees.

7  Shibalira, R.O. 2007. Drafting a Biosafety Law: My Experience. Biosafety Protocol News, vol.2 no.1., 
p.6. June 2007.
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A Biosafety Clearing-House (BCH) represents a specific component of the system for 
handling notifications. The Cartagena Protocol on Biosafety established a global Biosafety 
Clear�ng-House (BCH) to fac�l�tate exchange of �nformat�on and as a mechan�sm to ass�st 
Part�es to �mplement the Protocol. A funct�onal nat�onal BCH, l�nked to the central BCH �s an 
essential part of the information exchange required as countries engage in the notification, 
assessment and dec�s�on-mak�ng on GMOs. As a compl�ance requ�rement under the 
Protocol, establ�sh�ng a BCH was �ncluded as an object�ve �n all �mplementat�on projects.

Lessons learned and best practices

The adm�n�strat�ve system sketched above needs underp�nn�ng w�th deta�led techn�cal 
guidelines, for assessing different types of applications (such as contained use, field trials, 
commerc�al release, etc.), and assoc�ated appl�cat�on forms. In add�t�on, deta�led manuals / 
checklists are needed, dealing with practical aspects of, for example, conducting confined 
field trials, or monitoring for environmental impact. As summarized in Table 1, the 
�mplementat�on projects generated a good number of techn�cal gu�del�nes relevant to the�r 
nat�onal b�osafety frameworks.

Nam�b�a, for �nstance, developed a manual for adm�n�strat�ve procedures for the B�osafety 
Un�t under the B�osafety Act, and a deta�led manual for mon�tor�ng and �nspect�ons. Experts 
�n South Afr�ca were consulted �n rev�ew�ng the draft manuals.

Techn�cal gu�del�nes were �ntroduced through tra�n�ng programs, wh�ch �s a proper way to 
explain and disseminate them. Such training programs benefited from the involvement of 
foreign experts in most countries. Most project teams, in their terminal reports, identified the 
need for recurrent, longer term tra�n�ng on a cont�nuous bas�s �n order to bu�ld up a broader 
b�osafety sk�lls base �n the�r countr�es and to deal w�th the usual staff turnover and attr�t�on.

NPCs identified the development of technical guidelines and conducting technical training 
programs as su�table cand�dates for stronger cross-country collaborat�on. Part�cularly for 
countr�es located �n the same (sub-) reg�on such collaborat�on would result �n econom�es 
of scale such as the shar�ng of external experts and (draft) gu�del�nes, and, �n the long 
run, compat�ble b�osafety frameworks at the techn�cal level. NPCs reported the shar�ng 
of techn�cal gu�del�nes on an �nformal bas�s; clearly, th�s could have been a more regular 
feature w�th�n the l�fe of the projects.

In order to improve access to the body of technical outputs generated by the first wave of 
�mplementat�on projects, there �s a need to take stock of what has been publ�shed so far, 
analyze the�r ut�l�ty to other project teams and to make them eas�ly access�ble through, for 
example, the Internet or CD-ROM. Some mater�als have been publ�shed �n local languages 
and prov�s�ons w�ll have to be made to have them translated.

As regards the BCH, results from these act�v�t�es are very m�xed. Some countr�es managed 
to set up user-fr�endly, �nstruct�ve BCH webs�tes8 conta�n�ng relevant �nformat�on and 
gu�dance on nat�onal pol�c�es, regulat�ons and b�osafety dec�s�ons, and are act�vely 
contributing to the central BCH hosted by the CBD Secretariat. China’s National Biosafety 
Clearing-House, managed by the National Biosafety Office at SEPA9, prov�des a central 
access po�nt to essent�al b�osafety �nformat�on such as:

8 See, for example, the Ch�na B�osafety Clear�ng-House at URL: http://engl�sh.b�osafety.gov.cn/

9  SEPA: State Env�ronmental Protect�on Adm�n�strat�on
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ÿ Implement�ng regulat�ons on GMO releases, �mport / export, label�ng;

ÿ Techn�cal gu�del�nes for perform�ng r�sk assessments of var�ous GM appl�cat�ons;

ÿ Appl�cat�on forms;

ÿ A database of decisions on field trial applications and commercial releases;

ÿ L�nks to external sources of b�osafety �nformat�on.

On the other hand, progress rema�ned l�m�ted �n a number of �mplementat�on countr�es. 
They clearly would have benefited from targeted support in this area as provided through 
the current, UNEP-managed BCH project. However, the 8 country projects analyzed �n th�s 
report were not el�g�ble for support under the BCH project and were already under way at 
the t�me the BCH project was conce�ved10.

In some countr�es, the lack of �nformat�on depos�ted �s a result of nat�onal laws govern�ng 
the d�str�but�on of �nformat�on. Laws �n some countr�es generally forb�d draft laws, 
regulat�ons and dec�s�on to be placed �n the publ�c doma�n. One way of overcom�ng th�s 
�ssue �s to make the BCH part of the nat�onal law or regulat�on govern�ng b�osafety. Th�s 
w�ll spell out the type of �nformat�on that should be placed on the nat�onal and central 
BCH, and will ensure the allocation of resources (human, financial) to set up and maintain 
an �nformat�on system. An example �n th�s regard �s prov�ded by Braz�l, where the nat�onal 
B�osafety Informat�on System was establ�shed by law and an assoc�ated M�n�ster�al decree.

