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REF : MOH/NDU/MEMO/Vol.1/71(a)

RE: INVITATION TO A CONSULTATIVE MEETING FOR BREAST MILK SUBSTITUTES
(REGULATION AND CONTROL) ACT.

Breastfeeding is the single-most effective intervention for child survival, growth and
development. Exclusive breastfeeding for the first 6months of the child’s life and
continued breastfeeding upto 2 years and beyond combined with appropriate
complementary feeding after 6 months saves 13 percent and 9 percent of child
deaths respectively.

In realization of this huge potential, Kenya committed to protecting, promoting and
supporting breastfeeding by signing to the World Health Assembly Innocenti
Declaration in 1983 that called member countries to come up with local legislations to
give effect to the CODE of Marketing of Breast Milk Substitutes to protect, promote
and support breastfeeding. In 2012, the Kenya Breast Milk Substitutes (Regulation
and Control) Act, was enacted and the next agenda was to develop regulation to
operationalize the BMS Act. The draft BMS regulations are ready for stakeholder
participation. A meeting has been organized to sensitize stakeholders within the
Ministry of Health and obtain their inputs before subjecting the drat to public
participation.

The purpose of this memo therefore, is to invite you and staff under you, to a
Stakeholders’ Consultative Meeting to be held on 28" June, 2019 at Afya Annex
(NASCOP), KNH Grounds, 3" Floor, Room 302 starting 9.00 a.m. to 1.00 p.m.

For more information, contact Caroline Kathiari on Phone No.0721285074, Email:
carolarimi@yahoo.co.uk

Dr. J. Wetesa Masasabi

Ag. DIRECTOR GENERAL FOR HEALTH

Copy to: Principal Secretary






MINISTRY OF HEALTH

REPORT OF THE INTERNAL STAKEHOLDERS’ CONSULTATIVE FORUM ON THE
DRAFT BREAST MILK SUBSTITUTES (GENERAL) REGULATIONS

28th JUNE 2019
AFYA ANNEX BUILDING, 3RD FLOOR ROOM 302







REPORT OF THE INTERNAL STAKEHOLDERS CONSULTATIVE FORUM ON THE
DRAFT BMS ACT REGULATIONS, 28" JUNE 2019 AT AFYA ANNEXE

The meeting began at 9.30 a.m with a word of prayer and an interactive introduction followed
by welcoming remarks mentioning about the meeting agenda.

AGENDA
Time Activity Responsibility
9.00-9.30 Arrival and Registration NDU

0.30-9.40 Welcome remarks introduction

Head of DFH-Dr. Sheikh

9.40-10.00 Overview of MIYCN programme

MOH -NDU - Carol

10.00-10.20 | Background & road map on BMS ACT, 2012 and

Head NDU - Veronica

10.20-12.00 | Health Break

10.50-12.00 | Presentation on the BMS general regulations Annette
12.00-12.50 | Plenary MOH
12.50-1.00 | Way forward & next steps Head-NDU
Closing remarks
List of participants
No. | Name ORGANIZATION TELEPHONE
1. Pam Malebe IBFAN 0722720816
. Evan Juma MOH-CHDU 0727402142
3 Allan Barasa MOH-FSU 0733458769
4, Wanzala Violet MOH-CHDU 0726425843
5. | Mary Jullienne MOH-CHDU 0757166067
6. Grace Ndegwa MOH-DSQARK 0724707693
A Shadrack Oiye [YCF Committee 0722759449
8. Veronica Kirogo MOH-NDU 0721434443
9 Peris Mbugua MOH-DNCD 0724991561
10 Faith Gitahi EKNH 0722653619
11 Laura Kiige UNICEF-KCO 0704871117
12 Peter Ngwatu KPA 0722775942
13 Michael Gichangi MOH -0sU 0733343012
14. Agnes Ngina MOH-CHDU 0721586203
15 | Margret Muli NASCOP 0724084729
16. | Omwoyo Annette KLRS 0700484811
17. Elias Kirimi MOH-NDU 0728835035
18, | Martha Kemunto MOH-NDU 0722995388
19, Rose Wambu MOH-NDU 0723269091
20. | Caroline K. Kathiari MOH-NDU 0721285074







BACKGROUND AND ROADMAP OF BMS ACT 2012 AND REGULATIONS

The benefits of breastfeeding were highlighted; Breastfeeding improves the survival, health,
and development of all children and therefore important in a child life. In 1983, the 34th World
Health Assembly adopted the International Code of Marketing of Breast Milk Substitutes and
inforimed that there was:

Inappropriate and unethical marketing of breast milk substitutes

Many infants getting malnourished or dying from consumption of contaminated or
diluted breast milk substitutes

The Code recognized that health workers, women, and families are susceptible to direct
and indirect BMS marketing strategies.

It consists of 11 articles outlining the responsibilities of governments, health-care
systems, and workers, and of the companies that market or manufacture breast milk
substitutes.

The code depends on national legislation, monitoring, and enforcement for its
effectiveness thus the reason behind the journey of BMS ACT 2012.

BMS Act, 2012

The journey of drafting a national legislation started in 1983 when the ministry of health
drafted the 1% Breastmilk Substitutes Bill after Kenya became a signatory to the
Innocenti Declaration.

In 2012, BMS Act was enacted and Kenya was ranked 4 among 51 countries in the
World Breastfeeding Trends Initiative report on the implementation of the Code.

Draft BMS (General) Regulation
A presentation was made on the draft BMS (General) regulation.

Development of the BMS Regulations

The development of the Regulations spearheaded by the National Committee on Infant
and Young Child Feeding (NCIYCF) commenced in 2012,

During a review workshop held in October 2018, significant gaps in the content were
identified and it was recommended the regulations be redrafted with technical support
from legal drafters.

Re-drafting workshop was held on 21% to 25" January 2019 and a revised draft BMS
regulations was produced.

The revised draft BMS was circulated to internal stakeholders via email to obtain their
input in May 2019,

However, since no comments have been received to date, the need for an internal
stakeholders consultative meeting was conceived.

Inputs on the draft from the participants
1. Preliminary

(Clause 3) Guiding principles has significant changes

Recommendation: Should be reviewed to strengthen the BMS Act.

Initiation of breastfeeding with 1 hr of delivery — How practical will it be? — Should
strengthen the Act.






h

6.

Part Il — Use of Designated products and pre-packed complementary food.
(Clause 4) Production - Pre-packed has not been defined strongly in the BMS Act.
(Clause 7) Importation — Are the offenses reasonable? (3 yrs imprisonment section 27)
Recommendation: in order to strengthen the act — Ban manufacturer for 5 yrs.

Part III — Donations of designated products and Pre-packed complementary food.
(Clause 11) Application to Donate — There are significant changes in donations

- No guidance for donation for NGOs, it MUST be clear in regulations (make it an
offense).

- The donor to sign an MOU with KEMSA

- NGO cannot be allowed to donate directly.

- Give provisions for donations (volume because of dumping)

- MUST provide guidelines to donations during emergencies — Strengthen 1t

- Who receives the donations? —The donor must receive an approval by the committee
or CS

- Change the Act and show functions and list what is to be donated

- Be specific to BMS Act (donations) on the functions

(Clause 12) —Restrictions to donations

-Have approval from committee for its suitability.

- Meet international and Kenya regulations

- No pre-packing on donations — MUST be on their original containers
-All donations must be labeled as donations (“Not for Sale™)

-( 12 -4) — is not in the BMS Act it should be added.

