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Danone’s Report on External Audits Undertaken on  

Compliance with its Policy for the Marketing of Breast-Milk Substitutes 

For the twelve months ended 31 December 2018 

DANONE AND RESPONSIBLE MARKETING PRACTICES 

The World Health Organisation (“WHO”) adopted The International Code of Marketing of Breast-

milk Substitutes (the ‘WHO-Code’) in 1981, as a minimum requirement to protect appropriate 

marketing practices for infant and young child feeding. The WHO-Code is a set of 

recommendations to regulate the marketing of Breast-milk Substitutes (“BMS”).  

At Danone, we acknowledge the importance of the WHO Code and, via our Danone’s Policy 
for the Marketing of Breast-Milk Substitutes (Policy), we aim to clarify the minimum standards 
of behaviour expected from our worldwide employees and partners who are involved in 
products covered under the Policy. 

As a company, it is important that we are consistent, clear and transparent. It is also imperative 

that we continually monitor our marketing practices, ensuring compliance with our Policy and 

local/national regulations at all times. 

MONITORING OUR PRACTICES AT DANONE 

The purpose of monitoring our practices is for continuous improvement and to identify whether 

the Policy is being followed in all Country Business Units (CBU). Verifications, audits and/or 

reviews can be undertaken by both internal and external resources. To undertake external 

audits, Danone has engaged suitably qualified third-party experts.  

The external audits that have been undertaken in 2018, and as described further in this report, 

aimed to assess compliance with the Policy in effect during this period. In 2018, we had 

committed to an annual external audit plan – in which a minimum three (3) CBUs were audited. 

As it was the case for the 2017 reporting year, these audits were undertaken by Bureau Veritas 

UK Limited1, an independent, external audit and verification firm. 

Bureau Veritas has provided detailed audit findings to the CBUs and to the Early Life Nutrition 

(ELN) Divisional Headquarters of Danone. Each relevant CBU has reviewed the detailed audit 

findings, and documented actions required to address the findings. We appreciate the 

objectivity provided by Bureau Veritas, as its thorough audit processes have highlighted areas 

where we can further improve our processes and practices in compliance with our Policy. 

1 Bureau Veritas is an independent professional services company that specialises in quality, health, safety, social and environmental 
management advice and compliance with more than 180 years of history in providing independent assurance services.  

(http://www.bureauveritas.com).  
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AUDIT WORK CONDUCTED 1 JANUARY TO 31 DECEMBER 2018 

Bureau Veritas undertook audits in 2018 in the following locations: Ethiopia, Russia and 

Argentina.  These countries have been selected by Danone based on risk management elements 

which include in-market business developments and rates of children’s acute malnutrition and 

infant mortality. The scope of each of the Bureau Veritas’ audits includes interviews and 

document review with the CBU, visual inspections of retail outlets and interviews with Health 

Care Professionals (HCP). Bureau Veritas arranged an independent schedule of interviews and 

visits for the assessment period. Danone was not disclosed as the manufacturer being assessed, 

in order to avoid bias. Detailed findings and recommendations from the audit have been 

provided to the relevant CBU as part of an internal management report.  

This report represents a summary overview of the 2018 audits, including the corrective actions 

taken by the CBUs. Any findings identified by Bureau Veritas during the audits have been 

categorised as per the following:  

A. Non-conformance, and

B. Opportunity for improvement, and

C. Areas of good practice.

ETHIOPIA 

A. Non-conformance

Bureau Veritas reviewed various employment contracts for the employees and noted

that these do not include a statement that the new employee should support the aim

and principles of the WHO-Code and a requirement for the employee to comply with

the Policy as mentioned in section 7.2 of Danone’s Procedures. The CBU has taken

corrective action by updating the letter of appointment with the inclusion of complying

with the WHO Code.