It should be noted that BCH efforts �n countr�es that take part �n the current cycle of 11 
implementation projects are benefiting from targeted BCH support from UNEP, and 
generally have made BCH efforts a stronger component of the�r projects. 

III.d. Monitoring and inspections

S�m�lar to the techn�cal component descr�bed under III.c, strong progress was made �n 
develop�ng the framework for mon�tor�ng and �nspect�ons. Work focused pr�mar�ly on 
the development of manuals or checkl�sts for mon�tor�ng and �nspect�on act�v�t�es, and 
assoc�ated techn�cal tra�n�ng. In add�t�on, a major area of �nvestment for the projects 
compr�sed the upgrad�ng of laborator�es and purchas�ng of equ�pment to establ�shed LMO 
detect�on un�ts.

In relat�vely advanced countr�es such as Bulgar�a and Ch�na, a number of academ�c r�sk 
assessment stud�es were comm�ss�oned as part of the �mplementat�on project, wh�ch w�ll 
eventually be of use to mon�tor�ng for env�ronmental �mpacts. Box 1 (below) �llustrates th�s 
po�nt, l�st�ng the outputs generated as part of these b�osafety stud�es �n Bulgar�a. In Ch�na, 
s�m�lar work resulted �n gu�del�nes and �nd�cators to mon�tor the env�ronmental �mpacts of 
GM cotton, r�ce and soybean.

10  For further details on the BCH project, see URL: http://www.unep.ch/biosafety/BCH.htm
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Under the Kenya project, a “Manual for Inspection and Monitoring of Genetically Modified 
Organisms in Kenya” was published in May 2006, spelling out the purpose, procedures and 
standards for mon�tor�ng and �nspect�ons �n the country. A ser�es of checkl�sts �s �ncluded 
as annexes to the manual. The document was developed �n consultat�on w�th regulatory 
agencies and introduced through training workshops for regulators and field inspectors.

Lessons learned and best practices

As in the case of outputs generated for handling notifications, it will be important to develop 
a complete �nventory of such outputs and ensure they become ava�lable to current and 
future �mplementat�on countr�es. The ut�l�ty of mon�tor�ng and �nspect�on gu�del�nes across 
countries was confirmed by the fact that such materials were frequently shared among the 
�mplementat�on project coord�nators.

Part�cularly the methodolog�es and �nd�cators developed as part of r�sk assessment research 
�n countr�es such as Bulgar�a and Ch�na would be relevant to other countr�es. Adapt�ng the 
findings from these studies to practical policy advice, for example, the monitoring indicators 
der�ved �n Ch�na, should be pursued. Support w�ll be needed for translat�ng much of th�s 
work �nto other languages �n order to become better access�ble. 

Collaborat�on across countr�es should also be supported �n the area of GMO detect�on. The 
laboratory fac�l�t�es equ�pped as part of the �mplementat�on projects could serve as reference 
laboratories for countries in the sub-region. This way, the need for significant investments in 
each �nd�v�dual country could be m�n�m�zed by mak�ng full use of ex�st�ng test�ng fac�l�t�es. 
In add�t�on, countr�es would be encouraged to collaborate on develop�ng test�ng gu�del�nes 
and sampl�ng gu�del�nes rather than each one develop�ng �ts own standards and methods. It 
w�ll be essent�al that the GMO detect�on laborator�es, establ�shed w�th UNEP-GEF support, 
seek �nternat�onal accred�tat�on so that they can act as reference laborator�es �n the sub-
reg�on.

A separate �n-depth study should be carr�ed out among those countr�es (e.g. Bulgar�a, Ch�na 
and Cuba) wh�ch have released b�otechnology products, to document the�r exper�ence �n 
how the�r NBF was used w�th regards to mon�tor�ng and �nspect�on. Th�s w�ll prov�de an 
�ns�ght to the strength and weakness of the�r regulatory and/or adm�n�strat�ve system. 
Th�s analys�s w�ll help other countr�es wh�ch are carry�ng out s�m�lar NBF �mplementat�on 
projects to des�gn a more robust mon�tor�ng and �nspect�on system.
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Box 1. Publications and related outputs from biosafety studies conducted in Bulgaria

1. Kalushkov P. L. Dimitrova & O. Nedved, 2003. Bt-genetically engineered potatoes preserve 
aphidophagous coccinellids. – Acta Entomol. Bulgarica, 9, 12-15 (in Bulgarian).

2. Kalushkov P., 2004. The abundance of epigeic arthropods in Bt and standard potato fields. 
– Sci. Conf. St. Zagora - 2004, V.II, Agrarian sciences, 329-333 (in Bulgarian).

