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CHAIRPERSON'S FOREWORD

The Cabinet Secretary for Health, in exercise of the powers conferred by section 28 of the

Breast Milk Substitutes (Regulation and Control) Act, (No. 3a of 2012), made the Breast Milk
Substitutes (Regulations and Controls) (General) Regulations, 2021. The Regulations were

made vide LN No. 184 of 202 l, published in the Gazette on the 27th August 2021.

The purposes and objects of the Regulations is to give full effect to the Breast Milk Substitutes

(Regulations and Controls) (General) Regulations, 2021, more particularly, the Regulations

seek to:-

(i) reduce preventable infant and young child illness and deaths through protection,

promotion and support of optimal breastfeeding and complementary feeding and

proper use of breast milk substitutes,where necessary;

(ii) promote and protect the breast interests of an infant and young child and

(iii) guide the ethical interactions of manufacturers with health workers, the manner in

which donations are used or received, demonstration on use, development of
informational and educational communication materials and labeling of BMS and

other designed products.

Pursuant to section l6 of the Statutory Instruments Act, the Committee ,in response to a request

by the regulation making Authority, held a prepublication scrutiny meeting with Ministry of
Health on the 5th of February, 2020 at Baraza Conference Room at the Whitesands Resort

Mombasa, in which the following issues emerged -

(a) The committee was informed that, public participation was undertaken in accordance with
the Constitution through various stakeholders' meetings including consultations with
Kenya Association of Manufacturers, Kenya Health Federation, Kenya Nutritionist and

Dieticians Institute.

(b) It was noted, that regulation 26 requires that the labelling of breast milk substitutes products

to specifically lay out the exact words in English and Kiswahili language in bold and in a
prominent position on the container.

(c) The Committee was informed that some of the already existing samples are from foreign
countries and are written in foreign languages e.g.. Saudi Arabian products being written
in Arabic.

(d) The Committee brought to the attention of the Cabinet Administrative Secretary that section

28 of the BMS Act empowers the National Assembly to cause amendments to be made to
the regulations once the Regulations are laid before the House.

The committee held a further meeting with Kenya Association of Manufacturers (KAM) on

the 23'd of March, 2021 who raised concems against the regulations being published in the

manner presented , particularly citing the following grounds -

l) That there was lack of public consultation on the provisions under regulation 26.

Further that the Act only focuses on milk products and does not provide for the

regulation of items such as bottled water, cereals and porridge;

2) That an impact assessment has not been carried out which is in contravention with the

Statutory Instruments Act that requires conducting of regulatory impact assessment due

to the nature of the regulations.
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3) That if the regulations are published in their current nature, it would greatly affect

investments, economic, employment contribution to the country.

4) That product labelling provisions are extremely restrictive and will negatively affect

the industry.

5) That the definition of the term "cross-petition" used in the regulations ought to be

reviewed. And amended.

Consequently, KAM proposed to the Ministry of Health certain amendments to the

Regulations of which recommendations were suggested and forwarded to the Committee

as contained in the memorandum forwarded to the National Assembly and partly adopted

by the Committee and incorporated in this Report.

The Committee scrutinised the Legal Notice No.I 84 of 2021 in light of its conformity to the

Constitution, the Breast Milk Substitutes (Regulation and Control) Act, (No. 34 of 2012),the

Interpretation and General Provisions Act (Cap 2) and the Statutory Instruments Act(No.23
of 2013) which regulate the making, scrutiny and publication of the instrument and made

various observations -

Statutory Timelines - The Regulations were published in the gazette on the 27th August202l,

vide Legal Notice No 184 of 2021, submitted to the Clerk of National Assembly on 5th October,

2021 and laid in the House on 6th October,202l being within the requisite statutory timelines

under section I l(l) of the Statutory Instruments Act.

Public participation - According to the Explanatory Memorandum submitted to the

Committee and the presentations made by the Ministry of Health during the meetings, the

Ministry demonstrated that consultations were undertaken with key stakeholders while

preparing the Regulations and their input considered before finalization of these Regulations.

Some of the key stakeholders indicated to have been consulted are the Ministry of Health,

Members ofthe NationalCommittee of Infant and Young Child Feeding (NCIYCF), UNICEF,

WHO, legal experts (local and international) and experts on matters of maternal, infant and

young child feeding, trade and food standards. The Ministry has attached an Explanatory

memorandum with a schedule of stakeholders they met during their public participation

exercises.

Following a request by the Kenya Association of Manufacturers (KAM) for another

consuttative session, a further meeting was held on l3th September,20lg where KAM
presented their comprehensive memorandum and key issues were raised.

Regulatory Impact Statement - Following the resolution and directions of the Committee

during the prepublication scrutiny meeting, and pursuant to section 6 of the Statutory

Instruments Act, a Regulatory Impact Assessment was conducted and a Regulatory Impact

Statement presented alongside the Regulations, as they are likely to impose significant costs

on the community or a part of the community.

Having examined the Breast Milk Substitutes (Regulations and Controls) (General)

Regulations ,2OZl published vide (Legal Notice No, 184 of 2021 in line with the Constitution,

the Interpretations and General Provisions Act (Cap 2), the Statutory Instruments Act, 2013
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(No. 23 of 2013), the Breast Milk Substitutes (Regulation and Control) Act, (No. 34 of 2012),

pursuant to which they are made, the Committee resolved that the House approves the Breast

Milk Substitutes (Regulations and Controls) (General) Regulations, 2021, published vide

(Legal Notice No, 184 of 2021) r.yith the exception of the provisions set out in the schedule

hereunder, which the Committee proposes to be amended pursuant to Section 28 (5) of the

Breast Milk Substitutes (Regulations and Controls ) Act,20l2.

I wish to most sincerely thank the Speaker and the Office of the Clerk of the National

Assembly for the invaluable support accorded to the Committee in the discharge of its mandate.

On behalf of the Members of the Select Committee on Delegated Legislation and pursuant to

Standing Order 210 (4) (b) ,it is my pleasure and duty to present to the House, the Committee's

Report on the Consideration of the Breast Milk Substitutes (Regulations and Controls)
(General) Regulations,202l (LN No 184 of 2021.)

HON. WTLLIAM KASSAIT KAMKET, M.P
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I. PREFACE

1.1 Establishment and Mandate of the Committee

1. The Select Committee on Delegated Legislation is established pursuantto Standing Order
No. 210 and is mandated to scrutinize statutory instruments submitted to the National
Assembly for consideration. The Committee is expected to consider in respect of any

statutory instrument, conformity with the Constitution, the Act pursuant to which it is made

or other relevant written laws and the Standing Orders.

2. The Committee, during scrutiny is guided by the principles of good governance, rule of law

and in particular considers whether the statutory instrument -

a) is in accordance with the provisions of the Constitution, the Act pursuant to which
it is made or other relevant written laws:

b) infringes on fundamental rights and freedoms of the public;

c) contains a matter which in the option of the Committee should more properly be

dealt with in an Act of the Parliament;

d) contains imposition of taxation;

e) directly or indirectly bars the jurisdiction of the court;

0 gives retrospective effect to any of the provision in respect to which the

Constitution does not expressly give any such power;

g) it involves expenditure from the consolidated fund or other public revenues;

h) is defective in its drafting or for any reason form or part of the statutory instrument

calls for any elucidation;

i) appears to make some unusual or unexpected use of the power conferred by the

Constitution or the Act pursuant to which it is made;

j) appears to have had unjustifiable delay in its publication or laying before

Parliament;

k) makes rights, liberties or obligations unduly dependent upon non-renewable

decisions;

l) makes rights, liberties or obligations unduly dependent insufficiently defined

admin istrative powers;

m) inappropriately delegates legislative powers;

n) imposes a fine, imprisonment or other penalty without express authority having

been provided for in the enabling legislation:

o) appears for any reason to infringe on the rule of law:

p) inadequately subjects the exercise of legislative power to Parliamentary scrutiny;

and

q) accords to any other reason that the Committee considers fit to examine.
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1.2 Committee Membership

3. The Committee membership comprises -

The Hon. Waihenya Ndirangu, M.P

Roysambu Constituency

Jubilee Partv

The Hon. William Cheptumo, M.P

Baringo North Constituency

Jubilee Partv

The Hon. Cecily Mbarire, MGH, M.P.

Nominated

Jubilee Partv

The Hon. Alice Wahome, M.P
Kandara Constituency

Jubilee Partv

The Hon. Robert Mbui, M.P.

Kathiani Constituency

Wiper Democratic Movement - Kenva

The Hon. Daniel Maanzo, M.P.

Makueni Constituency

Wiper Democratic Movement -Kenva

The Hon. William Kassait Kamket, M.P. (Chairperson)
Tiaty Constituency

KAI\TU

The Hon. Muriuki Njagagua, M.P. (Vice Chairperson)
Mbeere North Constituency

Jubilee Partv

COMMITTEE MEMBERS

The Hon. Ronald Tonui, M.P
Bomet Central Constituency

Jubilee Partv

The Hon. William Kamoti, M.P.

Rabai Constituency

Orange Democratic Movement

The Hon. Martha Wangari, M.P

Gilgil Constituency

Jubilee Partv

The Hon. Gideon Mulyungi, M.P.

Mwingi Constituency

Wiper Democratic Movement - Kenva

The Hon. (Dr.) Wilberforce Oundo, M.P
Funyula Constituency

Oranse Democratic Movement

The Hon. George G. Murugara, M.P.

Tharaka Constituency

Democratic Partv

The Hon. Timothy Wanyonyi, M.P. The Hon. Jennifer Shamalla, M.p.
Westlands Constituency Nominated
Oranse Democratic Movement Jubilee partv
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The Hon. Munene Wambugu, M.P

Kirinyaga Central Constituency

Jubilee Partv

The Hon. Patrick Mariru, M.P.

Laikipia West Constituency

Jubilee Partv

The Hon. Sammy Seroney, M.P

Nominated

Wiper Democratic Movement - Kenva
The Hon. TindiMwale, M.P.

Butere Constituency

Amani National Consress

The Hon. Edith Nyenze, M.P.

Kitui West Constituency

Winer Democratic Movement - Kenva

The Hon. AbdiKoropu Tepo, M.P.

Isiolo South Constituency

Kenva Patriots Partv

The Hon. Robert Gichimu, M.P
Gichugu Constituency

Jubilee Partv
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1.3 Commiffee Secretariat

4. The secretariat facilitating the Committee comprises -

Mr. Mohamed Jimale
Clerk Assistant II (Team Leader)

Ms. Ruth MwihakiGakuya
Clerk Assistant II

Mr. Dima Dima

Principal Legal Counsel

Mr. Josphat Motonu
Fiscal Analyst I

Ms. Fiona Musili
Research Assitant II

Ms. Noelle Chelangat

Medio Relations Officer II

Mr. Anthony Wamae

Serjeant at Arms

Mr. Charles Ayari

Supe r ite nde nt of El e c tronic s

Mr. MuriithiTheuri
Parliamentary Intern
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2. CONSIDERATION OF THE BREAST MILK SUBSTITUTES (REGULATIONS
AND CONTROLS) (GENERAL) REGULATIONS,2021 (LN. NO. 184 OF 2021)

2.1 Introduction

5. The Cabinet Secretary in the Ministry of Health, in exercise of the powers conferred by section 28

of the Breast Milk Substitutes (Regulation and Control) Act. (No. 34 of 2012), made the Breast

Milk Substitutes (Regulations and Controls) (Ceneral) Regulations, 2021 vide LN No. 184 of 202 I
of 27'h August,202l.

2.2 Purposes and objects of the Regulations

6. The purposes and objects of the Regulations are to give full effect to the Breast Milk Substitutes

(Regulations and Controls) (General) Regulations. 2021 . Particularly. the Regulations seek to:-

l. Reduce preventable infant and young child illness and deaths through

protection, promotion and support of optimal breastfeeding and complementary

feeding and proper use of breast milk substitutes where necessary.

2. Promote and protect the breast interests of an infant and young child in the

following ways -

(i) Initiation if breastfeeding of the infant done within an hour of birth and

promotion, protection and support of an inclusive breastfeeding for the first

six months of life.
(ii) Timely introduction of appropriate adequate and safe complementary food

with continued breastfeeding for a period of 24 hours months or beyond.

(iii) Where necessary bread milk substitute and prepackaged complementary

food shall be safe for the consumption by an infant or young child; and

(iv) Adequate and accurate information on breastfeeding and infant and young

child feeding shall be available to the public.

3. Guide the ethical interactions of manufacturers with health workers, the manner

in which donations are used or received, demonstration on use, development of
informational and educational communication materials and labeling of BMS

and other designed products.

2.3 Conferment with Regulation Making Authority

7. The Committee. pursuant to section 16 of the Statutory lnstruments Act. and in response to a
request by the Ministry of Health, held a prepublication scrutiny meeting on the 5'h February. 2020

in Mombasa County in which the following concerns were raised -

a) Public participation - the committee was informed that public participation was

undertaken in accordance with the Articles l0 and I l8 of the Constitution and sections

5, 5A and the schedule to the Statutory lnstruments Act. through various stakeholders'

meetings including consultations with Kenya Association of Manufacturers. Kenya

Health Federation. Kenya Nutritionist and Dieticians lnstitute.

b) Support of mothers in the process - the Committee was informed that the

Ministry had introduced certain programmes to ensure that breastfeeding

mothers are taken care of through Counselling where mothers are given

sufficient information on Breast Milk Nutrition.
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c) Quality assurance and standards - the Committee was assured that the

Ministry of Health has been able to come up with the required standards, which

are considered safe for use in the Kenyan market.

d) Delay in preparation of the Regulations - the Committee noted that the Breast

Milk Substitutes (Regulation and Control) Act was enacted in 2012 yet the

proposed regulations were still in draft form. The Ministry responded that

development of the regulations had been an ongoing process since the

enactment of the Act and involved engaging with the private sector, some of
whom were opposed to some provisions of the regulations.

e) Ethics revolving around the regulations - the Committee raised concems on

the ethics behind the selling of the breast milk substitutes by the various players

in the industry. In response, the Ministry reiterated that Part V of the

Regulations spells out the manner of interaction between manufacturers,

distributors, and health workers and that regulation 3l specifically limits this

interaction by outlining what is prohibited during the interactions.

0 Regulatory Impact Statement (RIS) - the Committee noted that issues

concerning breastmilk substitutes affect the better part of the community

especially mothers and children in all families hence the Ministry is required to

conduct a regulatory impact assessment and attach a Regulatory Impact

Statement as required under section 6 of the Statutory Instruments Act since it
is apparent that the Regulations are likely to impose significant costs on the

community or a part of the community.
g) Labelling of BMS products - on the labelling of the breast milk substitutes

products, it was noted that regulation 26 specifically lays out the exact words in

English and Kiswahili language in bold and in a prominent position on the

container.

h) The Committee was informed that some of the already existing samples are

from foreign countries and are written in foreign languages e.g., Saudi Arabian

products being written in Arabic.
i) The Committee brought to the attention of the CAS that section 28 of the BMS Act

empowers the National Assembly to cause the regulations to be amended where it was

deemed proper so to do.

8. The Committee, pursuant to section l6 of the Statutory lnstruments Act, held a further meeting with
representatives from the Kenya Association of Manufacturers (KAM) on23'd March, 2021 in which

the following issues were raised -
(i) Lack of public consultation on new provisions under Regulation 26: KAM raised concems

on the omission to include the provisions to regulate bonled water, cereals and porridge under

the regulations. They further reiterated that the newly introduced provisions under Regulation

26 were not previously included in the draft Breast milk Substitutes Control Regulations 2020.

The Committee noted that as indicated by the ministry, the Act does not provide for regulation
of such items and that the focus is on milk products.

(ii) Non-compliance with the Statutory Instruments Act, 2013: The Act mandates the

conducting of a regulatory impact assessment on the Regulations due to its economic impact to

businesses. According to KAM, the impact assessment had not been carried out despite

escalation to the World Trade Organization for approval.
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(iii) Economic impact: KAM further contended that the Regulations would greatly affect
investments, economic contribution and employment contribution to the country.

(iv) The Committee was informed that product-labelling provisions are extremely restrictive and

will negatively affect the Industry despite being an approved and lawful product in the Country.

(v) KAM in their presentation to the Committee was opposed to inclusion of cross-promotion

terminology in product scope.

9. The Committee further held a joint meeting with the Regulation making Authorities and the Kenya

Association of Manufacturers (KAM) in the Mini Chamber, County Hall, Parliament Buildings,

where the following issues were raised.

2.4 Submission from the Ministry of Health

10. The Chief Administrative Secretary, in the Ministry of Health Dr. Rashid A. Aman. informed the

Committee that -

a) The Ministry had held extensive consultations with all relevant stakeholders, including the

Kenya Association of Manufacturers (KAM), in accordance with the Constitution and the

Statutory Instruments Act, 2013. That KAM in particular, had been given numerous forums

to address their concerns on the Regulations and this included communication from KAM
either directly to the Cabinet Secretary, Ministry of Health or through the Cabinet

Secretary, Ministry of Industrialization, Trade and Enterprise Development.

b) The Ministry has adopted a number of issues raised by KAM including deletion of
Regulation 26 (i.e. requirementto have similar labelling in bottled water) of the original

draft and review of regulation on temperature guidelines.

c) However, there are some recommendations, which were not adopted as proposed by KAM
and adequate justification provided. KAM never responded on the Justification provided

by the Ministry. Further, the Memorandum submitted by KAM is the same one previously

submitted.

d) According to the Ministry, the statement by KAM that the Regulations will drive them out

of the market was unsubstantiated. They indicated to the Committee that the purpose of the

Regulations is not to ban the sale or use of Breast Milk Substitutes but to regulate the same

and that granted that the Breast Milk Substitutes Act has been in force since 20l2,the
statement that the Regulations will drive them out of the market was misleading.

e) During the meeting with KAM, the Committee observed that some of the representatives

that accompanied KAM were representing foreign multinationals.

f) The Ministry reiterated that they had notified the World Trade Organization Technical

Barriers to Trade Committee (WTOTBT) in Geneva on the draft Regulations as required

by the TBT Agreement and received comments from various member states including the

USA, Switzerland and the EU. The Ministry stated that KAM, though un-procedural, also

submitted their memorandum to the WTO TBT Committee. ln the National TBT

Committee meeting, KAM, once again, submitted their memorandum and the Ministry
responded adequately.

g) According to the Ministry issues of safety and quality were not subject matter to the

regulations as there were already existing Regulations in the health sector addressing issues

of safety and quality.
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h) In responding In response to KAM contentions that the term of "public venue" be defined

, the ministry was of the opinion that the definition of "public place" has been provided in

the Public Order Act,

i) While KAM raised the concerns on labeling of the products according to the Ministry, the

provisions on labelling are in line with how all other products are dealt with.

2.5 Submission from Kenya Association of Manufacturers

I l. KAM highlighted the following issues in the regulations and informed committee that no consensus

was reached in addressing their concerns during the stakeholder engagements on the regulations -

I ) Transition Period
I 2. The regulations does not stipulate a transition period hence, once they are approved and passed by

the National Assembly as a law they become effective immediately and all products in the market

will be rendered non-compliant. Recalling the products off the shelf will lead to widespread stock

outs and caregivers will not be able to access products for their babies. Manufacturers will also

incur losses due write offs.
Proposed amendment - a transition period of 24 months be provided to cater for products

on shelf, and on transit and depletion of packaging materials.

2) Interactions with Health Care Professionals
13. To KAM, the requirements in regulation 27 (2) (a) (b) are ambiguous as one can only create

awareness of a product that they would normally endorse, and that there may exist a personal

relation between a medical delegate creating awareness of a designated product to the targeted

healthcare professional and matters that touch an a relationship should not be a deterrent for such

interaction.

Proposed amendment -
i. Delete regulation 27 (2) (a) and (b) and a definition of the particulars of the healthcare

worker (27 (2) (c) be provided to ensure this requirement will not lead to infringement

of the Data Protection Act.
ii. Proposed the definition of "public venue", that regulation (27 (2) (ld)- refers to

prohibition of meetings in a "public venue" hence it may be imperative to provide a

definition of a "public place" to avoid misinterpretation

iii. 27 (2) (0 A certificate of analysis from an accredited lab to be submitted to avoid

additional costs of analysis for already certified products.

iv. It may be important to provide the timelines for feedback and approval in accordance

to the Fair Administrative Action Act, 2015.

v. That, the definition for cross promotion is subject to misinterpretation as it may impact, product

logos, branding, colour schemes which are IP rights and proper placements of products on

shelfs for hygiene and safety and should therefore be reviewed to reduce Ambiguity and

infringement on intellectual property rights and trademark rights on its application scope in the

Kenyan market.

vi. That, the ministry ought to address product distinction through labelling and align with text in

existing standards as this is in line with Kenya standard KS EAS 4 the Infant formula

specification Section l0.l 1.5

vii. That. under regulation 18, the statement as is, implies that the manufacturer's logo is prohibited

on the label and should therefore be rephrased to align with existing KS EAS 4 standard. The

mmanufacturer's corporate logo illustration should also be part of the label for identification of
the product.
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viii. That the regulation be amended to provide that the label shall have no pictures photographs.

drawings, or any other graphics which represent infants and/or women other than illustrating

methods of preparations. The label shall not idealize the use of the designated product.

14. In regulation l9 (l) it was proposed that the word "\ilarning" be replaced with the words

"Important Notice" and include 'or an equivalent statement' at the end to provide

flexibility where a similar statement has been provided with sufficient meaning and the

provisions be maintained as per the harmonized EAC Standards l0.l 1.3.

Further that -

a. they should delete regulation 37 (b) since the purpose of engaging the health

professional is to create awareness about the product, which should include the

brand name

b. according tom the ministry , the purpose of engaging the health professional is

to create awareness about the product, which should include the brand name and

producer.

c. they ought to provide clarity on the restriction under regulation 37 (c).

3. COMMITTEEOBSERVATIONS

15. Following comprehensive scrutiny of the Breast Milk Substitutes (Regulations and Controls)
(General) Regulations, 2021,the Committee made the following observations:-

3.1 Statutory Timelines

16. Section 28 of the Act provides for further statutory timelines over and above the timeliness

stipulated underthe Statutory Instruments Act. The Regulations were tabled on the 2l't October,

2021. The House went on recess on 21" October,202l being sixteen days after the date on which

they were tabled and when time stopped running. The House resumed its sittings on 8'h November.

2021 (and has five (5) more days within which to reach a resolution) hence the time lapses on

Saturday the l3th November. 2021.

17. THAT, the Regulations were published in the gazette on the 27'h August, 2021, vide Legal Notice

No 184 of 2021, submitted to the Clerk of the National Assembly on 5'h October,202l and laid in

theHouseon6'hOctober,202l beingwithintherequisitestatutorytimelinesundersection ll(l)of
the Statutory Instruments Act.

3.2 Consultation / Public participation

18. According to the Explanatory Memorandum submitted to the Committee and the presentations

made by the Ministry during the meetings, the Ministry demonstrated that consultations were done

while preparing the Regulations, with key stakeholders whose input were considered before

finalization of these Regulations. Some of the key stakeholders indicated to have been consulted

are Ministry of Health, members of the National Committee of Infant and Young Child Feeding

(NCIYCF), UNICEF, WHO. legal experts (local and intemational) and experts on matters of
matemal, infant and young child feeding, trade and food standards.

19. The Ministry has attached an Explanatory Memorandum with a schedule of persons with
whom they met during their public participation exercises.

20. Efforts were made to reach out to stakeholders through public notice, email and hardcopy

invitation letters and through the Departments of Health in the counties.
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21. Following a request by the Kenya Association of Manufacturers (KAM) for another

consultation session, a meeting was held on l3s September 2019 where KAM presented

their comprehensive memorandum and key issues were raised.

22. On lOth January 2020, the Principal Secretary, Ministry of Health wrote to the Attorney

General (AG) seeking legal guidance and concurrence on the draft regulations. Further that

the AG through a letter dated 20th November 2020, advised the Ministry to publish the

regulations and transmit the same to the National Assembly.

23. The Ministry notified the World Trade Organization on the proposed BMS regulations and

comments from two member states (United States of America and Switzerland) were

received. lnputs from stakeholders were taken into account and assessed by the team that

was involved in the drafting of the regulations and issues that were agreed upon to be

included in the Regulations were incorporated.

24. Summary of the issues raised by stakeholders and MOH responses has been attached.

3.3 Regulatory Impact Statement

25. Following the resolution and directions of the Committee during the prepublication scrutiny

meeting, and pursuant to section 6 of the Statutory Instruments Act, a Regulatory Impact

Assessment was conducted and a Regulatory Impact Statement presented alongside the Regulations

as they are likely to impose significant costs on the community or a part of the community.

4. COMMITTEERECOMMENDATION

26. Having examined the conformity of the Breast Milk Substitutes (Regulations and Controls)
(General) Regulations. 2021 published vide (Legal Notice No, I84 of 2021 , with the Constitution,

the Interpretations and General Provisions Act (Cap 2), the Statutory Instruments Act,2013 (No.

23 of 2013), pursuant to which they are made, the Committee recommends that the House

approves the Breast Milk Substitutes (Regulations and Controls) (General) Regulations,202l,
published vide (Legal Notice No, 184 of 2021) with amendments to Regulations 1,2 and27(l).

5. SCHEDULE: PROVISIONS OF THE REGULATIONS PROPOSED FOR
AMENDMBNT

PROVISION OF THE
REGULATION

PROPOSED
AMENDMENTS

JUSTIFICATION

Regulation I

"These Regulations moy be

cited as the Breost Milk
Substitutes (General)

Regulations, 2021."

These Regulations may be

cited as the Breast Milk
Substitutes (General)

Regulations, 2021 and shall

come into force on 30th of
May,2022

The Committee

recommends to the House to
adopt the proposed

amendment to provide for a

commencement date in

Regulation I to be 30th May,
2022 being six months after

date on which this House

approves the Regulation.