B. Opportunity for improvement

First of all, the CBU should consider developing a formal internal documentation

procedure to demonstrate continual monitoring related to reporting of violations

against the Danone Policy and local regulations. Secondly, it is recommended that the

wording of work-related targets for medical representatives be reformulated to mention

that the is related to coverage of facilities and it is not related to sales. Thirdly, although

the local authority has approved the product labels and are not currently enforcing the

requirement of having the label at least in Amharic or Amharic and English, Bureau

Veritas recommends Danone get further clarification from regulators and take into

consideration the introduction of Amharic language on Infant Formula labels to align

with their local directives and possible further developments in local regulations.

Danone has taken these improvement points into account and will act upon.

C. Areas of good practice

Danone staff has a good awareness of the requirements of the WHO Code and the

Danone Policy. During Health care facilities visits, Bureau Veritas saw no evidence of

samples of Danone products being provided to Health Care Professionals or Danone
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branded materials being given to HCPs for distribution to mothers. Besides, Bureau 

Veritas saw no evidence of Danone branded special displays/promotional materials or 

any discounts being offered for Danone Covered Products during the retail visits. 

Link to the Bureau Veritas Summary Audit Statement for the Ethiopia Business Unit. 

RUSSIA 

A. Non-conformance

Bureau Veritas identified that employees’ contracts do not include a statement related

to “undertaking induction and regular training on the Danone Policy” and a statement

related to “reporting to management any unethical or inappropriate activities in relation

to the marketing of BMS”. This is noted as a non-conformance to section 7.2 of

Danone’s Procedures Manual. Danone has all necessary statements from the local

normative acts in the employees’ contracts.

During its 40 visits to retail outlets, Bureau Veritas identified one instance of discount

for Covered Products and one instance of special displays for Covered Products. These

instances have been identified as a non-conformance against the requirements of

Article 3.1 and 3.3 of the Policy which states that no discount or promotion of Covered

Products is allowed. However, the CBU does not have any contractual relationship with

these retailers and there was no evidence to suggest that the activities identified were

conducted with the CBU’s request or consent. In response to these findings, Danone

has taken prompt corrective action in collaboration with its business partners to stop

the activity initiated by the reseller. Several initiatives have also been rolled out to

increase the awareness of business partners related to the marketing of BMS. These

include training and development of communication material that reinforce the Policy’s

requirements regarding the advertising and promotion of BMS.

B. Opportunity for improvement

Bureau Veritas identified 2 online retailers offering discount prices for Covered

Products. Bureau Veritas recommended the CBU to monitor and engage with resellers

on an ongoing basis to ensure that discount schemes do not include Covered Products,

even if the CBU does not have any contractual relationship with these retailers.  Danone

will keep on re-iterating our commitments and the importance of compliance to our

Policy.

C. Areas of good practice

Bureau Veritas identified that Danone staff have a good awareness of the requirements

of the WHO Code and the Danone Policy. During HCP interviews it was noted that

there is a general perception amongst HCPs that Danone is compliant with the WHO

Code and is not promoting Covered Products to mothers. During the retail visits, Bureau

Veritas saw no evidence of any Danone direct promotional activity related to the use of

point of sale, advertising, sampling or any other promotional devices to induce sales of

Covered Products directly to the consumer at retail level. Finally, during a call to the

Careline, the response from the operator was fully compliant with the Policy.

Link to the Bureau Veritas Summary Audit Statement for the Russia Business Unit. 
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ARGENTINA 

A. Non-conformance

Article 6.4 of the Policy states a maximum of two units of Covered Products may be

given to HCPs for Product for Professional Evaluation (PPE) purposes. Due to

misinterpretation by the CBU, Bureau Veritas found an instance where the limit

stipulated in the Policy was misinterpreted. In addition, one PPE was identified in a

healthcare organisation without a sticker ‘For Professional Evaluation Only’ as required

under Article 6.5 of the Policy. Danone has taken corrective action and delivered

additional training to the CBU, reinforcing the requirements of the Policy regarding the

advertising and promotion of BMS and issued a procedure for the correct labelling of

PPE.