3. Kalushkov P., B. Gueorgiev & L. Spitzer, 2004. Biodiversity of ground beetles (Coleoptera: 
Carabidae) in Bt and standard potato fields. - Sci. Conf. St. Zagora - 2004, Volume II, 
Agrarian sciences, 329-333.

4. Kalushkov P. & R. Batchvarova, 2005. Effectiveness of Bt Newleaf potato to control 
Leptinotarsa decemlineata (Say) (Coleoptera: Chrysomelidae) in Bulgaria. – Biotechnol. & 
Biotechnol. Eq. 19, 28-34.

5. Kalushkov P., 2005. Can the genetically modified crops change the environment? – (ed. N. 
Chipev & V. Bogoev) “Biodiversity, ecosystems, global changes” 363-368 (in Bulgarian).

6. Kalushkov P. & G. Blagoev, 2005. The effect of experimental plot design of Bt and non-Bt 
potato fields on the results of epigeic fauna. - (ed. N. Chipev & V. Bogoev) “Biodiversity, 
ecosystems, global changes” 369-374 (in Bulgarian).

7. Kalushkov P. & I. Hodek, 2005. The effect of six species of aphids on some life history 
parameters of the ladybird Propylea quatuordecimpunctata (Coleoptera: Coccinellidae). 
– European J. Entomol. 102, 449-452.

8. Kalushkov P. & O. Nedved, 2005. Genetically modified potatoes expressing Cry 3A protrein 
do not affect aphidophagous coccinellids. – Journal of Appl. Entomol. 129, 401-406.

9. Nedvěd  O, P. Kalushkov & G. Blagoev, 2006. Spiders in Bt and non-Bt potato  fields in 
Bulgaria. – Bull. IOBC wprs Bull. 29(5), 103-110. 

10. Kalushkov P., R. Tzankova, P. Stoeva, R. Batchvarova, M. Vlahova,  S. Slavov & M. Radkova, 
2006. Ecological investigations on the effect of Bulgarian GM plants on the arthropod fauna. 
– Bull. IOBC wprs Bull. 29(5), 85-90.

11. Kalushkov P., G. Blagoev & H. Deltshev, (in press). Biodiversity of epigeic spiders in 
genetically modified (Bt) and conventional (non-Bt) potato fields in Bulgaria. – Acta zool. 
Bulgarica

12. Poster: Nevena Alexandrova, Mariana Vlahova, Mariana Radkova, Violeta Kondakova, 
Rossitza Buchvarova, Plamen Kalushkov, Atanas Atanassov (2006). Environmental Risk 
Assessment case studies in Bulgaria.

13. Kalushkov P., Tzankova R., Stoeva P., Batchvarova R., Vlahova M., Slavov S., Radkova M. 
2006 Ecological investigations on the effect of Bulgarian GM plants on the arthropod fauna. 
IOBC/wprs Bulletin 29, pp 83-90.

14. Popov T., R. Batchvarova, S. Slavov, P. Christova, M. Alexandrova, A. Atanassov, I. 
Yamaguchi, H. Anzai. 2004. Gene Dispersal from Genetically Modified Tobacco in the Field. 
Transgenics, Vol. 4, pp. 189-195.

15. Kapchina V., G. Milanov, A. Zankov, D. Stefanov, S. Slavov, V. Goltsev and R. Batchvarova. 
2004. The Changes in Some Photosynthetic Characteristics of Transgenic Tobacco 
Plants, Resistant to Bacteria Pseudomonas syringae pv. tabaci. Biotechnol. & Biotechnol. 
Equipment, 3/18, pp. 74-84. IF 0.056 
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III.e. Public information and awareness

All �mplementat�on projects �ncluded as one of the�r object�ves the promot�on of publ�c 
awareness on matters related to modern b�otechnology and b�osafety. The emphas�s on 
bu�ld�ng publ�c awareness stems from the fact that, �n general, fam�l�ar�ty w�th the key 
issues involved was limited at the projects’ start, while the UNEP-GEF projects as well as 
the Cartagena Protocol call for publ�c consultat�on �n b�osafety dec�s�on-mak�ng. As a result, 
nat�onal b�osafety frameworks and related laws and regulat�ons conta�n prov�s�ons for 
publ�c consultat�on and �nvolvement.

The �mplementat�on projects a�med at ra�s�ng publ�c awareness and knowledge about 
b�osafety �ssues, so that d�fferent groups can contr�bute to dec�s�on-mak�ng effect�vely. 
Informat�on and awareness act�v�t�es were undertaken by (�) �nvolv�ng NGOs and other 
stakeholder groups �n NCCs, and �n develop�ng pol�c�es and laws; (��) develop�ng awareness 
mater�als and organ�z�ng publ�c awareness events.

Awareness mater�als produced under the �mplementat�on projects ranged from brochures 
and stickers in local languages (e.g., in Kenya) to, for example, a documentary “Genes in the 
Menu” and book on “Biosafety of Biotechnology” launched in Poland.