Regulation 2

"Interpretalion"

Insert the following
definition immediately after

To make it clear and certain

what amounts to a public
venue within the meaning of

Committee on Delegated Legislation: Report on the Consideration of the Breast Milk Substitutes
(Regulations andControls) (General) Regulations,202l, publishedvide Legal Notice Number 184 of
202 t.

;



the definition of the word

"public analyst"

"public venue" means any

venue to which for the time

being the public or any

section of the public are

entitled or permitted to have

access whether on payment

or otherwise. and, in relation

to any meeting to be held in

the future, includes any

venue which will, on the

occasion and for the purpose

of such meeting, be a public
venue

the Regulation and in respect

to where manufacturers and

other stakeholders may meet

for purposes of this

Regulation.

Regulation 27 (l)

Creating awareness
(l)
"Subject to section 6(3) of
the Act, a manufocturer or
distributor who wishes to

creote owareness about the

scientific ond factual
motters of the breast milk
s u b stit ute o r c o mp le me nt o ry

food product, shall before

commencing interactions
with any health worker

opply in writing to the

Committee fo r approvo 1. "

Insert the following sub

regulation immediately after

(sub regulation)l

(l A) the committee shall

upon receiving an

application under (sub

regulation l) I consider the

application and respond to

the applicant within l4 days

To provide for a timeline in
within which a manufacturer

who has applied for approval

to create awareness about

scientific and factual matters

may expect to receive

response from the National

Committee on Infant and

Young Child Feeding

|-sr
/Signed. o"t"...i.9. tl ),-ta-

THE HON. WILLIAM KASSAIT KAMKET, M.P.

(cHATRPERSON)

Committee on Delegated Legislation: Report on the Consideration of the Breast Milk Substitutes
(Regulations andControls) (General) Regulations,202l, publishedvide Legal Notice Number 184 of
2021. a



a

6. ANNEXTIRES

1. Adoption List

2. Legal Notice Number (L.N, No. I&a of 2021)

3. Committee Minutes

4. Submission by the Ministry of Health

5. Submission by the Kenya Association of Manufactures

Comrnittee on Delegated Legislation: Report on the Consideration of the Breast lufilk Substitutes
(Regulations and Conlrols) (General) Regulations, 2021, published vide Legal Notice Number 184 of
2021. a



COMMITTEE ON DETEGATED TEGISTATION

ADOPTION tIST

Adoplion of the Reporl on lhe Conridersllon of the Breosl Milk Subsfitutes (Regulqlion ond "Control)
(Generol) Regulotions, 2O2l (t egol Notrte Number 184 of 202ll,

We, lhe
DATE:

und signolures
VENUE:

rl lo offirm our olo (-.
-

HON. N,IE'I,IBER SIGNATURE

I Hon. Kossoil Komket, MP (Choirperson)

2. Hon. Muriuki Niogoguo, MP (Vice Choirperson) !

3. Hon. lsoqc Woihenyo Ndirongu, MP [M-
4. Hon. Cecily Mborire, MP

5 Hon. Alice Wqhome, MP

\
=-J

'\l

6. Hon. Dqniel Moonzo, MP

7 Hon. Roberl Mbui, MP

8. Hon. Mortho Wongori, MP I --U

9 Hon. Ronold Kiprotich Tonui, MP

to. Hon. Timothy Wonyonyi, MP
-1

I l. Hon. Williom Komoti, MP

12. Hon. Gideon Mulyungi, MP

.a\
t3. Hon. George Gilongo Murugoro, MP ./"1e9
14. Hon. Jennifer Shomollo, MP LU
t5. Hon. Munene Wombugu, MP

I6. Hon. Pqtrick Koriuki Moriru, MP

17. Hon. (Dr.) Wilberforce Oundo, MP

18. Hon. AbdiK. Tepo, MP

t9. Hon. Edith Nyenze, MP fr il-ue/
20. Hon. Robert Gifhinii Gichimu, MP \
2t Hon. Sommy Seroney, MP

22 Hon. Tindi Mwole, MP

23. Hon. Wiltiqm Cheptumo, M.P



MINUTES OF THE 67"TH SITTING OF TIIE COMMITTEE ON DELEGATED

LEGISLATION IIELD ON MONDAY, 8TH NOVEMBER, 2021 LT 2.00 P.M. IN TIIE

NIINI CHAMBERS, PARLIAMENT BUILDINGS

PRESENT
1. The Hon. Kassait Kamket, M.P.
2. The Hon. Daniel Maanzo, M.P.

3. The Hon. George Murugara, M.P.

4. The Hon. Abdi Tepo, M.P.

5. The Hon. Robert Gichimu, M.P.

6. The Hon. Munene Wambugu, M.P

7. The Hon. Jennifer Shamalla, M.P.

8. The Hon. Edith Nyenze,M.P
9. The Hon. Sammy Seroney, M.P.

ABSENT WITH APOLOGY
1. The Hon. Muriuki Njagagua, M.P.

2. The Hon. Patrick Mariru, M.P.

3. The Hon. Robert Mbui, M.P.

4. The Hon. Cecily Mbarire, MGH, M.P.

5. The Hon. Waihenya Ndirangu, M.P.

6. The Hon. Martha Wangari, M.P.

7. The Hon. Alice Wahome, M.P.

8. The Hon. Gideon Mulyungi, M.P.

9. The Hon. Kamoti Mwamkale, M.P.

10. The Hon. Timothy WanyonYi, M.P

11. The Hon. (Dr.) Wilberforce Oundo, M.P.

12. The Hon. Ronald Tonui, M.P.

13. The Hon. Nicholas Tindi Mwale, M.P.

14. The Hon. William ChePtumo, M.P

IN.ATTENDANCE

National Assembly Secretariat
l. Mr. Mohamed Jimale

2. Ms. Ruth M. Gakuya

3. Mr. Wilson Dima Dima

4. Mr. Charles Ayari
5. Mr. Eugene Luteshi

6. Mr. Mohamed Said

7. Mr. Mureithi Theuri

8. Mr. Lumumba Kilama

9. Ms. Dorothy Kandie

Chairperson

(Virtual attendance)

(Virtual attendance)

Vice Chairperson

Clerk Assistant II
Clerk Assistant II
Principal Legal Counsel

Superintendent of Electronics (Audio)

ICT
Serjeant-at-Arms

Intem
Pupil

Pupil

llPage



Ministry of Health

l. Dr. Rashid A. Aman - Chief Administrative Secretary

2. Ms. Rose Wambu - Manager, Maternal, Infant, and Young Child Nutrition (MIYCN).
3. Ms. Ruth Nduati - Chair, Maternal, Infant, And Young Child Nutrition (MIYCN) Committee
4. Ms. Veronica Kirogo - Director of Nutrition
5. Ms. Terry Rotich - Senior State Counsel Ministry of Health
6. Dr. Martin Chabi Joseph - Nutrition Child & Adolescent Health -(WHO)
7. Mr. Patrick Cprdia - Chief of Nutrition UNICEF Kenya
8. Ms. Sahara S. Ali - Principal Public Health Officer
9. Ms. Vivian N. Mboga - Parliamentary Liaison Officer.

Kenya Association of Manufacturers

l. Ms. Miriam Bomett
2. Mr. George Kiongo
3. Ms. Brenda Werema

4. Mr. Ngentu M. Njeru
5. Mr. James Ojiambo
6. Ms. Teresia Waithaka
7. Mr. Noel N. Okwach
8. Mr. Austine Mwinzi
9. Mr. Lydia Luther
10. Mr. Malcolm Mwangi

- Deputy l{ead, Policy Research and Advocacy
- Country Head, DANONE
- Science Support, DANONE - KAM Member
- East Arica Managing Director Nestle, KAM Member
- Regulatory Affairs Nestle Kenya - KAM
- Corporate Communication Manger, Nestle - KAM Member
- Legal Counsel, Kenya Association Of Manufacturers (KAM)
- Sectors Officer, Kenya Association of Manufacturers
- Legal Counsel, Kenya Association of Manufacturers
- Legal Support, Kenya Association of Manufacturers

MIN.NO.INNCDLIaO?IIz93 PRAYERANDPRELIMINARIES

The Chairperson called the meeting to order at 2.25 p.m. with the Prayer. A round of self-
introductions was then conducted before proceeding with the business of the day.

He then informed the meeting that the Committee had previously engaged with the Ministry of
Health on the Breast Milk Substitutes (Regulation and Control) Regulations while in draft form in
a meeting held 5th February, 2020 and with the Kenya Association of Manufacturers on23'd March,
2021 respectively. He pointed out that during the said meetings, various proposals were made by
the Committee which had been incorporated in the published regulations.

However, the Kenya Association of Manufacturers raised concerns vide a letter dated 28th

September, 2021 that the industry proposals were not taken into account before publications. He

said that KAM Members are raising concerns that if the Regulations are approved in its current

format would have a negative impact on the sub sector.

The Chairman reiterated the objective of the meeting was therefore to address any outstanding
issues in the Regulations before House approval.
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He highlighted that the regulations had a strict timelines, having been tabled on 6th October, 2021

and with the House resuming its sittings on 8th November, 2021, the Committee and the House

had until Thursday I lth November,2021to reach a resolution on the regulations. The Chairman

pointed out that Section 28 (5) mandates the Committee to propose amendments to the

Regulations. "If a resolution is passed by the National Assembly within twenly one days on

which it nert sils after the regulation is laid before it that the regulation be annulled or amended

in a speciJic manne4 the regulation shall thenceforth be void or amended os resolved by the

Assembly.

He thereafter directed that the given that the timelines left the Committee can then only listen to

the parties on the issues under dispute or approve the Regulations subject to amendments as shall

be resolved by the Committee.

He then invited the Ministry of Health and the Kenya Association of Manufacturers to make their

presentations.

N{IN.NO./NA/CDL/20211294 CONFIRMATIONOFMINUTES

Minutes of the previous sittings were read and confirmed as follows -
Minutes of the 53'd sitting held on Tuesday, 28ff September,Z}2l at 8.00 a.m. were confirmed as

a true record of the proceedings having been proposed by Hon. Robert Gichimu, M.P and

seconded by the Hon. Abdi Tepo , M.P.

Minutes of the 54ft sitting held on Tuesday 29m September,202l at 10.00 a.m. were confirmed as

a true record of the proceedings having been proposed by Hon. Abdi Tepo, M.P and seconded by

the Hon. Robert Gichimu, M.P.

Minutes of the 55th sitting held on Tuesday, 5th October,2O2l at7.30 a.m. were confirmed as a

true record of the proceedings having been proposed by the Hon. Robert Gichimu, M.P and

seconded by the Hon. Daniel Maanzo M.P.

MIN.NO. INNC,DLI}O}II2q' MATTERSARISING

There were no matters arising.

MrN.NO. A[A/CDL/20211296 ADOPTION OF REPORT

The Committee considered and unanimously adopted the Committee Report on the annulment of
the Environmental Management and Coordination (lmpact Assessment and Audit) (Amendment)

Regulations,20l6 (Legal Notice No. 149 of 2016) having been proposed by the Hon. Abdi Tepo,

M.P. and Seconded by the Hon. Robert Gichimu, M.P.

MIN.NO. /NA/CDL/2O2II2g7 CONSIDERATION OF TIM BREASTMILK
SUBSTITUTES (REGULATION AND CONTROL)
(GENERAL) REGULATIONS, 2021 (LEGAL NOTICE

NO.I84 OF 2021).
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Submission from the Ministry of Health

Dr. Rashid A. Aman, Chief Administrative Secretary, Ministry of Health informed the Committee
that -

l. The Ministry had held extensive consultations with all relevant stakeholders, including the

Kenya Association of Manufacturers (KAM), in accordance with the Constitution and the

Statutory Instruments Act, 2013. KAM in particular, had been given numerous forums to
address their concerns on the Regulations and this included communication from KAM either
directly to the CS, Ministry of Health or through the CS, Ministry of Industrialization and

Trade.

2. The Ministry has adopted a number of issues raised by KAM including deletion of Regulation
26 (i.e. requirement to have similar labelling in bottled water) of the original draft and review
of regulation on temperature guidelines.

3. However, there are some recommendations which were not adopted as proposed by KAM and

adequate justification provided. KAM never responded on the Justification provided by the

Ministry. Further the Memorandum subrnitted by KAM is the same one submitted repeatedly.
4. The statement by KAM that the Regulations will drive them out of the market was not true.

The purpose of the Regulations is not to ban the sale or use of Breast Milk Substitutes but to
regulate the same. Given that the Breast Milk Substitutes Act has been in force since 2012, the

statement that the Regulations will drive them out of the market is untrue.

5. During one of the meetings with KAM, it was observed that the representatives from KAM
were representing forei gn multinationals.

6. The Ministry also notified the World Trade Organization Technical Barriers to Trade

Committee (WTOTBT) in Geneva on the draft Regulations as required by the TBT Agreement
and received comments from various member states including the USA, Switzerland and the

EU. KAM, though un-procedural, also submitted their memorandum to the WTO TBT
Committee. In the National TBT Committee meeting, KAM, once again, submitted their
memorandum and the Ministry responded adequately.

7. Safety and quality requirements are not the subject of these Regulations because there are

already existing Regulations addressing on issues of safety and quality.

8. The definition of public place has been provided in the Public Order Act,
9. That the regulations provisions on labelling are in line with how all other products are dealt

with.

Submission from the Kenya Association of Manufacturers

Ms. Mirriam Bomett, Deputy Head, Policy Research and Advocacy, representing the CEO KAM,
highlighted the following issues in the regulations and informed committee that no consensus was

reached in addressing them during the stakeholder engagements on the regulations:-

1. Transition Period
The regulations don't stipulate a transition period hence, once they are approved and passed by the

National Assembly as a law they become effective immediately and all products in the market will
be rendered non-compliant. Recalling the products off the shelf will lead to widespread stock outs
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and caregivers will not be able to access products for their babies. Manufacturers will also incur

losses due write offs.

Proposed amendment - a transition period of 24 months be provided to cater for products on

shelf, and on transit and depletion of packaging materials.

2. Interactions with Health Ca re Professionals

The requirements in article 27 (2) (a) (b) are ambiguous as one can only create awareness of a

product that they would normally endorse. Secondly, there may exist a personal relation

between a medical delegate creating awareness of a designated product to the targeted

healthcare professional. Such a relationship should not be a deterrent for such interaction.

Proposed amendment -

i. Delete article 27 (2) (a) and (b) and a definition of the particulars of the healthcare worker

(27 (2) (c) be provided to ensure this requirement will not lead to infringement of the Data

Protection Act.

ii. Proposed public venue (27 (2) (ld)- provide a definition of a "public place" to avoid

misinterpretation

iii. 27 (2)(f) A certificate of analysis from an accredited lab to be submitted to avoid additional

costs ofanalysis for already certified products.

iv. Provide the timelines for feedback and approval of this application as per the Fair

Administrative Action Act, 2075.

3. Cross- promotion
The definition for cross promotion is subject to misinterpretation as it may impact, product logos,

branding, colour schemes which are IP rights and proper placements of products on shelf s for

hygiene and safety and should therefore be reviewed to reduce Ambiguity and infringement on

intellectual property rights and trademark rights on its application scope in the Kenyan market.

Proposed amendment -
i. Address product distinction through labelling and align with text in existing standards as this

is in line with Kenya standard KS EAS 4 the Infant formula specification Section 10.11.5

ii. Proposed definition: "Cross-promotion" also called brand crossover promotion or brand

stretching) is a form of marketing promotion where customers of one product or service are

targeted with promotion of a related product. This can include packaging, branding, and

labelling of a product to closely resemble that of another (brand extension). In this context,

it can also refer to use of promotional activities for one product and/or promotion of that

product in particular settings to promote another product".

4. Labelling
a. Under article 18, the statement as is, implies that the manufacturer's logo is prohibited on

the label and should therefore be rephrased to align with existing KS EAS 4 standard. The

mmanufacturer's corporate logo illustration should also be part of the label for

identification of the product.
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Proposed amendment -
The label shall have no pictures photographs, drawings, or any other graphics which
represent infants and/or women other than illustrating methods of preparations. The label
shall not idealize the use of the designated product.

a. In article l9 (l) replace the word "Warning" with "Important Notice" and include
'or an equivalent statement' at the end to provide flexibility where a similar
statement has been provided with sufficient meaning and the provisions be

maintained as per the harmonized EAC Standards I 0. I I .3.

b. Delete 37 (b) since the purpose of engaging the health professional is to create
awareness about the product, which should include the brand name

c. Delete 37(e) Purpose of engaging the health professional is to create awareness

about the product, which should include the brand name and producer.
d. Provide clarity on the restriction under 37 (c)

Committee Observation

The Committee made the following observations:-

(1) Statutory Timelines

The Regulations were published in the gazette on the 27ft August ,2021 , vide Legal Notice No I 84
of 2021, submitted to the Clerk, National.Assembly on 5th October, 2021 and laid in the House on
6tr'October,202l being within the requisite statutory timelines under section I l(l) of the Statutory
Instruments Act.

(2) Public participation

According to the Explanatory Memorandum submitted to the Comrnittee and the presentations
made by the Ministry of Health during the meetings, the Ministry further demonstrated that
consultations were done while preparing the Regulations, with key stakeholders whose input were
considered before finalization ofthese Regulations. Some of the key stakeholders indicated to have
been consulted are Ministry of Health, members of the National Committee of Infant and Young
Child Feeding (NCIYCF), UNICEF, WHO, legal experts (local and international) and experts on
matters of maternal, infant and young child feeding, trade and food standards. The Ministry has

attached an Explanatory memorandum with a schedule of persons with whorn they met during
their public participation exercises. Following a request by the Kenya Association of
Manufacturers (KAM) for another consultation session, a meeting was held on l3th September
2019 where KAM presented their comprehensive memorandum and key issues were raised.

The Kenya Association of Manufacturers (KAM) had however raised some genuine concerns on
the regulations as published, as they were likely to have a negative impact on the industry if
implemented as published.

(3) Regulatory Impact Statement
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Pursuant to section 6 of the Statutory Instruments Act, a Regulatory Impact Assessment was

conducted and a Regulatory Impact Statement presented alongside the Regulations as they are

likely to impose significant costs on the community or apart of the community.

Committee Resoluhon
Having examined the conformity of the Breast Milk Substitutes (Regulations and Controls)

(General) Regulation s,2021published vide (Legal Notice No, I84 of 2021 , with the Constitution,

the Interpretations and General Provision s Act (Cap 2), the Statutory Instruments Act, 2013 Q'{o.

23 of 2013), pursuant to which they are made, the Committee recommends that the House

approves the Breast Milk Substitutes @egulations and Controls) (General) Regulations,

21zlrpublished vide (Legal Notice No, 184 of 2021) with the exception of the provisions set out

in the schedule hereunder, which the Committee proposes amendment pursuant to Section 28 (5)

of the Breast Milk Substitutes (Regulations and Controls ) Act, 2012 asper the schedule hereunder

SCHEDULE: PROVISIONS OF THE REGULATIONS PROPOSED FOR

AMENDMENT

PROVISION OF THE
REGULATION

PROPOSED
AMENDMENTS

JUSTIFICATION

Regulation I

"These Regulations may be

cited as the Breast Milk
Substitutes (General)
Regulations, 2021."

These Regulations may be

cited as the Breast Milk
Substitutes (General)
Regulations, 2021 and shall
come into force on 30th of
May,2022

The Committee recommends
to the House to adopt the
proposed amendment to
provide for a commencement
date in Regulation I to be 30th

May,2022 being six months
after date on which this
House approves the
Regulation.

Regulation 2

"Inlerpretation"
Insert the following definition
immediately after the
definition of the word "public
analyst"
"public venue" means any
venue to which for the time
being the public or any
section of the public are

entitled or permitted to have

access whether on payment or
otherwise, and, in relation to
any meeting to be held in the

future, includes any venlle
which will, on the occasion
and for the purpose ofsuch
meeting, be a public venue

To make it clear and certain
what amounts to a public
venue within the meaning of
the Regulation and in respect

to where manufacturers and

other stakeholders may meet

for purposes of this
Regulation.

Regulation 27 (l)
Creating awareness
(l)

To provide for a timeline in
within which a manufacturer
who has applied for approval
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"Subject to section 6(3) of
the Act, a manufacturer or
distributor who wishes to
create awareness about the
scientific and facl ual matters
of the breast milk substitute
or complementaryfood
product, shall before
co mmencing interact io n s
with any heolth worker apply
in writing to the Committee
for approval."

Insert the following sub
regulation i mrnediately after
(sub regulation)l
(l A) the committee shall
upon receiving an application
under (sub regulation l)l
consider the application and
respond to the applicant
within l4 days

to create awareness about
scientific and factual matters
may expect to receive
response from the National
Committee on Infant and

Young Child Feeding

MIN.NO. INNCDLIaO}II?9& ADJOURNMENT
There being no other business the meeting was adjourned at 4.45 p.m. Next meeting will be held
on Wednesday 106 November,202l

./-,.
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MINUTES OF THE 18TH SITTING OF THE COMMITTEE ON DELEGATED

LEGISLATION HELD ON TUESDAY, 23RD MARCH, 2021 AT 10.00 A.M. IN THE

COMMITTEE ROOM 9, MAIN PARLIAMENT BUILDINGS

PRESENT

l. The Hon. Muriuki Njagagua, M.P.

2. The Hon. Waihenya Ndirangu, M.P.

3. The Hon. Cecily Mbarire, MGH, M.P

4. The Hon. Martha Wangari, M.P.

5. The Hon. AbdiTepo, M.P.

6. The Hon. Edith Nyenze, M.P

7. The Hon. George Murugara, M.P.

8. The Hon. Gideon Mulyungi, M.P.

9. The Hon. Jennifer Shamalla, M.P.

10. The Hon. Munene Wambugu, M.P.

11. The Hon. Robert Gichimu, M.P.

12.The Hon. Sammy Seroney, M.P.

ABSENT WITH APOLOGY

l. The Hon. Kassait Kamket, M.P.

2. The Hon. William Cheptumo, M.P

3. The Hon. Alice Wahome, M.P.

4. The Hon. Ronald Tonui, M.P.

5. The Hon. Kamoti Mwamkale, M.P

6. The Hon. Daniel Maanzo, M.P.

7. The Hon. Robert Mbui, M.P.

8. The Hon. Timothy WanYonYi, M.P.

9. The Hon. (Dr.) Wilberforce Oundo, M.P

10. The Hon. Nicholas Tindi Mwale, M.P.

I l. The Hon. Patrick Mariru, M.P.

IN.ATTENDANCE
National Assembly Secretariat

1. Ms. Susan Maritim
2. Mr. Mohamed Jimale

3. Mr. Wilson Dima Dima

4. Mr. Faith Makena

5. Mr. Charles Ayari
6. Mr. Marc Chirchir

- Vice Chairperson

(Virtual Attendance)

(Virtual Attendance)

(Yirtual Attendance)

(Yirtual Attendance)

Chairperson

Senior Clerk Assistant

Clerk Assistant II
Principal Legal Counsel

Serjeant-at-Arms

Superintendent of Electronics (Audio)

Pupil



Kenya Association of Manufacturers

l. Mr. Rajan Malde
2. Mr. James Odhiambo
3. Mr. Kevin Saola
4. Ms. Brenda Warema
5. Ms. Tracy Waithaka
6. Ms. Susan Maendia
7. Ms. Elizabeth Gichangi
8. Ms. Akinyi Gikonyo
9. Mr. George Kiongo
10. Mr. Brian Kaloche

Arusha (Virtual Attendance)
I l. Mr. Goodluck Wesonga

(Virtual Attendance)

Director
Member KAM (Virtual Attendance)
Member KAM (Virtual Attendance)
Member KAM (Virtual Attendance)
Member KAM (Virtual Attendance)
Member KAM (Virtual Attendance)
Member KAM
KAM Consultant
KAM Member (Virtual Attendance)
East Africa Business Counsel of Manufacturers,

East Africa Business Counsel of Manufacturers

MIN.NO./NA/CDL/202I/O7I PRAYERSANDPRELIMINARTES

The meeting commenced at 10.25 a.m. with the prayers.

MIN.NO. /NNCDLIaO}IIO7} ADOPTION OF THE AGENDA

The Committee unanimously adopted the Agenda as presented having being proposed by Hon.
Jennifer Shamalla, MP and seconded by Hon. George Murugara, Mp.

MIN.NO. INNCDLI2O2IIOT3 CONFIRMATION OF MINUTES OF THE
PREVIOUS SITTINGS

Minutes of the previous siuings were read and confirmed as follows -
Minutes of the l2th Sitting held on lTth February,202l were confirmed as a true record of the
proceedings having been proposed by Hon. Jennifer Shamalla, M.P. and seconded by Hon.
George Murugara, M.P.

Minutes of the 13ft Sitting held on 5ft March,202l (Morning Sitting) were confirmed as a true
record of the proceedings having been proposed by Hon. Jennifer Shamalla, M.p. and seconded
by Hon. George Murugara, M.P.

Minutes of the l4s Sitting held on 5tl' March, 2021 (Afternoon Sitting) were confirmed as a true
record of the proceedings having been proposed by Hon. George Murugara, M.p. and seconded
by Hon. Jennifer Shamalla, M.P.

Minutes of the l5s Sitting held on 6th March, 2021,2021 (Morning Sitting) were confirmed as a
true record of the proceedings having been proposed by Hon. Sammy Seroney, M.p. and
seconded by Hon. Munene Wambugu, M.p.
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Minutes of the 16ft Sitting held on 6th March, 2021,2021 (Aftemoon Sitting) were confirmed as

a true record of the proceedings having been proposed by Hon. Robert Gichimu, M.P. and

seconded by Hon. Sammy Seroney, M.P.

IVIIN.NO./NA/CDL/2O2IIO74 MATTERSARISING

No matter arose.