During its 44 visits to retail outlets, Bureau Veritas identified one instance of discount

for Covered Products and one instance of special displays for Covered Products. These

instances have been identified as a non-conformance against the requirements of

Article 3.1 and 3.3 of the Policy which states no discount or promotion of Covered

Products is allowed. However, the CBU does not have any contractual relationship with

these retailers and there was no evidence to suggest that the activities identified were

conducted with the CBU’s request or consent. Danone is taking corrective action in

collaboration with the industry association to stop the activities initiated by the retailers.

Several initiatives are also rolled out to increase the awareness amongst retailers of

regulations related to the marketing of BMS through the development of

communication material reinforcing the requirements of the Policy regarding the

advertising and promotion of BMS.

Bureau Veritas reviewed documentation for an educational event for Health Workers

organized by the CBU, and noted one instance of insufficient scientific content in the

agenda of the event which did not meet the requirements of Article 7.7 of the Policy.

Danone has taken prompt corrective action through the delivery of additional training

to the CBU reinforcing the requirements of the BMS Policy and the Healthcare Systems

Compliance Policy for future scientific events.

B. Opportunity for improvement

Bureau Veritas recommends establishing and following a set procedure for resolving

and closing instances or allegations of non-compliance with the Policy with consistently

documented corrective actions taken. Also, in order for retailers to be aware of the

latest BMS Policy, the CBU should consider issuing periodic and documented reminders

to commercial partners regarding compliance with the Policy and local code

requirements. Thirdly, Bureau Veritas recommends aligning the wording of the PPE

template with the Policy to ensure proper documentation of receipt of PPEs while

strengthening the control and oversight of PPE distribution. Danone has taken these

improvement points into account and will act upon.

C. Areas of good practice

Bureau Veritas identified that the CBU staff has an overall good awareness of the

requirements of the WHO Code and Danone Policy. It was noted that the message of

breast-milk being the best is well communicated in the market through the medical-
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representatives. During healthcare visits, Bureau Veritas saw no evidence of Danone 

branded materials being given to HCPs for distribution to mothers. During a sample 

review of e-commerce sites, Bureau Veritas saw no evidence of promotions or 

discounts for Covered Products online. Last, Bureau Veritas noted that the CBU has a 

well-established and documented internal review process for the approval of any 

consumer or HCP marketing activities, materials, and information. 

Link to the Bureau Veritas Summary Audit Statement for the Argentina Business Unit. 





 


1 


 


 
 


  


Danone Nutricia Early Life Nutrition 


Independent verification audit of Danone’s marketing practices in 
Russia against the Danone Policy on the Marketing of Breastmilk 
Substitutes  
 


 


 


 


 







 


2 


 


Independent Statement by Bureau Veritas 


Introduction 


Bureau Veritas has been commissioned by Danone Nutricia Early Life Nutrition (Danone) to provide an 


independent verification of Danone’s Breast Milk Subsitutes (BMS) businesses in Russia (the Country Business 


Unit or CBU) on compliance with the Danone Policy for the Marketing of Breast-Milk-Substitutes (Danone Policy) 


and Danone’s Procedures Manual for implementing its Policy on the Marketing of Breast -Milk Substitutes 


(Danone’s Procedures Manual). In Russia, Covered Products are infant formula products intended for infants 


aged between 0-12 months. 


This verification follows similar work previously conducted by Bureau Veritas for Danone in other global 


operations. 


Scope of Work and Methodology 


The verification was conducted in Russia between the 12th November and 16th November 2018, using one verifier 


from Bureau Veritas UK Ltd (Bureau Veritas) and a local verifier from Bureau Veritas Russia who also acted as a 


translator (as applicable). The core team of Bureau Veritas UK has extensive experience of undertaking WHO Code 


assessment related work. 


During the verification, Bureau Veritas undertook the following activities: 


 Visited the CBU head-office in Moscow and interviewed 27 employees and conducted a review of 


Danone documentation and records relating to specific areas of compliance with the Danone Policy; 


 Interviewed 2 representatives from Danone’s distributor and reviewed the documentation and 


records relating to specific areas of compliance with the Danone Policy;  


 Interviewed 11 Health Care Professionals (HCPs) by phone. The CBU contacted a shortlist of HCPs 


selected by Bureau Veritas and scheduled phone interviews on behalf of Bureau Veritas.  