Lessons learned and best practices

Act�v�t�es and outputs related to publ�c awareness are numerous and w�de-rang�ng, 
reflecting the range of stakeholder groups — politicians, farmers, consumers, etc. — and 
assoc�ated �nformat�on needs. Wh�le �t can be safely assumed that all act�v�t�es were 
relevant g�ven the general lack of �nformat�on on b�osafety �ssues, �t �s not always clear �f 
and how these contr�buted to NBF �mplementat�on. In some cases, awareness act�v�t�es 
had un�ntended effects such as creat�ng publ�c controversy around, for example, the 
development of a nat�onal b�osafety law.

An effect�ve approach to publ�c �nvolvement was the �nclus�on of stakeholder 
representat�ves as members of the NCC, establ�shed at project �ncept�on. Th�s contr�buted 
to consensus-bu�ld�ng around major outputs such as nat�onal pol�c�es and laws. Another 
effect�ve way of structur�ng publ�c �nvolvement and outreach would be the development 
of nat�onal programs or strateg�es on the subject, as took place �n, e.g., Cuba, Kenya and 
Uganda. A more strateg�c approach to publ�c awareness ensures that the r�ght aud�ence 
is reached and that ways and means are identified to continue public awareness activities 
beyond the l�fe of the project.

In Bulgar�a and Poland, publ�c awareness and �nformat�on act�v�t�es rece�ved add�t�onal 
support from EU-funded �n�t�at�ves such as the Phare program, wh�ch supports countr�es 
�n prepar�ng for access�on to the European Un�on. Project teams succeeded �n coord�nat�ng 
act�v�t�es between those supported by UNEP-GEF and by other organ�zat�ons, enabl�ng them 
to reach much w�der aud�ences. As a result, publ�c awareness act�v�t�es �n these countr�es are 
cont�nu�ng beyond the l�fe of the �mplementat�on project. In Bulgar�a, outreach mechan�sms 
were establ�shed, wh�ch are st�ll act�ve, such as the Bulgar�an Assoc�at�on of B�otechnolog�es 
and the Black Sea B�otechnology Assoc�at�on.
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 Project management and execution

The b�osafety �mplementat�on projects, as p�oneer�ng efforts �n the area of b�osafety capac�ty 
bu�ld�ng, y�eld a good number of lessons regard�ng project management and execut�on. 
Most project teams reported that project management �tself was a challenge, largely result�ng 
from the amb�t�ous scope of the projects and the management of pol�t�cal, mult�-stakeholder 
processes �nvolved �n formulat�ng pol�c�es and laws. Th�s sect�on summar�zes the ma�n 
findings and lessons with regard to project management and implementation.

IV.a. Project team

Each �mplementat�on project �nvolved a small project management team, usually made up 
of a National Project Coordinator (NPC) and assistant NPC. Administrative and financial 
management support was prov�ded through the Nat�onal Execut�ng Agency (NEA), wh�ch 
was based within government agencies in some countries, and scientific institutes in others. 
Select�on of the NEA and NPC was made on bas�s of the�r pr�or exper�ence �n b�osafety 
capac�ty development. Nat�onal Coord�nat�ng Comm�ttees (NCCs) were appo�nted to 
prov�de gu�dance to the project team.

Lessons learned and best practices

The coord�nat�on funct�on for �mplementat�on projects clearly requ�res a substant�al 
�nvestment �n terms of staff t�me. A few projects were affected by NPC turnover and lacked 
adequate support by the NEA. Th�s had an effect on the qual�ty and t�mel�ness of report�ng 
to UNEP, and obviously on the project’s performance in general.

Work�ng w�th d�verse stakeholder groups, often w�th oppos�ng v�ews on b�osafety, and 
foster�ng the development of pol�c�es, laws and regulat�ons requ�res an NPC who can act 
as an “ambassador” for the project towards policy makers, interest groups, and the donor 
agency. In cases where a part-t�me NPC �s appo�nted, hav�ng a full-t�me ass�stant NPC 
becomes essent�al, comb�n�ng project-management sk�lls w�th extens�ve knowledge of the 
subject matter. Appo�nt�ng an exper�enced ass�stant NPC would also ensure cont�nu�ty of 
the project �n t�mes of staff turnover.

As all project budgets �nvolved a comb�nat�on of GEF fund�ng w�th match�ng �n-k�nd and 
in-cash contributions by the implementation country, consistent financial management 
and reporting (both on GEF funding and co-financing) is essential to the project’s success. 
F�nance managers �nvolved �n project adm�n�strat�on were �ncreas�ngly cons�dered as full 
members of the project teams.

NCCs var�ed �n numbers and compos�t�on, depend�ng on the s�ze and s�tuat�on �n each 
country. All NCCs �nvolved representat�ves from the relevant regulatory M�n�str�es or 
agenc�es. Such �nter-sectoral comm�ttees can play an �mportant role not only �n gu�d�ng 
the project team, but also �n the formulat�on and eventual adopt�on of pol�c�es and laws, 
part�cularly �n ensur�ng that the pol�t�cal processes are not blocked. Some project teams 
reported that the NCC has indeed fulfilled this oversight function.