(Clause 13) - Filing returns
- The form is not tallying with the act — BMS 2
- Strengthen Form BMS 4

Part IV — Labeling of Designated Products and pre-packed complementary food.
(Clause 20 a) — Delete the microorganism during manufacturers and strengthen the
clause.

Part V- Interaction between manufacturers, distributors and Health Workers
(Clause 24) - Interactions

- Information of mserts- Cross promotion - Provide for both

Part VII- Enforcement.

- Define who is a community health worker before being added in the Act

NB: The BMS Act, 2012 needs to be reviewed since it is defective)

Way Forward

1.

Option A. The committee to pay a courtesy call to the AG to consult on possibility of
amendments of the BMS Act as statutory miscellaneous amendment Bill so as to enable
implementation of the BMS General Regulation.

Option B. Write to the Law Reform Advisory asking for their advice — the act prescribes
parliament approval of the BMS Regulations






3. Identify stakeholders for public participation.

4. Ensure that list of participants and their signatures is captured

5. Option C. Amend the entire Act.

6. Consultative forum for external stakeholders to be held by 31% August 2019.
Acknowledgement

The activity was supported by ACF for teas and Lunch at a cost of KSH 15,500.
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THE REPUBLIC OF KENYA

PORTANT PUBLIC NOTICE
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tion and Control) Act, 2012 provides
bution of breast milk substitutes and
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for appropriate marketing and distri
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plement and oversee the process of adoption of the legislation and has
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Hat;ltg;:?i:g::\lthe link on the website. Alternatively you can write to: The
Eﬁé’-ﬁdx'sm &D, Ministry of Health, headnutrition muh@ggnall..m
b 16-00100, Nairobi by 20th Angtl;i. 20?9 "
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MINISTRY OF HEALTH
OFFICE OF THE DIRECTOR GENERAL FOR HEALTH

Telephone: Nairobi 254-020-2717077 AFYAHOUSE
Fax: 254-2719008 CATHEDRAL ROAD
Emall: dghealth2019@gmail.com P. 0. Box 30016-00100
NAIROBI
When replying please quote:
Ref: MOH/ADM/1/1/2 23" July, 2019
RE: STAKEHOLDER’S CONSULTA E NG N _TH B MI
SUBS NTROL 12 NS

Breastfeeding is the single-most effective intervention for child survival, growth and development,
Exclusive breastfeeding for the first 6 months of the child’s life and continued breastfeeding upto 2
years and beyond combined with appropriate complementary feeding after 6 months saves 13
percent and 9 percent of child deaths respectively.

In realization of this huge potential, Kenya committed to protecting, promoting and supporting
breastfeeding by signing to the World Health Assembly Innocenti Declaration in 1983 that called
member countries to come up with local legislations to give effect to the CODE of Marketing of
Breast milk Substitutes to protect, promote and support breastfeeding. In 2012, the Kenya
BreastMilk Substitutes (Regulation and Control) Act, 2012 was enacted. In order to operationalize
the BMS Act, Draft BMS regulations have been developed and are ready for stakeholder

participation.

The purpose of this letter therefore is to invite you to the stakeholders consultative meeting to be
held on 27th August,2019 at Afya Annex (NASCOP), KNH grounds, 4th floor, room 406
starting 8.00 am.

Thank you for the continued collaboration.

Dr. J. Wekeum

IRECTOR GENE FOR

| s sy

[S0 gon:zuls
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Legal Notice NO......ooeeniicrininnns

THE BREASTMILK SUBSTITUTES (REGULATION AND CONTROL) ACT
(No. 34 0f 2012)

Arrangement of clauses

Part I- Preliminary

1- Citation.
2- Interpretation.
3- Guiding Principles.

Part II- Procedures Relating to the Use of Designated Products and Pre-packaged
Complementary Foods.

4- Production.

5- Bampling and Testing.
6- Packing.

7- lmportation.

8- Stoking.

9- Use of Alternative containers from the original.
Part I11- Donations of designated products and Pre-Packaged Complementary Food.

10- Application to Donate.

1 1- Restrictions for Donations.

12- Filing returns.

13- Application by Charitable and Social Institutions.
14- Uses of Donations.

15- Certificate of Analysis.

Part IV: Labelling of Designated Products and Pre-packaged Complementary Food.

16- Labelling of Designated Products and Pre-packaged Complementary Food.
1 7- Prohibitions on Labelling.

18- Labelling of Infant Formula and Follow up Formula.

19- Containers of Designated and Pre-Packaged Complementary Food.

20- Labelling of Formula in Powdered Form.

21- Labelling requirements for Feeding Bottles.

22- Labelling requirements for Teats and Pacifiers

Part V- Interactions between Manufacturers, Distributors and Health Workers

23-Interactions.
24- Creating Awareness.







25- Professional Evaluation.

26- Research of Product.

27- Formal Record.

28- Restrictions to Interactions.

29- Cross-Promotion.

30- Informational Inserts.

31- Advertisement,

32- Demonstration for use of a pre-packaged Complementary food product.
33- Procedure for demonstration for use of Infant and Follow-up formula.

Part VI- Enforcement
34- Authorised Persons.
35- Inspection.
36- Confidential Information.
37- Access to Breastmilk Substitutes.
38- Seizures,
39- Conflict of Interest.

SCHEDULE







THE BREASTMILK SUBSTITUTES (REGULATION AND CONTROL) ACT

(No. 34 0f 2012)

IN EXERCISE of the powers conferred by section 28 of the Breast Milk Substitutes
(Regulation and Control) Act, 2012, the Cabinet Secretary responsible for matters relating
to public health, makes the following Regulations—

THE BREASTMILK SUBSTITUTES (GENERAL) REGULATIONS, 2019

Part I- Preliminary

Citation 1. These regulations may be cited as the Breastmilk Substitutes (General)
Regulations, 2019.
Interpretation | 2, In these Regulations, unless the context otherwise requires—

"Act" means the Breastmilk Substitutes (Regulation And Control)
Act;

“Authorised officers” means a person appointed under the Act.

"Committee" means the National Committee on Infant and Young
Child feeding established under section 4 of the Act;

"Cabinet Secretary” means the Cabinet Secretary for the time being
responsible for matters relating to public health;

“Cross-promotion” means a form of marketing where customers of
a product or service are targeted with promotion of a related
product;

"donation” means a designated product or pre-packaged
complementary food offered for charity or humanitarian aid;

"designated product" has the meaning assigned to it under the Act;
"donee" means the person or institution receiving the donation;
"donor" means the person or institution making the donation;
"health worker" has the meaning assigning to it under the Act;

"KS CODEX STAN" means Codex Standard that has been approved
as the Kenya standards under the Standards Act;







"KS EAS" means an East African Standard that has been approved
as a Kenya standard under the Standards Act;

"KS" means a Kenya Standard approved under the Standards Act;

and

“Public analyst™ means a health officer who examines, reviews,
evaluates, or conducts research of designated products and pre-
packaged complementary food.

Guiding
Principles.

3. (1) The guiding principles for the provision of breastfeeding services
under these Regulations, binds the authorised officers and all persons
whenever any of them—

(a) applies or interprets any provision of these Regulations; and

(b) makes or implements public policy decisions.