 Visually assessed compliance with the Policy in 40 retail locations including modern trade, pharmacies, 


and wholesalers. Bureau Veritas independently selected the locations that were visited. 


 Made an anonymous call to the Careline. 


Any findings identified during the audit have been categorised as per the following: 


Non-conformance:  


 Any failure to follow a written requirement specified within the Policy  


 A failure to achieve local legal or statutory requirements as per our interpretation 


 A purposeful failure of the company to correct non-conformances 


Opportunity for improvement (OFI): 


 A process/activity/document that, while currently conforming to the Policy and local directives, could 


be improved to further strengthen the CBU’s practices.  
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The following is a summary of key findings which includes non-conformances, opportunities for improvement and 


areas of good practices. 


Non-conformance: 


1. Product promotion in retail stores 


During the marketplace assessment, there was one instance observed where a retailer was offering discounted 


prices for Covered Products. 


This is noted as a non-conformance under Article 3.1 of the Policy. There is no evidence to suggest that the 


discount was made based on instructions from the CBU or its distributors.  


2. Covered Products Placement in retail stores 


During the market place assessment, Bureau Veritas identified various instances where Covered Products were 


observed to be placed under special displays.  


This included two instances of Covered Products being placed on a gondola end display and three instances of 


point of sales materials (POSM) with statements such as ‘Best Price’  or ‘The best for your baby’ being placed 


under or by Covered Products. 


Bureau Veritas notes that the gondola end displays were multi-brand and that the POSM was not Danone 


branded. There is no evidence to suggest that the activities identified were the result of the CBU’s request or 


instructions. 


These instances have been identified as a non- conformance against the Article 3.3 of the Policy. 


3. Employee contracts  


Bureau Veritas reviewed a sample of employment contracts for the employees and noted that these do not 


include a statement related to “undertaking induction and regular training on the Danone Policy” and a 


statement related to “reporting to management any unethical or inappropriate activities in relation to the 


marketing of BMS”. This is noted as a non-conformance to section 7.2 of Danone’s Procedures Manual.  


Opportunity for improvement (OFI): 


1. Online discounts 


Two online retailers were identified to be offering discounted prices for Covered Products. 


Bureau Veritas noted that in this case the online retailers are independent sellers and that the CBU does not 


have a contractual relationship with them. However, the CBU should monitor and engage with online retailers 


on an ongoing basis to ensure that discount schemes do not include Covered Products. 


Areas of good practice: 


1. Danone staff has a good awareness of the requirements of the WHO Code and Danone Policy. 


2. During HCP interviews it was noted that there is a general perception amongst HCPs that Danone is 


compliant with the WHO Code and is not promoting covered products to mothers. 


3. During the retail visits, we saw no evidence of any Danone direct promotional activity related to the use of 


point of sale, advertising, sampling or any other promotional devices to induce sales of Covered Products 
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directly to the consumer at retail level. 


4. During the call to the Careline, the response from the operator was fully compliant with the Policy. 


Limitations 


Visual inspections of retail outlets and external stakeholder interviews were limited to the city of Moscow. Some of 


the statements made by external stakeholders are anecdotal and evidence may not be available to support their 


claims. Whilst our verification protocol is designed to provide an objective independent assessment, it remains that 


in some cases the verification of such statements is dependent solely on the credibility of the party presenting the 


evidence. 


This statement is not intended to provide a definitive opinion as to whether or not the CBU complies with the 


Policy. Neither the limited verification conducted by Bureau Veritas nor this statement constitutes a guarantee or 


assurance by Bureau Veritas that infringements against the Policy and local legislation have not taken place. 


It is also not within Bureau Veritas’ scope of work to provide an opinion or assessment over the appropriateness of 


the Policy for the implementation of the WHO Code. 


Statement of independence, impartiality and competence 


Bureau Veritas is an independent professional services company that specialises in quality, environmental, health, 


safety and social accountability with over 180  years history in providing independent assurance services. 