The value of having a coordinating / advisory body such as the NCC is confirmed by 
the fact that they cont�nued funct�on�ng �n some countr�es after the project had ended. In 
Cameroon, the NCC members were appo�nted to the Nat�onal B�osafety Inter-M�n�ster�al 

IV.
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Comm�ttee (NABIC), wh�ch was created by the b�osafety law. In the case of Kenya, the NCC 
cont�nued funct�on�ng after project complet�on and acts as an adv�sory comm�ttee to other 
ongo�ng b�osafety capac�ty development programs. Th�s way, the NCC was �nstrumental 
�n bu�ld�ng br�dges between the UNEP-GEF supported project and other b�lateral or 
mult�lateral b�osafety support programs, such as the USAID-supported Program for 
B�osafety Systems (PBS).

IV.b. Coordination among government agencies

A second challenge reported on project management relates to the difficulties encountered 
�n engag�ng and coord�nat�ng the var�ous government bod�es �nvolved �n b�osafety 
regulat�on, and for that reason �n the execut�on of the �mplementat�on projects. Th�s 
challenge �s connected to the quest�ons faced �n the development of nat�onal pol�c�es and 
laws on b�osafety, as to wh�ch department should funct�on as the Nat�onal Competent 
Author�ty, and what products or appl�cat�ons are regulated by wh�ch agency. Obv�ously, 
perspect�ves on the l�kely env�ronmental and human health �mpact of LMOs are d�fferent 
between agenc�es from the Env�ronment or Publ�c Health sectors, as compared to agenc�es 
from Agriculture and Science & Technology. Although this will remain an issue in biosafety 
dec�s�on-mak�ng, several �n�t�at�ves were taken to bu�ld stronger consensus across regulatory 
bod�es.

Lessons learned and best practices

The first approach to achieving stronger coordination among government agencies was to 
secure the�r representat�on at the NCC. The NCCs were valuable as a means to address�ng 
any conflicts at an early stage, and to establish good rapport between the project team and 
var�ous government agenc�es. However, th�s d�d not prevent the occurrence of delays and 
coordination difficulties as noted above. Formal high-level policy consultations will be 
requ�red pr�or to the start, and dur�ng the execut�on of projects.

NCC d�scuss�ons on b�osafety pol�c�es and laws were �n some cases broadened to more 
formal �nter-agency consultat�ons on the nat�onal b�osafety framework. For example, 
Nam�b�a establ�shed an �nter-m�n�ster�al comm�ttee to address any emerg�ng �ssues at h�gh 
pol�t�cal levels. In all countr�es, work on deta�led �mplement�ng regulat�ons for b�osafety 
decision-making processes greatly helped clarifying each Ministry’s regulatory role and will 
contribute to avoiding conflicts in future.

As a result of these act�v�t�es, project teams c�ted the enhanced collaborat�on and consensus 
among government agenc�es as one of the major outcomes, wh�le recogn�z�ng the fact that 
cont�nued efforts w�ll be requ�red.

IV.c. Sub-regional collaboration and sharing experiences

In most project term�nal reports, emphas�s was placed on sub-reg�onal collaborat�on 
as one area deserv�ng more attent�on �n future projects. Wh�le develop�ng a b�osafety 
framework and compl�ance to the Cartagena Protocol �s essent�ally a nat�onal respons�b�l�ty, 
there �s clearly scope for collaborat�on across countr�es. F�rst, exper�ence ga�ned �n, e.g., 
env�ronmental r�sk assessment and management, and mater�als developed �n one country 
should be relevant to other countr�es. Secondly, resources such as techn�cal experts and 
laboratory facilities could be used more efficiently and cost-effectively if shared by countries 
in the same sub-region. Finally, in the longer term, countries in a specific sub-region could 
work towards common b�osafety gu�del�nes on transboundary aspects of LMOs.  
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Lessons learned and best practices

Informal collaborat�on among countr�es was encouraged on an �nformal bas�s, as the 
�mplementat�on projects d�d not have any prov�s�ons for (sub-reg�onal) cross-country 
collaborat�on.

The annual NPC meet�ngs were reported to be a very useful mechan�sm for shar�ng 
exper�ences and mater�als across �mplementat�on countr�es. Several project teams 
recommended �ncreas�ng the frequency for NPC meet�ngs to tw�ce a year. In add�t�on, 
creating a “library” or depository of key outputs such as technical guidelines, e.g., for 
r�sk assessment or mon�tor�ng, and mak�ng them ava�lable �n common languages would 
encourage shar�ng mater�als.

NPCs of �mplementat�on projects acted as resource persons �n reg�onal workshops organ�zed 
under the UNEP-managed NBF development project. Th�s was a valuable approach �n 
prepar�ng development-project countr�es for the challenges faced �n �mplementat�on 
projects. Cont�nuat�on of th�s type of �nteract�on would be encouraged by keep�ng the NPCs 
of completed �mplementat�on projects engaged as reg�onal adv�sors, ava�lable to support 
countr�es �n the same sub-reg�on as need ar�ses.