MIN.NO. /NA/CDL/2O2IIO75 CONSIDERATION OF TIIE DRAFT BREASTMILK
SUBSTITUTE (GENERAL) REGULATIONS, 2021

The delegation from the Kenya Association of Manufacturers led by the Mr. Rajan Malole

introduced themselves and presented the Association's concerns regarding the draft Breastmilk

Substitute Regulation s, 2021 to the Committee.

Background

ln2019, the Ministry of Health published the draft Regulations and subjected them to public

participation. The Industry under KAM participated and presented its Memorandum.

In February 2021,the Industry was made aware of the Ministry of Health's request to the World

Trade Organization (WTO) for approval of the draft Regulations in order to gazette the

Regulations.

The WTO notified Kenya that it has received concerns on the Regulations from Member States -

the United States of America and Switzerland as well as the Industry in Kenya @ottled Water

Industry and Nutrition and Infant Sub Sector) on the impact of the Regulations.

Kenya is currently preparing its position to submit to the WTO led by the Ministry of Health.

Key Concerns

1. Lack of public consultation on new provisions under Regulation 26: Inclusion of
provisions to regulate bottled water, cereals and porridge under the law. Newly

introduced provisions under Regulation 26 were not previously included in the draft

Breastm i I k Substitutes Control Regulation s 2020.

The Act does not provide for regulation of such items - focus is on milk products.

2. Non-compliance with the Statutory Instruments Act, 2013t The Act mandates the

conducting of an impact analysis of the Regulations due to its economic impact to

businesses. To date the impact assessment has not been carried out despite escalation to

the World Trade Organization for approval.

3. Economic impact: The Regulations will greatly aflect investments, economic

contribution and employment contribution to the country.

4. Product labelling provisions are extremely restrictive and will negatively affect the

Industry despite being an approved and lawful product in the Country.

5. Inclusion of cross-promotion terminology in product scope.
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Recommendations to the Committee

l. Require the Ministry of Health to withdraw the Regulations from the World Trade
Organization (WTO) process in order to firstly comply with the provisions of the
Statutory Instruments Act, 2013.

2. Reg. 2 and 32 on cross-promotion: Reg. 32 bars manufacturers or distributors of a
designated product or a pre-packaged complementary food from engaging in cross-
promotion. KAM proposed alignment with CODEX decision not to adapt.

3. Reg. 6 requires all products to be registered with the Nutrition and Dietetic Division, in
the Ministry of Health. KAM proposed that MOH maintains registration as provided for
under the Standards Act by KEBS since additional regulation without adequate
justification will only put more pressure in an already over-regulated and strained
industry. Creation of multiple registration procedures will enhance barriers to trade.

4. Reg 17, 18, 19 and 21 on product labelling: KAMproposes maintenance of provisions
as per the harmonized EAC Standards e.g replace the word "warning" in Reg. 19 with
"important notice."

5. Reg. 21(b) on preparation methods of formula rnilk using (70) degrees Celsius boiling
point, KAM proposes deletion of this provision as it is not practical and not be
implementable. WHO/FAO recommended use of other viable hygienic preparation
methods where there's high level of confidence in the safety of the product.

6. Reg27r 28 and 29 on interactions between manufacturers, distributors and health
workers: KAM proposed that the Regulations should state that interactions with
healthcare professionals to follow the existing ethical codes of conduct.

Reg.27(2) infringes on consumer rights e.g. business practices and offends the right of
association. KAM proposed deletion of this provision.

7. Under Reg. 29 on professional evaluation, KAM proposed deletion of the regulation
for reasons that once an annual plan has been approved no need for health professionals
to seek further approval for interaction, KAM justifies that it will be a second layer of
complexity.

Way Forward

The Committee requested the Kenya Associations of Manufacturers to submit their
correspondences exchanged with World Trade Organisation (WTO).

MIN.NO. /NA/CDL/2021/076 ANY OTHER BUSINESS

1. Retreat with the Public Service Commission: the Committee was informed that public
Service Commission invited the Committee for a pre-publication consultative meeting to
consider the draft Public Service Commission (Performance Management) Regulations.
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The Committee resolved to undertake the activity from Thursday, 15 to Monday 19 April,
2021inMombasa County.

2. The Committee also resolved to invite the National Treasury & Planning to the retreat to

consider the draft Public Finance Management @ublic Investment Management)

Regulations,202l and Public Finance Management @qualization Fund) Regulations,

2021.

MIN.NO. INNCDIJaOZIIOTT ADJOUR}IMENT

The meeting was adjourned at 11.45 a.m. The next meeting will be called on notice.

,,u#:.... 2 2)L(Date.
HON. KAMKET, M.P.(."

(crIArRPERSOr9
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MINUTES OF TI{E 9TH SITTING OF THE COMMITTEE ON DELEGATED

LEGISLATION HELD ON FRIDAY, 5.TII FEBRUARY,ZOIO AT 10.30 A.M. IN BArRAZAz

CONFERENCB ROOM AT THE WI{ITBSANDS RESORT, MOMBASA

PRESBNT

l. The Hon. Kassait Kamket, M.P.
2. The I{on. Muriul<i Njagagua, M.P.

3. Tlre llon. Waihenya Ndirangu, M.P.

4. 'fhe Hon. Alice Wahome, M.P.

5. The l{on. Cecily Mbarire, MGI-I, M.P.

6. The l{on. Daniel Maanzo, M.P.

7. The Hon. Karnoti Mwamkale, M.P.

8. The Hon. Martha Wangari, M.P

9. Tlre Hon. Robert Mbui, M.P.

10. The Hon. Rorrald Tonui, M.P.

I L The Hon. Timothy Warryonyi, M.P.

12. The Hon. (Dr.) Wilberforce Oundo, M.P

13. The Hon. Abdi Tepo, MP

14. The l-lon. Edith Nyenze, M.P
.l5. 

The l{on. George Murugara, M.P.

16. The Hon. Jerrnifer Shamalla, M.P.

17. The Hon. Munerre Wambugu, M.P.

18. The Horr. Patrick Mariru, M.P.

19. The Hon. Robert Gichimu, M.P.

20. The Hon. Samnry Serorrey, M.P.

21. The Hon. Tindi Mwale, M.P.

Chairperson
Vice Chairperson

\ ,.i

ABSENT WITI{ AI'OLOGY

The Horr. William Cheptumo, M.P

The Hon. Gideon Mulyr,rngi, M.P.

IN-ATTENDANCII

NationaI Assembly Secrctnriat

l. Mrs. Florence Abonyo-Atenyo - Director, Audit, Appropriations & Other Select Conrnrittees

2. Ms. Susan Maritim - Serrior Clerk Assistant

3. Mr. Moharned .lirnale - Clerk Assistant II

4. Mr. Dima Dima - Principal Legal Courrsel

5. Mr. Charles Ayari - Superintendent of Electronics (Arrdio)

6. Mr. Anthorry Wamae - Serjeant-at-Arms

7. Ms. Beatrice Aurrra - Personal Secretary

8. Ms. Mary Otieno - Office Superintendent

9. Ms. Yvonne l(iprop - Pupil



Ministry of l{calth

l. Dr. Mercy Mwarrgangi -

2. Dr. Pacificalr Onyancha -

3. Ms. Veronica I(irogo
4. Prof. Ruth Ncluati

5. Dr. Boniface Kirnuyu
6. Dr. l-lezron Omollo
7. Mr. I)eter Mutua

8. Mr. Bernard I(uria
9. Mr. I'erry Rotich
10. Ms. Annette Ontwoyo
I l. Dr. Bashir M. lssak

12. Ms. Sahara S. Ali
13. Ms. Rose Wambu

Clr iel' Adm inistrative Seclctary
Ag. Dircctor o1'Medical Scrvices

I-lead, Division of Nutrition
Lectr,rrel /Nutrition lJxpert, U n ivcrs ity o I' Nai robi
Public llealth Specialist
Technical Aclvisor, MOI I

Quality Assurance Manager, KEBS
Senior State Counsel

Senior State Counsel

Principal t.egal Officer, I(enya Law Itef,orrrr Commission
Nutritiorr Departntent

Senior Assistant I'}ublic I'{ealth Ofllcer

MIN.NO./NA/CDL/2021/033 I'RAYIIRANDI)IIEI-IMINAIIIES

The tneeting comltlencecl at 11.00 a.nr. witlr thc l)rayers after wlrich a rounci of introductions n,as
conductcd. The Chairperson thereafter welcomed the CAS to present the dral't Regulatiorrs.

MIN.NO. /NA/CDL/2021/034 CONSIDI]TIATION OF TIII' PROPOSED ItIIEAS]'
MrLr( sutlsTlT'uTtr (GENriRAr.) RnGULATTONS,
2020

llcmarls by Dr. Mcrc5, Mrvangagi, Chicf Adnrinistrativc Sccretary, Ministry ol'Health
'l'he Chief Achnirristrative Secretary thanl<ed the Clomrlittee fbr the invitation to the nreeting for
prepLrblication scrutitty on the proposed Brcast Mill< Substitute (Ceneral) Ilegulations,2020. She
al'fimred tlte irnportance of tlie Regulations to the seotor and the wellbeing ol'the chilclren in l(errya.
She emphasized that breastfeeding is the single most important health, social & ecorronric iuvestmerrt
towards achieving 9 out o1'the l7 Sustainable Deve lolrrent coals (SDCs).

'l'he govcntment is worl<ing hard to protect breastlecding lrorn inappropriate, aggrcssive and
ttnethical Inarketing of breastmilk substitutes which unclerrnine eflbrts to inrprove breastfeecling
rates and negatively al'f'ect clroice and ability of er mother to breastl'eecl lrer infant optimatty.
Corrtinuecl breastf'eedirrg with complementary {'eecling to 6-23 montlrs can acliieve another 50%o

reduction in deaths & hospital admissions. tlreastf'ed children and adolescents havc higher
perflormattce on intelligence tests. Breastf'eeding can protect women againsL brcast ancl ovarian
cancel'.

'l'lre CAS I'ttrtlrer reitcrated Ar[ 43 ol'the Constitutiorr ot'l(errya (2010) rvhiclr provicles tlrat every
person has the right to be fi'ee fi'om hunger and to have adeqr-rate lbocl o{ acccptable qLrality ancl Art
53 wlrich guarantees every child the right to l"rasic nutritiorr.

She {irrthcr noted tlrat good nr"rtrition is essential {br health clevelopnrcrrt, strrvival, cliglity arrci

econonlic prodtrctivity. lJetter ttutt'itiott is relatccl to inrproved inlhnt, chilcl ancl ntaternal 5ealt5,
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stronger inrrnune systems, salbr pregnancy and childbirtlr, lower risk of non-cornr.nunicable diseases

and Iorrgevity.

The CAS outlined that the draft Breast Milk Sr-rbstitutes (llMS) Regr-rlations seek to ensure) that all
persons that use, manufacture, sell and market BMS urrderstand that BMS underrnines breastfeeding

arrd that sub-optinral f'eeding is a leading but preventable cause of serious child illnesses ancldeaths.

The Regulations prescribe tlie manner of conduct irr the lbllowirrg areas as required by the BMS Act,
2012: donations, labelling, interaction betrveen healtlr workers and manufacturers/distributors,
cross-promotion, advertisernent, denronstrations on the use of designated products, publication ol
infornratiorr, educatiorr and conrmunication materials arrd the penalties for failLrre to adhele to the

BMS Act and its Regulations.

Plcnary cliscussions

l. Public Participation

It rvas observed that public participation was done in trccordance with the Constitution througl-r

various stal<eholders' meetings inclr-rcling consr:ltations with Kenya Association of Manufacturers,

Kenya l-lealth Federation, I(enya NLrtritiorrist and Dieticians lrrstitute was received.

CAS further pointed out that public participation was done in accordance with the Constitution
through various stakeholders'forunrs. The proposed draft Regulations were also circulated to

internal stakeholders via ernail in May 2019, internal consultative rneetirrg held on 28tl' June 20 19, a

pLrblic notice published in MyGov on l3tl'August,20l9 and stal<eholders'consultative forLrnr held

on 27tt'At-tgt"tst, 2019.l-lie Ministry of Ilealth also conclucted a workshop for finalization of tl're
Regulations and submitted to the AC's office 1'or review.

2. Support of nrothcrs in the proccss

The Ministry inl'orrned the Corrrmittee that it lrad introdr,rced certairl programnles to ensure that

breastl'eeding mothers are taken cale o1, 1'or instance, tlrrough counsellirrg programntes ofl'ered at the

liospital where mothers at the wards are given sul'ficient irrformatiorr on breast nrilk nutrition.

Furtlter, the Mirristry also introduced breastfeeding comn'lLrnity initiatives which targets mothers who
Itave been discharged 1'r'onr lrospital so as to train thern on how to properly [:reastfeed their childrerr

and to sensitize thenr on trreastfeeding nutrition.

3. Quality assurance & stanclzrrds

Mol-l assurcd the Conrmittee that through interactiorr witlr various bodies including World Health

Organization (WI{O), the Ministry has been able to conre u1t r.r,ith the required standards which are

corrsidered safe for use in the l(enyan rlarket.

4. Dclay in preparation of thc Ilcgulations

l'lte Cornnrittee rrotecl that the Breast Mill< SLrbstitutes (Regulation and Corrtrol) Act was enactecl in

2012 yet the draft regulations are still in dra[t {brm. 'fhe Ministry respondecl that developnrent of the

Regulations has [reerr an ongoirrg proccss sirrce the enactnrent o1'tlre Act and involved engaging with
the private sector', sorne of whom, wele opposed to regulation.

3ll'itl.:



5. Ethics rcvolving around the regulations

Members raised concems on the ethics behind the selling ol'the breast nrill< substitutes by the verrious

playels in the indLlstry. In response, the Ministry resporrclcclthat l)art V ol'the RegLrlations spells oLrt

the manner of interaction between manulhcturers, distribrrtors arrcl healtlr workers. I{eg. 3l
specifically lirnits this interactior-r by outlirrirrg what is prohibitecl during the interactions.

6. Ilegulatory Impact St:rtcment (ltls)

Pursrrant to sectiorr 6 ol'the Statutory Instrunrents Act,20l3, the Ministry is requirecl to attach a

I{egLrlatory lrnpact Statement whether the Regulatiotrs are lil<ely to inrpose signilicant costs orr thc

corlnrurrity or a part of the community.

7. Labe lling of IIMS products

On the labelling of the breast rrrilk substitutes products citing exarnples of tlre warning labels that

are conrpulsory for substances such as tobacco and alcohol. It was noted Reg. 26 specilically lays

out the exact words in llrrglislr and l(iswahili language in bold and in a pronrinent positiorr on tlre
contairrer.

Professor Nduati who is a menrber o1'the BMS'l'askforce inl'ormed the Conrnrittee tliat sonre of the

already existing samples are fi'orn l'oreign countries and are written in loreign Iarrguages e.g., Saucli

Arabian products being written irr Arabic. Regulation l9 of'the clraft regulations specilically
marrdates manul'acturers to label the instructiorrs eitlrer in l3nglish or I(iswahili.

8. Consultations rvith Committce on I)clcgntcd Lcgislation

The Committee brouglrt to the attention o1'the CAS that section 28 of thc BMS Act rvhich etrpo\,vers

the National Assernbly to rnal<e amendrnerrts to the regulations and othcr provisions flor processirrg

the Regulations once laid before the llouse.

Sectiorr 28 (l) - The Cabinet Secretary is required to consult the Comnrittee in rnal<ing the

Regulatiorrs.

Section 28 (4) - Regulations shall not come into operation upon publication but shall be laid before

tlre National Assembly.

Section 28 (5) - lf a resolutiorr is passed by the National Assembly rvithin t\.veltty-ot'le days orr which
it next sits after the regulations are laid before it that the regLrlation be annLrlled or amerrded in a

specific rnanrler, the regulatiotr shallthence{brth be void oranrended as resolvcd by thc Assentbly.

Section 28 (6) - 11'no resolution is nrade by the National Asscrnbly within the expiry ol'twenty-one
days {i'orn the date orr which the Assernbly next sits 1'ronr the date orr rvhich thc regulations are laid

under subsection (4), the l{egulations shall come into operation in the lbrnr laid belbre the Asscnrbly
uncler that subsection.

Ilcmarl<s try the Chicf Administrative Sccret:rry

'l'he Chief Adrninistrative Secretary appreciated the Cornrrittee lbr the cngagement and assurecl thc
Committee of her comrnitrnent to u,orl< closely with the Corrrnittee inclLrcling consultations ltrior to
publication ol'instrurnents. Shc also assured the Corlrnittee that the Regulatory Inrpact Statentent
will be availed to the Conrmittee as soon as possible.
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Remarks by the Vice Chairperson

The Vice Chairperson appreciated the officials frorn the Ministry of Health for the fruitfu{

engagements on the draft Regulations. He concluded by advising the Ministry to engage ft€
Committee prior to publication of Regulations for scrutiny as a best practice.

MIN.NO. /NA/CDL/2O2TIO35 ADJOURNMENT

Tlre meetirrg was adjourned at I.l5 p.m. to be reconvened on Wednesday, lOth February,202l at

2.30 p.m.

Signed Date...

HON. KASSAIT KAMKET, M.P.

(cHATRPERSON)
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NISTRY OF HEALTH
OFFICE OF THE CABINET SECRETARY

Telephone: +254-2-27 17 07 7

E-mail : cshealthzors@gmail.com
llhen replying please quote:

Ref: MOH/LEGAL/IlI (15)

Mr. Michael Sialai, EBS
Clerk of the National Assembly
Parliament Buildings
NAIROBI

ol) Lrp

AFYA HOUSE,
CATHEDRAL ROAD
P.O. Box 30016 - 00100,
NAIROBI

Date: 28th Septemberr202l

)qv4
RE: BR-EAST MILK SUBSTITUTES EEGULATION AND CONTROL)

(GENERAL) REGITLATIONS, 202 1

Breastfeeding is the natural way of providing infants with the nutrients they need for
healthy growth and development. The World Health Organization (WHO) and the

United Nation Chilclren's Fund (LINICEF) recommends initiation of breastfeeding

within one hour after birth, exclusive breastfeeding in the first 6 months of life and

continued breastfeeding with introduction of nutritionally adequate complementaly

food up to 2 years or beyond.

Recognizing that breastfeeding is an important aspect of primary health care in

addressing infant malnutrition, morbidity and mortality, and that lmproper practices

in the marketing of breast-milk substitutes (BMS) and related products can

contribute to these major public health problems, the World Health Assembly

adopted the International Code of Marketing of Breastmilk Substitutes in 1981.

Subsequently, the Kenyan Parliament enacted the Breast Milk Substitutes

(Regulation and Control) Act in 20l2to give effect to the Code by providing for the

appropriate marketing and distribution of breast milk substitutes; safe and adequate

nutrition for infants through the promotiori of breastfeeding and proper use of breast-
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LeoerNoflceNo. t84

THE BREAST MILK SUBSTITUTES (REGULATION AND
CoNTROL) ACT

(No.34 of20l2)

THE BREAST MILK SUBSTITUTES (REGULATION AND
CONTROL) (GENERAL) REGULATIONS, 202 I

ARRANGEMENT OF REGULATIONS

Regulation

PART I_PRELIMINARY

l- Citation.

2- Interprctation.

3-Guiding principles.

4-Objects.

PART II_PROCEDURES RELATING TO THE USE OTI

DESIGNATED PRODUCTS AND I'RE-PACKAGED
COMPLEMENTARY FOODS

S-Production and packaging of designated and cornplementary food
products.

f-Registmtion.

7-Sampling and tesling.

&-Requiremcnt to comply with the Rcgulatiotts.

$-Manufacturing, sell and cxpiry clate,

lO-Use of alternative containers from the original.

I l-{ertificatc of analysis.

PART III_DONATIONS OF DESTCNATED PRODUCTS AND
PRE-PACKAGED COMPLEMENI ARY FOOD

l2-Application to donate

I 3-Restrictions to donations.

l4-Filing of rctums.

l5-Application by charitabte and social institutions.

I6--Use of donations.
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I lt6 Kcrya Sfiskllary bglslatbn, 202 I

THE BREAST MILK SUBSTITUTES (REOULATION AND
CoNTROL)ACT

(No.14 of20l2)

IN EXERCTSE of the powcrs conferred by scction 28 of thc
Breast Milk Substitutec (Regulation and Contol) Act, 2012, the
Cabinct Secrcary rcsponsible for mattcrs relating to public hcalth,
makes the following Rcgulationr-

THE BREAST MILK SUBSTITUTES (REGULATION AND
CONTROL) (GENERAL) REGULATIONS, 202 I

l. Thesc Regulations may bc citcd as the Breast Milk Substitutcs citrtim'

(Gcrrral) Regulations, 2021.

2. In thcsc Rcgulationq unless the context othcnrisc requires- lntctFttrtion'

"Act" means the Breast Milk Substitutcs (Regulation and
Control) Act;

'cross.promotion" meanE a form of rnrrkcting pomotion whctl
customcn of onc product or ccwicc arc targctcd with thc promotion of
a relatcd product uring symbols, colouring, naming, rhelf ptacement or
any othcr mcans that implicr bcncfit or suitability;

"donation" means a derignatcd product or prapackaged
complcmcntary food offcrcd for charity or humanitarian eid;

"doncc" mcant the pcrson or institution receiving thc donation;

"donor" mcanc the pcrson or institution making the donation;

'KS CODEX STAN" means any Codcx San&rd that has bccn
approved as the Kenya standards under the Standards Act;

'KS EAS" mcans an East African Standard that has bcen
approved as a Kcnya standard undcr the Standardc Act;

"KS" mcans a Kcnya Stmdsrd approved un&r thc Standards
Act; and

"pubtic analysf' mcant a hcalth ofricer who examincE, revicws,
evaluatcr, or conducts rcsearch of &signatcd products and prc'
packagcd complcmentary food.

3. (l) Thc guiding principles for intcrpreting thc Act and thcsc ftidhtprirciph*

Rcgulations, bindg thc authoriscd offtcers and all pcrsom whenever any
ofthenr-

(a) applies or intcrprcB any provision of thcsc Rcgulations;

(b) arc involved in thc manufacturc, digtribution, study, or
advising about thc usc of &signatcd prodtcts or
comptementary foods or about brcastfccding; and

(c) makcg or implcmcnts public policy dccirions.

(2) Wittrout prcjudicc to thc gcnerality of *rbrcgulation (l), an

authorird ofEccr shalt in thc diecharge of his or hcr functions undcr
0rcrc Rcgulationt, cnsure that-
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(e) in 6rc prcvi*n of fiitin rrviccg, tbG bcd intcrtct of .E
i!fritrd y,q3ctild b ptood;

O) inititiil of braaftoft3 of tc iff b doc ril&r m
truofddiruy rd GrclutirctrcrgfooAog for6c fir rh
(6) monlhs of life;

(c) tirrcty ito&rdha of rpproprieE, tdcgldc rod sdc
complerncmry food wift continucd brcartfccdit4 for .
pcdod of twcnty-four (24) nds or bcyod;

(d) whcre r4roprktc, b,rcrrturilt subrtitutcr nd pncar*rged
comphficoury food ,hrll bc srft for thc coaumpiot of
en infrntdyon6dlld;

(e) sdoqure nd ccrra h&tutnifi on brcrdcdiq d
iofrlt.Dd,mE ctiH ftcdiqg Srll bc rvrihHc b lhc
gcncnl Fblic; and

(f) int!ilctkn wi6 Erautcu!il rod diiribf,ffl of
dctigrtcd prodtrcs rfr ll bc dmc h thc mam prclctibGd
undertho Act.trd thcr Rcguhti<ns.

4. Th3 o@ of thc nrfdnlm b to tri& rS pcncr lht or,-'
usc, marrufachrp, tcll rad mr*a breeg milk nrbcitlu rd 5 cnsrc
0rat dl pcnnm undc$tu.l 6rt ht S milt rubatitttcs utrdctninct
brcest&cding Ed subopaiml mcOnf ir r heding hrprcrcatrbh
causc of dcdr rnd scrior illncr h iafistt and yomg childrco.

PART II+ROCEDURBS RELATING TO THE USE OF
DESICNATED PROil.,CTg AND PN,E-PACI(AGED

COMPLEMENTARY FOOD.

5. Thc podrrctioru prcerrlfion .od Prc&rging of dcsiln&d
prodrrca rnd prc+rc&efed omplcecnuy fod thrll bc in rcmdmoc
with-

(a) thc provieioos of thc Asq thc Foo4 Drugr aod Chcokrl
S$moer Acq thc PuHic Hcrltlt Ac( thc Slra&dr Act
and thc Kcrryr Stmdr& KSEAS 39 end rny chrr wrict
lrw; rnd

(b) thc lGrryr drdr fu iitut fornrfr (KS EAS4), bllory
up fonade (KS @DEJ( STAI{ 156), formuhlcd pr+'
packrfed coilplctDcatry fooil for oHcr infuts rd yooog
childrcn (K$2J15) d pnoccsscd ocrcel brrcd fto& fur
infino md 1ormg childrca ( 1(S EAS 72).

6. Every mrsufrdurcr or ipat6 of fuitttd p'roducts dldt
ngictcr with thc olEE i! 6r3G d rrfrbe od ditgics h &G
Ministry rerponriUc fu rusr ltfihS so F6lic bc.fL UV ereviliry
its physical addrcq gqtm" l#q d colril cilffi hfcdu
rad dcchring thrt 6G tro66 t iqdlr a difribrlcr rc abirr o
&ir Acl and il erwi& eeod hfrrmiqr rithin 3O &yc of ttcr
dccltrcd infuradin drqiit.

Iffiri
frctfif of
ad;E-a
oqla-yioa
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q.ar+cezo
dq.x
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7. Sampling and testing of the designated products and pre'
packaged complementary food shall be in accordance with the
provisions of the Act, the Food, Drugs and Chemical Substances Act,
the Public Health Act and the Standards Act and any other written law'

8. A manufacturer, trader, importer and distributor shall not
import, offer for sale or sell any designated product or pre-packaged

complementary food if it does not comply with these Regulations, the

Act and any other relevant written law.