(2) Without prejudice to sub Regulation (1), an authorised officer shall in
the discharge of his or her functions under these Regulations, ensure that—

(a)

(b)

(c)

(d)

()

(0

in the provision of nutrition services, the best interest of an
infant and young child is protected;

initiation of breastfeeding of the infant is done within an hour
of delivery and exclusive breastfeeding for a period of six (6)
months;

timely introduction of appropriate  pre-packaged
complementary food with continued breastfeeding for a
period of two (2) years or beyond,;

where appropriate, breastmilk substitutes and pre-packaged
complementary food shall be safe for the consumption of an
infant and young child;

adequate and accurate information on breastfeeding and
infant and young child feeding shall be available to the
general public; and

Interaction with manufacturers and distributors of breastmilk
substitutes and pre-packaged complementary food shall be
done in the manner prescribed under the Act and these
regulations.

Part II- Procedures Relating to the Use of Designated Products and Pre-packaged

Complementary Food.

Production.

4. (1) The production, preparation and packaging of designated products and
pre-packaged complementary food shall be in accordance with the







Cap. 254, 242
and 496,

provisions of the Act, the Food, Drugs and Chemical Substances Act, the
Public Health Act, the Standards Act and the Kenya Standards KSEAS 39
and any other written law.

Sampling and
Testing.

Cap. 254, 242
and 496.

5. 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.

Packaging,.

6. The designated products and the pre-packaged complementary food shall
be packaged in accordance with the Act, the relevant written laws, the
Kenya standards for infant formula (KS EAS4), follow up formula (KS
CODEX STAN 156), formulated pre-packaged complementary food for
older infants and young children (KS-2515) and processed cereal based
foods for infants and young children { KS EAS 72).

Importation.

7. (1) A manufacturer or distributor shall not import, offer for sale or sell
any designated product or the pre-packaged complementary food if it does
not comply with these Regulations, the Act and any other relevant written
law.

(2) A person who contravenes the provisions of sub Regulation (1), commits
an offence and shall be liable to prosecution in accordance with section 27
of the Act.

Stocking.

8. (1) No person shall stock, distribute, sell or exhibit any food for infant
and young child which is expired or whose declared date of expiry reads
thirty(30) days before the declared date of expiry.

(2) A person who contravenes the provisions of sub Regulation (1), commits
an offence and shall be liable to prosecution in accordance with section 27
of the Act.

Use of
Alternative
containers
from the
original.

9. Any person who stocks, distribute, sell or exhibit a designated product
or pre-packaged complementary food for use by infants or young children
in an alternative container from the original containers shall hermetically
seal and label the alternative container in accordance to the Act and any
other written law.







Certificate of
Analysis.

10. (1) An authorised officer may at any time, collect and submit to a public
analyst a sample of a designated product or a pre-packaged complementary
food product for analysis.

(2) The public analyst referred to under sub Regulation (1), shall upon
analysis of the product, issue a certificate of analysis.

Part III- Donations of designated products and Pre-Packaged Complementary Food

Application (o
Donate.

11. (1) A person or institution who undertakes to make a donation of a
designated product or a 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 one (1) shall be accompanied
by a duly completed Form BMS 1 in the first schedule to these Regulations.

Restrictions  to
[Donations.

12. (1) 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 (1), shall meet all the
requirements of both the Kenyan and International standard as prescribed in
law and have at least fifty percent (50 %) shelf life before expiry.

(3) The product being donated under sub Regulation (1), shall be in the
original container with a clear label marked “Not for Sale™.

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

(5) Without prejudice to sub Regulation (3), donations made to a charitable
children institution shall be used within the institution to which they are
donated and shall not be distributed outside that institution unless further
donated to another charitable children institution with prior written consent
of the Committee.







13. (1) A Person or institution making donations under the Act and these
Regulations shall within two weeks of making such donations, file returns
with the Committee and the Director of Children Services, in the prescribed
Form BMS 2 in the first schedule to these Regulations.

(2) A donee upon receipt of the donations under this Act and these
Regulations shall within two weeks file returns for use to the Committee in
the prescribed Form BMS 3 in the first Schedule to these Regulations.

(3) A donee shall upon utilization of the donations under sub Regulation (1)
file returns with the Committee in the prescribed Form BMS 4 in first
schedule to these Regulations indicating details of the number of children
benefiting from the donations and the health outcomes of those recipients.

Filing of
Returns.
Application by

Charitable and
social
Institutions.

14. A charitable or social institution who wishes to apply for donation of a
designated product or a pre-packaged complementary food product shall
apply in writing to the committee for directions.

Uses of

Donations.

15.(1)Donations of a designated product or a pre-packaged complementary
food product shall be used only for purposes of benefiting infant and young
children to optimal health outcomes of all recipients.

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

(3) A person who contravenes the provisions of sub Regulation (1) and (2),
commits an offence and shall be liable to prosecution in accordance with

section 27 of the Act.

Part IV: Lab

elling of Designated Products and Pre-Packaged Complementary Food.

Labelling  of
Designated
Products  and
Pre-packaged
Complementary
Food.

16. (1) The label of a designated product shall in addition to the provisions
of the relevant written legislation or Kenya standard, contain the name,
address and telephone number of the manufacturer, importer or seller.

(2) Not withstanding sub regulation (1), the label of a designated product
and pre-packaged complementary food shall not refer to, promote or
advertise any other designated product.

Prohibitions on
labelling.

17. A label or a container of a designated product or a pre-packaged
complementary food shall not contain a photograph, drawing or other







graphic representation other than for illustrating how the product is to be
used.

Labelling  of
Infant Formula
and Follow-up
Formula.

18.(1) A person shall not offer for sale or sell infant formula and follow-up
formula unless the container and the label affixed thereto, contains the
following words expressed English and Kiswahili language in bold and
conspicuous characters in a prominent position and in not less than fifty
percent (50%) of the size of the largest words on the label and not less than
1.5mm in height preceded by the word "WARNING" in capital letters.

"Breast milk is best. Breast milk is ideal for the healthy growth and
development of infants and young children. It protects against diarrhea and
other illness".

(2) The label on any container of infant formula shall—

(a) not include words such as "maternalised” or "humanised" or
similar words or any comparison to breast milk;

not use of text, graphics/pictures that may tend to discourage
breastfeeding;

specify the source of protein; and

in case of follow up formula, state that the product shall not

be used for infants who are less than six months old.

(b)

(c)
(d)

Containers  of
designated and
pre-packaged
complementary
food.

19. A label affixed to a container containing a designated product or pre-
packaged complementary food, shall indicate in a clear, conspicuous and
easily readable manner in English and Kiswahili language and easily
understood graphics indicating—

(a)  instructions for appropriate preparation and use;

(b)  the age after which the product is recommended for use in
numeric figures, in the case of complementary food, shall not
be less than six months;

(¢)  awarning about the health risks of improper preparation and
of using the product before to the recommended age; and

(d)  such other particulars as may be subsequently provided from

time to time by the Committee.

Labelling of
Formula in
Powdered form

20. Despite any other requirement in these Regulations with respect to
containers or labels of infant formula or follow up formula, labelling for
infant or follow up formula in powdered form shall in addition to including
a feeding chart on it, indicate that—

(a) powdered formula may be contaminated during the
manufacturing process or may become contaminated during

preparation;







(b) it is necessary for formula to be prepared one feed at a time
using clean and safe water of at least seventy (70) degrees
Celsius; and

any unused milk shall be discarded immediately after every

feed.

(c)

Labelling
Requirements
for feeding
bottles.

21. A label, package or a container of a feeding bottle shall indicate in a
clear, conspicuous and easily readable manner in English and Kiswahili
language the following words in not less than 50% of the size of the largest
words on the label not less than 1.5mm in height preceded by the words
"IMPORTANT NOTICE" in capital letters:

"Breastfeeding is best. Breastfeeding is ideal for the healthy growth and
development of infants and young children. It protects against diarrhea and
other illness".