More formal sub-reg�onal collaborat�on �s expected to be supported under the current 
round of GEF support to b�osafety. It w�ll be �mportant to determ�ne upfront where such 
collaborat�on would add value to ongo�ng country-level efforts, and to have �t focused on a 
set of well-defined strategic objectives.

IV.d. Technical support

In projects that are essent�ally country-dr�ven, as �n the case of the �mplementat�on projects, 
external techn�cal support can be a sens�t�ve �ssue as �t may be perce�ved as unduly 
influencing in-country policy processes. However, for a subject such as biosafety, for which 
cons�derable exper�ence has been ga�ned worldw�de that �s of �mmed�ate relevance to 
countr�es develop�ng or �mplement�ng the�r NBFs, prov�d�ng techn�cal support and adv�ce �s 
�nd�spensable. The UNEP b�osafety team organ�zed techn�cal support through �ts own staff 
and by mak�ng arrangements for the �nvolvement of external techn�cal experts as resource 
persons in specific activities such as training.

Lessons learned and best practices

All project teams reported that the UNEP b�osafety team has done an �mpress�ve job �n 
prov�d�ng gu�dance and techn�cal support, and that more techn�cal support was needed. 
Obviously, with initially 2 and later on 1 technical officer/Task Manager overseeing 
progress �n 8 �mplementat�on countr�es, there are l�m�tat�ons as to what can be ach�eved. 
Nevertheless, the UNEP team act�vely supported the development of legal and techn�cal 
documents, and tra�n�ng methods and mater�als. Staff members acted as techn�cal resource 
persons �n tra�n�ng events �n project countr�es. In part�cular, project teams valued the 
stocktak�ng workshops organ�zed w�th UNEP at project �ncept�on.

A potent�ally �mportant mechan�sm to prov�d�ng gu�dance to �mplementat�on projects �s 
the “Guide for implementation of national biosafety frameworks” 11, drafted in 2003 but 
not yet available in its final version. This guide complements the UNEP toolkit for the 

11  Available at URL: http://www.unep.ch/biosafety/impdocs.htm#A_draft_guide
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NBF development projects, and could serve as a useful checkl�st and reference document 
for implementation project teams. The current group of countries carrying out 
implementation projects would benefit from having such a guide.

In add�t�on to UNEP team members, external experts were �nvolved as needed. The�r 
�nvolvement part�cularly focused on (�) rev�ew of draft laws and other legal documents; (��) 
techn�cal tra�n�ng on r�sk assessment / r�sk management, and mon�tor�ng and �nspect�on. 
This again confirms that biosafety expertise is relevant across countries, and exchange of 
exper�ences should be encouraged. In order to make full use of ava�lable expert�se, �t �s 
recommended that project teams �dent�fy areas for external techn�cal support early on �n 
the project. For �nstance, a Tra�n�ng Needs Assessment could be conducted to determ�ne the 
needs for techn�cal tra�n�ng.

Based on exper�ences ga�ned w�th external experts, UNEP would be able to comp�le a 
roster of experts who can support implementation projects in specific areas. Compiling 
such a roster and mak�ng �t ava�lable to project teams would help advance plann�ng for 
�nvolvement of external experts, and may allev�ate the workload faced by the UNEP 
b�osafety team. Th�s type of mechan�sm appears to be work�ng well for the BCH project. 
As external techn�cal support can be a sens�t�ve �ssue, �t w�ll be �mportant to establ�sh clear 
cr�ter�a and a peer-rev�ew comm�ttee for endors�ng external experts, and to regularly rev�ew 
the�r performance �n UNEP-supported projects.

Cons�der�ng that the UNEP b�osafety team lacks adequate legal expert�se, UNEP could 
collaborate w�th other agenc�es, such as IUCN, who have exper�ence �n develop�ng 
regulatory reg�mes for b�osafety. In add�t�on, �n-house legal expert�se w�th�n UNEP 
and DGEF could be tapped, which would also help to mainstream biosafety in UNEP’s 
programs. In a s�m�lar fash�on, UNEP should collaborat�on w�th the CBD Secretar�at and 
�nter-governmental organ�zat�ons such as ICGEB12 �n prov�d�ng techn�cal tra�n�ng �n r�sk 
assessment and r�sk management.

12 ICGEB = International Centre for Genetic Engineering and Biotechnology
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 Summary and Recommendations

As noted �n the preced�ng sect�ons, the analys�s of lessons learned and best pract�ces across 
countries yields a wide range of findings and recommendations, which will be valuable 
to current and future b�osafety �mplementat�on projects. Th�s sect�on w�ll endeavour 
summar�z�ng the key recommendat�ons, and add suggest�ons on ma�nta�n�ng the 
susta�nab�l�ty of efforts over t�me.

V.a. Recommendations to enhance project achievements

1. The agreed project per�od turned out to be too short for most countr�es. As a result, the 
expected duration of the present set of implementation projects is 4 years instead of 3. 
However, tak�ng �nto account that cons�derable t�me m�ght be needed to evaluate the 
workab�l�ty and effect�veness of the NBF by confront�ng �t w�th a real appl�cat�on, a 
project duration of 5 years is more realistic.

