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LAW
regulating the marketing of breast milk substitutes
CHAPTER I
General provisions
Article 1. - (1) This law regulates the legal framework for the marketing of breast milk substitutes, as well as the practices related thereto.
(2) This law applies to the following products, hereafter referred to as targeted products:
a) breast milk substitutes intended for feeding infants and young children up to two years of age; 
b) any liquid, semi-solid or solid food designed to be given to infants during the first six months of life, or human milk fortifiers;
c) feeding bottles, teats, special baby cups, artificial nipples, breast pumps or other similar items;
d) any other similar products.
Article 2. - This law is based on the principles of the International Code of Marketing of Breast-milk Substitutes, adopted during the 34th edition of the World Health Assembly by means of Resolution No 34.22 of 21 May 1981.
Article 3. - The objective of this law is to create the legal framework needed to ensure the adequate and healthy nutrition of infants and young children up to two years of age, by protecting and promoting breast feeding in order to maintain or improve their health, by making sure that breast milk substitutes are used correctly when necessary, by regulating their marketing and by providing consistent, objective and accessible information in a format that is suitable for the public.
Article 4. - For the purposes of this law, the terms and phrases below have the following meanings:
a) breast feeding - feeding a baby exclusively with breast milk;
b) breast feeding on request - feeding a baby with breast milk whenever it expresses a desire to be fed;
c) complementary food - any food that is industrially manufactured in accordance with the national and European legislation in force, which can be used as a complement to breast milk or infant formula when these are no longer sufficient to satisfy the nutritional requirements of the infant or young child up to two years of age;
d) packaging - any form of packaging of targeted products for sale as a single retail unit, including basic wrapping;
e) healthcare system component - any public or private institution or governmental or non-governmental organisation that is part of the healthcare system;
f) distributor - any individual or legal entity in the public or private sector that is engaged, whether directly or indirectly, in activities relating to the wholesale or retail of targeted products;
g) breast milk substitutes - any food, whether industrially manufactured in accordance with the national or European legislation in force or prepared at home, which is marketed or otherwise presented as a partial or total replacement for breast milk, intended to be used to feed infants and young children up to two years of age;
h) marketing - product promotion, distribution, selling, advertising and publicity, as well as public relations and information services relating to the product;
i) family member - spouse, relative up to second degree or relative of the spouse, up to second degree;
j) sample - a single product or a small quantity of a product that is provided at no cost;
k) marketing personnel - any person whose functions involve the marketing of a targeted product or products falling within the scope of this law;
l) health worker - any person, regardless of whether they are specialised or not, who works in a of the healthcare system component, including individuals who carry out voluntary work or other types of unpaid work within these components;
m) placement of targeted products - any form of audiovisual commercial communication which consisting in the inclusion of a product, certain services or their trademarks or a reference thereto, by inserting them into a programme in exchange for payment or a consideration;
n) manufacturer - any individual or legal entity in the public or private sector that is involved in the creation/manufacturing of targeted products, either directly or indirectly via an agent or another individual or legal entity coordinated or controlled by them, or under contract with them;
o) promotion - a communication or recommendation made via any means, commercial activity or any other action, including advertising, which has the purpose, result or potential result of determining or encouraging the public or a person to buy or use a product, or of increasing demand for or consumption of a product, either directly or indirectly;
p) advertisement - publicity distributed by various means: the press or other written publications, television, radio, information society services, Internet, electronic transmission, video, audio or telephone media, exhibitions, stands, oral presentations, correspondence, images, posters, boards, leaflets, any type of display structures, public transport tickets and any other similar methods;
q) supplies - quantities of a product provided for use over a given period, for free or at a low price, for social purposes;
r) healthcare system - all public or private, governmental or non-governmental institutions or organisations, regardless of their place in the hierarchy, that are involved, directly or indirectly, in protecting the health of pregnant women, mothers, infants or young children up to two years of age. This definition also includes personnel employed in private healthcare practices and excludes pharmacies, chemist shops and other similar facilities where targeted products are sold.
Article 5. - (1) The Ministry of Health, via the institutions subordinate to it or controlled and/or coordinated by it, is responsible for informing the public with regard to the nutrition of infants and young children up to two years of age. 
(2) This responsibility involves planning, creating, providing and disseminating such information, as well as controlling these activities.