Bureau Veritas has implemented a Code of Ethics across its business which ensures that all our staff maintains high 


standards in their day to day business activities. We are particularly vigilant in the prevention of conflicts of 


interest. 


Our audit team members do not have any involvement in any other projects with Danone outside those of an 


independent audit scope and we do not consider there to be a conflict between the other services provided by 


Bureau Veritas and that of our assurance team.  


Our team completing the work for Danone has extensive knowledge of conducting assurance over environmental, 


social, health, safety and ethical information and systems, and through its combined experience in this field, an 


excellent understanding of good practice in corporate responsibility, assurance and the WHO Code. 


 


 


 


Bureau Veritas UK Ltd  


London, 15 March 2019 
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Independent Statement by Bureau Veritas 


Introduction 


Bureau Veritas has been commissioned by Danone Nutricia Early Life Nutrition (Danone) to provide an 


independent verification of Danone’s Breast Milk Subsitutes (BMS) businesses in Argentina (the Country Business 


Unit or CBU) on compliance with the Danone Policy for the Marketing of Breast-Milk-Substitutes (the Policy), 


Danone’s Procedures Manual for implementing its Policy on the Marketing of Breast-Milk Substitutes (the 


Procedures Manual) and the local regulation implementing the WHO Code in Argentina.  


In Argentina, the Government has implemented aspects of the WHO Code primarily through Law No. 28,673 on 


Breastfeeding Promotion and Public Awareness-Raising (brought into effect in 2015 by Decree 22/2015) and the 


Argentinian Alimentary Codex, Chapters V and XVII on labelling and food for special medical purposes respectively 


(collectively, the local code). 


Products covered by the Policy are BMS intended for infants aged between 0-12 months (Covered Products). 


This verification follows similar work previously conducted by Bureau Veritas for Danone in other global 


operations. 


Scope of Work and Methodology 


The verification was conducted in Argentina between the 12-16 November 2018, using one verifier from Bureau 


Veritas UK Ltd (Bureau Veritas) and a local verifier from Bureau Veritas Argentina  who also acted as a translator (as 


applicable). The Bureau Veritas UK team has extensive experience of undertaking WHO Code assessment related 


work. 


During the verification, Bureau Veritas undertook the following activities: 


 Visited the CBU head-office in Buenos Aires city, interviewed 25 employees and conducted a review of 


sample documentation and records relating to compliance with the Danone Policy; 


 Interviewed 3 employees from a pharma-distributor of the CBU;  


 Interviewed 12 Health Care Professionals (HCPs) including paediatricians and infant nutritionists. In all 


of these meetings Danone was not disclosed as the client prior to the interview in order to avoid bias 


during interviews, nor was the CBU informed of who was interviewed.   


 Visually assessed compliance with the Policy in 6 healthcare organisations and 44 retail locations 


including modern trade, pharmacies, and traditional trade. Bureau Veritas independently selected the 


locations that were visited. 


Any findings identified during the audit have been categorised as per the following: 


Non-conformance:  


 Any failure to follow a written requirement specified within the Policy  


 A failure to achieve local legal or statutory requirements as per our interpretation 


 A purposeful failure of the company to correct non-conformances 
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Opportunity for improvement (OFI): 


 A process/activity/document that, while currently conforming to the Policy and local directives, could 


be improved to further strengthen the CBU’s practices.  


The following is a summary of key findings which includes non-conformances, opportunities for improvement and 


areas of good practices. 


Non-conformance: 


1. Products for Professional Evaluation (PPE) 


Article 6.4 of the Policy states a maximum of two units of Covered Product may be given to HCPs for PPE purposes. 


The CBU was found to interpret two units as two cans and converts this to the equivalent quantity in ready-to-


drink (RTD) milk which comes in individual portions of 200mL. This amounts to more than two units of products 


being distributed as PPE at one time, thereby surpassing the limit stipulated in the Policy. In addition, one box of 


sample was identified in a healthcare organisation with a sticker on the barcode stating ‘Medical Sample’ rather 


than ‘For Professional Evaluation Only’ as is required under Article 6.5 of the Policy. As such, these instances have 


been identified as non-conformance against Article 6 of the Policy.  