2. A national biosafety policy or strategy is essential to provide guiding principles for the 
subsequent development and �mplementat�on of a b�osafety legal framework. Cr�t�cal 
elements of a national policy are a clear definition of a country’s goals and priorities for 
b�osafety and assoc�ated capac�ty development, and a d�v�s�on of respons�b�l�t�es across 
government agencies. Policies and laws should be dynamic and flexible to allow for 
the �ntegrat�on of outcomes and obl�gat�ons from ongo�ng nat�onal and �nternat�onal 
d�alogues.

3. In the development of policies, laws and regulations, the process is equally important as 
the result�ng pol�cy or legal document. Consultat�ve mult�-stakeholder approaches are 
�nd�spensable even though �t bu�lds �n t�me-consum�ng rounds of rev�ew and rev�s�ons.

4. Devising a strategy for getting a policy or legal document through, and investing in 
ra�s�ng awareness and fam�l�ar�ty among pol�cy makers, may l�m�t the t�me requ�red 
from draft to adopt�on. The NCC can play a valuable role �n th�s process.

5. External review of draft policies and laws contributed to their practicality and 
cons�stency w�th the Cartagena Protocol on B�osafety and other relevant obl�gat�ons.

6. Detailed implementing regulations are an equally essential element of a biosafety 
framework, as they clar�fy matters over wh�ch agency (-�es) regulate what, and how.

7. Technical guidelines for reviewing and assessing notifications were introduced through 
training programs for specific audiences, which often benefited from the involvement of 
fore�gn experts.

8. Progress on establ�sh�ng nat�onal BCHs and contr�but�ng to the central BCH was very 
uneven across countr�es, and somet�mes hampered by nat�onal laws govern�ng the 
distribution of official government documents. This issue must be addressed upfront in 
the current cycle of �mplementat�on projects, and be made a more expl�c�t component of 
nat�onal b�osafety frameworks.

9. Recurrent techn�cal tra�n�ng on top�cs such as r�sk assessment, GMO detect�on, and 
others, was identified as a priority for future support, and frequently mentioned as a 
cand�date for cross-country (sub-reg�onal) collaborat�on. The shar�ng of expert�se and 

V.
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�nformat�on was done on an �nformal bas�s; th�s should become a more regular feature 
�n future support programs. Sub-reg�onal collaborat�on and shar�ng of exper�ences must 
be encouraged now that a grow�ng number of countr�es have a funct�onal b�osafety 
framework �n place.

10. A complete “library” should be developed of technical outputs from the implementation projects, 
and make them accessible to other countries. In some cases, this would include support for 
translations.

11. It will be essential that the GMO detection laboratories, established with UNEP-GEF support, 
seek international accreditation so that they can act as reference laboratories in the sub-region.

12. A separate in-depth study should be carried out among those countries (e.g. Bulgaria, China and 
Cuba) which have released biotechnology products, to document their experience in how their 
NBF was used with regards to monitoring and inspection. This will provide an insight into the 
strength and weakness of their regulatory and/or administrative system. This analysis will help 
other countries which are carrying out similar NBF implementation projects to design a more 
robust monitoring and inspection system

13. Establishing a national program or strategy for public awareness should be considered, in 
order to best reach out to different stakeholder groups, and to avoid unintended effects such as 
unnecessary public controversy.

14. The inclusion of a wide range of stakeholder representatives in the NCC proved an effective 
approach to public involvement in biosafety framework development, review and adoption.

V.b. Recommendations to enhance project management

1. A potentially valuable guidance document to implementation project teams is the UNEP “Guide 
for implementation of national biosafety frameworks”, which should be made available in its 
final version to all participating countries.

2. Stocktaking workshops at project inception are an important tool to review the project’s 
objectives and proposed activities, and to identify any necessary adjustments early on.

3. The coordination function for implementation project requires substantial investments in terms 
of staff time. The projects require an NPC who acts as an “ambassador” towards policy makers, 
stakeholder groups and the donor agency. Appointing a skilled and experienced assistant NPC 
helps ensuring continuity in times of staff turnover.

4. Finance managers should be considered as full members of the project teams. Legal experts 
should be involved early on in projects emphasizing the development of laws and regulations.

5. NCCs play an important role not only in guiding the project team but also in the formulation 
and adoption of policies and laws. They are also instrumental in promoting coordination among 
government agencies. This function should be spelled out in their terms of reference.

6. Collaboration across countries should be encouraged, as a regular feature of biosafety 
implementation projects, in order to implement national biosafety frameworks in an efficient and 
cost-effective manner. Areas for collaboration must be carefully determined but would include, as 
an initial step, joint work on technical guidelines and technical training.

7. Collating and providing access to (translated) materials developed under the implementation 
projects would also encourage cross-country collaboration and learning from prior experiences. 
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8. Project teams benefited from interaction with foreign experts. Though external technical 
support can be a sens�t�ve �ssue �n essent�ally country-dr�ven projects, b�osafety 
expert�se �s relevant across countr�es, and exchange of �nformat�on and exper�ences 
should be encouraged.