Article 6. - (1) Informational and educational materials, whether written, audio or visual, dealing with the feeding of infants or young children up to two years of age, should include clear, detailed and accurate information about: 
a) maternal nutrition and preparation for breast feeding, as well as maintenance of breast feeding;
b) the benefits and superiority of breast feeding;
c) the disadvantages of replacing breast feeding and its potential risks;
d) the negative effect on breast feeding of using bottle feeding in complementary feeding;
e) the difficulty of reversing the decision not to breast feed;
f) the importance of starting breast feeding as early as possible, the importance of exclusively breast feeding for six months and the importance of continuing to breast feed up to two years of age;
g) situations in which the use of breast milk substitutes is necessary: babies for whom breast feeding has been contraindicated by a doctor, mothers who have a contraindication for breast feeding, babies whose mother has died, and adopted babies;
h) the social and financial implications of using breast milk substitutes, in the situations stipulated in point g), the health risks involved in using foods or feeding methods inappropriately and, in particular, the health risks involved in using unnecessary or inappropriate infant formulas or substitutes. These materials must not use any pictures or text which may idealise the use of breast milk substitutes. (2) The informational and educational materials provided for in paragraph (1) must be approved by the Ministry of Health within 30 days of the date on which it receives the related documentation. If the Ministry of Health deems it necessary to consult with specialists from other institutions - research institutes, universities, other ministries, etc. - this period can be extended by another 30 days to enable preparation of a correctly documented opinion. 
Article 7. - Information campaigns, as well as any kind of informational and educational activities intended to educate and inform the population with regard to the nutrition of infants or young children up to two years of age, may only be organised and carried out with the approval of the Ministry of Health, which has the right to prohibit them should they breach any legal provisions. 
CHAPTER III
Measures concerning the public, pregnant women and mothers of infants or young children up to two years of age
Article 8. - The placement, advertising and any other kind of promotion of targeted products to the general public is prohibited.
Article 9. - (1) Manufacturers or distributors shall not undertake advertising or placement activities relating to targeted products at points of sale/sale outlets, or any other activities promoting targeted products at retail level, or other activities relating to special offers, discount coupons, promotional raffles, special sales, tie-in sales, prizes, gifts, promotional packages, special sale displays, giving of samples or any other similar practices.
(2) Advertising activities and any other actions intended to promote targeted products, whether carried out by direct sellers or during distance selling, are prohibited.
(3) The provisions of paragraphs (1) and (2) shall not restrict pricing policies and practices, which are intended to sell targeted products at lower prices.
(4) By way of derogation from the provisions of Government Order No 99/2000 regarding the sale of market goods and services, republished, with its subsequent amendments and additions, low-price sales may not be preceded or accompanied by advertising.
(5) Manufacturers or distributors may not use price discounts, as well as any other commercial or pricing policies or practices as a mechanism for advertising or promoting targeted products.
Article 10. - Manufacturers or distributors shall not offer, distribute or provide samples of targeted products, or gifts which promote or advertise targeted products, whether directly or indirectly, to the general public, pregnant women, mothers of infants or young children up to two years of age or their family members or health workers.
Article 11. - Marketing personnel, in their business capacity, shall not contact pregnant women, mothers of infants or young children up to two years of age or their family members or health workers, whether directly or indirectly.
CHAPTER IV
Measures within the healthcare system
Article 12. - The Ministry of Health, via the institutions subordinate to it or controlled and/or coordinated by it, all healthcare system components and the local public administration authorities, shall be obliged to adopt the necessary measures in order to encourage, protect and promote breast feeding, as well as to promote the principles of the present law.
Article 13. - The institutions stipulated in Article 12 shall be obliged to inform health workers about their responsibilities under this law.
Article 14. - No component of the healthcare system, as defined in Article 4 r), shall be used during medical scientific meetings or activities, or any location or premises within this component, for the purpose of product placement, advertising or any type of promotion of targeted products, except for the dissemination of information in accordance with the provisions of Article 20(1).
Article 15. - (1) People within the healthcare system, including community assistants and health facilitators, shall be obliged to educate mothers or people who are looking after infants or young children up to two years of age about breast feeding and/or how to use the targeted products.