2. Discounted product in store 


One instance of discount was identified in one store on Covered Products (stages 1 and 2). The product was also 


displayed on an island display separate from the rest of the category with other, non-Danone branded discounted 


products. This instance has been identified as a non-conformance  against the requirements of Article 3.1 and 3.3 


of the Policy which states no discount or promotion of Covered Products is allowed. We note that there is no 


evidence to suggest this discount or placement were done at the request of the CBU.  


3. End-of-aisle shelf containing Covered Product 


During the marketplace assessment, Bureau Veritas identified one instance of end-of-aisle display for Danone 


containing Covered Products. Article 3.3 of the Policy does not allow any activities at the point of sale relating to 


Covered Products, including special displays.  


4. Danone hosted scientific events 


Bureau Veritas reviewed sample documentation for an educational event for Health Workers organised by the 


CBU. It was noted that approximately half of the event’s one day agenda was dedicated to scientific activities, 


whilst the other half was dedicated to a leisure activity. This does not meet the requirements of Article 7.7 of the 


Policy that states that ‘Danone does not organise any entertainment that could be perceived as an incentive for 


Health Workers to attend the event for reasons other than professional and scientific’. The balance of activities 


during events should be mainly focused on scientific content and not be such that could be perceived as an 


incentive for Health Workers to attend the event for reasons other than professional and scientific. 


Opportunity for improvement (OFI): 


1. Compliance Monitoring 


Bureau Veritas found that the corrective actions for resolving and closing instances or allegations of non- 
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compliance with the Policy are not consistent. As per Section 5.1 of the Procedures Manual, ‘a clear process is in 


place to defne the handling of allegations of non-compliance with the Danone Policy.’ Bureau Veritas recommends 


establishing and following a set procedure with consistently documented corrective actions taken. 


2. Notification to commercial partners 


As per the Danone Policy Scope, ‘Danone ensures Partners understand and are made aware of the importance of 


abiding by this Policy’. Documented communication with commercial partners frequently referred to the previous 


Policy. Instead, the CBU reinforces Policy requirements verbally or informally through the relevant channels  when 


required. The CBU should consider issuing periodic and documented reminders to commercial partners regarding 


compliance with the Policy and ensure that these reference the most up to date Policy and local code 


requirements. 


3. PPE Documentation 


Distribution of PPE is conducted as per the cases stipulated under Article 6.3 of the Policy and documented 


accordingly. However, the template used for capturing the issue of PPE to HCPs is titled ‘request’ rather than 


‘receipt’ as required by the Policy. In addition, the consolidation of PPE documentation tracks quantity in and out 


based on signed requests/receipts but not individual recipients of PPE. Bureau Veritas recommends aligning the 


wording of the template with the Policy to refer to receipt of product. The CBU should also strengthen the control 


and oversight of PPE distribution through its rolling consolidation of activities.  


Areas of good practice: 


1. Danone Argentina staff have an overall good awareness of the requirements of the WHO Code and Danone 


Policy. 


2. It was noted that the message of breast-milk being the best is well communicated in the market through 


the medical-representatives.  


3. During healthcare visits, we saw no evidence of Danone branded materials being given to HCPs for 


distribution to mothers. 


4. During a sample review of e-commerce sites, we saw no evidence of promotions or discounts for Covered 


Products online. 


5. The CBU has a well-established and documented internal review process for the approval of any consumer 


or HCP marketing activities, materials, and information. 


Limitations 


Visual inspections of healthcare facilities and retail outlets and external stakeholder interviews were limited to 


the city of Buenos Aires. Some of the statements made by external stakeholders are anecdotal and evidence 


may not be available to support their claims. Whilst our verification protocol is designed to provide an 


objective independent assessment, it remains that in some cases the verification of such statements is 


dependent solely on the credibility of the party presenting the evidence. 