9. Project teams should �dent�fy areas for external techn�cal support early on the project; 
for example, by conduct�ng a needs assessment on tra�n�ng.

10. Based on experience gained with external experts, UNEP should compile a roster of 
experts who can support implementation projects in specific areas. It will be important 
to establ�sh clear cr�ter�a and a peer-rev�ew comm�ttee for th�s purpose.

11. Techn�cal support by the UNEP b�osafety team was well rece�ved, but demand clearly 
exceeded supply. UNEP should seek formal collaborat�on w�th spec�al�zed agenc�es �n 
order to better address techn�cal ass�stance needs.

V.c. Sustainability of the biosafety frameworks

While formally not part of this study’s scope, the key question remains whether the national 
b�osafety frameworks developed, or under development as a result of the UNEP-GEF 
supported projects, demonstrate the�r susta�nab�l�ty and effect�veness over t�me. Obv�ously, 
the question on effectiveness and workability can only be answered in 2 to 3 years from now 
and UNEP may w�sh to re-v�s�t the projects at that po�nt. It would be premature to assess 
the workab�l�ty and effect�veness of the st�ll evolv�ng nat�onal b�osafety frameworks. The 
major�ty of the projects analyzed were completed very recently, and the result�ng NBFs have 
not yet been ser�ously tested �n terms of rece�v�ng actual appl�cat�ons. In some countr�es, 
NBF development was taken over by pol�t�cal events such as government dec�s�ons to 
declare a morator�um on GMO releases (e.g., �n Bulgar�a and Poland), wh�ch prevent the�r 
NBFs from becom�ng fully funct�onal.

Based on the analys�s and �nteract�ons w�th NPCs, a number of measures can be reported 
that will contribute to the frameworks’ sustainability, including:

1. Project teams have successfully lobb�ed for �nclus�on of b�osafety management �n 
nat�onal env�ronmental pol�c�es and assoc�ated budgets; and, where relevant, �n 
�mportant mechan�sms for donor support such as nat�onal strateg�es for poverty 
reduct�on or programs to address the M�llenn�um Development Goals. Th�s has been an 
essential step in ensuring continuity in terms of hiring staff to manage biosafety offices 
and laborator�es, and mov�ng to a profess�onal regulatory system. In EU countr�es such 
as Bulgar�a and Poland, the need to comply w�th EU D�rect�ves on b�osafety prov�des 
strong �ncent�ves for cont�nued government efforts and fund�ng to strengthen the 
nat�onal b�osafety framework. These efforts are also supported by EU organ�zat�ons and 
programs.

2. Mechanisms created under the implementation projects may continue functioning 
beyond the l�fe of the project. In a number of countr�es the NCC cont�nues to funct�on 
as an �nformal or formal b�osafety adv�sory comm�ttee. As noted above, the Kenya NCC 
st�ll funct�ons as an adv�sory body to other b�osafety techn�cal ass�stance programs. In 
Cameroon, NCC the members have been appo�nted to the NABIC, wh�ch was created 
by the b�osafety law.
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3. Particularly in Africa, a number of regional political and trade organizations have 
developed a strong �nterest �n b�osafety, and NPCs are act�vely �nvolved �n these 
discussions. Cases in point include NEPAD13, CILLS14, COMESA15, the 
EAC16 and the AU17. Such reg�onal �n�t�at�ves could become a condu�t to promot�ng 
collaborat�on among countr�es, shar�ng resources and b�osafety �nformat�on, and 
possibly providing financial support for continued biosafety capacity development.

4. Project teams are actively engaged in new national and regional initiatives to strengthen 
b�osafety capac�ty. In add�t�on to ex�st�ng reg�onal bod�es, networks have been formed 
to establ�sh sub-reg�onal b�osafety �n�t�at�ves supported by GEF. These �n�t�at�ves are 
emerg�ng �n Lat�n Amer�ca (GEF approved); West Afr�ca (GEF approved) and East and 
Central Afr�ca (under development). These sub-reg�onal �n�t�at�ves bu�ld on earl�er 
GEF b�osafety support and a�m at closer collaborat�on among countr�es �n b�osafety 
framework development and dec�s�on mak�ng.

In summary, as demonstrated �n th�s report, all countr�es �nvolved �n the UNEP-GEF 
supported �mplementat�on projects have made a number of �mportant steps towards 
establ�sh�ng a nat�onal b�osafety framework that �s funct�onal and �n compl�ance w�th the 
Cartagena Protocol. In a major�ty of �mplementat�on countr�es, more work �s needed to 
ach�eve a fully funct�onal NBF. In those cases, pr�or�t�es for government and donor-agency 
follow-up support have been clearly identified as a result of the implementation projects.

13 NEPAD = New Partnership for Africa’s Development
14.  CILLS = Le Comité Permanent Inter Etats de lutte contre la Sécheresse dans le Sahel
15.  COMESA = Common Market for Eastern and Southern Africa
16.  EAC = East African Community
17. AU = African Union
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