(2) Such instruction shall be provided separately for each individual case and, if breast feeding is not possible, the risks posed by incorrect preparation or use of the targeted products shall be clearly explained.
Article 16. - (1) Targeted products shall not be sold within the healthcare system as defined in Article 4 r).
(2) Manufacturers or distributors shall not give direct donations of targeted products or distribute, directly or free of charge, such targeted products to health workers, pregnant women, mothers of infants or young children up to two years of age or their family members, within healthcare system components.
Article 17. - (1) Low-price sales, donations, sponsorship, as well as any transfer of targeted products, whether free of charge or for a consideration, may be offered by manufacturers or distributors to healthcare system components or child protection institutions, directly or indirectly, but only in the quantities required for those infants appearing in their records who cannot receive breast milk.
(2) The requesting institution shall take the necessary measures to ensure that targeted products, acquired in accordance with paragraph (1), can be supplied for as long as the infants concerned need them.
(3) The requesting institution must hold documents recording the status of targeted products obtained by donation, sponsorship or transfer free of charge or for a consideration, as well as supporting documents regarding the need to acquire these products. 
(4) Targeted products acquired in accordance with paragraph (1) may only be used inside the respective institutions; they may not be sold and may not be distributed, donated or transferred free of charge outside of the institution.
(5) Manufacturers or distributors shall not use the sales, donations, sponsorship or transfer free of charge or for a consideration provided for in paragraph (1) as a mechanism for advertising or promoting targeted products.
Article 18. - (1) Samples of targeted products may only be supplied to healthcare system components if requested by them, within the limits of the quantities needed for studies, research or professional assessments carried out at institutional level.
(2) The requesting institution shall be obliged to hold justification for needing the respective samples. 
(3) The rules for implementing the present law shall establish the quantities needed for studies, research or required professional assessments.
CHAPTER V
Measures concerning health workers
Article 19. - Health workers, especially those carrying out activities relating to the nutrition of infants and young children up to two years of age, shall be obliged to familiarise themselves with their responsibilities in the context of implementing the provisions of this law.
Article 20. - (1) Information provided by manufacturers or distributors to health workers and pharmacists with regard to one or more targeted products may only be of a scientific or practical nature for each individual product, and must be clear, detailed and correct, proven and supported.
(2) Information provided in accordance with paragraph (1) must include the aspects stipulated in Article 6(1) and must not imply or induce the idea that using the targeted products is equivalent or superior to breast feeding, or discourage breast feeding.
(3) Targeted products shall not be promoted and distributed when providing the information stipulated in paragraph (1).
Article 21. - Services provided by personnel employed by manufacturers or distributors may not be used to promote targeted products to pregnant women or mothers.
Article 22. - (1) Manufacturers or distributors shall not promise, offer or give, directly or indirectly, on their own account or on behalf of others, money or other benefits to health workers in order to promote or advertise targeted products.
(2) Health workers shall not claim or receive money or other benefits for themselves or for others, directly or indirectly, from manufacturers or distributors in order to promote or advertise targeted products.
Article 23. - No donations shall be made and no samples of targeted products, or gifts promoting or advertising such products, shall be directly or indirectly given for free, offered or supplied to pregnant women, mothers of infants or young children up to two years of age, their families or the public by health workers or, through them, by the manufacturers or distributors of targeted products.
Article 24. - If health workers receive sponsorship from manufacturers or distributors of targeted products for study or research grants, to attend professional conferences or for any other similar activities or other such arrangements, they shall be obliged to inform the healthcare system component where they are employed, where they hold a position or by which they are paid, in writing, that they are benefiting from one of the above arrangements; the institution shall publish this information on its website and keep it displayed there for three years.
Article 25. - Health workers shall not disclose to unauthorised persons the personal details of pregnant women, mothers of infants or young children up to two years of age or their families, or any other data that could be used to identify them.
CHAPTER VI
- Measures concerning marketing personnel
Article 26. - Marketing personnel may not carry out paid activities within healthcare system components.
Article 27. - Marketing personnel shall only be permitted to organise or carry out information campaigns, as well as any kind of activities intended to inform pregnant women, mothers of infants or young children under two years of age, or the public, regarding the nutrition of infants or young children under two years of age, on condition that they comply with the provisions of Article 7.