9. No person shall stock, distribute, sell or exhibit any food for
infant and young child which does not have a manufacturing date and
an expiry date.

10. Any person who stocks, distributes, sells or exhibits a

designated product or pre-packaged complementary food for use by
infants or young children in an altemative container from the original
containers shall hermetically seal and label the alternative container in
accordance to the Act and any other written law.

I L (I) An authorised ofticer may at any time, collect and submit
to a public analyst a sample ofa designated product or a pre-packaged

complementary food product for analynis.

(2) The public analyst referred to under sub-regulation (l), shall
upon analysis ofthe product, issue a certificate ofanalysis.

PART III_DONATIONS OF DESIGNATED PRODUCTS AND
PRE.PACKAGED COMPLEMENTARY FOOD

12. (l) A person or institution who undertakes to make a

donation of a designated product or pre-packaged complementary food
product to a charitable children institution or social welfare institution
under the Act or these Regulations shall make an application, in
writing, to the Committee for approval.

(2) An application made under sub-regulation (l), shall be

accompanied by a duly completed Form BMS I in the Schedule to
these Regulations.

13. (l) A person making a donation under the Act or these
Regulations shall not advertise or publicize the making of such
donation.

(2) The product being donated under sub-regulation (l), shall
meet all the requirements of both the Kenyan and applicable
intemational standard as prescribed in law and have at least fifty
percent (50%) shelf life before expiry.

(3) The product being donated under sub-regulation (l), shall be

in the original container with a clear label marked "Not for Sale".

(4) Donations of designated or pre-packaged complementar5r
food products to charitable children institutions or social welfare
institution, made under the Act and these Regulations shall be for the
purpose for which they were donated.

(5) Without prejudice to the generality of sub-regulation (3),

Sampling and tcsting.

Complying with
Rcgulations.

Manufacturing, scll
ud cxpiry datc.

Usc of altcmativc
containcrs from thc
original.

Ccrtifi catc of enalysis.

Application to donat..

Restrictions to
donadons.

c
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donations made to a charitable children institution or social welfare
institution shall be used within the institution to which they are donated

and shall not be distributcd outside that institution unless further
donated to another charitable children or social wetfare institution with
prior written consent of the Committee.

. 14. (l) A person or institution making a donation under the Act
and these Regulations shall within two weeks of making such

donations, file returns with the Committee and thc Director of Childrcn
Services, in Form BMS 2 in ilre Schedule to thesc Regulations.

(2) A donee upon receipt ofthe donations under the Act and these
Regulations, shall within two weeks, file returns for use to the

Committee in Form BMS 3 in the Schedule to these Regulations.

(3) A donee shall upon utilization of the donations under sub
Regulation (l), file returns with the Committce in Form BMS 4 in
Schedule to these Regulations indicating details of the number of
children benefiting from the donations and the health outcomes of those
recipients.

15. A person of institution that wishes to apply for donation of a

designated product or I pre-packaged complementary food product
shall apply in writing to the committee for directions.

16. (l) Donations of a designated product or a pre-packaged

complementary food product shall be used only for putposes of
benefiting infant and young children to optimal health outcomes of all
recipients.

(2) No person shall, for the purpose of donating any desigratcd
product or a pre-packaged complementary food product, without the
written approval of the Committee, directly donate or give to any
person, institution or health facility any designated product or I pre-
packaged complernentary food product thereof.

PART IV-LABELLING OF DESIGNATED PRODUCTS AND
PRE-PACKAGED COMPLEMENTARY FOOD

17. (l ) The label of a designated product or complementary food
product, shall in addition to the provisions of the relevant written
legislation or Kenya standard, contain the name, physical address,
websirc address, email address and telephone number of the
manufacturer, seller and, if imported to Kenya, contact information of
the rcsponsible importer.

(2) Not withstanding sub-regulation (l), the label of a desigtated
product or pre-packaged complementary food shall not refer to,
promote or advertise any other dcsignated product.

18. A label or a container of a designated prcduct or I pre'
packaged complementary food shall not contain a photograph, drawing
or other graphic r€presentation other than for illustrating how the
product is to be used.

19. ( I ) A person shall not offer for sale or sell infant formula and
follow-up formula unless the container and the label affixed thereto,

Filing of rrotrnr.
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contains the following words expressed in English or Kiswahili
language in bold and conspicuous characters in a promincnt position
and in not less than fifty percent (50%) of the size of the largest words
on the labcl in red lettcring on white bockgmund and not less than 3

mm in height bascd on the lower case "o" preceded by thc word
'WARNING" in capital letters:

"'Brerst milk is best. Breast milk is ideal for the healthy growth
and development of infants and young children. lt pmtects against
potentially fatal diarrhea, lung infections and other illness. It is often
difficult to resume brcastfeeding after beginning to feed your baby
breast milk substitutes."

(2) The label on any container of infant formula shall-
(a) not irrclude words such as nmaternalised" or "humanisedn or

images, symbols or words that gloriff or otherwise imply
that feeding infants breast milk substitutes is natural or
promotes cognitive, growth or other developmental goals;

(b) not contain any text, graphics or pictures that may tend to
discourage breastfeeding;

(c) spcciff the source of pmtei$ and

(d) in case of follow up formula, state that the product shall not
be used for infants who are less than six months old.

20. A label affrxed to a contoiner containing a designated
product or pre-packagcd complementary food, shall indicate in a clear,
conspicuous and easily readable manner in English or Kiswahili
language and easily understood graphics indicating-

(a) insuuctions for appropriate preparation and use;

(b) the agc rsng€ for which the product is recommended for use

in numeric figures, in the case of complementary food, shall
not b€ younger than six months;

(c) a warning about the health risks of improper preparation and
of using the product before the recommended age; and

(d) such other particulars as may be subsequently pmvided from
time to time by thc Committee.

21. Despite any other requirement in these Regulations with
nespoct to contoiners or labels of infant formula or follow up formula,
labclling for infant or follow up formula in
addition o including a feeding chart, indicate

powdered
that-

form shall, in

(a) powdered formula may be contominated dwing the

manufachrring prccess or may become contaminated during
pr€paration;

(b) it is necessary for formula to bc prepared onc feed at a time
using clean and safe water that has been boiled ond cooled
within 30 minutes;

(c) any unused milk shall be discarded immediately after every
feed.

Cmteinco of
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22, A lrbol, peclago or a containsr of e Hing bottlo and thc
bottlc itsolf shtll indicstc in r clcrr, conspicuous and casily rcadablc
msno€r in Englirh or Kiswahili lrngurgc thc following words in not
lcss thrn 50olo of thc sizc of thc largcst words on thc labcl not lcss thao
3 mm in hcight basod o tho lowcr c.so "o" precedcd by thc word
*WARNING" in capital lcters:

"Brcsstfroding is bcct. Breasdccding is idcal for thc hcalhy
growth and dovclopmont of infonr and young chil&cn. It protccB
agoinst potcntially fstEl diubc., lung infcction8, 8ad odrcr illnoss'.

23. (l) A ltbGl on r packagc or containcr ofa tcat shsll not-
(a) show ury graphic r,prcsontation othor than for illustrating

clcaning, thc logo of manufecturcr or distibutff;

O) contain words or imagcc idcdizing thc urc of tcab; and

(c) comprro thc rct of euckling thc tcat to thc action, motiqt or
bcacfitr of suckling humrn breast or phyoicel popcttics of
such humro brcast.

(2) A hbcl, packrgc a r cortaimr of c pacificr and thc nrfacc of
thc prcificr itlolf rhtll indicatc in a clcar, conspicuour rnd casily
rcadablc mEnncr in English or Kigwshili languago the following wordr
in not lcsr thrn 50/o of thc sizp of tho lrrgcat words on tho labcl not
lcss th.n 3 mm in hcight prtccdcd by thc word 'WARNING' in cepital
lcttctr:

"Usc oftcstE can intcrfcrr with brcastfccding."

24. (l) A hbcl o e packagc or containor of r pocifior shall
not-

(e) show any 3nphic rcprcrntation othcr than for illustrating
clcaning thc logo of manufachucr or distibutcr;

O) contain words o imrgcr idcalizing tho uac of tca8;

(c) comparo thc rct of euckling thc tcat to thc actioq motion or
bcrcfiE of ruckling humrn brcast or physicel propcrtics of
auch human brcart.

(2) A label, p.ck go or r container of a prificr and tho curftcc of
thc prcificr itrclf chdl indicetc in e clcar, conspicuous rnd casily
rcadrblc mronor in Eoglirh or Kiswthili languagc thc following words
in not lcsc Ouo 5(P/o of tho gizc of thc largat wotds on thc labol not
lcos thea 3 mm bucd in hc[[t besod on thc lowcr casc 'o" in rpd
lottcring on whitc brckSrutrd prcccdcd by tho word "WARI.IING" in
crpitol lcttcr:

"Uac of proificr crn intcrfcrc with brcastfocding'.

hD.llhS
ttquituobtb?
f6dht bdh."

LJdlh[
rt$dtoatrfaEs.
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25. (l) No ponon rbdl pll, disploy for salc, coneign or dclivcr nrdtltbrtobo

rny aosisd;d er6ora c r prc-pockalcaionermcntsryiood ptdnct ffi.-
in a containcr, unlcsr thc containcr bcars e labol o which thcrc
tppc8r8-

(a) in Engli$ c Kirwrhili lurguagc, s truc Etatcmcnt of thc
produot rr to thc blloving mattctr-
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(i) ingredients;

(ii) required storage condition;

(iii) date of manufacture;

(iv) batch number; and

(v) expiry date.

(b) on a label marked on or securcly attached to the container the
following statement in red bold text against a white
background;

*WARNING": Breastfeeding is best. Breastfeeding is ideal for
the healthy growth and development of infants and young children. It
protects against potentially fatal dianhea, lung infections, and other
illness".

(2) Any label affrxed to any container of a designated product or
a pre-packaged complementary food product as required under sub-
regulation (l), shall bear directions for use in English or Kiswahili
language and such adequate warnings against the health hazards of
inappropriate preparation or use.

(3) The statement referred to in sub-regulation ( I ) shall-
(a) be clearly legible and shall appear conspicuously and in a

permanent position on the label;

(b) speciS the name of either the manufacturer, distributor,
packer or labeler of the breast milk substitute or infant
formula; and

(c) bear a physical address, website address, telephone number,
and email address at which such person carries on business
which shall be clearly shown in all notices, advertisements
and other publications used by such person in connection
with his business as dealer in the designated product or a
pre-packaged complementary food product.

PART V-TNTERACTIONS BETWEEN MANUFACTURERS,
DISTRIBUTORS AND HEALTH WORKERS.

26, (l) Any interactions between a manufacturer or distributor Intcnctiom'

with any health worker shall strictly be limited-

(a) to creating awareness about scientific and factual matters
on designated products and pre-packaged complementary
food;

(b) to providing samples of designated products and pre-
packaged complementary food for professional evaluation;
and

(c) to providing samples of designated products and

complementary foods for research on the product.

(2) The interactions between a manufacturer or distributor with
any health worker referred to under sub-regulation (l), shall take place
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in a public venue approved by the Committee pursuant to a decision-
making process consistent with the Fair Administrative Action Act,
2015.

27. (l\ Subject to section 6(3) of the Act, a manufacturer or
distributor who wishes to create awareness about the scientific and
factual matters of the breast milk substitute or complementary food
product, shall before commencing interactions with any health worker
apply in writing to the Committee for approval.

(2) An application made under subregulation (l), shall expressly
provide for the following information-

(a) a sworn statement that the interaction does not imply an
endorsement of the desigrated product or pre-packaged

complementary food;

(b) a sworn statement that there is no existing relationship,
collaboration or partrership or intended relationship,
collaboration or partnenhip with the health worker;

(c) particulars of the health workers targeted for awareness;

(d) proposed public venue;

(e) sample of the designated product or pre-packaged
complementary food to be used during the interaction;

(f) a certificate of analysis from a public analyst in Kenya;

(g) a detailed report on scientific findings and evidence based
research on the benefits ofthe product;

(h) a peer-reviewed scientific information of the product;

(i) proof that the desigrrated product or pre-packaged
complementary food to be used during the interaction meets
the national and international standards; and

C) any other relevant document requested by the Committee.

(3) An applicant who is required to supply additional information
under paragraph O, shall do so within a period of 30 days from the date
ofthe request.

28. (l) Any interactions between a manufacturer or distributor
and a health worker for the purposes of professional evaluation of a
designated product or pre-packaged complemantary food shall
commence only after approval by the Committee.

(2) Any health worker participating in the interaction under sub
regulation (l), shall-

(a) before commencing the interaction, seek written approval
from the Committee; and

(b) state in writing that the interaction does not imply an
endorsement of the designated product or pre-packaged
complementary food and that there is no existing
relationship, collaboration or partrership or intended

No.4 of20l5.
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rclationdrip, colleboration or pcrttcrship with thc
murufachutr or disributor.

(3) Thc
accompanicd

application rcferred to undGr subrrgrlation (l) rhsll bc
by-

(a) rn approvcd rcscarch protocoh

(b) ur cthics approval from a comp€tcnt and rcoogriccd
euthority rcsponsiblc for rescsrdl and innovatim in Kcnp
issucd purcuant !o thc Scicnce, Tcchnology rnd lnrrovetion
Act,2013;

(c) a ccrtificatc ofanelycis;

(d) proof of usc in couatry of origin if the produA is not mado
in Kcnya;

(c) ahicc epprornl from e compctent euthority if thc product ir
ciginating outsidc of Kcnyq and

(0 any othcrdocumcnt thc Committce mey rcquirc.

29. Any hcalth wortcr who wichcs to perticipltc in rny
intsnction with a menufec{utrr or distributor, for thc purpoces of
profecrional evaluation, or rcscarch on a designatcd produst or prc-
packrgcd complcmcntary food, rhell prcparo e fonnel rccord of the
interrction end gubmit it to thc Committcc, within 30 days following
the intcraction.

30. (l) A manufrcturcr or distributor during thc intcraction with
a hcalth workcr shall not-

(a) dirtribute any promotional matcrial or itcms;

(b) givc micleading information prohibited undcr thc Act;

(c) cngage in activities that arc not spprovcd by thc Committcc;

(d) distributc ury samplcs of dccignatod or prc-peckaged
c-ompl cmcntary food produc't ;

(c) hold thc cvent d rn altcrnstivc venue not appr,ovcd; urd

(0 hsnd the venue in any way to prcmotc e dccignetcd or
pockegcd complcmcntary food.

31. A manufrcturer or distibutor of e dcsignetcd product or e
propcckegcd complcmcntary food shdl not cngrgc in crors-promotion.

32. A pcrron who mahes r rcprcscntation cithcr dircctly c
indircctly wi6 an intention of promoting thc sale or ucc of dcsignatcd
or prtaackegod complcmcntary fbod product, eithcr througb-

(r) writrco publicetion, tclcvicion or rodio b,rosdcsst, film m
olostonic trrncmission, including the Intcrnct, vidco or
tolcphooc;

(b) dhplayq sigrrc" symbols, colours, billboerdc or noticcc; or

(c) cxhibitbn of picturcc or modclc,

comcitrrn oficncc.

No 2t of20l3.
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33. Tho mcttod utGd by r hcalth wor*cr during dononrbrtioac
for uro of complcurontrry food Prcduct &dl bc either ono'on'one or in
r Sroup.d Srll oontria thc following informetioa-

(r) thc bcncffr and rupcricity of busdccdiog;

(b) thc valuc of exclucivc brorsfcodiag for drc fint rir nonthr
followcd by eurtrinod breasdocding for up b 2 ycrn or
bcyon(

(c) tho propsr prcprrdm and urc of thc ptoduct;

(d) thlt urc of cup or lpoon fccding ir refcr thrn bottlc or ryout
&oding;

(c) thc impoillrcc of focdiry infrn6 with rn qcn cup rnd
spoon; md

(0 how complcmcntary food cro crsily bc prcparcd at homc
ucing local ingredicab.

34. (l) Thc ncthod usod by a hcal0r worlcct duinS
dcaronsrations for urc of infaat &rmuh rnd follow.up formuh !h.ll
bo one-on-oae in a rcludod rttr ud rhall-

(e) bo in thc originl contrincr ofnrraufrcturp;

(b) naintain hygienc;

(c) fotlow thc mraufacturcr'r inrttrctioa forprcpntion;

(d) iruc thc urpplior in e phin pockagiry that conccalr thc
brrnd namc;

(c) delarc whcthcr thc hcaltt frcility ir hby fticndly; rod

(f) ruakc aveilablc thc mct rcced documcat on dcaroadrrtionr
aad thcir lourec.

(2) A hcalth wortc,r whilc conductia3 a dcmonctsrtion undcr
urbrcgulation (l), sh.ll infau thc infrdr mottcror-

(e) thc bcocfits rad urpcriority of brcacdocdins;

(b) how to initiatc ad rurtrin brcutrooding;

(c) thc inportencc of pcrbdic HIV/AIDS tsilia3 of Fronb,
rdhcroacc to nrtomd Alti-Rtovinl hcshcot rnd irfrnt
prophylrxir orrly infld dhttrcit, mtinucd Arti-
Rctrovinl frotmcd, rnd codinuod brc.ldoodiu by uotbcr
who aro infcs&d vith HIV/NDS;

(d) Oc valuc of cxclruivc brcardocdiry for ec firrt rix momh of
lifc ad cmtiaucd broutfoodiry wi6 intso&rctkn of
nuuidmrlly doqurlo rnd.rlb;mplcooEy fc& fc ttp
b 2 yecn cboyond;

(c) thc inpodltrsc ofoptiucl mtdn l nutitior;

(0 60 ditrclrhy of rtrrdnj o tmrdoodiry rfh r rriod of
anificid ftcdhg;

Drootrtho fcurc
ofr p+prclrjd
omfimtrryfood
Fodrl.
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drardrtioo forrn
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(g) the approximate frnancial cost of adequate feeding of an
infant with breastmilk substitutes during the first six months
of life;

(h) why it is difficult to return to breastfeeding after starting to
feed babies on breastmilk substitutes;

(i) the importance of not introducing complementary foods until
after six months of life;

0) the negative effects of artificial feeding on lactation and how
early introduction of complementary food interferes with
breastfeeding;

(k) instructions on proper preparation and use of the product;

(l) the potential health hazards of feeding bottles and cups with
spouts;

(m) the importance of feeding an infant with an open cup and
spoon; and

(n) how to feed an infant with an open cup and spoon.

35. (l) The method used by a health worker during
demonstrations for complementary feeding for infants and young
children aged 6-36 months-

(a) shall conceal brand name ofthe product;

(b) shall maintain hygiene; and

(c) follow the manufacturer's instruction for preparation.

(2) A health worker while conducting a demonstration under
sub-regulation (l ), shall inform the infant's mother on-

(a) the value of exclusive breastfeeding for the first six months
of life and continued breastfeeding with introduction of
nutritionally adequate ard safe complementary foods for up
to two years or beyond;

(b) the importance of optimal maternal nutrition;

(c) the negative effects ofartificial feeding on lactation and how
mixed feeding interferes with breastfeeding;

(d) instructions on proper preparation and use of the product that
emphasize home-prepared, use of locally available foods,
suitability of the foods, nutrient-density, safe preparation,
and safe feeding.

PART VI-INFORMATION, EDUCATION AND
COMMUNICATION MATERIALS

36. (l) Notwithstanding any other provision of these
Regulations, no person shall publish or cause or permit to be published
or distributed any informational or educational or communication
material that relates to infant and young children feeding unless
approved by the Committee.

Procedurc for
dcmonstrating propcr
complcrnentary
fccding.

Publication of
information,
efucetion and
communication
marcriels.
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(2) For the purposes of approval under sub-regulation (l), a

person shall submit an application letter, together with a sample of the
proposed material to be published or distributed containing any
informational or educational or communication material that relates to
infant and young children fceding.

(3) The Committee shall respond, in writing, to the application
made under sub-regulation ( I ) within twenty'one days of the receipt of
the application, and may apprcve upon satisfaction that the information,
education and communication materials comply with the provisions of
regulation 37 of these Regulations.

37. The cont€nts of the information, education and

communication materials under these Regulations shall-
(a) be writtcn in easily readable and understandable English or

Kiswahili;

(b) not make reference to any brand name or logo of any breast
milk substitutes;

(c) substitute, pre-packaged complementary food or designated
product;

(d) not give an impression or create a belief that a dcsignatcd
product is equivalent to, comparable with or superior to
breast milk or to breastfeeding;

(e) not include a brand name, logo or name of the manufacturer
or distributor of dcsigrated producB or pre-packaged
complementary food;

(f) include only factual, scientific and current information and is
not presented in any picture 0tat encourages boule feeding or
d i sco urages breasfeedin g;

(g) comply with the provisions of the Act and these Regulations;

(h) not include a photograph ofan infant; and

(i) not include words or images that create the impression that
the use of designated pmducts are manufactured in
accordance with the recommendation of a health professional
registered under any of thc health professional regulatory
bodies in Kenya.

PART VII-ENFORCEMENT

38. An authorised officer may, in addition to the provisions of
section I I of the Act, include a health worker, custom officer, police
offrcer or officers from the body responsible for Standards.

39. A manufacturer or distributor, upon request, shall produce
any prescribed desigrrated product or pre-packaged complementary
food to an authorised ofticer.

40. (l) Where an authorised officer finds any designated
product or pre-packaged complementary food at any pr€mises and the
officer is satisfied, on reasonable grounds, that the goods are-

Contcotr of
informetion,
cducrtion md
oommuoicaion
mrtcridr,

Authorird pcrrons.

Acccr! to bfcrsl milk
tubsitulcs.

Scizurec.
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(a) prohibitcd goods; or

(b) not bcing sold by an urthorised manufacturer, wholesalcr,
distributor or rctailcr ofgoods,

the oflicer may, without laying any information or obtaining any
wsrant, scize and romove thosc goods.

(2) Seizure of goods undcr thcsc Rcgulations and Act by an

authorized offtccr shall be in accordance to Form A and B provided for
in thc Schcdule to these Regulations.

41. (l) A health worker who has any pccuniary or business
intercst, in any dcsignated product or pre-packaged complemcntary
food shall disclosc the nature of thc interest to thc Committce, on

commcncement of employment and as sq)n as the rclevant facts havc
come to his or her knowlcdge.

(2) A disclosurc of intcrest under subregulation (l), shall be
rccorded by thc Committcc.

(3) A health workcr having made such a disclosure shall not be
prcsent during any interactions under thc Act.

42. A pcrson who contravenes any of the provisions of thesc
Rcgulations, shall be liable on to conviction, in accordancc to the Act.

43. A pcrson who without lawful excuse the proof of which
shall lie with him or her breaches any of these Regulations shall bc
liable, upon an inspcction, by an inspector who attests to an honest
belief and the balance of probability that such brcach has bcen
committed of an administrative monetary pcnalty of no more than
20,000 Kcnya Shillings.

4. If a person is found to brcach any provisions of thcse
Regulations two or morc timcs, thc Cabinet Sccretary rcsponsiblc for
public health may issuc ur order for a pcnalty to be issued in relation to
each violation ofthc Rcgulations in rcspect ofcach unit sold in the casc

of labelling or distribution offcnscs or each pcrson cstimated to have
bccn reached by advcrtising or promotional campaigns.

45. The Cabinet Scoetary may from time to time rcvicw thcsc
RcArlations for thc better implementEtion of the Act.

Coorlict of lntcrcrt.

CloGrrl Fnrlty.

Spot ftnra

Subaoqucnt offcncc.,

Rcviow.
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SCHEDULE
(r. l2(2))

Fotur BMS I
APPLICATION FOR DONATION

Donation Casc No:...... ..........D4to:

TAKE NOTICE thU I4ilC..... ..(Namc
of donor) of ldcntity/Rcgistntion No.:........... ............ and
Addrcrs........ scck conscnt to bo allowcd to malcc a
donationto............. ....(Namcofdoncc)

DESCRIPTION OF TI{E DONOR

Name:

Address:......

Tclephonc:

Email:

Typc of institution:...

Date of incorporation

Rcason for donation:.

DESCRIPTION OF THE DONEE

Narnc:

Addresc.......

Telephonc:.. Email:...........
Types of inetitution:.......
Datc of incorporotion:........
DESCRIPTION OF THE DONATION
Name:........
Nsme of the

Monufacturer daE: ..........

Batch No.:...

Expiry daa:

Quantity donaEd:

Donor/Donee

Narnc:

Sigrrature:....
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FORM BMS 2

(r. la(l))

RETURNS FOR DONATION

Donate Case No:...... ......Date:...........

TAKE NOTICE that lAile............... j. ......(Namc of doncc)
of ldentity/Regishation No.:..... ............and Address........ seek to
make returns of products donated to us on the.......day of..,......by. ......(Name
ofdonor).

DESCRIPTION OF THE DONOR

Name:

Telephone:

Email:

Type of institution:

Date of incorporation:

Reason for donation: .

DESCRIPTION OF THE DONEE

Name:

Address

Telephone:

Types of institution:

Datc of incorporation:

DESCRIPTION OF THE DONATION

Name of the manufacturer/dealer:

Manufacturer date:.

Expiry date:..........

..Batch No.

Quantity donated:......

Donee/Donor

Name:

Date

Signature: Signature:

Date
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FORM BMS 3

(r. la(2))

RETURNS FOR USE OF DONATION

...(Name of

)

donee) of ldentity/Registration No.:............. ....and
Address........ ............seek to make returns of products donated to us on

the..........dayof.........................by. ...(Narneofdonor).

DESCRIPTION OF THE DONOR

Name:

Address:......

Telephone:

Email:

Type of institution:

Date of incorporation:

Reason for donation:

DESCRIPTION OF THE DONEE

Name:

Address........