This statement is not intended to provide a definitive opinion as to whether or not the CBU complies with the 


Policy. Neither the limited verification conducted by Bureau Veritas nor this statement constitutes a guarantee or 
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assurance by Bureau Veritas that infringements against the Policy and local legislation have not taken place. 


It is also not within Bureau Veritas’ scope of work to provide an opinion or assessment over the appropriateness of 


the Policy for the implementation of the WHO Code. 


Statement of independence, impartiality and competence 


Bureau Veritas is an independent professional services company that specialises in quality, environmental,  health,  


safety  and  social  accountability  with  over 180  years  history  in providing independent assurance services. 


Bureau Veritas has implemented a Code of Ethics across its business which ensures that all our staff maintains high 


standards in their day to day business activities.  We are particularly vigilant in the prevention of conflicts of 


interest. 


Our audit team members  do  not  have  any  involvement  in  any  other  projects  with  Danone outside  those  of 


an independent  audit  scope and we do not consider  there to be a conflict between  the other services provided 


by Bureau Veritas and that of our assurance team.  


Our team completing the work for Danone has extensive knowledge of conducting assurance over environmental, 


social, health, safety and ethical information and systems, and through its combined experience in this field, an 


excellent understanding of good practice in corporate responsibility, assurance and the WHO Code. 


 


Bureau Veritas UK Ltd  


London, 13 March 2019 
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Independent Statement by Bureau Veritas 


Introduction 


Bureau Veritas has been commissioned by Danone Nutricia Early Life Nutrition (Danone) to provide an 


independent verification of Danone’s Breast Milk Subsitutes (BMS) businesses in Ethiopia (the Country Business 


Unit or CBU) on compliance with the Danone Policy for the Marketing of Breast-Milk-Substitutes (Danone 


Policy), Danone’s Procedures Manual for implementing its Policy on the Marketing of Breast -Milk Substitutes 


(Danone’s Procedures Manual) and local regulation implementing the WHO Code in Ethiopia..  


In Ethiopia, the Government has implemented aspects of the WHO Code through the local regulation, “Infant 


Formula and Follow-up Formula Directive” issued by FMHACA (Food, Medicine and Health Care Administration 


and Control Authority) in 2014 and the “Food Advertising Directive” issued by FMHACA in 2008.  


This verification follows similar work previously conducted by Bureau Veritas for Danone in other global 


operations. 


Scope of Work and Methodology 


The verification was conducted in Ethiopia between the 8th October and 12th October 2018, using one verifier from 


Bureau Veritas UK Ltd (Bureau Veritas) and a local verifier from Bureau Veritas Ethiopia who also acted as a 


translator (as applicable). The core team of Bureau Veritas has extensive experience of undertaking WHO Code 


assessment related work. 


During the verification, Bureau Veritas undertook the following activities: 


 Visited the CBU head-office in Addis Ababa city and interviewed 7 employees and conducted a review 


of Danone documentation and records relating to specific areas of compliance with the Danone 


Policy; 


 Interviewed a representative from Danone’s distributor and reviewed the documentation and records 


relating to specific areas of compliance with the Danone Policy;  


 Interviewed 31 Health Care Professionals(HCPs) including doctors, midwives, nurses and pharmacists. 


In all of these meetings Danone was not disclosed as the client prior to the interview in order to avoid 


bias during interviews, nor was the CBU informed of who was interviewed.   


 Visually assessed compliance with the Policy in 10 healthcare facilities and 45 retail locations including 


modern trade, pharmacies, and traditional trade. Bureau Veritas independently selected the locations 


that were visited. 


Any findings identified during the audit have been categorised as per the following: 


Non-conformance:  


 Any failure to follow a written requirement specified within the Policy  


 A failure to achieve local legal or statutory requirements as per our interpretation 


 A purposeful failure of the company to correct non-conformances 
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Opportunity for improvement (OFI): 


 A process/activity/document that, while currently conforming to the Policy and local directives, could 


be improved to further strengthen the CBU’s practices.  


The following is a summary of key findings which includes non-conformances, opportunities for improvement and 


areas of good practices. 