CHAPTER VII
Labelling
Article 28. - The labels of targeted products must contain all of the information established in accordance with the legal provisions in force.
Article 29. - The containers or labels of targeted products must contain the following text: 
a) the "Very important" warning;
b) the statement "Breast milk is the best food for your baby"; 
c) the statement "It is recommended that babies up to six months old be exclusively breast fed";
d) for targeted products intended to be used to feed infants and young children up to two years of age, a reference to the fact that the targeted products should only be used on the advice of a doctor or via a nurse and only after the mother has been instructed on how to use them; 
e) instructions for the correct preparation and use of the targeted products;
f) warnings about the health risks that may arise from improper storage, preparation and use of the targeted products;
g) for targeted products intended to be used to feed infants and young children up to two years of age, the age for which the product is recommended as well as wording enabling consumers to differentiate clearly between these products;
h) the list of ingredients."
Article 30. - (1) All the text on the label or container must be in Romanian, without excluding its presentation in other languages, marked visibly, legible, easy to understand and indelible. No writing shall be inscribed in locations that are obscure or broken with inscriptions or images.
(2) The packaging and label of targeted products shall not contain images, text or other elements liable to idealise or encourage the use of these products, imply or induce the idea that using them is equivalent or superior to breast feeding, or discourage breast feeding.
(3) The use of pictures or images of infants or children on the packaging and label of target products is prohibited.
(4) Graphical representations may be included that help to identify or describe the product or which illustrate how to prepare and use the targeted products.
(5) The packaging and label of target products may not contain the terms "humanised", "mother formula" or other similar terms, which could imply that the targeted products intended to be used to feed infants or young children under two years of age are equivalent to breast milk.
Article 31. - Any other materials accompanying the targeted product, as well as any informative materials about the product or its appropriate preparation and use must contain the text provided for in Article 29 and comply with the conditions set out in Article 30.
CHAPTER VIII
Implementation and monitoring
Article 32. - The Ministry of Health is the specialist body within the central public administration that is responsible for drawing up, regulating and implementing not only strategies and policies relating to the nutrition of infants and young children up to two years of age, including the marketing of breast milk substitutes, but also policies that protect and promote breast feeding.
Article 33. - (1) The Ministry of Health and the National Authority for Consumer Protection shall monitor implementation of the provisions of this law.
(2) The rules for implementing this law shall be issued by the Ministry of Health within 30 days of the date on which the law comes into force, and shall be approved by Government Decision.
CHAPTER IX
Liability, contraventions and sanctions
Article 34 - Breaching the provisions of this law shall trigger criminal, non-criminal, disciplinary or civil liability, as applicable.
Article 35. - (1) Failure to comply with the provisions of Articles 6-11, Articles 14-22 and Articles 26-31, if such a breach does not constitute a crime in accordance with criminal law, shall constitute a contravention and shall be sanctioned as follows:
a) with a fine of 500 RON to 1 000 RON for actions committed by natural persons;
b) with a fine of 5 000 RON to 100 000 RON for actions committed by legal entities.
(2) The contraventions shall be determined and the sanctions stipulated in paragraph (1) shall be applied as follows:
a) for breaches of the provisions of Articles 6, 7, Articles 14-21 and Article 27 by authorised personnel within the Ministry of Health;
b) for breaches of the provisions of Articles 8-11, Articles 22, 26 and Articles 28-31 by authorised personnel within the National Authority for Consumer Protection.
Article 36. - The provisions relating to contraventions shall be supplemented by the provisions of Government Order No 2/2001 regarding the legal regime of contraventions, approved with amendments and additions by Law No 180/2002, with its subsequent amendments and additions.
CHAPTER X
Final provisions
Article 37. - (1) The Ministry of Economy, Commerce and Business Environment shall notify the European Commission of the regulations contained in this law.
(2) Targeted products falling within the scope of this law that have been placed on the market or labelled in accordance with the legal provisions in force can continue to be sold after this law comes into force, until stocks of these targeted products have been exhausted. 
Article 38. - This law shall come into force six months after its publication in the Official Gazette of Romania, Part I, except for the provisions of Article 37(1) which shall come into force three days after the date of publication.
*
This law has been adopted in accordance with the provisions of Directive No 1535/2015 laying down a procedure for the provision of information in the field of technical regulations and of rules on Information Society services