Telephone:..

Email:

Types of institution:

Date of incorporation:

DESCRIPTION OF THE DONATION

Name:

Name of the manufacturer/dealer:. . . . ..

Manufacturerdate:,..... BatchNo.:...

Expiry date:

Quantity donated:..
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FORM BMS 4
r.la(3)

RETURNS FORM

DESCRIPTION OF THE DONEE

Name:

Address

Telephonc:

Email:

Types of institution:

Datc of incorporetion:

DESCRIPTION OF THE DONATION

Name:

Name of thc manufacturer/dcalcr:

Manufacturer &tc:...

Expiry date:

Quurtity donated:

MODEOF USE

Benefrciarics:

Agc bracket:

Numbcr of bcneficiaries: ................

Health outcomcs:....

I hereby declere that ttre above information is true.

Duly sigred by:

Name:..........

Sigrature:.....

Date:............

!
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SETZT.,RE FONM A
G.A2QD

(To bc rrcd in cuC of rcianrc of 'tdcioc' wtrorc tho 'uticloc' trc 30 bG runovod frcm

tho prcniror whorc tltoy rrc roird).
To... (Narw otd &cst of tl* vador)

Whorcu I hrvo ncason to bcliovG tht dro rbck of goo& dottilcd bclow which idrrc rt
tho ptnircr of ............
(tlin" of thc pranbes or owtrrtr atd &r*s - pltl'slcal and postal gass)
iX *t inoot Oo provicion(r) of Brpart Milk Subrtitutcc (Ronrlotionr md Conrol) Act'

WITNESS
Namo

2ot2.

DETAILS OF TIIE @ODS
Nlno of tho menufrcorr/dirributor/importorltndor
Patal Addrcrg
Phyricrl location
Goodt le mrtod/brandod u followr.
Phyeicdlcrl ...........
Dorcritrioo ofgoods
Msnufrcuotdatc:.......... Br!chNo.:...
Expry &tc:..........
Qusntity

Now 0rorcforc t ..........
an authoriad ofrrcor urdor rcction I I of Brcut Milk Sub.tihttc. (R'qulrtionr rnd

Contnol) AcL 2012, hcreby 1gli,E ar.d dotain 0ro rid 3oodr un&r rocdon 20 of Bl! tt
Milk Subotihlbs (Rogrlationr rnd Cont'ol) Act.

Nrmo of anthoriad officor
Dcrignrtion .......'.............

Siprtut
Datc
OFFICIAL RUBBER STAMP

Mmuftctrrcr/dirfibutor/importcr/tndor/ownor/pcnon in porrorion of 0r0 Seodl
Nrm
Docignation
Sigrrnrc ...... Drtc

Dorignatior
Signatut

To bc filhd in duPlicotc.
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SEIZURE FORM B

G.a2Q))

(To bc uscd in case ofseizure of'anicles' where the 'articlcs' are to bc kept or storcd in
the premises where they are seized),

To... (Name and address of the vendor)

Whereas I have reason to bclieve that thc stock of goods detailed below which is/are at
the premises
of...

(Name ollhe premises or owner and dbess - physical and postal address)

Do not meet the provision(s) of Breast Milk Substitutes (Regulations and Control) Act,
2012.

DETAILS OF THE GOODS.

Name of the manufacturer/distributor/importer/tradcr

Postal addresg ...................

Physical location

Goods are marked/branded as follows

Physical seal

Descripion of goods

Manufacturer date:............

Quantity

Now therefore I

an authorized officer under section I I of Breast Milk Substitutcs (Rcgulations and
Contol) Act, hereby seize and detain the eaid goods under section 20 of Breast Milk
Substitutcs (Regulations and Contol; Act and direct you to keep thc scaled stock in safe
custody subject to such orders as maybc issued subsequently in relation there to.

Be it known to you that removal or alteration or interference in any way with the said
article(s) without any authority is an offence under section 20,21 and 22 of the Brcast
Milk Substitutes (Regulations and ConEol) Act.

Name of authorized oflicer
Designation

Signature:

Date

OFFICIAL RUBBER STAMP

Manufacturer/distributor/importer/rader/owner/person in poesession of the goods
Name
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I)crlgnetion

WITNESS

Nemc ......... .,.....r.............

Daignetion

Signrturc

To be fillod in duplicatc.

Mrdc on thc 5th Augugt,2021.

MUTAHI I(AGWE,
C ab hc t Sc c ret ay for H cal t h.

PTINTEI' AND R'BLISHED BY THE (X)VBIT{MBNT PRINTER, NAIN,OBI

i

!



EXPI-ANATORY MEMORANDUM ON COMPLIANCE TO THE PROVISIONS OF SECTION

sA oF THE STATUTORY INSTRUMENT ACT (NO 23 OF 2013) IN MAKING OF THE
B REASTMILK SUBST ITUTE (GENERAL) REGU LAT T ONS 2O2O

^) Statement of the proof and demonstration that sufficient public consultation was

conducted

Noting the provisions of secdon 5A of the Statutory Instrumcnt Act (I'.1o.23 of 2013), the

Ministry of Health made adequate consultauons wrth persons/flums who are likely to be

affected by the proposed regulations, as highlighted below.

Regulauons were subjected to public parucipation vide Public Notice published in MyGov on

13'h August 2019 (copy attached) and u,rvu,.u-r)'gt[ga.kc for the Stakeholdets' consultative

forum on scheduled for 27'h August 2019 at Afra Annex, room 406'

f'he &aft reguladons were posted online on Minisuy of Health website u'q,u'lrea-hLgQ.kc and

the Divrsion of Nutrition and Dietetics website u'q,u,.rtr-rtritionhcalth.or.l<c. and a call for

written submrssions to be sent via hnks provided ln the website or to

it.

Written submrssions (attached) were received from the l(enya Association of Manufactures

Q<AN{), I(enya Health Federation QGIF), and thc Kcnya Nutrition and Dietetics Insdtute

(KNDr)

An External stakeholders' consultadve forum on tl're draft BMS S.egulation and Control Act,

201,2) was held on 27'h August 2019 and was attended by 53 parucipants. Issues raised by

KAM, KNDI and I(HIj through memoranda wete discussed.

Following request from KAM for an opporh-rruty to have a further consultadon on the issues

they had raised, a follow up meeting was held on 13m September 2019'

b) Statement of all consultations undertaken before the Regulations were made

f'he Regulations were made with consultadon of thc National Committee of Infant and Young

Child Feeding ([.ICIYCI) established under the Breast Milk Substitutes S.egulation and

Control) Act No. 34 of 2012).

The NCIYCF members enriched the Regulations making process given their varied experdse:

knowledge in maternal, infant and young child feedrng; inpatient and outpatient maternal and

paed.iatril services; medical research; exrsting l(enya standards on infant formula,

complem.ntary foods and labeling of food products; experience in operations at nadonal

referral hospitals and medical training institutions; food safety and uade matters.

'Ihe regulation making process also involved active parucipation of the United Nations

AgenciJs working o, -^i"r.rul, infant and young child feedrng in I(enya, i.e., United Nadons

Children's Fund (UNICEF) and World Health Organizauon flWHO). Additionally, further

consultadons were made wrth global expcrts on matters related to the WHO Internadonal

Code of Marketing of Breastmilk Substirutes.

1
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The process gaincd immensely from the experience and knowledge of one of the NCIYCF

members on matters relating to Kenya and East Africa standards and Codex Alimentarius,

and this ensured alignment to the existing lcgislations and regulad.ons'

The drafting of the Regulations was carried by lcgal officers drawn from the I(enya Law

Reform Commission and the legal unit at the Minisuy of Health.

Internal stakeholders' consultad.ve forum drawing participants from the dePartments in the

Ministry of Health was held on 28'h June 2019 to scek their views and build consensus on the

provisions of the draft Regulations.

An External stakeholders' consultative forum on thc draft BMS (R.egulation and Control Act,

2012) was hcld on 27'h August 2019 to provide stakeholders with an oPPorturuty to Present

their views and submissions.

The Mrnistry also sought legal guidance and concurrence with the draft Regulations from the

Attorney General (A().The AG cleared the regulauons for publication in the Kenya Gazette

and transmission to the Nauonal Assembly.

On 22"d December 2020, MOH notiFred the World f'rade Organizaion (W[I.O) on the

proposed rcguladons. Comments were received from the United States of America
-Gor"--".t 

and Switzerland Government. Additionally, the Embassy of the United States of
America, KAM, Cereal Mi.llers Association and Water Bottlc Association of Kenya submitted

their comments.

A consultauve meeting with the Committee on delegated legislations of the National Assembly

was held on 5'h February 2021.

The MOH rcsponse to comments received following W'l'O nodfication were Presented to the

National Technical Barriers to Trade CfB'D committee on 10'h March 2021.

c) Brief Explanation of the way consultation was carried out
The consultation process was governed by the following key principles: openness, access to

in formatio n, vrsibrliry, ff ansParen cy and accountabrh ry'

Several workshops were held to devclop the draft rcgulations with participation of Ministry of

Health, members of the National Committee of Infant and Young Child Feeding SICIYCQ,

UNICEF, 5i/JIO, I-egal experts (local and international), experts on matters of maternal, infant and

young chrld feeding, trade and food standards'

Access to information was ensured by availing the draft llegulations at the Ministry of Flealth website

rvu,-u,.hcalth.,uJ,.l<c and the Division of Nutrition and Dietetics website

!\'L\:\\ . tl tt tfl [.]( ) rr l'r,r:r I rh.or.l<r-:

Efforts were made to reach out to key stakeholders through public nodce, email and hard copy

invitadon lerters and through deparrment of health rn the coundes, parucularly for invitation

to the External consultative forum that was held on 27'h August 2019.

2



Inputs from stakeholders were takefl into account and assessed by the team that was involved

in the drafting and issues rhat were agreed upon to be included in the Regulations were

incorporated.

An External stakeholders' consultative forum on the draft BMS (Regulation and Control Act,

2072) was held on 27n August 2079 to provide stakeholders with an oPPortunity to Present

their views and submissions.

Following request by the Kenya Association of Manufacturers (KAIvf) fot another

consultation, a meedng was held on 13s September 2079 where KAM presented their

comprehensive memorandum and key issues were discussed'

On 10,h June 2020, the Principal Secretary, Ministry of Health wrote to the Attorney General

seeking iegal gurdance and concrurence with the draft Regulations. The AG advised the PS to

publish the Regulations and ttansmit the same to the Natjonal Assembly'

The Ministry notified the world Trade organization (1i{fl.o) on the proposed BMS regulations

on ZZd December 2020. Comments from two member states namely the United States and

Switzerland were received in February 2027. Additionally, the Embassy of the United sates

of America, KAM, Ceteal Millers Association and lWater Botde Association of Kenya

submitted their comments.

A consultative meeting with the Committee on delegated legislations of the National Assembly

was held on 5'h February 2027.The committee advised MOH to carry out regulatory impact

assessment to be submiited tog.ther with the proposed regulations to the National Assembly'

The draft fesponses to the comments from the KAM, United States of America and

Switzerland were Presented to the National Technical Barriers to Trade CIBD committee on

10'h March 2021.

3
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Regulotory Impocl Asessrnenf, Ministry of Health, 2021

Kenyo wos lhe fksl government to vole in fovor of World Heollh Assembly
Resolution (WHA34.22) odopling the lnternotionol Code of Morketing of Breost

Milk Substitutes (the "WHO Code") ot the Moy 2-22, l98l Assernbly meeting in

Genevo. The odoplion of the WHO Code wos informed by the significont
contribulion of breostfeeding lo comboling infont molnutrition, morbidity,
mortolily, ond the reolizotion thot odverlising ond promotion of breost-milk
substitules undermine breostfeeding.

Subsequenlly. governmenls ore colled upon to undertoke reform lo their
respeclive sociol ond legislolive fromeworks ond lheir overoll development
objectives lo give effecl lo lhe principles ond purpose of lhe Code, including
lhe enoclment of legislotion, regulotions ond other suitoble meosures.

The Kenyon Porliomenl enocted lhe Breost Milk Substitules (Regulolion ond
Control) Act in 2012to give effect to the Code by providing for the oppropriole
morkeling ond distribution of breost milk substitutes; sofe ond odequote nulrition
for infonts lhrough the promotion of breoslfeeding ond proper use of breosl-milk
substilutes. Seclion 28 (ll of the Acl provides lhol the Cobinet Secretory moy, in
consultotion with lhe Notionol Commiltee on lnfont ond Young Child Feeding
moke Regulolions generolly for lhe better corrying out of the objecls of lhe Act.

The Ministry lherefore conducled this Regulotory lmpocl Assessment on the
proposed Breost Milk Substitutes (Regulotions ond Control) (Generol)
Regulotions, 2O2l lo exomine ond meosure the economic, sociol ond
environmenlolcosts ond benefits of lhe Regulotions.

The Regulotory lmpoct Assessmenl concludes thot the proposed Regulolions
ore necessory due lo lhe significonl public heolth benefits of reducing
childhood illnesses ond deoths in ocJdition to polentiol net economic benefils
resulting from reductions in lifelong clrronic diseoses expected from increosed
breoslfeeding roles os o resull of h the Regulotions.

HON MUTAHIKAGWE, EGH
CABINET SECRETARY
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Re g ul otory /mpocf Asesme n t, Mi nistry of H e a lth, 202 I

AC KNOW LEDGEMENTS
The development of the Regulotory lmpoct Assessmenl (RlA) stolement on the
proposed Breosl Milk Subslitutes (Regulolion ond Control) (Generol) Regulotions
wos o widely consullotive process thol wos coordinoted by the Deportment of
Fomily Heolth through the Division of Nutrition ond Dietetics in the Minislry of
Heollh (MOH).

Speciol ocknowledgement is given to the following members of legol leom for
providing lhe legol experlise os well os guiding lhe impocl ossessment process
ond the drofting of the Regulolory impoct ossessment report: Bernord Kurio ond
Terry Rotich of Ministry of Heolilr, Annelte omwoyo ond lrene Kobuo of lhe
Kenyo Low Reform Commission, Mourice Nzuki of the Competition Authority of
Kenyo ond Bill Jetfrey, UNTCEF legol consullont.

We ocknoWedge with grolitude the following technicol experts for their
involuoble contribution in the drofting ond refinement of lhe lechnicol seclions
on infonl ond young child nutrition of lhls ossessment report: Dr. Boshir lssok.
Veronico Kkogo Rose wombu ond sohoro Ali from MoH; Dr. Morljn c. Joseph
from world Heolth orgonizotion, Kenyo; potrick codjio ond Louro Kiige of
UNCEF, Kenyo; Prof. Ruth Nducrti from the Deportment of pediolrics ot the
University of Nohobi; Peler Mutuo from lhe Kenyo Bureou of stondords; ond Mory
Kimonifrom Aclion ogoinst Hunger, Kenyo.

Finolly, we would like olso lo express our deep oppreciolion to uNlcEF ond wHo
for the finonciol ond lechnicol support occorded throughoul the process in lhe
development of lhis ossessmerrl report.

-l--* t

Suson Mochoche, CBS
PRINCIPAT SECRETARY
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Regulotory lmpoct Assessment, Ministry of Heolth,202l

LIST OF ACRONYAAS
AU Africo Union

BMS Breost Milk Substitutes

CBS Centrol Bureou of Stotistics

EBF Exclusive Breostfeeding

FBO Food Business Operotors

FSN Food Security ond Nutrition

GDP Gross Domestic Product

GNR Globol Nutrition Report

IYCF lnfont ond Young Child Feeding

IYCN lnfont ond Young Child Nutrition

KDHS Kenyo Demogrophic ond Heolth Survey

KNDP Kenyo Notionol Develop Plon

MOH Ministry of Heolth

MOH Ministry of Heolth

NCIYCF Notionol Committee on lnfont Young Child Feeding

RIA Regulotory lmpoct Assessment

SDG Sustoinoble Development Gools

TBT Technicol Boniers Trode

UNICEF United Notions Children's Fund

WHA World Heolth Assembly

WHO World Heolth Orgonizotion

WTO World Trode Orgonizotion
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t Regulotory lmpact Assessment, Ministry of Heolth,202l

EXECUIIVE SUA4IVIARY
Kenyo ocknowledges the imporlonce of ond commits to the principles of the
lnternotionol Code of Morketing of Breost-Milk Substitules odopted on 21st Moy
l98l (the "WHO Code") ond the subsequent relevont resolutions of the World
Heolth Assembly ("WHA").

Kenyo hos olwoys odvocoted the importonce of sofe ond odequote nutrition
for infonts by supporting ond encouroging breost-feeding os the best stort in life.

Kenyo oims to provide support for eoch stoge of on infont's development. This

includes nutritionol guidonce through educotion ond counseling services os well
os high quolity ond nutritious oge oppropriote foods.

The Ministry of Heolth hos o key role to ploy in both promoting ond initioting
chonge, including the oreo of responsible ond ethicol morketing proctices
towords mothers, coregivers, ond heolth workers with regords to the use of
Breost Milk Substitutes ond designoted products. This Regulotory lmpoct
Assessment (RlA) hos been prepored by the Ministry of Heolth for lhe proposed
Breost Milk Substitutes (Regulotion ond Control) (Generol) Regulotions, 2021
pursuont to Section 6 ond 7 of the Stotutory lnstruments Act (No. 23 of 2013).

This Regulotory lmpoct Assessment (RlA) is o policy tool whose purpose is to
exomine ond meosure the likely benefits, costs, ond effects of the proposed

Breost Milk Substitutes (Regulotion ond Conlrol) (Generol) Regulotions.

The RIA tokes note of the COVID-19 pondemic, which hos prompted
promulgotion of numerous heolth protocols prohibiting holding of public
meetings ond keeping sociol distonce. These meosures hove influenced the
methodology odopted for undertoking public consultotions.

Finolly, the RIA concludes lhot Breost Milk Substitutes (Regulotions ond Control)
(Generol) Regulotions,2O2l is necessory for Kenyo.

lPoge vlil
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Regulotory lmpoct Assessment, Ministry of Heolth,2021

1 .l lntrou'uction
The first two yeors of life provide o criticol window of opportunity for ensuring

children's oppropriote growth ond development through optimol feeding

especiolly since this is the period of greotest broin development ond deficits ot

this sloge hove o life-time odverse effect (World Bonk 2006). Optimol lnfont ond

Young Child Feeding (IYCF) refers to eorly initiotion to breostfeeding within one

hour of birth, exclusive breostfeeding for the first six months of life ond

introduction to nutritionolly odequote ond sofe complementory foods of six

months with continued breostfeeding up to two yeors of oge or beyond (WHO

ond UNICEF 2003).

Optimol IYCF improves the survivol, heolth ond development of oll children ond

contributes to humon copitol development. Globol evidence shows thot

universol coveroge of optimol breostfeeding ond oppropriote complementory

feeding proctices, would prevent 13% ond on odditionol 6% of deoths omong

children less thon five yeors of oge respectively(Jones et ol. 2003). An exclusively

breostfed child is 14 times less likely to die in the first six months thon o non-

breostfed child (Azeze et ol. 20191. Neorly holf of dionheo episodes ond o third

of respirotory infections would be ovoided through optimol breostfeeding.

Neorly oll mothers ore physicolly oble to breostfeed ond will do so if they hove

occurote informotion ond support. lnoppropriote ond oggressive morketing of

breost milk substitutes (BMS) ond other designoted products is known to

undermine oplimol IYCF proctices(Ching et ol. 2021l', hence the need for

regulotion ond finonciol investments to protect, promote. ond support optimol

IYCF to reolize its full benefits.

Recognizing thot optimol IYCF is on importont ospect of primory heolth core to

oddress infont ond young child molnutrition, morbidity ond mortolity, ond thot

improper proctices in the morketing of breost milk substitutes (BMS) ond

designoted products con contribute to mojor public heolth problems, the World
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Heolth Assembly odopted the lnternotionol Code of Morketing of Breost milk

Substitutes in l98l(WHO l9Bl). Kenyo subsequently enocted the Breost Milk

Substitutes (Regulotion ond Control) Act in 2012. The Act provides for

oppropriote morketing ond distribution of breost milk substitutes. The Act olso

requires the Cobinet Secretory to moke Regulotions to give effect to certoin

sections of the Acl.

The Ministry of Heolth pursuont to the Constitution, Public Heolth Acl, Cop 242,

ond the Heolth Act No. 21 of 2017 is mondoted to protect, respect ond promote

the heolth rights of oll persons in Kenyo. The Constitution of Kenyo guorontees

every person the right to be free from hunger ond to hove odequote food of

occeptoble quolity os stipuloted under Articles 43 (lc) ond 53 (lc). Kenyo's

long-term development blueprint, Kenyo Vision 2030, focuses on creoting o

globolly competitive ond prosperous notion with o high quolity of life by 2030. ln

porticulor, the sociol pillor focuses on shifting from curotive to preventive ond

promotive heolthcore in lowering the diseose burden. This is in recognition thot

good heolth ond nutrition boosts the humon copocity to be productive. The

government commitment to providing o high quolity of life to oll its citizens os

offirmed by the declorotion of H.E President Uhuru Kenyotto's Big Four Agendo

in 2017 in which universol heolth coveroge (UHC), food ond nutrition security by

the yeor 2022is priorilized. ln this cose, the only recommended woy of meeting

food ond nutrilion security for infonts under 6 months is through promotion,

protection, ond support of breostfeeding.

The Kenyo Heolth Policy 2014-2030 identified child molnutrition, sub-optimol

breostfeeding ond poor infont ond young child feeding proctices os mojor risk

foctors ond contributors to diseose ond deoth. Therefore, protection, promotion

ond support of optimol infont ond young child feeding is o priority high impoct

nutrition intervention in preventive ond promotive heolth core.
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1 .2 lhe Regulotion - /Mcking Authority
The regulolion- moking outhority in the Ministry of Heolth is conferred upon the

Cobinet Secretory. The Cobinet Secretory hos the responsibility of implementing

the Breost Milk Substitutes Act, 2012, in colloborotion with the Notionol

Committee on lnfont ond Young Child Feeding.

Section 28 (l ) of the Breost Milk Substitutes (Regulotion ond Control) Act, 2012

provides thot the Cobinet Secretory moy, in consultotion with the Committee,

moke Regulotions generolly for the better conying out of the objects of the Act,

ond in porticulor, for prescribing-

o) the wording, size ond monner of notices, wornings ond informotion

required under section 9;

b) the procedures ond requirements under which informotionol or

educotionol moteriol moy be opproved under section l0(3); ond

c) ony other thing thot is required by this Act to be prescribed.

ln exercise of the obove powers, the Ministry of Heolth hos drofted the Breost

Milk Subslitutes Regulotions, 2021. This is o stotutory instrument which seeks to

give full effect to the Breost Milk Substitutes (Regulotion ond Control) Act,2012.

The Ministry now therefore prepores this RIA ond undertokes public consultotions

in portiol fulfillment of the requirements of the Stotutory lnstruments Act.

1.3 Requirements of the Stotufory lnstruments Act
The Stotutory lnstruments Act, No. 23 of 2013 is the legol fromework governing

the conduct of RIA in Kenyo. Sections 5 ond 7 require thot if o proposed

stotutory instrument is likely to impose significont costs on the community or o

port of the community, the regulotion-moking outhority sholl, prior to moking the

stotutory instrument, prepore o regulotory impoct stotement obout the

instrument.
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The Act further sets out key elements thot must be contoined in the RIA nomely:

(o) o stotement of the objectives of the proposed legislotion ond

the reosons;

(b) o stotement exploining the effect of the proposed legislotion;

(c) o stotement of other procticoble meons of ochieving those

objectives, including other regulotory os well os non-regulotory

options;

(d) on ossessment of the costs ond benefits of the proposed

stotutory rule ond of ony other procticoble meons of ochieving the

some objectives; ond

(e) the reosons why the other meons ore not oppropriote.

Section 5 of the Act requires o regulotion-moking outhority lo conduct public

consultotions drowing on the knowledge of persons hoving expertise in fields

relevont to the proposed stotutory instrument ond ensuring thot persons likely to

be offected by the proposed stotutory instrument ore given on odequote

opportunity to comment on its proposed content.

1 .4 A4ethcdology
This regulotory impoct ossessment involved on onolysis of Kenyo's lows,

regulotions, policies, ond plons reloted to BMS meosures. The results ond findings

of this ossessment con be used os o bosis for identifying potentiol gops,

ombiguities, or opportunities for improving the regulotory fromework for BMS in

Kenyo.

This ossessment wos performed between Jonuory ond Morcn 2021. ln terms of

methodology, the following steps were undertoken:

t
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1 .4.1 Documerrf ancrlysis

A collection ond onolysis of relevont documentotion wos performed, omong

other tosks, lo obtoin preliminory informotion on the regulotion of BMS ond other

designoted products in Kenyo.

The moin doto sources were officiol country reports such os progress reports,

notionol government ossessments, notionol humon development reports ond

dotoboses (FAOSTAT, UNDP, World Bonk), os well os notionol stotistics services

ond other relevont notionol documentolion in porticulor, policy documents ond

officiol public informotion provided by notionol outhorities ond other relevont

stokeholders.

1 .4.2Consul iation with reievcrnt stcrkel^rolclers

Using preliminory results from doto ond informotion collected, specific issues

were identified. Then relevont stokeholders were surveyed on those issues, using

round tqble discussions. ln oddition, this process included consultotions with civil

society orgonizotions, in the context of the Regionol Network for IYCF in Kenyo.