Labelling
Requirements
for teats.

22 (1) A label on a package or container of a teat shall not;

(a) show any graphic representation other than for illustrating
cleaning, the logo of manufacturer or distributer;

contain words or images idealising the use of teats;
Compare the act of suckling the teat to the action, motion or
benefits of suckling human breast or physical properties of

such human breast.

(b)
(c)

(2) A label, package or a container of a pacifier shall indicate in a clear,
conspicuous and easily readable manner in English and Kiswahili language
the following words in not less than 50% of the size of the largest words on
the Jabel not less than 1.5mm in height preceded by the word "WARNING"
in capital letters": "Use of teats can interfere with breastfeeding".

Labelling
Requirements
teats and
pacifier.

for

23 (1) A label on a package or container of a pacifier shall not;

(d)  show any graphic representation other than for illustrating
cleaning, the logo of manufacturer or distributer;

contain words or images idealising the use of teats;
Compare the act of suckling the teat to the action, motion or
benefits of suckling human breast or physical properties of

such human breast.

(e)
(f)

(2) A label, package or a container of a pacifier shall indicate in a clear,
conspicuous and easily readable manner in English and Kiswahili language
the following words in not less than 50% of the size of the largest words on
the label not less than 1.5mm in height preceded by the word "WARNING"
in capital letters": "Use of pacifier can interfere with breastfeeding”.







Particulars to
be inscribed
on container

23 (1) No person shall sell, display for sale, consign or deliver any
designated product or a pre-packaged complementary food product in a
container, unless the container bears a label on which there appears-

(a) in English and Kiswahili languages a true statement of the product as to
the following matters, that is-

(i) composition;

(ii) required storage condition;
(iii) batch number; and

(iv) expiry date;

(b) on a label marked on or securely attached to the container the following
statement-

"Breastfeeding is best. Breastfeeding is ideal for the healthy growth and
development of infants and young children. It protects against diarrhea and
other illness".

(2) Any label affixed to any container of a designated product or a pre-
packaged complementary food product as required under subsection (1) of
this section shall bear directions for use in English and Kiswahili language
and such adequate warnings against the health hazards of inappropriate
preparation or use.

(3) The statement referred to in subsection (1) of this section shall-

(a) be clearly legible and shall appear conspicuously and in a permanent
position on the label;

(b) specify the name of either the manufacturer, distributor, packer or
labeller of the breast-milk substitute or infant formula; and

(c) bear an 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- Interactions between Manufacturers, Distributors and Health Workers

Interactions.

24.(1) Any interactions between a manufacturer or distributor with any
health worker shall strictly be limited to—







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

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

(c) providing samples of designated products and
complementary foods for research of the product.

(2) The interactions between a manufacturer or distributor with any health
worker referred to under sub Regulation (1), shall take place in a public
venue approved by the Committee.

Creating 25. (1) Subject to section 6 (3) (a) of the Act, a manufacturer or distributor
R who wishes to create awareness about the scientific and factual matters of
the breast milk substitute or complimentary food product, shall before
commencing interactions with any health worker apply in writing to the
Committee for approval.
(2)An application made under sub Regulation (1), shall expressly provide
for the following information—

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

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

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

(d) proposed public venue;

(¢) 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 of the benefits of the product;

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

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

(j)  any other relevant document requested by the Committee.

Professional 26. (1) Any interactions between a manufacturer or distributor and a health
evaluation.

worker for purposes of professional evaluation of a designated product or
pre-packaged complementary food shall commence after the approval of the
Committee.







(2) Any health worker participating in the interaction under sub Regulation
(1) 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 partnership or intended
relationship, collaboration or partnership with the
manufacturer or distributor.

Research
Product.

of

27. (1) A health worker who intends to carry out research on a designated
product or pre-packaged complementary food and intends to request for
samples from a manufacturer or distributor shall apply in writing to the
Committee.

(2) The application referred to under sub Regulation (1), shall be
accompanied by—

(a) an approved research protocol;

(b) an ethical approval from a competent and recognised
authority in Kenya;

(c)  acertificate of analysis:

(d)  proof of use in country of origin if the product is not made in
Kenya;

(e) ethical approval from a competent authority if the product is
originating outside of Kenya; and

(f)  any other document the Committee may require.

Formal Record.

28. (1) Any health worker who wishes to participate in any interaction with
a manufacturer or distributor, for purposes of professional evaluation, or
research on a designated product or pre-packaged complementary food, shall
prepare a formal record of the interaction and submit to the Committee on
request.

(2) The formal record referred to in sub Regulation (1) shall contain such
information as may be directed by the Committee.

Restrictions
Interactions.

o

29. (1) A manufacturer or distributor during the interaction with a health
worker shall not—

(a) distribute any promotional material or items;

(b) give misleading information as prohibited by the
Breastfeeding Act,

(c) engage in activities without the approval of the Committee;







(d) distribute any samples of designated or pre-packaged
complementary food product;

() hold promotional activity at an alternative venue not
approved; and

(f)  brand the venue in any way to promote infant formula.

o 30. (1) A manufacturer or distributor of a designated product or a pre-
Promotion. packaged complementary food shall not engage in cross-promotion.
(2) A person who contravenes the provisions of sub Regulation (1), commits
an offence and shall be liable to prosecution in accordance with section 27
of the Act.
Information 31. (1) A manufacturer or distributor of a designated product or a pre-
Inserts.

packaged complementary food, shall not insert any other information,
beyond the scope of the packaged product for purposes of consumer
information or education.

(2) A manufacturer or distributor of a designated product or a pre-packaged
complementary food, shall not collaborate with another manufacturer or
distributor of any other product other than a designated product or a pre-
packaged complementary food, to insert any other information, beyond the
scope of the packaged product for purposes of consumer information or
education.

(3) A person who contravenes the provisions of sub Regulation (1), commits
an offence and shall be liable to prosecution in accordance with section 27
of the Act.

Advertisement.

32. A person who makes a representation either directly or indirectly with
an intention of promoting the sale or use of designated or pre-packaged
complementary food product, either through—

(a)  written publication, television or radio broadcast, film or
electronic transmission, including the internet, video or
telephone;

(b) displays, signs, symbols, colours, billboards or notices; or

(c) exhibition of pictures or models;

Commits an offence and shall be liable to prosecution in accordance with
section 27 of the Act.

Demonstration
for use of a pre-
packaged
complementary
food product.

33. The method used by a health worker during demonstrations for use of
pre-packaged complementary food product shall be either one-on-one or in
a group and shall contain the following information;

(a) the benefits and superiority of breastfeeding;







(b)

(c)
(d)

(e)

the

value of exclusive breastfeeding for the first six months

followed by sustained breastfeeding for at least two years;

the
the

proper preparation and use of the product;
importance of feeding infants with an open cup and

spoon; and
how pre-packaged complementary food can easily be
prepared at home using local ingredients.

Procedure  for
demonstration
for use of infant
and follow-up
formula

(a)
(b)
(c)
(d)

(a)
(b)
(c)

(d)

(&)
(f)

(g)
(h)

(i)

34. (1) The method used by a health worker during demonstrations for use
of infant formula shall be one-on-one in a secluded area and shall-

be in the original container of manufacture;

conceal the brand name;

maintain hygiene; and

follow the manufacturer’s instruction for preparation.