Non-conformance: 


1. Employee contracts and Job descriptions  


Bureau Veritas reviewed various employment contracts for the employees and noted that these do not include a 


statement that the new employee should support the aim and principles of the WHO-Code and a requirement for 


the employee to comply with the Policy as mentioned in the section 7.2 of Danone’s Procedures. There is a Job 


Description attached to the employment contracts which mentions the WHO-Code compliance for some of the 


positions while does not include it for others.  This is noted as a non-conformance to section 7.2 of Danone’s 


Procedures Manual.  


Opportunity for improvement (OFI): 


1. Implementing the Danone Policy for the Marketing of BMS 2016 


Danone’s Procedures Manual states that a process needs to be in place to ensure that the Danone Policy and the 


procedures are effectively implemented and compliance can be monitored with the Danone Policy, local laws and 


regulations. While a process is in place, there was no documentation to demonstrate continual monitoring related 


to reporting of violations against Danone Policy and local regulations. The CBU should consider developing a formal 


internal procedure for the same.   


2. Wording for performance goals 


 During the review of performance goals and targets for medical representatives, it was noted that some of the 


wording is not aligned to the actual practice. It is recommended that the targets wording is reformulated to 


mention that the percentage is related to coverage of facilities and it is not related to sales. 


3. Label language 


The “Infant Formula and Follow-up Formula Directive” issued by FMHACA states that the label should be written 


at least in Amharic or Amharic and English. However, during the review it was noted that all the current labels of 


Danone’s Bebelac are not in Amharic, but English and Arabic. It was also noted that the local authority had 


provided approvals to the labels and are not currently enforcing the requirement of Amharic. Danone should get 


the clarification from regulators on this requirement and take into consideration the introduction of Amharic 


language on Infant Formula labels in order to align with local directive and possible further regulation 


development.  


Areas of good practice: 


1. Danone staff has a good awareness of the requirements of the WHO Code and Danone Policy. 


2. During Health care facilities visits, we saw no evidence of: 


 Samples of Danone products being provided to Health Care Professionals. 


 Danone branded materials being given to HCPs for distribution to mothers. 
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3. During the retail visits, we saw no evidence of: 


 Danone branded special displays/ promotional materials for Danone Covered Products. 


 Any discounts being offered on Danone Covered Products. 


Limitations 


Visual inspections of healthcare facilities and retail outlets and external stakeholder interviews were limited to 


the city of Addis Ababa. Some of the statements made by external stakeholders are anecdotal and evidence 


may not be available to support their claims. Whilst our verification protocol is designed to provide an 


objective independent assessment, it remains that in some cases the verification of such statements is 


dependent solely on the credibility of the party presenting the evidence. 


This statement is not intended to provide a definitive opinion as to whether or not the CBU complies with the 


Policy. Neither the limited verification conducted by Bureau Veritas nor this statement constitutes a guarantee or 


assurance by Bureau Veritas that infringements against the Policy and local legislation have not taken place. 


It is also not within Bureau Veritas’ scope of work to provide an opinion or assessment over the appropriateness of 


the Policy for the implementation of the WHO Code. 


Statement of independence, impartiality and competence 


Bureau Veritas is an independent professional services company that specialises in quality, environmental,  health,  


safety  and  social  accountability  with  over 180  years  history  in providing independent assurance services. 


Bureau Veritas has implemented a Code of Ethics across its business which ensures that all our staff maintains high 


standards in their day to day business activities.  We are particularly vigilant in the prevention of conflicts of 


interest. 


Our audit team members  do  not  have  any  involvement  in  any  other  projects  with  Danone outside  those  of 


an independent  audit  scope and we do not consider  there to be a conflict between  the other services provided 


by Bureau Veritas and that of our assurance team.  


Our team completing the work for Danone has extensive knowledge of conducting assurance over environmental, 


social, health, safety and ethical information and systems, and through its combined experience in this field, an 


excellent understanding of good practice in corporate responsibility, assurance and the WHO Code. 


 


Bureau Veritas UK Ltd  


London, 05 December 2018 