I .5 Purposes cnci Objecii'res of the Pi'oposec
Regulciicns

The purposes ond objects of the proposed Regulolions ore to give full effect to the

Breost Milk Substitutes (Regulotion ond Control) Act, 2012. Porticulorly, the

Regulotions seek to:

l. reduce preventoble infont ond young child illnesses ond deoths through

protection, promotion ond support of optimol breostfeeding ond

complementory feeding ond proper use of breost milk substitutes where

necessory;

2. promote ond protect the best interests of on infont ond young child in

the following woys:
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o) initiotion of breostfeeding of the infont done within on hour of birth

ond promotion, protection ond support of exclusive breostfeeding

for the firsl six months of life;

b) timely introduction of oppropriote, nutritionolly odequote ond sofe

complementory food with continued breostfeeding for o period of

twenty-four (2al months or beyond;

c) where necessory, breost milk substitutes ond prepockoged

complementory food sholl be sofe for the consumption by on infont

or young child; ond

d) odequote ond occurote informotion on breostfeeding ond infont

ond young child feeding sholl be ovoiloble to the generol public.

3. Guide the ethicol interoction of monufocturers with heolth workers, the

monner in which donotions ore used or received, demonstrotion on use,

development of informotionol ond educotionol communicolion moleriols

ond lobeling of BMS ond other designoted products.

1 .6 Sclient Fectures of the cf the Pi"cposeci
Regulcticns

The Regulotions guides oll persons thot use, monufocture, sell ond morket breost

milk substitutes ond to ensure thot oll persons ore informed thqt breost milk

substitutes undermine breostfeeding ond thot suboptimol breostfeeding is o

leoding but preventoble couse of deoth ond serious illnesses in infonts ond

young children.

The Regulotions prescribe lhe monner of conduct in the following oreos os

required by the Breost Milk Substitutes (Regulotion ond Control) Act,2012:

i. donotions;

ii. lobelling;

iii. interoction between heolth workers ond monufocturers/distributors;
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iv. cross-promotion;

v. odvertising;

vi. demonstrotions on the use of designoted products;

vii. publicotion of lnformotion, educotion ond communicotion moteriols; ond

viii. penolties for foilure to odhere to the Breost Milk Substitutes (Regulotion ond

Control) Act ond its Regulotions.

2.0 BACKGRCIJND ANID CONTEXT

2.1 Globol Context
The lnternotionol Code of Morketing of Breost Milk Substitutes (The WHO Code) is

on internotionol heolth policy fromework for promoting, protecting, ond

supporting breostfeeding odopted by the World Heolth Assembly (WHA) of the

World Heolth Orgonizotion (WHO) in 1981. The WHO Code wos developed os o

globol public heolth strotegy to mitigote on exponentiol increose in mortolity,

molnutrition ond other diseoses in very young infonts in the developing world

ossocioted with oggressive morketing of BMS ond designoted products. lt

recommends restrictions on the morketing of breost milk substitutes, such os

infont formulo, to ensure thot mothers ore not discouroged from breostfeeding.

The WHO Code olso recommends reguloting ethicol interoctions between

monufocturers ond distributors with the heolth systems, the morketing of

designoted products such os feeding bottles, teots ond pocifiers ond to prohibit

ony odvertising of BMS including the giving of ony gifts given to mothers or

inducement of heolth workers. The WHO Code represents the "bore minimum"

in internotionol legislotive terms concerned with motters of IYCF worldwide.

Other recognized internotionol commitments supporting oplimol IYCF include:

i. 1995 United Notions Convention on lhe Rights of the Child (Article 24)

which emphosizes the need to diminish infont ond child mortolity ond
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ensure thot porents ore supported in the use of bosic knowledge of child

heolth, nutrition ond the odvontoges of breostfeeding;

ii. UNICEF/WHO Globol Strotegy for lnfont ond Young Child Feeding

odopted by the Woild Heolth Assembly in 2002;

iii. I9 subsequent relevont resolutions of the World Heolth Assembly;

iv. lnnocenti Declorotion of .I990 
on the Protection, Promotion ond Support of

Breostfeeding; ond

v. lnnocenti Declorotion of 2005 on lnfont ond Young Child Feeding.

Unsurprisingly, heolth systems in mony countries continue to be used os mojor

conduits for promoting products folling under the scope of lhe WHO Code

(WHO 2017). Key torget oudiences, such os pregnont women ond mothers of

infonts os well os fheir fomily members, con eosily be reoched. Numerous

medicol publicotions highlight thot BMS-reloted feeding is responsible for 13% ot

child mortolity ond 10% of child diseose(Jones et ol. 2003) while foilure to

breostfeed increoses the risk of gostrointestinol diseose, ocule otitis medio ond

ocute lower respirotory troct infection in infoncy.

To reduce child mortolity, WHO ond UNICEF recommend, omong other octions,

exclusive breostfeeding (EBF) during lhe first six months of life. EBF reduces the

risk of infont morbidity, hospitolizotion, ond mortolity (Sonkor et ol. 2015). The

benefits of breostfeeding to the child extend well beyond the breostfeeding

period ond include o lower risk of obesity (Horto, Loret De Molo, ond Victoro

2015), osthmo (Lodge et ol.20l5), molocclusion (Peres et ol.2015) ond on

increosed intelligence quotient (lO)(Horto, Loret De Molo, ond Victoro 2015).

Moreover, breoslfeeding mothers hove o lower risk of breost concer, ovorion

concer, type ll diobetes, ond postportum depression (Chowdhury et ol. 2015)

The totol globol economic losses ottributed to not breostfeeding ore estimoted
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to be USD341.3 billion, or 0.70% of globol gross notionol income (Wolters, Phon,

ond Mothisen 20'19).

Despite these proven benefits of breostfeeding, globolly, only 41% of infonts

younger thon 5 months ore exclusively breostfed (UNICEF &WHO 20191.|n Kenyo,

the prevolence of EBF omong children oged 0-6 months wos slightly higher ot

61%in 2014(Kenyo Notionol Bureou of Stotistics ond ICF Mocro 2015) olthough

the proportion of bobies who ore exclusively breostfed until the sixth months

moy be os low os 30%. A cosl-benefit onolysis conducted in Kenyo by UNICEF,

the World Bonk ond Ministry of Heolth in 2016 reported thot every USDI invested

in scoling up breostfeeding hos o potentiol return of USD 13. Overoll high

impoct nutrition interventions would return USD 22 for every USD I invested,

higher thon the globol estimotes of USDI &-18 (Eberwein et ol. 2016l'.

2.2 Domesiic Context
The Porlioment of Kenyo enocted the Breost Milk Substitutes (Regulotion ond

Control) Act in 2012 ond in doing so committed to odopting recommendotions

put forword in the WHO Code. Despite Kenyo enocting the BMS Act, there ore

octivities thot hove continued to undermine the efforts to improve

breostfeeding rotes. lnoppropriote BMS morketing toctics hove loken the form

of direct promolion to consumers through to heolth professionols ond systems,

ond to policymokers omong others.

Sub-optimol breostfeeding ond poor IYCF proctices continue to contribute to

the high rotes of child under nutrition. According to the Kenyo Cost of Hunger

Study, 2019 speorheoded by the Notionol Treosury ond Plonning, the country is

estimoted to hove lost KES 373.98 in 2014 (6.9 % of GDP) through heolth,

educotion ond productivity reloted costs due to child under nutrition (Centrol

Bureou of Stotistics (CBS) [Kenyo], Ministry of Heolth (MOH) [Kenyo] 2019).
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ln order to fully reolize the objects of the BMS Act in oddressing the chollenges of

child molnutrition, certoin sections in the Act require regulotions to become

enforceoble. Section 28 of the Act mondotes the Cobinet Secretory-Heolth to

moke regulotions on omong other things, ethicol interoctions with heolth

workers, donotions, demonstrotions on the use of BMS ond designoted products,

development of informotionol ond educotionol moteriols ond lobelling of BMS

ond other designoted products.

2.3 Policy ond Legcl Context
The Twenty-seventh World Heolth Assembly, in 1974, noted the generol decline

in breost-feeding in mony ports of the world wos due to socio-culturol ond other

foctors including the promotion of monufoctured breost-milk substitutes, ond

urged "Member countries to review soles promotion octivities on boby foods to

introduce oppropriote remediol meosures, including odvertisement codes ond

legislotion where necessory." The issue wos token up ogoin by the Thirty-first

World Heolth Assembly in Moy 1978. Among its recommendotions were thot

Member Sloles should give priority to preventing molnutrition in infonts ond

young children by, omong other things supporting ond promoting breost-

feeding, toking legislotive ond sociol oction to focilitote breost-feeding by

working mothers, ond reguloting inoppropriote soles promotion of infont foods

thot con be used to reploce breost milk. lnteresi in the problems connected

with infont ond young child feeding ond emphosis on the importonce of breost-

feeding in helping to overcome them hove, of course, extended well beyond

WHO ond UNICEF. Governments, non-governmentol orgonizotions, professionol

ossociotions, scienlists, ond monufocturers of infont foods hove olso colled for

oction to be token on o world scole os one step towords improving fhe heolth of

infonts ond young children.
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2.4 Legcl cind Policy Frcmeworl< foi- [3i-eosi i\4ili(

Substitutes cnd Designcted Products in Kenyo
The following onolysis illustrotes the legol ond policy fromework within which the

Breost Milk substitutes (Regulotion ond Control) (Generol) Regulotions, 2021 ore

being developed.

Policles ond lows Meosures supporting the Breosl Milk subslitutes

(Regulotlon ond Control) (Generol) Regulotions

The Constitution of

Kenyo,20l0

The Constitution of Kenyo, 20.l0 guorontees every

person the right to:

. the highesl ottoinoble stondord of heolth (Article

43(l )(o));

protection of their heolth, sofety ond economic

interests (Article 46 (l) (c));

. to be free from hunger, ond to hove odequote

food of occeptoble quolity (Article 43(l)(c));

. bosic nutrition, shelter ond heolth core (Article 53

(t) (c)) ond to porentol core ond protection for

every child (Article s3 (l ) (e));

. the informotion necessory for consumers to goin

full benefii from goods ond services (Article 46 (l )

(b)).
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Policies ond lows Meosures supporting the Breosl Milk substilutes

(Regulotion ond Conlrol) (Generol) Regulolions

The Breost Milk

Substitutes

(Regulotion ond

Control) Act No. 34

ot 2012

An Act of Porlioment lo provide for the:

i. oppropriote morkeling ond distribution of breost

milk substitutes;

ii. monner of odvertising ond promotion of breost milk

substitutes to ensure sofe ond odequote nutrition for

infonts through the promotion of breostfeeding ond

proper use of breost milk substitutes;

iii. prohibits disploys to the public, moteriol which refers

directly or indirectly to o designoted or

complementory food product; ond

iv. prohibits promoting designoted or complementory

food product by use of sole devices such os speciol

discounts, speciol disploys to promote soles,

competitions with prizes, tieJn soles, provision of

premiums ond rebotes, discount coupons, loss

leoders, giving of gifts ond free somples to mothers.

The Public Heolth

Act, Cop 242

An Act of Porlioment thot seeks to:

i. prevent ond guord ogoinst the introduction of

infectious diseose into Kenyo from outside;

ii. promote the public heolth ond the prevention,

limitotion or suppression of infectious,

communicoble or preventoble diseoses within

Kenyo;
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Policies ond lows Meosures supporting the Breosl Milk substilutes

(Regulotion ond Control) (Generol) Regulotions

iii. odvise ond direct locol outhorities in regord to

motters offecting public heolth;

iv. promote or corry out reseorches ond investigotions

in connection with the prevention or treotment of

humon diseoses; ond

v. prepore ond publish reports ond stolisticol or other

informotion relotive to the public heolth.

The Heolth Act No.

21 of 2017

The Act provides under section 7l (3) thot oll employers

sholl toke strict meosures to prevent ony direct or

indirect form of promotion, morketing ond or selling of

infont formulo ond or breost substitutes within the

loctotion stotions ond seeks to protect, respect,

promote ond fulfill the rights of children to bosic nutrition

ond heolth core services contemploted in Articles 43(l )

(c) ond s3(l ) (c) of the Constitution.

The Kenyo Heolth

Policy (KHP), 2014-

2030

KHP envisoges os its gool the ottoinment of the highest

possible level of heolth ond well-being for Kenyons of oll

oges, through o preventive ond promotive heolth core

orientotion in oll developmentol policies, ond universol

occess to good quolity heolth core services without

onyone hoving to foce finonciol hordship os o

consequence. This would be ochieved through

increosing occess, improving quolity ond lowering the

cost of heolthcore delivery.

It identified suboplimol breostfeeding os one on ihe
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Policies ond lows Meosures supporling the Breost Milk substitules

(Regulotion ond Control) (Generol) Regulotions

leoding risk foctors to morbidity ond mortolity.

lncreosing breostfeeding worldwide to optimol levels

(ot leost 90% exclusive breostfeeding to six months)

would prevent more thon 823,000 child deoths globolly

eoch yeor, porticulorly those ossocioted with diorrheo

ond pneumonio.

Notionol Food ond

Nutrition Security

Policy (FNSP), 2012

It is the policy of the Government thot oll Kenyons

throughout their life cycle enjoy of oll times sofe food

ond woter in sufficient quontity ond quolily to sotisfy

iheir nutritionol needs for optimol heolth.

The brood objectives of the FNSP ore to: ochieve

odequote nutrition for optimum heolth of oll Kenyons;

increose lhe quontity ond quolity of food ovoiloble,

occessible, sofe ond offordoble to oll Kenyons of oll

times; ond protect vulneroble populotions using

innovotive ond cost-effective sofety nets linked to long-

lerm development.

The FNSP proposes o life cycle opprooch to improve not

only infont feeding but olso moternol ond newborn,

eorly childhood ond survivol, lote childhood,

odolescent, odult ond older person's nutrition.

Kenyo Nutrition

Action Plon (2018-

2022l,

KNAP is on evidence-bosed multi-sectorol five-yeor

strotegic oction plon thot seeks to oddress molnutrition

in Kenyo in oll its forms ond for oll oges. lt is oligned to

lPoge 14





Regulotory lmpoct Assessment, Ministry of Heolth,202l

Policies ond lows Meosures supporling the Breosl Milk subslilules

(Regulotion ond Control) (Generol) Regulotions

FNSP ond KHP toking into occount commitments of the

Kenyo Vision 2030, implemented in five-yeor midterm

plons ond the Big Four Agendo, together with the

overoll globol heolth ond nutrition ogendo ond within

the fromework of the Constitution ond legislotion. The

plon opplies o life cycle opprooch ond promotes cross-

sectorol colloborotion to oddress the sociol

determinonts of molnutrition sustoinobly. The overoll

expected result of lhe KNAP is Kenyons ochieving

optimol nutrition for o heollhier ond better-quolity life

ond improved productivity for the country's

occeleroted sociol ond economic growth. The theory

of chonge wos used lo develop o set of key result oreos

to ensure certoin inputs, octivities ore in ploce ond

implemented through different sectors which hove

committed contribute to improved nutritionol stotus of

oll Kenyons. The KNAP hos nineteen key result oreos

(KRAs), nine of the KRAs ore very specific to heolth issues

ond oddress the immediote couses of molnutrition with

emphosis on moternol infont ond young child nutrition,

five of the KRAs oddress nutrition sensitive issues i.e., the

underlying couses of molnutrition while the other five

pertoins to foslering on enobling environment.

Moternol

ond Young

Policy

lnfont

chitd

The Policy provides for the nutrition of the mother during

pregnoncy ond loctotion, newborn ond eorly

childhood (up to five yeors). lt olso includes o focus on
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Policies ond lows Meosures supportlng lhe Breost Milk substilutes

(Regulotion ond Control) (Generol) Regulolions

nutrition during difficult circumstonces; including in the

context of HIV ond AIDS, low birth weight, children with

speciol medicol conditions, molnourished children,

children in institutionol core ond infonts ond young

children in emergency situotions, ond emerging focus

on odolescence ond childhood obesity. The policy

integrotes issues covered in the WHO Code ond

subsequent relevont WHA Resolutions, key child survivol

strotegies ond responsibilities of decision mokers ond

heolth core personnel implementing moternol, child

heolth ond nutrition progrommes of notionol, county,

district, focility ond community levels. The policy olso

identifies octions thot should be token to strengthen the

copocity of heolth core seryices, communities ond

stqkeholders to ensure thot the nutritionol needs of

pregnont ond loctoting mothers, infonts ond young

children ore met.

Notionol Progroms

Supporting lnfont

ond Young Child

Feeding

The Ministry of Heolth through the deportment of Fomily

Heolth ensures moternol infont ond young child feeding

interventions ore octuolized through on integroted

opprooch ond existing coordinotion structures in ihe

undermentioned; Division of Nutrition ond Dietetics,

Division of Neonotol ond Child Heolth, Division of

Reproductive ond Moternol Heolth, ond Division of

Adolescent ond School Heolth. The Division of Nutrition
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Policies ond lows Meosures suppoding the Breosl Mllk substitutes

(Regulotion ond Control) (Generol) Regulolions

ond Dietetics is responsible for coordinotion of nutrition

interventions in line with globol ond country strotegies.

Some of the key interventions include:

o) Boby Friendly Hospitol lnitiolive (BFHI);

b) Boby Friendly Community lnitiotive (BFCI);

c) Antenotol Core;

d) Growth Monitoring ond Promotion;

e) lntegroted Monogement of Acute Molnutrition;

f) Vitomin A Supplementotion;

g) lron ond folic ocid supplementotion;

h) Micronutrient deficiency prevention ond control;

i) Food fortificotion;

j) lntegroted Monogement of Childhood lllnesses;

k) Prevention of Mother-to-Child Tronsmission of HIV;

l) Kenyo Exponded Progromme on lmmunizotion;

m) Community Heolth Strotegy;

n) World Breostfeeding Week;

o) Molezi Boro weeks;

p) Deworming;

q) School Heolth ond School Feeding Progromme;

ond

r) Wofer, sonitotion ond hygiene.

lPoge 17
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2.5 Overview of the Propcsed Regulctcry lnstrument.
The proposed stotutory instrument which is the subject of this onolysis is the

proposed the Breost Milk Substitutes (Regulotion ond Control) (Generol)

Regulotions, 2021 .

i. Purpose of the Regulotions

The Regulotions oim to:

(o)guide oll persons thot use, monufocture, sell ond morket breosl milk

substitutes ond to ensure thot oll persons ore informed thot breost milk

substitutes undermines breostfeeding ond suboptimol breostfeeding is o

leoding but preventoble couse of deoth ond serious illness in infonts ond

young children;

(b)prohibit morketing octivities such os cross-promotions ond informotionol

inserts; ond

(c) estoblish rules to restrict promotionol morketing of BMS ond designoted

products, donotions, lobelling ond estoblish requirements for lnformotionol

ond educotionol moteriols ond octivities.

The Regulotions prescribe the monner of conduct in the following oreos os

required by the BMS Act, 2012:

i. Donolions;

During emergencies there ore often donotlons of breost milk substitutes.

Frequently these come from orgonizotions ond individuols who ore reocting to

the perceived rother thon octuol need ond misguidedly believe thot they ore

helping infonts ond young children. They moy olso come from the infont feeding

industry who moy view the emergency os on 'opportunity' to enter into or

strengthen morkets or os o public relotions exercise.

lPoge 18
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Unfortunolely there ore mony problems with these donotions os follows:

l. they often violote the lnternotionol Code of Morketing of Breosl-milk

Substitutes (the Code);

ll. sometimes they moy be post or neor their expiry dote;

lll. the donotions moy be inoppropriote for the needs or be

unrecognizoble becouse they ore lobelled in o foreign longuoge;

or

lV. they moy hove been sent in unwonted quontities.

Donotions of BMS con leod to breostfeeding being undermined ond on

increose in morbidity ond mortolity. lt should be noted thot the effect of the

donotions losts much longer thon the emergency thereby undermining

breostfeeding which leods to increosed infont morbidity ond mortolity for yeors

to come. The regulotions prescribe the monner in which donotions of BMS will be

undertoken ond how the committee will receive donotions.

ii. Lobelling

To ensure thot BMS ond designoted products provide octuol ond truthful

informotion, lobelling requirements ore provided for under ihe regulotions. This is

to ensure informed consumer choice. The users of BMS ond designoted products

should be informed of the nutritionol content of food of the time of purchose

through eosy-to-understond nutrition lobels.

A food lobel should include key focts, such os the content ond volues of key

ingredients in line with country stondords, os well os the monufocturing ond

expiry dote. Food lobels should moke reosonoble cloims qbout the

chorocteristics of the food, or its intended effect on the body. The regulotions

prescribe font size to enoble legibility ond effective communicotion.

iii. lnteroctions between heolth workers qnd monufocturers/distributors;
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The Regulotions seek to clorify the minimum stondords of behovior thot ore

expected from the BMS ond designoted products industry ployers ond their

interoctions with heolth workers (such os, without limilotion, event support,

controcling donotions etc.)

Other oreos covered by the Regulotions include:

iv. Cross-promotion ond odvertising;

v. Demonstrotions on the use of designoted products; ond

vi. Publicotion of informotion, educotion ond communicotion moleriols;

3.0 CCNSULTATIVE PRCCESS

3..I Legcl Requirennen is Relcting
Pcrticipc liori rJ nd Consultcttion

to Pu blic

Ccrrstii utionol Prcvisions
Article l0 provides thot porticipotion of the people, inclusivity, tronsporency ond

occountobility ore constitutionol requirements whenever o Stote or public

officer opplies the Constitution, enocts ony low or mokes or implements o public

policy. This requirement is premised on the sovereignty principle espoused under

Article I which vests oll sovereign power to the people of Kenyo. This power

entitles the people to unfettered occess to the process of moking public

decisions through their involvement. This ensures tronsporency in the formulotion

of policy. Article 174 (c) give powers of self-governonce to the people ond

enhonces their porticipotion in the exercise of the powers of the Stote ond in

moking decisions offecting them ond recognize the rights of communities to

monoge their own offoirs ond to further their development.
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Finolly, the volues ond principles of public service envisoged under Artide 232

(l) require the involvement of the people in the process of policymoking ond

tronsporency ond provision to the public of timely ond occurote informotion.

With regord to the subsidiory legislotion moking process, the Stotutory

lnstruments Act requires thot the regulotion moking outhorities sholl undertoke

consultotions before moking stotutory instruments in porticulor where the

proposed regulolions ore likely to hove o direct, or o substontiol indirect effect

on business or restrict competition. The Act provides thot in determining whether

ony consultotion undertoken is oppropriote, the regulotion moking outhority

sholl hove regord to oll relevont motters, including the extent to which the

consultotion:

(o)drew on the knowledge of persons hoving expertise in fields relevont to

the proposed stotutory instrument; ond

(b)ensured thot persons likely to be offected by the proposed stotutory

instrument hod on odequole opportunity to comment on its proposed

content.

The Stotutory lnstruments Act further requires thot the persons to be consulted

should either directly or by odvertisement through representotive orgonizotions

be invited to moke submissions by o specified dote, which should not be less

thon l4 doys or be invited to porticipote in public heorings concerning the

proposed instrument.

3.2 lnitiol De'relopment cnd Ccnsultotion Process

The Regulotions were mode in consultotion with the Notionol Committee of

lnfont ond Young Child Feeding (NCIYCF) estoblished under the Breost Milk

Substitutes (Regulotion ond Control) Act (No 34 of 2012). The NCIYCF members

enriched the Regulolion moking process given their voried ond extensive

knowledge ond expertise.
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The drofting of the Regulotions wos conducted by legol officers drown from the

Kenyo Low Reform Commission ond the legol unit of the Ministry of Heolth.

Severolworkshops were held to develop the droft Regulotions with porticipotion

of the Ministry of Heolth, members of the Notionol Committee of lnfont ond

Young Child Feeding (NCIYCF), UNICEF, WHO, legol experts (locol ond

internotionol), ond experts on motters of moternql, infont ond young child

feeding, trode ond food stondords.

The regulotion moking process olso involved porticipotion of the United Notions
ogencies working on moternol, infont ond young child feeding in Kenyo, i.e.,

UNICEF ond WHO. Additionolly, further consultotions were mode with globol
experts on motters reloted to WHO Code of Morketing of Breost milk Substitutes.

An internol stokeholder's consultotive forum drowing porticiponts from the
deportments in the Ministry of Heolth wos held on 28th June, 2019 to seek their
views ond build consensus on the provisions of the droft Regulotions.

Efforts were mode to reoch out to key stokeholders through public nolice, emoil

ond hord copy invitotion letters ond through Deportments of heolth in the

counties, porticulorly with regord to invitotion to the externol consultotive forum

thotwos held on 27t,August,20l9 to provide stokeholders with on opportunity

to present their views ond submissions. Access to informotion wos ensured by

ovoiling the droft Regulotions ot the Ministry of Heolth website www.heolth.go.ke

ond the Division of Nutrition ond Dietetics website www.nulritionheolth.or.ke

Following o request by the Kenyo Associotion of Monufocturers (KAM) for

onother consultotion session, o meeting wos held on 13th September 2019

where KAM presented their comprehensive memorondum ond key issues were

discussed.

On lOth June 202A, the Principol Secretory, Ministry of Heolth wrote to lhe

Attorney Generol (AG) seeking legol guidonce ond concunence on the droft
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Regulotions. The AG through o letter dote 20th November 2020, odvised the

Ministry to publish the Regulotions ond tronsmit the some to the Notionol

Assembly.

The Ministry notified the World Trode Orgonizotion (WTO) on the proposed BMS

reguloiions on 22nd December 2020. Comments from two member stotes nomely

the United Stotes ond Switzerlond were received in Februory 2021. A

consultotive meeting on the proposed Regulotions wos held on 5th Februory

2021 with the Committee on Delegoted Legislotion of the Notionol Assembly.