(2) A health worker while conducting a demonstration under sub Regulation
(1), shall inform the infant's mother on—

the benefits and superiority of breastfeeding;

the value of exclusive breastfeeding for the first six
months followed by sustained breastfeeding for at
least two years and optimal maternal nutrition;

the difficulty of returning to breastfeeding after a
period of artificial feeding.

the negative effects of artificial feeding on lactation
and how early introduction of pre-packaged
complementary food interferes with breastfeeding;
instructions on proper preparation and use of the
product;

the approximate financial cost of adequate feeding of
an infant with the product;

the health hazards of bottle feeding

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

how to feed an infant with an open cup and spoon.

Part VI- Enforcement

Authorised
Persons

35. In addition to Section 11 of the Act, an authorised officer may include a
health worker, custom officer, police officer or officers from the body
responsible for Standards.







Inspection.

36. An Authorised officer, shall subject to section 12 of the Act, conduct an
inspection in the prescribed Form 5 in the first Schedule to these
Regulations.

Confidential
Information.

37. (1) An officer who divulges confidential information obtained during the
course of investigations conducted under these Regulations, the Act or any
other law commits an offence.

(2) Despite sub Regulation (1), this Regulation does not apply to information
that is—

(a) given as evidence in proceedings taken under the Act or any
other law relating to consumer protection;

given by the authorised officer as part of a report;

prepared for the purpose of an investigation; or

a matter of public record or is otherwise in the public domain.

(b)
(c)
(d)

(3) A person who contravenes the provisions of this Regulation, commits an
offence and shall be liable to prosecution in accordance to section 27 of the
Act.

Access
Breasmilk
substitutes,

o

38. A manufacturer or distributor, upon request shall produce any prescribed
designated product or pre-packaged complementary food to an authorised
officer

Seizures.

39, (1) Where an authorised officer finds any designated product or pre-
packaged complementary food at any premises and the officer is satisfied,
on reasonable grounds, that the goods are—

(a)
(b)

prohibited goods; and
not being sold by an authorised manufacturer, wholesaler,
distributor or retailer of goods,

the officer may, without laying any information or obtaining any
warrant, seize and remove those goods.

(2) Seizure of goods under these Regulations and Act by an authorized
officer shall be in accordance to Form A and B prescribed in the Schedule
to these Regulations.

Conflict
Interest.

of

40. (1)A health worker who has any interest whether pecuniary or business
interest in any designated product or pre-packaged complementary food
shall disclose the nature of interest to the Committee, on commencement of
employment and as soon as the relevant facts have come to his or her
knowledge in accordance with the Public Officers Ethics Act, No. 4 of2003.







(2)A disclosure of interest under sub-regulation (1) shall be recorded by the
Committee.

(3) A health worker having made such a disclosure shall not be present
during any interactions under the Act.

FIRST SCHEDULE

Forms

Form BMS 1
Application for Donation

FORM BMS 1
APPLICATION FOR DONATION







Donate Case NO:.......coovvviiimiiiiniriecnmnaienns | I | RS
TAKE NOTICE thet 1/We.....cociiiicimiiimidsiisimiisivisiaiaiisesiss o NAe ol

AR . e seek consent to be allowed to make a
donation 10 o imvinsinisiasssnsEas s s asiayanie of Donee).

DESCRIPTION OF THE DONOR
BUAIENEE o o s ont v S S i A AT SR 0 SR R 5

Type of
ISR ORI v o v i i e DT T S e T s e e s P e

Date Of
Incorporation:...

Reason For
Donation:.....ccocvvevvens

DESCRIPTION OF THE DONEE
[\ 1 1 LS 1 |1 | ¢ . . JAN U PR
Telephone:.......cccceuvvirmnrrrerneeninmnnnrecenn EMAIL i
Types Of
IS0 s o v onsiseisanssisinnsinnasiansansnbisnannassrsssiatassssnsensmsnsassedsassbonsssiasssnarons
Date Of
Incorporation:................

DESCRIPTION OF THE DONATION

Name Of The Manufacturer/Dealer:.........ccovisimiemrareracsacenan.
Manufacturer Date:.....cveereieaieciressennannnse  Bateh Nouo..........
Expiry Date:.......cocvrvsvrsasssssssanssnnsannnin

Quantity

TR s e i e s BT s

DONOR DONEE
Name: Name:
Signature: Signature:
Date: Date:






FORM BMS 2

RETURNS FOR DONATION







TAKE MNOTICE that T'We. . .iiiiaiaieimiima i i i siiieiaieb ieins ivesamnsss (Name of
Donee) of Identity/Registration No... — - . eeerenn.and
AdAress.......oocenirinsicsineneninrinsanss scck to make returns of praducts donatesd to us on

) OO - | SO P TR PP OO OEUUSPPRUUUPRRRTTPROPRPPURSPPPRRRRRS o 1111 of

DESCRIPTION OF THE DONOR
iy £ O SR o g e 0 £ et
Telephune SRR (| | | Sy . s e
Type Of Insmutmn
Date Of Inmrpuratmn v i
Reason For Donation:. .. cccciicimireissnsassrssssonsssssasessssesssssemmsisisamassiisss

DESCRIPTION OF THE DONEE
10T RO PRRRVRRUTRUVINOTRNPRRN 1 | | , .. ' SO, 7.
Telephone:......corrrnsseensserinsnensnsnnnsnnen  EMAilL .
Types of
BV TCT 1L 41181 1) o B S AP PRI
Date Of

IncOrporation:.....cooverniimriiisirssr st s s s s s s e

DESCRIPTION OF THE DONATION
Name:. -
Name {)fThe Manufacturcrmcnler:,....”...............“....,,..................
Manufacturer Date:....cciceciisnssssassmrrsnsssssssnsnnes  BAICH NOLrrisaenens
Expiry Date:.....
Quantity Donated:.................

DONEE DONOR
Name: Name:
Signature: Signature:
Date: Date:

FORM BMS 3

RETURNS FOR USE OF DONATION

Donate Case N0 ......oooovvveicciiiiiinmmnnsnnns I 1 1] 1 U T P






TAKE NOTICE hat TIWe b i s st dha e s i disin d (Name of
l}unee}ofIdentityFRegistrationNe.:..........,,,.,,,,.................,..,..,..........,....,,.......an-::i

of Donor).

............ seek to make returns of products donated to us on

DESCRIPTION OF THE DONOR

IR s civs a s s e e S ey S W R ¥ P i e Y £ seon i g T n Sl s v e am

g7 1 111 RSP PRPRPTPPPTI PR T TTRSPTIT LI L O

B 0 o T e e B S B D T ST PR e i R R e e

Type OF INSHHUHON: . ....ooeiiiii i

Date Of Incorporation:.........

Reason For Donation:.......cccoiiennnnes

VA e sereeennnsnnesseses

Address......c.ceeeas

DESCRIPTION OF THE DONEE

Telephone:........cccoveunnnen

Emaili..ooeereeseacersanasssssssnss

Types Of Institution:......ccoeuvnnee

Date Of Incorporation:............

DESCRIPTION OF THE DONATION

---------------------------------------------------------------------------------

Name Of The Manufacturer/Dealer:....c.ooeevvviniannens

Manufacturer Date:......ccevee

Expiry Date:.......ccoeeeneeen.
Quantity Donated:........coovnreiniinnnns






FORM BMS 4
DESCRIPTION OF THE DONEE






(To be used in case of seizure of ‘articles’ where the ‘articles’ are to be removed from the premises
where they are seized).