The droft responses to the comments from the United Stotes ond Switzdrlond

were presented to the Notionol Technicol Boniers to Trdde (TBT) committee on

lOth Morch 2021 .

lnput from stokeholders were token into occount ond ossessed by the teom thot

wos involved in the drofting of the regulotions ond issues thot were ogreed upon

to be included in the Regulotions were incorporoted. Below is o summory of

issues roised by stokeholders ond MOH responses-
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4.0 Stotement or Regulcfory CInd Non-Regulotory
Cptions

Option l: Mointoining the Sfolus Quo/Doing Nothing lDefinlng the problem

Breostfeeding gives oll children the heolthiest stort in life. Breost milk promotes

cognitive development, ond octs os o boby's first voccine, giving bobies

everywhere o criticol boost. Breostfeeding reduces the burden of childhood

ond moternol illness, lowering heolth core ond economic costs ond creoting

heolthier fomilies. The Kenyo Heolth Policy 2014-2030 hos identified suboptimol

breostfeeding os one on the leoding risk foctors to morbidity ond mortolity.

lncreosing breostfeeding worldwide to optimol levels (ot leost 90% exclusive

breostfeeding to six months) would prevent 823,000 child deoths eoch yeor,

porticulorly those ossocioted with dionheo ond pneumonio (Victoro et ol. 2O16).

While The Loncef reporf does not include on estimote for the Africon region, it is

likely thot more thon 300,000 deoths of Africon infonts ond young children ore

ottributoble to sub-optimol breostfeeding, if the new estimote conesponds to

the some proportionote regionol breokdown os the 2009 WHO estimote(WHO

2009). This is more thon double the .l37,000 Africon deoths ottributoble to oll

food-borne pothogens in odults ond children.t

1 See: JOINT FAOATHO FOOD STANDARDS PROGRAMME FAO/WHO COORDINATING COMMITTEE

FOR AFRICA, AFRICA CONTINENTAL FREE TRADE AREA (ArcFTA) - A QUEST FOR TRADE IN SAFE

FOOD EXECUTIVE SUMMARY (Prepared by Dr Jean Kamanzi). Twenty-third Session Nairobi, Kenya, 2 -

6 September 2019 Agenda ltem 2 CXIAFRICA 19/23/2. Available at http://www.fao.orq/fao-who-

codexalimentarius/sh -

proxV/en/?lnk= 1 &url= https%oZ53Ao/o252Fo/"252Fworkspace.fao.orqo/o252Fsiteso/o252Fcodex%252FMeetin

qso/o252F CX-7 07 -23o/o252 FWork i n q % 2 B D oc u m e n ls%252F ca23-2e. pd f
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Despite the known benefits of breostfeeding, less thon hofi Va%l of infonts oged

G5 months on the Africon continent ore exclusively breostfed.z The United

Notions Speciol Ropporteur on the Right to Food observed thot "One of the

major obslocles to breosffeeding is the mh/eoding morketing by boby food

componies of breosf mi/k subsfifutes ond the lock of corporote occountobility

for the odverse conseguences of such obuses."3

According to the 2O2A Globol Nutrition Report, only 20 countries in Africo ore on

trock to meet lhe 2025 World Heolth Assembly (WHA) torget of increosing the

rote of exclusive breostfeeding in the first 6 months up to of leost 50% (GNR

2O2Ol. Similorly, the 2020 Stotus Reporl on the Notionol lmplementolion of fhe

Code of Morketing of Breosf-mi/k Subsfifufes indicoted thot only 9 Africon

countries hove odopted legol meosures substontiolly oligned with the WHO

Code, ond only l4 including Kenyo hove meosures thot ore even moderotely

oligned with the WHO Code. The Sfotus Report did not ossess the sufficiency of

the enforcement of these lows, but on implementotion monitoring reporl on the

WHO Code indicotes thot violotions ore widespreod, monitoring systems ore

weok ond onecdotol evidence suggesls thot prosecutions for violotions ond

penolties ore rore continent-wide (Ching et ol. 2021).

Efforts by Africon Union member Stotes to strengthen notionol legislotion thot

ollows for full protection of breostfeeding will contribute positively to progress on

the WHO torget ond, even more importontly, to the suruivol ond welfore of

2 See UNICEF Statistics (2019): http://data.unicef.orgltopic/ nutrition/infant-and-young-child-feeding/
3 United Nations Special Rapporteur on the Right to Food. lnterim report,3 August 2015. Seventy-first session

Item 69 (b) of the provisional agenda. Promotion and protection of human rights: human rights questions,

including alternative approaches for improving the effective enjoyment of human rights and fundamental

freedoms Right to food.

N71/282.: https://docume nts -dds- nv.u n.o rq,/doc,/U N DOC/GE N/N 1 6/247 /21 lPDF /N1 624721 .odf?OoenElement
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mothers ond their children. This oligns with Article 5 of the Africon Chorter on the

Rights ond Werlfore of the Child which offirms:

(o)every child hos on inherent right to life. This right sholl be protected by low;

ond

(b)Stote Porties to the present Chorter sholl ensure, to the moximum extent

possible, the survivol, protection ond development of the child.r

At the moment, since the enobling legislotion wos enocted by Porlioment in

2012, mony limitotions on the odvertising ond promotion of breost milk substilutes

hove been in effect, However, monufocturers ond distributors of breost milk

substitutes oncj designoted products hove continued their morketing proctices

unoboted. While there hos been o rise in exclusive breostfeeding since 2012,

the proportion of Kenyon bobies who ore exclusively breostfed until the end of

the fifth month of life continues to foll short of the desired gools.

There is o globol consensus, embodied in the WHO Code in .l98.|, thot the

odvertising ond promotion of breost milk substitutes ond designoted products

undermines breostfeeding. This consensus hos been reinforced, porticulonzed,

or extended by subsequent relevont resolutions of the World Heolth Assembly,

the governing body of the World Heolth Orgonizotion(World Heolth Orgonizotion

et ol.2O16l.

Option 2: Administrotive Meosures

This is o non-regulotory meosure which if opplied, will depend on the good will of

public officers t,c implement the provisions of the new Act. Administrotive meosures

involve issuonce of directives ond circulors to the vorious entities ond hoping thot

a Available at: https://www.qlobalhealthrights.orq,/instrument/african-charter-on-the-rights-and-welfare.of-the-

child/
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they will be implemented. Administrotive meosures do not hove the force of low

ond moy be chollenged in court of low.

Option 3: Publlcolion of fhe BMS (Regulation ond Control) (Generol) Regulofions

This option supports the Kenyon policy which underpins the need "to bring

heolth through food to os mony people os possible (citotion)." ll does this by

ensuring thot the Ministry of Heolth contributes to the provision of sofe ond

odequote nutrition for infonts, by protecting ond promoting breosl-feeding, ond

by ensuring the proper use of breost rnilk substitutes ond designoted products,

when these ore necessory, on the bosis of odequote informotion ond through

oppropriote morketing ond distribution proctices. lt further contributes to

ochievement of the presidentiol ogendo on food ond nutrition security os breost

milk is the most effective woy we con ensure food security for infonts less thon six

months.

ln Kenyo, there hos been improvement in reduction of neonotol, infont ond

under five mortolity rotes from 24,54 ond 74 per 1,000 live births in 2008-9 lo 22,

39 ond 52 per '1,000 live births in 2014 respectively. ln spite of this improvement

ond renewed focus on child survivol, ochieving sustoinoble development gools

(SDGs) torgets for under five mortolity (25 out of 1000 live births) ond neonotol

mortolity (12 out of 1000 live births) by 2030 will require occelerotion of

evidence-bosed opprooches of which breostfeeding is proven to be

incomporoble with none.

As o country, it is importont thot we ore consistent, cleor ond tronsporent os to

the stondords of behovior expected from monufocturers, importers ond retoilers

in the performonce of their duties. The proposed Regulotions hove been

designed for this purpose. The Regulotions detoil oreos where the BMS ond

designoted product industry ployers need to moke responsible ond ethicol

decisions reloting to the morketing of foods for infonts.

+
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4.1 Opticns ond lrnpact Anclysis
'Opllon 1:

Molnlolnlng the slotus quo/dolng
nolhlng

This option will meon thot the BMS

Act is implemented without
regulotions.

Merlh

The BMS Act is oligned to globol
commitments such os lnternoiionol
Code for moketing of BMS ond
subsequent WHA resolutions; ond

The Act olreody esloblishes the
tionol Committee on lnfont ond

, -ung Child feeding to odvice the
Cobinet Secretory Heolth.

Demerlls

. The Act locks o legol
instrument/guidonce to fully
implement, monitor ond enforce

'the Act; ond

A lock of regulotions results in the
- inoperobility of some seclions of the
Act, frustroting Podiomenl's intenl
ond gives insufficienl guidonce lo
both public ond privote
stokeholders in implementing the

The lock of instruments, guidonce
ond continued non-complionce
with the Act will leod to sustoined
promotion ond inoppropriote use
of BMS ond other designoted
products. This will contribute to high
rotes of under nutrition omong IYC
resulting in under-developed

exposure to ocuie

Opllon 3:

Publlcotlon of lhe BMS (Regulcllon
qnd Conlrol) (Generol) Regulollons

Provision for legol
instrument/guidonce to implemenl,
monitor ond enforce the Act.

Merlls

Provides for how the clouses on
donotions, lobeling, ethicol
interoctions between heolth
wo*en ond monufocturen, IEC'
moteriols omong others should be
implemented;

ll will deter continued
noncomplionce with the Act os it
envisions regulotions to support ils
implementotion;

It prescribes o mechonism for
monitoring ond determining
complionce wilh the low;

It will provide bosis ond guidonce
for co-regulotion by fhe induslry;

The regulotions will provide for
mechonism ond bosis for
enforcement ond sonctions;

The regulotions will deter promolion
ond inoppropriote use of BMS ond
other designoted products hence o
reduction in under nutrition omong
lYC, improved intellectuol
development ond subsequently
enhonced school performonce,
improved income loler in life lhus
improved economic growlh ond
development, increosed incidence
of preventoble diseoses ond deoth;
ond

Opllon 2:

Ad ml nl str oliye M eos ures

This entoils putting in ploce
odministrotive meosures to ensure
implementotion of the Act.

Merlls

None

Demerlts

This meons thot the regulotory
concerns will remoin un-oddressed.

lmmune
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Opllon 2:

Ad minislroffve M eos ures

Opllon l:
:Molnlolnlng the stolus quo/dolng
nolhlng

infeclion risk, illnesses ond deoth
ond increosed incidence of
preventoble chronic diseoses ond
deoth loter in life. Sub-optimol
breostfeeding olso couses impoired
intellectuol development which
leods to poor schooling ond
reduced income in loter life, thus
economic loss to lhe country,

Opllon 3:

Publlcollon of lhe BMS (Regulotlon
ond Conlrol) (Generol) Regulollons

More effectively ensures thot
porents ond core givers ore not
misled, better informed of risks of
formulo feeding insteod of breost
feeding.

Demerlls

None

Prefered Option
Bosed on the obove onolysis, Option 3 is the preferred option.

Reosons why the olher Optlons ore not oppropriote
Bosed on the obove onolysis, Option I ond Option 2 ore not oppropriote for
Kenyo.

5"0 Stotement Exploining the tffects of the Proposecl
Regulotions: Benefits ancl Ccsts Anclysis

5.1 : Benefils
Suboptimol breostfeeding ond poor infont ond young child feeding hove been

on impediment to Kenyo's development for decodes. The proposed

Regulotions form on essentiol port of Kenyo's strotegy to ochieve optimol rotes

of breostfeeding, nomely 90-95% EBF from birth to six months of oge ond

continued breostfeeding to 24 months or beyond which is expected to

significontly reduce the thousonds of deoths ond mony more coses of severe

dionheo ond pneumonio ottributed to suboptimol breostfeeding'

Breostfeeding will reduce illnesses, hospitolizotion ond deoths omong Kenyon

children ond especiolly in the first yeor of life, on oreo thot hos continued to log
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behind ond currently occounts for up to 39 ond 52 deoths per ,l000 
live births for

infont ond under five mortolities respectivelys despite significont investment by

government ond communities. The benefits of breost feeding extend beyond to

odulthood in preventing ond modifying the severity of chronic conditions such

os osthmo, diobetes ond prevention of breost concer.

Globolly optimol breostfeeding would overt:

(o)823,000 under five deoths onnuolly;

(b)20,000 coses of concer omong mothers onnuolly in low middle income

countries;

(c172% of hospitol odmissions due to dionheo ond 57% due to lower

respirotory infection;

(dl54% ond 32% of oll dionheo ond respirotory infection episodes

respeciively;

(e) l3% overweight obesity; ond

(f) 35% in the incidence of type 2 diobetes(Ministry of Heolth 20lB).

Breostfeeding is o fundopentol investment towords Kenyo's intellectuol humon

copitol by conserving or promoting the broin development of the young infont.

Exclusively breostfed bobies hove o higher lQ which tronslotes to belter school

performonce ond ultimotely higher income in their entire lifetime. lt should be of

greot concern thot one in four Kenyon children is stunted ond foilure to conect

thot molnutrition by oge two is ossocioted with long-term impoired cognitive

deficit(Victoro et ol. 2015).

The protection of optimum breostfeeding ond consumption of oge oppropriote

nutritionolly odequote complementory feeding ore prudent public heolth child

protective meosures for Kenyo ihot would contribule lo reduction of economic

losses due to child under nutrition estimoted of Kshs. 373.98 bosed on 2014 Gross

Domestic Products (GDP) estimotes, opproximotely 7% of the onnuol

s Kenyo Demogrophic ond Heolth Svrvey,2O14
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GDP(Centrol Bureou of Stotistics (CBS) [Kenyo], Ministry of Heolth (MOH) [Kenyo]
2}t9l.

Breostfeeding protects women's physicol ond mentol heolth by reducing the

risk of hemonhoge, post-portum depression ond spocing lheir pregnoncies. ln

the long-term, breost feeding helps reduce the mother's risk of diobetes, breost

ond ovorion concers, cordiovosculor diseose ond osteoporosis loter in life
(Chowdhury et ol. 2015).

Breostfeeding is explicitly recognized by the United Notions Convention on the

Rights of the Child os o key component of every child's humon right to the

highest ottoinoble stondord of heolth. Breostfeeding provides o noturol,

renewoble food thot needs no pockoging, tronsportotion, storoge, or cooking,

moking it environmentolly friendly ond o climote smort investment. When o
populotion with limited occess to heolth systems ond infrostructure relies on

breostfeeding, it mitigotes inequities in occess to heolth services. The protection

of breostfeeding ond ensuring sofe ond oppropriote complementory feeding is

on investment for Kenyo's todoy ond tomonow.

5.2 Finoncicl Costs

There is cunently no finonciol cost for the Ministry of Heolth in the promulgotion

of these Regulotions. Over the yeors, the Ministry moy need to budget on

strengthening enforcement mechonisms proposed in the Regulotions.

5.3 Effects on the Pubtic Sector

The potentiol beneficiol impoct of the proposed Regulotions on the public

sector is high. lt provides for child protection by ensuring sofe ond odequote

nutrition for infonts ond young children through protection, promotion ond

support of breostfeeding ond optimol complementory feeding. lt ensures thot
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infonts ond young children hove the best stort in life, which leods to improved

heolth of the children into odulthood, reduce hospitolizotion ond heolth costs,

ond improved school performonce. Nourishing IYC well sofeguords public

heolth, resulting in o more productive society (Victoro et ol. 2016l,

The Regulotions provide on opportunity to improve public sector occountobility

ond tronsporency in the regulotion of the morketing of BMS products ond

designoted products, ond improves consumer protection. Members of the

public sholl receive occurote informotion, in o stondordized legible forrnot,

without ony longuoge boniers on the lobels of BMS ond designoted products.

Cunently, lobels of breost milk substitules ore not required lo be written in

Kiswohili. Though convenient for foreign suppliers seeking to serve multiple

Africon morkets without occommodotion, English only lobels deprive the vost

mojority of Kenyon porents of informotion in their notive tongue ond puts too

mony children of risk thot porents' decisions obout their doily feeding will not be

odequotely informed. This is dongerous ond unfoir, especiolly for vulneroble

consumers who, when they consume BMS, often do so exclusively every doy.

The Regulotions give on opportunity for the government to protect the public

from heolth risks orising from misuse ond unsofe use of the BMS ond designoted

products. The proposed Regulolions provide for onti-dumping meosures for BMS,

complementory ond other designoted products in the form of donotions. The

Regulotions help operotionolize Kenyo's commitmeni lo the low ond WHO

Code, os well os supporting universol heolth coveroge by reinforcing prevention

efforts thot obviote the need for core ond intensive core. The Regulotions give

cleorer directions to Kenyon inspection officers obout whot is expected in

monitoring ond enforcement.
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5.4 Effects on fhe Private Sector
The benefits of the Regulotions on the privote sector ore improved clority obout
the opplicotion of controls mondoted by Porlioment ond further ossuronce of o

level ploying field. ln oddition, the Regulotions sholl improve complionce with

the BMS Act ond the quolity ond sofety requirements. The privote sector sholl

support the promotion of breostfeeding ond proper use of BMS.

The Regulotions will ensure thot interoctions between reguloted componies ond

workers in the heolth systems ore ethicol ond not thinly veiled efforts to promote

their products.

5.5 Effects on Business
The Regulotions hove minimol effect on businesses thot cunently comply with

the Act ond WHO Code. The Regulotions level the ploying field by mondoting

the form ond content of certoin informotion to be presented. Moreover, the

Regulotions sholl improve occountobility for notionol ond multinotionol

componies thot ore involved in the business'of BMS ond complementory

products ond other designoted products, ond ensure complionce in the

morketing, donotions ond lobelling of BMS ond designoted products.

ln order to promote ethicol interoctions between heolth core providers ond the

BMS industry ployers, these Regulotions preclude BMS ond complementory

products monufocturers, importers, distributors ond retoilers from promoting their

products directly to ond through heolth systems ond providers by offering

stipends to ottend sponsored meetlngs, free gifts, omong others ond providing

BMS or other designoted products in moternity dischorge pocks.

The Regulotions ollow for oppropriote use, monufocturing, distribution, lobeling

ond importotion of BMS ond designoted products for purposes of sole ond

distribution.
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Componies will incur complionce costs such os revising lobels to reflect

longuoge requirements. Printing costs con be minimized by ollowing componies

to exhoust 6-12 months of preprinted lobel stock. Prohibitions on odvertising or

contoct with heolth workers or coregivers requires only thot componies refroin

from doing something thot Porlioment hos signoled since 2012is inoppropriote.

Refroining from doing something is not o finonciol cost.

ln onolyzing the effecls on businesses, the Ministry of Heolth wos guided by the

Competition Authority Guideline on Assessment of Regulotory lmpocl on

Competition in Kenyo.

5.r: i=uncJcnrentcl Riglris cncl Freeclcnrs
These Regulotions do not limit the fundomentol rights ond freedoms set out

under the Constitution.

The proposed regulolory instrument will focilitote the full enjoyment of the rights

os slipuloted under Articles 43(l) (o) (c) (d),53(l) (c) (e) ond 46 of lhe

Constitution.

5./ Tcxes /Fer;s crld Re',zenue
These Regulotions do not impose, woive nor vory ony tox or fees imposed under

ony low in Kenyo.

5.8 Effects on E><isting Legci Frcinreworks
Stolutory inslruments proposed lo be omended

There ore no stotutory instruments proposed for omendment.

Stotutes proposed for consequentiol qmendments

There ore no proposed consequentiol omendments.
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6.0 Conclusion
l. There ore significont public heolth benefits from promulgoting the

Regulotions.

2. There is minimol cost to industry; revising lobels is infrequent ond likely non-

inflotionory.

3. There ore significont potentiol net economic benefits to Kenyo resulting from

increosed breostfeeding rotes expected from complionce with the

Regulotions qnd concomitont reductions in ocute ond chronic illnesses in

breostfed infonts.

4. The environmentol benefits of breostfeeding ore estoblished.

5. No loss of business is expected in componies thot olreody voluntorily follow

ethicol morketing proctices consistent with the objectives of the WHO Code
ond the Breost Milk Substitutes Act, 2012. Advertising ond promotion of breost
milk subslitutes ond designoted products ore o continuing threot to
breostfeeding rotes in KenYo.

6. The breost milk substitute morket is growing ond interfering with

breostfeeding, despite Porlioment's nine-yeors-old direction to industry ond
vorious notionol ond internotionol progrommotic efforts to promote

breostfeeding in KenYo.

6.1 Reconrmendction
We recommend thot this proposed Breost Milk Substitutes (Regulotions ond

Control) (Generol) Regulotions, 2021 be promulgoted.

t-

lPoge 41



a

a

-t



D

!

\
Regulotory lmpoct Assessment, Ministry of Heolth,202l
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MINISTRY OF HEALTH

PUBLIC PARTICIPATION

-illffil 
srnrerilE*r oF rHE pRoposED BREf, *rryllffi

(GEN ERAL) REGULATIoNS, 2o2I

Kenya enacted the Breast Milk substitutes (Regulation and Control) Act No' 34 in 2012 to give effect

to the lnternational Code o{ Marketing Breast friilk Substitutes and the relevant World Health Assembly

resolutions.

The cabinet secretary for Hearth has drafted the Breast Mirk substitutes (Reguration and control) (cen-

eral) Regulations, zoit. the obiect, of tt',"-i"grr.,ir"i isto guide all personithat.use, manufacture'sell

and market breast milk substrtutes and to 
"nrir," 

that all perions understand that breast milk substitutes

undermine breasrfeeding and subopti..t ;;;;;;""Jing is a leading but preventable cause of death and

setious illness in infants and young children'

,edraltRegu|ationshavebeensubjectedtostakeholdersarrdpublicparticipationincludingtheWorld

,a" Organiiation and are due for publication in the Kenya Gazette'

ln compliance with section 6 of the statutory lnstruments Act,No' 23 r:f 20ll' the Ministry has prepared

a regulatory impact statement for the prop"oJ.o 
-n"griitionr. 

The Regulatory lnrpact Assessment and the

dratiRegulations are available at /'

All interested pefsons should submit written comments on the draft Regulatory lmPact Statement in the

prescribed format; Regulation/.clous,e,lssues of Concern, lustificolion ond Recommendotlon' to

reach the undersigned-via email not later than fourteen (14) days ftom the date of publication of this

REPUELIC OF KENYA

nottce.

The PrinciPal SecretarY
MinistrY of Health
Afya House
Cathedral Road

'" P.O. Box 50O16-00100 NAIROBI

Email to:
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RESPONSES TO THE KENYA ASSOCIATION OF MANUFACTURERS
MEMORANDUM

ON THE BRXAST MILK SUBSTITUTES (REGULATION AND
C0NTROL) (GENERAL) REGULATTONS, 202 I

SIIBMITTED TO THE COMMITTEE ON DELEGATED
LEGISLATION

grrr ToyEMBER 2o2l

Preamble
Breastfeeding is the natural way of providing infants with the nutrients they need for healthy
growth and development. Human milk contains all of the nutrients critical to infant growth-a
unique balance of proteins, carbohydrates, \vater, antibodies, hormones, micronutrients, and
macronutrients-with the balance of these components adjusting during each feeding and over
the course of lactation to provide the most appropriate nutritional content to the infant.

Optimal breastfeeding of infants under two years of age (also kttown as the first 1000
days'window of opportunity) has the greatest potential, impact on child survival of all
preventive interventions, with the potential to prwend oyer 823,000 deaths (13 per
cent of all deaths) per year in children under five in the developing world (Lancet
20 r 6)'.
According to Lancet 2008, breastfed children have at least six times greater chance
of survival in the early months of life than non-breastfed children.
An exclusively breastfed child is l4 times less likely to die in the first six months of
life than a non-breastfed childl'2.
Among older children (from six months to rwo years of life), the non-breastfed child is
about two times more likely to die than breastfed babies2.
Breastfeeding prevents 72 percent of all admissions for diarrhea and 57 percent for
respiratory infections2.
A total of 54 percent of diarrhea episodes and32 percent of respiratory infections
would be avoided through optimal breastfeeding2.
Long-term maternal health benefits of breastfeeding include reduced risk of type 2
diabetes, breast and ovarian cancers.

a

t Victora CG, Bahl R, Sarros AJO, Franga GVA, Horton S, Krasevec J, et al. Breastfeedint in the 21st century: Epidemiolo8y, mechanisms,

and lifelong effect. Lancet. 2015;387(10O17):475-€0.
? Rotlins NC, Bhandari N, Hajeebhoy N, Horton S, Luner CK, Martines JC, et al. Why invest, and what it will take to improve breastfeeding
practices? Lancet. 2016;387( 10Or7) :491-504.
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safe and adequate nutrition lor infants through the promotion of breastfeeding and proper rrse

of breast milk substitutes. where necessary and for connected purposess.

The Act provides for the establishment of the National committee on infant and young child

feeding; Restriction on advertisement, Iabelling of packages, education and information

materials;and Enforcement. Additionally, article 28 (l) of the Act gives the Cabinet Secretary

for Health powers in consultation with the committee to make Regulations prescribing how

implementation of certain sections of the Act should be accomplished.

In spite of the Act, continued violations have been reported in the recent past, for example,

Nestle Kenya sponsored the construction of lactation room at the Kenyatta National Hospital,

a total violation of section 6 (2) of the Act. The event was extensively reported in the social

media. Subsequently, the Director General for Health wrote to the 2 organizations bringing to
their attention the contravention and advising removal of the event photos from the social

media and official rvebsites.

Process urdertaken in the development of the Breast Milk (Regulation and Control)
(General) Regulations, 2021

. The development of the BMS Regulations commenced in 2012, spearheaded by the

NCIYCF and with technical and financial support from UNICEF and WHO

. However, during a rvorkshop to review the draft Regulations that was held in October

2018, significant gaps in the content and legal consistency were identified and it was

recommended that regulations be redrafted, with technical support from legal drafters.

. A re-drafting rvorkshop was held on 2lsrto 25h January 2019 and a revised draft BMS
regulations developed with legal expertise provided by the Kenya Law Reform

Commission.