To... (Name ond oddress of the

Whereas | have reason to believe that the stock of goods detailed below which is/are at the
premises of

(Narme of the premises or owner and oddress — Physicol ond postal oddress)

Do not meet the provision(s) of Breast Milk Substitutes (REGULATIONS AND CONTROL) ACT 2012.

DETAILS OF THE GOODS

Name of the manufacturer/distributor/importerftrader (... e s i e
Postal Adaress.. ... svssisns sarssivensses R R R S AR

Physlcal Rt e e i e ;

Goods are marked/branded as folloWs.......cooeesorreeeinessrens crerens etreteeieiaeaeeeanen rerbenbenaes
Physical seal ............ .. O s S G e o A G
Cre s O IO R B OOTE R oiionins i i e i e 4 E B s e o s R W s e i ;
QUantity. .. v v i P O H R B A R P o e e i

N R B O | i i it o e e i it

an authorized officer under section 11 of Breast Milk Substitutes (REGULATIONS AND CONTROL) ACT
2012, hereby seize and detain the said goods under section 20 of Breast Milk Substitutes
(REGULATIONS AND CONTROL}) ACT.

Mame oAt O o ORI imimiar s s i i E s F AR R AP AR

DRESIRNALIONT it e B S s e b i B s s s ;






OFFICIAL RUBBER 5STAMP

Manufacturer/Distributor/importer/trader/owner/person in possession of the goods

DeSignation .o mem iiasssiiesinis R S AR R s

STEEIERITR: o v e s i it b S e e

WITMNESS

DESIENAION  oiiiiiiaiisiinminimimininn s s i T TRR. .~

BT L T S PP PP P P ST RSP RO

To be filled in duplicate.






Form BMS 4
SEIZURE FORM B

(To be used in case of seizure of ‘articles’ where the ‘articles’ are to be kept or stored in the
premises where they are seized),

To... (Name ond oddress of the

Whereas | have reason to believe that the stock of goods detailed below which is/are at the
premises of

{Name of the premises or owner ond oddress — Physical and postal oddress)

Do not meet the provision(s) of Breast Milk Substitutes (REGULATIONS AND CONTROL) ACT.

DETAILS OF THE GOODS.

Name of the Manufacturer/Distributor/Importer/Trader. ... s et st e
POSER] A I B, 1o ceeseeeeraassnns wrvmresss Stesessastnss sresssrsnseessins 458s AREEIENY Trsserass BASEEEAORARVRRVTASS  4SEESSSEILERSEsRLE ke

PRYSICA] IOCALION 1.vvvses 1t se sons curvnans cosises sosss sessasmsssss sesssmsssssstans samsnsmastes sostissssss susasssbencnsnsses ;
Goods are marked/branded as FOllOWS..........vciiminin s
PhySiCal SEEI i iiiinsimsssiinsiommsiiassibissbinssinssiss isseriemess bovassionsy. smssasmiasassinnonssn I ——
Description Of BO0MS...... ..o coiriiiiiiis sesrerisieie s st s Sees st sttt SbeabRs s :

DLLIBIEIEY. . ov womree eone emamusmmmserebbes 4ossmtmsnssesbns 1asassats SHERLLLLY Sbutaminvevebrsbasssnabstnbasaass sisaianses i

MNow therefore | .coevninnnnenens e i S YA AT A = A - DA

an authorized officer under section 11 of Breast Milk Substitutes (REGULATIONS AND CONTROL)
ACT, hereby seize and detain the said goods under section 20 of Breast Milk Substitutes






(REGULATIONS AND CONTROL) ACT and direct you to keep the sealed stock in safe custody subject
to such orders as maybe 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 Breast Milk Substitutes
(REGULATIONS AND CONTROL) ACT.

Name of BULhOFZE OFFICEE wvririerrris s sre s sessrn s s s b s sa b e n e st b RS e e
[P (] e P R R R RO C .

AT a T (1] TR U P T P T Pt R LR B

OFFICIAL RUBBER 5TAMP

Manufacturer/Distributor/Importer/Trader/Owner/Person in possession of the goods

0] =1+ O —————— R R B R T

SHEMATUS. i ccciies resinsssivinibs samamasa st i senmanis DI e o i s R R W i

WITNESS

DIBSIEMALION  1siiesniminnsasmmnsrnre eebasssios sensmrssssisasnsnssssssssansnsssrninstnbassatasssstsenmasuananan sbnissisnsasas

SIGMALUIE wovcsirisssanssrssrsisssts rasiasssseas 445046 R Ee PR SRR SRR bR

To be filled in duplicate.






.
Nam&,,.,,., .............. A P e e TP TR T T R AT T T R T GEEESEEESRSARREREE
Mdmss..‘q,..q"---------------l‘iill‘l‘illll++'!llll---llll---lll--'Illl-iillll-i-'lll‘l‘!!ll--"l--lll"Illi‘i‘illl++'!'!!'!!-lll-l-l-
T'elephone:
FRFFEEISEEERTRENEERREEEEE IR EEEE RN NN R R R R R
:
Email:
"Il R R R R EE R R TR R NN R L R IR R R N R R R
i
------------- i s e R R R R R R NN E R RN R R L dRadERRERE
I'ypes Of Institution .

Date Of Incorporation:............. A A R R S P S oY

DESCRIPTION OF THE DONATION

MNAmIE, s ssasnnannnn

Manufacturer Date:......coveveriverirnenacnianes.  Batch Nou...... i L AR S
Expiry Date: ------ l...il..+.."II‘I..III..III--'III-....lli++....'l++‘......----'....-..-.....ll.ii+++++“..'--‘-‘-.-----‘...‘...lll

Quantity Donated:...... P A . . AR

MODE OF USE
Beneficiaries:
Age Bracket:
Number of Beneficiaries:

Health Outcomes:

I hereby declare that the above information is true. Duly signed by:
Name:
Signature:

Date:







Form BMS 5

INSPECTION FORM

(To be used in case of inspection of ‘articles’ where the ‘articles’ are to be removed from the
premises where they are seized).

To... (Name and address of the

Whereas | have reason to believe that the stock of goods detailed below which is/are at the
premises of

{Name of the premises or owner and oddress — Physical and postal cddress)
Do not meet the provision(s) of Breast Milk Substitutes (REGULATIONS AND CONTROL) ACT.
DETAILS OF THE GOODS

Name of the Manufacturer/Distributor/Importer/Trader. ... ... s cs s e
P OS] AL ES e neseresesteeriress nesnsans srbesersnssns samssmmrsassbasss Sirss Sasasrs THELEENE SRaESEeeSeiieina MEEEinRsiied o

T B R P MU I P T R :
Goods are marked/branded as follows. ...
PHYSICEI SBAl  oecccnciaiossisimnssnisrsssasbsss s b npaasimsnssas b sasras smsmassmsrpdsemsssiatarmnas sesisssessssss s
DESCHPHION OF BOOMS. ....cvvvs cereescricsias crasrresssies s i ey Ssmmmsssmsssssststns tasrsisnisesres :
QUANLIEY. v oe vareer one sermrissessanans sermsmsesias PR s e e
PIOW EHEBTETOIE | oovueeuarierserssrerssesssamrnns  verseesssmsssamsssssessessess s shbinssiansnbrsbbeianbninn asbassssininsas

an authorized officer under section 11 of Breast Milk Substitutes (REGULATIONS AND CONTROL)
ACT, 2012 hereby inspects the said goods under section 12 and 13 of Breast Milk Substitutes
(REGULATIONS AND CONTROL) ACT 2012.






NamME OF UtHOTIZEO DT cveeeiieesrsiasiunisrastrssarsssasrass essssssssssssnsssnnansrnns sessnsn sesssssnmanvans

DESIZNATION  weirriensiiascnrinsserssnsrisssssssasssbssamsnnss st s s a5 e A s a s o semed S48 SRS 00 :
LT T 1 SO SO S TSP OIS TR SRR RS
Date i S DT S RIT NP RRRTR T
OFFICIAL RUBBER STAMP

Manufacturer/Distributor/importer/trader/owner/person in possession of the goods

Designation o, A R SR A R s amvn ey A i s e

SIENature..c..covviesrnnies N e e LR DX i et st e i S R 5 2 i)

WITNESS

DESIEAEION  cioiirsariaianresnesnencasisiasonsanas it sssse s e v e e e nr s s SRR T 7 SR R

LT 1= LT - S U O R TS

To be filled in duplicate.






No. 7

KENYA ASSOCIATION
OF MANUFACTURERS

e iy (bl s parll omtrml ———

Our Ref: KAM/10/10/mb/jw/PW /2019
2nd September, 2019

The Head of Nutrition

DFH-DN&D

Ministry of Health

Afya Annex (NASCOP), Kenyatta Hospital
P.0 Box 30016 - 00100

NAIROBEI

Dear Sir/Madam,

RE: SUBMISSION OF KAM REVISED MEMORANDUM ON THE DRAFT BREAST MILK
SUBSTITUTES (REGULATION AND CONTROL ACT 2012) REGULATION 2019

The Kenya Association of Manufacturers (KAM) presents its compliments and appreciates
the continued support.

Following the call for memorandum published in the daily newspapers on the Draft Breast
milk Substitutes (Regulation and Control Act 2012) Regulation and the Stakeholders
Consultative Forum held on the 27t August 2019 at Afya Annex (NASCOP} we wish to;

1. Submit our revised Memorandum as per the Forum discussions agreeing to the
extension of the submission timeline to the 2n September 2019, close of business.

2. Request for your prompt feedback on a date and time as agreed at the Forum, to
afford further consultation to industry players due to, the limited time at the said
Forum for industry to adequately comment on the Regulations. This is also on the
basis that industry players are directly affected by the proposed Regulations.

The purpose of this letter is to re-submit the revised Kenya Association of
Manufacturers Memorandum on the proposed Draft Breast milk Substitutes
(Regulation and Control Act 2012) Regulation, 2019 and request for a meeting to
discuss our member’s proposals adequately. We propose to have the meeting on the
10t September 2019 at 10:00 am at your offices or on a suitable date and time,

5 - (0100 Nairobi, Kenya il A e
[eetl '[ﬂl 25420 232451 ?Iﬂ, ﬂlﬁ 3155531 f2,020 2166657
i " Mobile: 254 722 201368, 0706 612384

Location: 15 Mwanzi Road, Opposite Westgate Shopping Mall ; oY Chairman: Sachen Gudka, CEOz Phyllis Wakiaga
Westlands Nairabl TR T o hg Uk AT 1 i ;






Feedback should be communicated to us via our physical address and advance feedback
email to cen@kam.cc. ke on mobile +254 721 303335/+254 723 443363.

Your early feedback will be appreciated.

Yours sincerely,

Phyl jaga
CHIEF EXECUTIVE

Cc:

Sicily K. Kariuki (Mrs.), EGH, MBS, CB5
Cabinet Secretary

Ministry of Health

Afya House, Cathedral Road

P.0. Box 30016-00100

NAIROBI, KENYA
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Kenya Healthcare § 5 Floor New Rehema House, Rhapta Road, Westlands

Fed ti :
ederation ¢, +254702249853 B lodundo@khf.coke & www.khfcoke

. The Health Sector Board far KEPSA

KHF Position on Breast Milk Substitute (Regulation and Control Act 2012) Regulations 2019

Introduction

Kenya Healthcare Federation (KHF) is the health sector board of the Kenya Private Sector Alliance
(KEPSA). The Federation promotes strategic public-private partnerships toward achieving national
access to quality healthcare and is dedicated to engaging the government and all relevant
stakeholders in achieving quality healthcare by maximizing the contribution of the private sector.
Industry commits to fully supporting exclusive breast-feeding for the first six months and continued
breast-feeding alongside suitable breastmilk substitutes as recom mended by WHO Code. There have
also been tremendous efforts to abide by the BMS Act in its current form pending the regulations to
implement it.

Infant feeding practices by age

A4 group 0 =andid - - A B il i R KD‘HSQU‘].&[

Exclusive breast-feeding rate stands at 61% (KDHS 2014) while infant formula usage is 2%. There is
therefore need for concerted efforts to address the close to 37% unsuitable breast milk substitutes
responsible for malnutrition

Anaemia 54%

Stunting 26%

Under 5's Mortality 52/1000 births
Low Birth Weight 8%

Proposed amendments to the breast milk substitute (regulation and control Act 2012) regulations
2019

Article 25: Requirement that industry applies in writing to committee whenever it intends to create
awareness about scientific and factual matters of the breastmilk substitutes with healthcare
professionals, including submissions of sworn affidavits

Requested consideration

Chairman: Dr. Amit N, Thakker Vice-Chair: Dr. Elizabeth Wala Treasurer: Mr. Stephen Maina
Directors: Dr. Anastasia Nyalita Dr. Walter Obita Dr. Jacqueline Kitulu  Dr. Daniella Munene Ms. Faith Muigai Dr. Peter Kamunyo Ms. Joyce Wanderi







Kenya Healthcare ¢ 5" Floor New Rehema House, Rhapta Road, Westlands
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. The Healtﬁ sector Board for KEPSA

% International regulations, norms and best practice (Refer to article 7.2 of WHO Code on
marketing breast milk substitutes) provide for ethical interaction for purposes of creating
awareness to healthcare professionals.

% Article 46 (b) of the constitution guarantees consumer access to information with respect to
informed decision making. Restricting industry from engaging healthcare professionals will
disempower them from supporting consumers and thereby infringing on this right.

% This has potential to provide grounds for endless wait for approval (or lack thereof)

Article 26: Requirement that health care professional participating in interaction with industry,
must before commencing such interaction, seek written approval from MoH committee.

Requested considerations

» Healthcare professionals already operate within the international code of professional ethics
with some even having their own local guidelines aligned to international regulations, norms

and best practices.

% This amounts to double regulation and limitation of freedom to exercise professional ethics.

Infringes on Health professionals’ freedom of Association as enshrined in article 36 of Kenya
constitution. There is no such restriction around the world and this is unique to Kenya, not aligned

to it.

Chairman: Dr. Amit N. Thakker  Vice-Chair: Dr. Elizabeth Wala Treasurer: Mr. Stephen Maina
Directors: Or. Anastasia Nyalita Dr. Walter Obita Dr. Jacqueline Kitulu Or. Daniella Munene Ms. Faith Muigai Dr. Peter Kamunyo Ms. Jayce Wanderi
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REPORT OF BMS ACT, 2012 (GENERAL) REGULATIONS STAKEHOLDERS MEETING

PUBLIC PARTICIPATION FORUM

27™ AUGUST 2019

HELD AT AFYA ANNEXE 4™ FLOOR, ROOM 406







1. Introduction

The meeting began at 9.30 am with a word of prayer and an interactive introduction
followed by welcoming remarks by the Head-Division of nutrition and dietetics. The meeting
was chaired by - Dr. Mohamed Sheikh, Head of Department of Family Health.