. The revised draft BMS was circulated to internal stakeholders within the ministry via

emait to obtain their input in May 2019, and thereafter a consultative meeting was held

on 28s iune 2019.

o In the spirit of public participation envisaged in the Constitution, a ptrblic notice was

published in MyGov on l3s August 2019 requesting stakeholders to submit written

submission by 20th August 2019 and inviting them to a stakeholder consultative forum

on27b August 2019.

. Written submissions were received from the Kenya Association of Manufacturers
(KAM) and the Kenya Healthcare Federation (KFH)- the health sector board of the

Kenya Private Sector Alliance (KEPSA).

. A consultative meeting was held on27lh August 2019, where stakeholders presented

their memorandum.

o At the end of the meeting, KAM requested two things: i) to revise their memorandum

in line with corrected version of the draft BMS regulations; ii) a one-on-one meeting

with the drafting committee to present their memorandum in details,

5 hnp://kenyalaw .orglktlliteadminlpdfdownloads/bills/2012/EreastMilkSubstitutes-ReBUlation-and-Control-8ill-2012'doc
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i\'ii.ri'., Ilt-i (}F H[lA[,]'i-{

Kenya enacted the Breast Milk Substitutes (Regulation and Control) Act in2012 to give effect to
the International Code of Marketing Breast Milk Substitutes and the relevant World Health
Assembly (WHA) resolutions. The Act provides for the appropriate marketing and distribution of
breast milk substitute (BMS); safe and adequate nutrition for infants through the promotion of
breastfeeding and proper use of BMS.

The Act gives the Cabinet secretary for Health powers to make regulations prescribing how
implementation of certain sections of the lcl should be accomplished. Therefore, the Ministry of
Health in collaboration with the National Committee on Infant and Young Child Feeding, the

Competition Authority of Kenya, the Kenya Law Reforms Commission, the Kenya Bureau of
Standards, LINICEF, and the World Health Organization conducted a regulatory impact
assessment (RIA).

In line with the requirement for public participation and stakeholder engagement as prescribed

under Article l0 of the Constitution and sections 6 and 7 of the Statutory Instruments Act (No. 23

of 2013), the Ministry of Health invited members of the public and all stakeholders to submit
comments on the Regulatory Impact Statement. The Public Notice was published in the local Daily
newspapers on lgth July 2021and the Regulatory Impact Statement and the proposed Regulations
made available at the Ministry of Health website u,rvrv.health.go.ke. Stakeholders were advised

to send written submissions to the Principal Secretary vide irtlir.headntrtrition-
brnstrct(rJlhealth. s0. ke

Written submissions (attached) were received from the Kenya Association of Manufacturers
(KAM), the Kenya Nutritionists and Dieticians Institute (KNDI) and Africa Improved Foods Ltd
within the l4 days that had been prescribed. A meeting to review the written submissions was held

on 4s August 2021 and the general observation was that most of the comments were on the

Regulations which had previously been considered and only a few were based on the Regulatory

Impact Statement as per the instructions in the public Notice.

This report presents the responses and justification to issues relevant to the Regulatory Impact

Statement. Noting that some of the comments submitted were touching on the proposed

Regulations and had been comprehensively addressed during the consultative process in the

development of the Regulations, the summary of these responses can be found in the Regulatory

Impact Statement section 3.2 on Initial Development and Consultation Process.
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l.O INTRODUCTION

This is Memorandum is developed by the Kenya Association of Manufacturers on behalf of its
Nutrition and Food Infant Industry to share feedback on The Breastmilk Substitutes
(Regulation and Control) Regulations,2OZl under Legal Notice No. 184 dated 27tt August
202r.

2.0 ABOUT KAM

Kenya Association of Manufacturers (KAM) is the leading business membership organization in

East Africa that plays a key advocacy role on behalf of manufacturers in Kenya and in the region

through her strong linkages with all sectors of the economy. KAM has over 950 members and

represents over 40o/o of Kenya's manufacturing value add industries. KAM represents Kenya's

manufacturing sector interests in the East Africa Trade integration process through the design,

ratification and implementation of the Customs Union, and the Common Market Protocol. The

integration process in East Africa has been successful with Kenya Playing a critical role. The EAC

region integration is expected to spur the manufacturing sector enhancing intra-EAC trade in value

added products and thus grow the economies of the region.

3.0 PROPOSED AMENDMENTS TO THE FINANCE BILL?O?I
In response to the development of the Breastmilk Regulations, we propose the following
amendments to be considered before the Regulations are approved:

2lP:3;:

a



$s ie:.1iEi EaE

iiaiiiiI-E''E

€iI!gEffBIiIE

:a'e s/}; &g
PE r-

Y,!3
Ett-
.u (!=
>-g F

€oOo o--
5Eb
o -LL 6-0

oEoELoooLrr(* 6.)

or 5'X
t(!=F-o ts

rq ! u d 6r9o,aoltstrE 'i.,E(U
(6 qJ OJd tA!E,;EfE:,'< o <o 6.1 

=!\tvPLd6_e3EF
(!i:.EUX

r c ut.i (6 -

EE€fET
E bE epEs
l-!Fl-ufotr.tr.E(!cE- HEE !
:EgEEEE
:APi.g;;
E ? E AE; g
o.=J4 0) v'E'=

E Es r a t g

(t,
o
or
oL
0.

; iEA }€ EEE-

EEEEiiEEEE
iE;**'* s;tE
dAE.-z3.a€EE

t{
e)q
(l,
(J

bp
o
z
FI
6)

6Ju
e)l-
6J

oi.
o
o

otra

PbE; b
5 2E+,br!,-y(4(Et3s -g(!.o - 000)
LUL!!Lq.io.o tr 9?: - 6.Y" 9 6 qE

r.-t
F9^--
LFWO,rtrtrH* o p'Ci

=oP-Hi'Ee
tt 

=E 
(!

trtsYq)E9€9E
E 3.E; bu - tr-c

^<EU.c, E ho
EEg:^E
EEEH;
V r U J ..L=L=>,
+'Y t! - 6':

eE:€EE
sr E g Eda

az
zo
F
&
ts
z
II:

F
ta

No
N
v)2o
F
Ff

I
lrl
&
Flo
&F2o(J
az
zo
F
J
(J
lI:
&

4
Ftt)
oz
Fz
hz
aoolrt)

rfl
F
F
Ft,
a
tt
xrl
EFt)
lrl
&
E
lll

F
zo
E
nz
do
=EI
E

tr
c,il

o
G
I

q

r{

(Y)

t



t\J

3BTE-*=E +F
=P37xF'Aoqe==vt t+ ,^ O Lp; Flz=*1*5a*l=filii3

<6HgH- +
8 a *8 s k qP,I7H'=+a^ Jvt 

=-i. 
*oJ rD

-HB=8=BaJ* I o irilExEalda; o (, tr egqg(nrI-trC
-.tr !!= o o -;-;1 )
,(9^.^a

EX oor.H-
5 ai !'a

9ET r i;unaP o-+ 3 a
o, P,. i or o
t(U-(9ia^ +H 6E

o)Oi+d=.
< c-5 qo.
9 B 3'= e .D

J^1.-
UtltiAd-

=iDJoox
nitria
=c

o

o'
o
{

0e

o
{

E$+E+n-1111gg

E[*fI;=L.-s;i

+lit*1il1irg
:+! dED-lvQlE+

I6-H R 6) 6;iqf-fi
I s<q
H.-r.H

3d FE
i)' u, a
7'a vt -.\a)--Pts.EJ
-u\ 4
'< E 3.3,a*P'386:
J:tra E
i, v-q E o)

&:"13
-.='q 5

=.oq 
3 -$'r! =';'

=ddP

do -:'o-t 5x -t
rg 

^r U

H g€ E.r (D'O XqB 3 ij
X 6ro
i'=:t.a618"

i( te

eBH
=o.o(n _-!
-L9
-JvHo-
-dPari .fn(,= 6'"

!)
L+
TE 6
?Do
f E.o5o!tr.--
(DQ(,1
6=a

P g+{ 6'6-R Id;eo 
=-q9.; *

Ed"=ligfi-
&f6*nEE-1o lz = H 6't< r 9
--JXr^U=fE-,+A+3siJ 3 =gI Bd5tr$5iJct oDd9.!)=A)ir5tA V, A -g 

(, u

t E E n r 3 E-
i5- at ^ H tr =- I
^.iAA-a-t:I*5[E e.*
T f qtr 

= [ 3 o

E i E=;: H.H =
=XAl)vttifIS=re+Alr))=)-.Y sioaoq O f(D (/)

5E tE I -i
E 5+A--e*(D o l-:.=5
BH-Nq
iAHEEq
Iq--oB=-:
€E -Ss g

F; ia
B t'6 = 

o

s * 3=,, iEE-+
5(Do X -.o
='o =i= -a1':r

UiU
hUJPqq33s

{ *=a3o-
I3.s.+ o ..1

-oU -r(,a. j o
ia aeo
dB8
trr-
Iqro:
= 

dir-te"b-
45(D
6'' oq 3

9)
5o.!-!
^.oLO-
fi'E

(,lrl-l
Q > ji.-a'
= -(a
;-55:.-O

<r4,o
oJ-

=€g
o'
jo

=(<oJ o)

Vt t,

o:
Q.X
=)h).)-t
!J O-

oX
=th

5

:
!r

(;,i

1-

a



a

J

:_

tJl

(, >ro oE= E o @ o 0)'-=EeOe':!=q?15

sgEEt,sEsEEE=
EEEHESEeEfSE

I;ErI;I:;IEE
EE|gIcE;;;i;
"trHr:eeE;EiE

: ;E *E: HE 
g: I#

:TEeg;8.={EEH

o o hox6€ 2 :s
:.8 Er €+:'FN(J
+=tJ)c)q=
-Erz=o1f
(hyLuy

3 A po gE a
o- .= Caq,rEH 1 8:€(st!q

.2e o E:o=
HE" E r.ge
ul.(J)th<'jr1

H g F,! H; Eia=(!lti)ec)j5X-:ruE=jiE(!=octrvt,-uEGsf;g=E
=(!e)F trij o .

l- rt ,io=q)qi a€
!
Lthol"E fl"E
9A
9teE=

:YU'9 6JF
€o.
.P ^E g
xo=(!_H.HE."E
>.8-EJ
€T^iEH
6EJ(,egm.Eorir.S,(!L.+
9! 9 o hA**FF=Ftitr
o a

g?EEEEE
a (,t (!
ELflh 

=S,'ao+9 .E.;
o,.EE€:€tr S-c c I I o,
or.!.9oii;Ei 

=€ 
5 E;;

P -.= O .i a

I SEi o E:o<tre.='EP*k"oo;HEgts
; B: S E FI €&!uF o. o.= = o..: o.

o
G

tel-t
o

E€!o (!
Ou,fE
ar '6

EE,?ia
o€
E t'{

o

o
G

Lo
96
q, .9
3H
E.E9u0
eg
or .936

(!(!trq)
g - O!
v.ru^
Hi;jje! 5 E.sFlEr:o!=F F llH

6= L E
E F.s q

*E €+
3E Fro >,6 HEEf;
r-L"E
Hsb€
ESE'Eo tr 3-u 

= i!r-r Uts x:E -rE- o.q -5 P+Hi t r,€<E.!bc
a;9.E€ 3
r-{ O.QO 5

bt

bI
(!
U

o
(!

Lo

Eb b.gE.:?E
E s"! E E E; iED!s.=-^=EP
Ei E:: A;;
E : E" a 

"E 1E- U-X.I-'i,*bE t-o B It o
P h a-, .=+'t ! (/,)

H;EE;EUB
== 

,= G .E 5'€E:i: g! as
bEr;EE sE|. r .r E 6-s o.:H.g'4qE=93
7.h,=^<''aats'8063 -=PE.(!(l)ti !4.YL5eL(uhngaaJP=
E= )E H! E E E(!(BTt=i,t--t.Ef 

=tE"EE€lRA>,tr, E 
-.= 

'''-

; E E f; [E EE
F-tF-\OQtrtraO.=a

ca +

a



a

!

!n\o !

O.D tso5lJ(, o-.
oo-
d E-nd>

.l rt
PO.)N'>(D
.):-

oo
(D

or3o,
r+

o0)
IJ k\<FtP-

o=='

YrD.

oQ 5=
o. or l-i

o'
o

rt

or+

-l

tn

s 

= 

B r s s 1i l:
i*E E: ii 1[;
Erill; [[iEHa--r-.-.u.-7&o893='X{3
;i i[Er;H]n;
g?ElfrSBg*
-o 0(a'+Q 'o 0: r

5ilsgE$il3=s
3 i I rE ; 4 H a P.--idol=gQ^

E a-+3- r6 6;
H u EaaE EE g

es:s;.* gsil
€ ,^, ii q I ='d 

q ?

ae Fi 6 H f ;QtD oqg -Pci{:
S Fi x ?^2-L-aJ - in D'xi = ;i ts
s f € 3 5: 1:6 X Ej ;r -+: P
- --5?6c
=='o.F.(D = o:-=Y;irnro-A,a-raJ?sEiI5'; *0,9
5=fi si; li
Eiiler3lf
#-glis-'F.
E i;iH g?

:ir;a-t^g-
:B-s 3 o o

IF=t q+
*:])-5 = >inQ (D tr 
=?1-4a-U;qgl= 
=-* 

= 
ri t 9.9E Be; X "xx"''-.i.i trrb 53[3+ ffi

ESo4E
o. ei

o
IA
o

D

o
a
AJ

ao
Ito

5<q)O

0c3u
'. >:

o
oo
(D

fr
o

a
d

oq

e
3 E 2.8 3 

=' 
{ F

s e X e H P +gl-.;.r-;i0.);.AAJP

= 6--' 6-d o 
=idu,rl O- .- 5 :J

li + -- -'Et 3B6- 99da,oE.or*iHE-*Bs
=]*-F-:l- il . z 1

e*9eEEF5(D=4,r=3e.qts *gl^.
oll(D=r

= 
g ar 814\

s ers
iqgga i#E*1F,;,8=
Eip;ilae*ais";i; of *E -BB 

(e

*g-rEE; r:6i r
*E$EE3E gi}E ;;13^,H;E il-s- €----XYHTD)O(Da0)55L o-:ir = o- Q-o =(D oa

co

a. c)

L.I. (D
o
tt qJ

/its

o
(D

tq)

oo
o; o)

-'
o
o-
.)

o\

QE -lE+rE=e
5 o, tr)

ci gl- oo.< -.EIAC(1dtrl
r+ S.-'t oJ -(D6='s.u
EHgtz:t!,
D{/)1
Oo)
3 eH.
$s

E 3Et^ lE o)

aT Fi E T<i eE e +;;=sq6P.
ij\C 5'a 

=o 8ia S-€8i E;z' ; o6

taIE$ni=s.= s
g F* q E s
6 6 As B-g

."E =
=.OztA)-
!iO-+I.a
$6p5r1:t
-ittD=(D

ql

)



{

j

N

bEEE;$EE
E 
-; gt + 

= 
iYi.;iogG6-dEtro'e€o gp8"U E.;E==EGl

= a s.-
.9 .!3,- L

= 
HHE€aH; :*EEFoso.--EE

H t t EE g T; E

f. co Eo E O qE o 6

.EESE HbE 
-i88fl: gEE

e; "€Eg= =Er sEE:: $
: 

=-U=EES 
-;e.* E *EE.=

:E=E;I=H:Birt:"U
E* E;6 ! g- 

€ EEI;iI 
=

E 6 - d H h.s B B o, E 
= 

Eo f,z

i;:€iiEBEEiiE:iEr

€(!
o)
L

!-t

o\
Fl

o)
tt)

(!
(J

o
t
O(,+3
o)e
3H

.3bub
go: 'E {.= :'t uo -€ X 6aotr 

=# 3s c
HE E 4E6E5
m c EE
r;€ .,9
tl!EPio (d-.=

ie * r'- 3 E-=
hoe!g r,E E
U >"€
t t i'E
u-v-L- >,(!cQo H

ir: E.>
A'^(E

Zi y, E=aiSEflH>E tr X=
-,-,r 

*.r

o
ri

7

a'

a



b

t

P
N ts

^ ='-^;P 
qJ E d !) :f N

E sps i e E d s E :
li'ti tf rfig:
Irq5=i]+slt
E er gigIe:
*:E :3qEgBol_ cir r=td1r-g*.

$ 1[ F:;Ii;
i l& iiEB';;o =c, 

go E / --6' o $ . i 6lL8 -
= =. a)x5- 5

H P= :tg*3"
1 ; r+siB:

N >E 5 $ ra q- p

;3aeE?iS
iHn 6€ g;
rr aaH -s'B o-pX6i, < E 5.=
B r; r $;, ()Y 5 oa o aK 9.
. I5-o

=. i er6 7
-=-rP= rEFr+.,6{3o lzr O oc =_,(D?i ; H t- r

= s31,' r=d:n

+ o.c I P
J-A-

=. 
, +i5.1l

J.*-.--tttD(.)oiJq 9.< e il') 3.o 5ll3 ?Eqi

=.d 
"\

-J. t *-
- E.(D N)
- -l =-O (D 5-Ft O--.HE Ar.^
:1 05
o)
dO

5or
arefd

d
o

^' 0)

5id
o- G'

D bxr
3^!
ni I'r..tO-.+e

H.3{e
oodo

OJ

!)

o
?rt

Ft
o

A)

o,
o.
o
NJ
!

(^)

J-<dd!.R=.=i3=dBEE()ai.a)(D(eU <

8gE3o
L'
iottj(DA'(,'do+OC

o =F;

=tsQ3.=
=$:j=-d 6 ti
bE.: R

€ g< 3 d
^. - o-(/) 3
H +: E 9O.oX;'di

g,€
{o5A)tsr
o
5(Dtho
ri5
;r=36
tr0)
!a o-
6O

ol.5-
!D;

T B EI F

?B+18
I3.'tr"cj
=.o Ioa I;rRAE.=
ctt--9 o-X

EFHIi
=A<aoo

oJLD;++3E
P iE e
Oqaai
^ =5ro;,o o v)

da-4

d EE aiti^-P
A)n
:o(D5

1E 1x--t 1Xta e'f
rY I J r

-.= 3 ui
iiaS-3=Hl
c^gQ 

=q.-9* f 3: Ii'E r
3.: c
-J.r'=<=ro)E'
E€d6
3 a'8o 2w

ErrarD<O(^(D

o (-) :!
; O?D
Li >5
-O) 

Ft

=. ir a.

=o5< -rqc
lo\5cto qc
TJ g'vi!s
)+E I

io
AJ -'I

3E
AV)
__,
(aO
=<{6-

 EUU

a; 9 g I e d BS- EX E HH]
E 9< { i.8I EL-.^uuO

ts s I -=e. E i: sE 3, it=;oq=.6i.o='oXD-^.=.5;-i.-qgaOerri5S-oo.--.o,
9"'-;E=6'6'A
=iO=.ooog E r € *F t l
-=o(D5=pqlTr- grl
6i-QYv-E);-;tFa.EtEa'<Eg:#xiX"o"l='; ?, =< 2 g=oq'H6'=.{5'6qg
o5(:t5-;7geldggt-<E'6'
'j^(".6?E'-gL

EE 1i? r * a: i*
E Ia i i [.i il s I

Ei$ggErrEEI.l:[ifEl3i;
5+*€r';fef
H iHg iB r+FE

t

@

:J
:,':

t

I



*t

ol

68
i;ij o
-C lrJ B
oroa
Ee s
-- b0(!(l)5
3€ I
i 

='gk'I Eo-O FE
-oXS
i>>eoLs oofi
2 bE

_Y .-tA L-

F5(!

9.r 9tsG
!!H
!

E o XLcP(!oH E.
vaE(Jx o
"' l: Fi 'E
: !!c{ i!i5.9 u,* i -Eo =.= +c EE k"oro c.= u
:E b s-3 E(J I !d
O rau E!otsoE
o!=-o.E ii o.?l--'-.ru

^c a I tcnE 9.o o
U6 (E L U

oE
oq
C,
(J

o

€)o
oq
oru

6)e65E

5833*.,i EE .= EE E -E"#EE E:

EiEEiEiiEE:;iHEiiEu
E;flEEEiEEEiEE;!Egii

lgiEEIgiEiii;gillsgEl
;*u E EE 

gs:gSE'ie eieEEE iBgE E

9?
-o

t-tro.
ho.o
.-r0)
(!=E

.g.,3
E 

=-:ze;H
r€:
ll (!.:
L=rrO.)

3*Efl' r- 0J'=IUF-c.o tr =u1.-Fi-o rn >,QO)l-Ce
-CQ,)15OJ

*E e €trrotr< Eb F
.rqG,AH

reES
q)

co:(\r .=

ra
Fi

)

.l

t

t

a



1f

t

t

t

ur
tsF

5r5 U)
3A!-g 9>
6E=OqOb)(D'1 H

^ 
f6 !J'L:-rocirPg

(h*=

?Ecdf.Jt)-l-r 7{.-gfi H
o Lo
3ii3..5d

6-r
j r'r

9o
Pq,
:i(D

o- oq

e-B
DJ(D

f g E ?€ F

ilElrils
ilEeEEt-'i.-Jr*P

i€,E I e
isfrHlE
etH qf q

=. 
d. 6'.o r €A-A--;

-.- -.l 9J r:

1* E [ F;6e=Egr
alor*$Xcn
3 aq -: s
3.i=;;EgP-e 7*3
SaxB.SE:
- o o o .j.ro
- o F5 59)
g i# ^ 3 I
=Y"o-i5=

(.^)

o

o

o.l
!)o.t
o

EdaqET=r
E=="3a=-rOE9Oartr,l 6tt == 5 - ft o.) o8-:eS8g'+' eEi'€ sr.=';'

" 7= A ET 3or-a-9]=tcFc=33E:E!6si3= g X.il++5 E -Erb-=a-=c6=E
E i 

='€ 
F E 

=FH S;. 1fi 3--o.= ttr=-- =

=F.F
I iE
l:oo
i; ro

= 
B.Hq(r+E

oOrr
rlr-
DO5
5'C3zai'30qB9

s.B
30c='

Eg H 
='E =q H E'ES6

BHilFBA
BB=EsE:
o- -' ;1. O it

r.rJ^ --Jvq Y" j'H 6' I'
9*t-E'-'<xe.69
i;E ! o3r'gi(^d6'gEil
e tg q=-, *- 3(/)55Pil
T Pqa - d
5- r. rt
-UAar.ur'-r ;.i O

O Lx 5*Eo=o'(D E -!.1 -.5FrE-(,

{ *=iio o-

U 3u
=.9 

d

-oX.3n3d
fi85
t
d
Ioro:X go-
ii9o,
45(D;se 2

0)

a,!Flet
6E

rr1 -t>5
u-t a'
5;'

o

o)-n€
o
=X39
=\<!J o)

th lh

o=
;-:. o-
=)h)(-)FtDo-
oX
=ih

v1
(D
o
o
ts
.P

Ln

6 ,.1
t/)i'tro
Ets

IA

oo
o.

o
A)
0-

o
t
?^

o

o
-l

oqo
o

tso
T)

,.

I



r+

t

a
t_

F.l
F{

-q:0)
- oE
:(!q)

" 6.=
PFo
Pio d b
oogl-C Q
e, -^ tt' 

=q ar vtr-q o
l!(JUli
v^F*

9':EE
EuUq,LCSF
E 3E E

^ Hl 6.c<!l(E trxP e g
m o.E -o

-c:0)
(!Y-
:(!q)

- b.=
9pk-axi(89
b.0 g.l -cFE.,e9-

= 
u.9

" oE
e;3
0'rt t-.1 oJ

!E=E&.: x gu)-\
6=-

-^\gV-O q: trFe e g
eo o-t -o

a0)g6
sEmO

tr(!
u
q
OJ
o)

tr(!
o)

(J9

f:OoZ

aQ)

-oF\(I)mO

(!

o
)4

q
q)

o
!

E€ E I ; E: EE gIry g :IUMg
Eg ! E E ssHEi :EE E Es€Eil'r

EIIiglEEtgsi;iIiggigE
rr ; E j

I E isiiEggiiIEtiiisl*EiiiEi
\o
F-{

-

t

I



I

;
6.7 Where donated supplies of infant formula or other products within the scope of
this Code are distributed outside an institution, the institution or organization should
take steps to ensure that supplies can be continued as long as the infants concerned
need them. Donors, as well as institutions or organizations concerned, should bear in
mind this responsibility.

6.8 Equipment and materials, in addition to those referred to in Article 4.3, donated
to a health care system may bear a company's name or logo, but should not refer to
any proprietary product within the scope of this Code.

Article 7. Health workers

7.1 Health workers should encourage and protect breast-feeding; and those who
are concerned in particular with maternal and infant nutrition should make themselves
familiar with their responsibilities under this Code, including the information
specified in Article 4.2.

7.2 Information provided by manufacturers and distributors to health professionals
regarding products within the scope of this Code should be restricted to scientific and

factual matters, and such information should not imply or create a belief that bottle-
feeding is equivalent or superior to breast-feeding. It should also include the

information specified in Article 4.2.

7.3. No financial or material inducements to promote products within the scope of
this Code should be offered by manufacturers or distributors to health workers or
members of their families, nor should these be accepted by health workers or
members of their families.

7.4 Samples of infant formula or other products within the scope of this Code, or
of equipment or utensils for their preparation or use, should not be provided to health
workers except when necessary for the purpose of professional evaluation or research
at the institutional level. Health workers should not give samples of infant formula to
pregnant women, mothers of infants and young children, or members of their
families.

7.5 Manufacturers and distributors of products within the scope of this Code

should disclose to the institution to which a recipient health worker is affiliated any
contribution made to him or on his behalf for fellowships, study tours, research

grants, attendance at professional conferences, or the like. Similar disclosures should
be made by the recipient.

Article 8. Persons employed by manufacturers and distributors

8.1 In systems of sales incentives for marketing personnel, the volume of sales of
products within the scope of this Code should not be included in the calculation of
bonuses, nor should quotas be set specifically for sales of these products. This should
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