Organizations present were Department of Legislations and Regulations, Division of
Nutrition & Dietetics, Kenya Law Reform Commission, Kenya Association of Manufacturers
(KAM), Kenya Nutritionists and Dieticians Institute (KNDI), members of public, members of
the National Committee on Infant and Young Child Feeding (NCIYCF), members of the
Maternal Infant and Young child Nutrition Technical Working Group (MIYCN TWG) including
UNICEF, Save the Children, Nutrition and Health Programme plus (NHP plus), Action against
Hunger (ACF), Kenyatta National Hospital (KNH) and National AIDS & ST Control
Programme (NASCOP).

In her opening remarks, the Head Division of Nutrition & Dietetics appreciated all
participants for attending the meeting whose Public notice was published in MyGov on 1 3t
August 2019. She welcomed all to participate in this noble process of developing BMS Act,
2012 Regulations. The highlights of her remarks were:

= The Ministry of Health has drafted the regulations (accessible at the ministry website for
public to comment).

» The Constitution of Kenya requires any law making process to include public
participation.

» The Cabinet Secretary (CS) in consultation with the NCIYCF has been granted the powers
to make Regulations in section 28 of the BMS Act in particular — the wording, size,
procedure, and any other thing required for the implementation of the Act.

* The draft regulations prescribe how implementation of certain sections of the Act should be
accomplished.

* The purpose of the stakeholder meeting is to collect the views, oral and written
memorandum on the draft BMS Regulation

2. Agenda

Below find appended the program for the stakeholders meeting.

Agenda_BMS
regulations _stakeh:






3. Presentation of the Draft BMS Act (General) Regulations

The Kenya Law Reform Commission representative took participants through the provisions

of the draft B

MS Act (General) Regulations and thereafter participants were requested to

table their submissions.

B
POF

BMS final-version
3.pdf

4. Stakeholders’ Submissions

4.1 Kenya Association of Manufacturers (KAM)

KAM had submitted written memorandum to the ministry before the meeting. However,

they were req

uested to present the highlight of the memorandum. Upon request, KAM was

granted a follow up meeting to comprehensively present their submission at a date to be
communicated. The following is a summary of KAM submission:

1. Regulat

ions will be a Barrier to Trade —the requirements in the Labelling section are

deviating from the East African Standards (EAS) on labelling for the EAC market.
5. Some of specific clause industry wanted changed/deleted saying they are injurious to
industry and hindrance to business include;

a.
b.

Definition of “cross-promotion” as it is already a discussion at codex.
Reference to codex and EAS in the Regulations. There should be no deviation
from the East African standards especially on how they relate in labelling.
Committee approval stage should be clearly documented on the time it takes
to approve and/or reject.
Investigations procedure should be clearly stipulated
Proposed that importers should also be subjected to the Regulations in
addition to manufacturers and distributors
Labelling
i. Discussions on how to put out information clearly using prescribed
font 50% (or 25%) without distorting the meaning

ii. Requirement to have the label in English and Kiswabhili

ii. Need to include ‘date of manufacture’ alongside expiry date
Seizure of products — the provision in the Regulations permitting Authorized
Officers to access entry without a court order
Applicability of the recommended temperature (70°C) for water used in the
preparation of the BM5 at
Not to sell products 30 days to expiry date.






Below are section specific inputs for consideration.

REGULATION NO.

ISSUES RAISED

Regulation 16 (2)

For the statement on relevant standards, quote specific standard.
These regulations should be harmonized with other relevant standards

Regulation 17

Should be specific especially on the logo and pictures
The requirement to have labels in English and Kiswahili should be
English AND/OR Kiswabhili.

Regulation 18

Language; English and or Kiswahili to be for Kenyan people and to be
left open for the rest of the countries

The word “WARNING” to be replaced with “IMPORTANT NOTICE"”
Conspicuous word to be removed because it is wrongly used

Use the text as it is captured in the East African Standards

Regulation 19 (d)

Creates uncertainty - it should comply with the standards or be
— delete

?egulatinn 20(a)

Labelling — Appears as if it is the only option but there are other
options

Preparation of feed at 70 degrees can scold the caregiver. The risks
have been addressed by instructions on boiling of water and cooling
to room temp

Regulation 22

Labeling of teats and bottles to be reconsidered

Regulation Provision be provided for according to the standards
20,22,23
Regulation 23 There should be detailed understanding of consumer protection rights

Harmonize with constitution regulation 6

Regulation 24

Application must meet with provisions of Article 47
Is a duplication of labeling standards

Regulation 25-30

Should be deleted

Regulation 39

Seizure of products by Authorized persons without court order is not
acceptable

Regulation 40

Should be aligned with section 16

Regulation 40 2(d)

To be deleted

Regulation 33

Review







4.2 Submissions from the Members of Public

SECTION/REGULATION

ISSUES ARISING

Interpretation

Explain fully on the interpretations e.g. child, toddler and young
person

Part IV

Do not use the word may instead use the word shall. Be specific
and certain

Instead of Health worker, use Health officer

Explain enforcement

Regulation 22

“conspicuous” - The word conspicuous is used wrongly, another
word should be used instead

Regulation 23

On the designated product the manufacturing date must appear

Regulation 38

Should not use the word request, it should be “upon demand”
Specify the offence and do not generalize.

5. WAYFORWARD

1. KAM to send revised memorandum by close of business Monday 2" September 2019

5. To avoid face-off between the ministry and the industry, the chair ruled that the
submissions in the memorandum received from KAM be analyzed by the technical team
who will in turn provide response to all comments in the memorandum.

3. Drafting team to meet on Thursday 12 Sept 2019 to review the memorandum submitted
by stakeholders and comments collected during stakeholders meeting.

4. Drafting team and KAM representatives to hold a meeting to discuss KAM submission at
length at a date to be communicated in due course.

The meeting adjourned at 12noon.
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MINISTRY OF HEALTH
OFFICE OF THE PRINCIPAL SECRETARY

Telephone: +254-2-2717077 AFY A HOUSE,

E-mail: pshealthke@gmail.com CATHEDRAL ROAD
When replying please quote: P.0. Box 30016 - 00100,
NAIROBI
Ref: MOH/ADM/1/1/2 Date: 10" June 2020
Kennedy Ogeto, CBS

Solicitor General
P.O Box 40012-00100
NAIROBI

Dear rennedy,

RE: FINAL DRAFT BREAST MILK SUBSTITUTE (GENERAL) REGULATIONS, 2020

Kenya has made tremendous improvement in promoting, protecting and
supporting breastfeeding in the past decades. This has been achieved
through appropriate practices such as early introduction of breastfeeding
mmediately after birth, exclusive breastfeeding for the first six months and
~ontinued breastfeeding up to 2 years. However, inappropriate marketing
and distribution of Breast Milk Substitutes confinues to undermine these
Jains.

Ihe Breast Milk Substitutes (Regulations and Control) Act. No. 34 of 2012 was
snacted to provide for appropriate marketing and distribution of breast
nilk substitutes. The Act also gives the Cabinet secretary for Health powers
n consultation with the National committee on Infant and Young Child
“eeding to make Regulations prescribing how implementation of certain
sections of the Act should be accomplished.

IS ST 2000 5
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Subseguently, the Minisiry of Health jointly with the Natonal comrmnitiee on
infant and Yeung Child Feeding, the Kenya Law Reform Commission and
stakeholders has drafted the Breast Milk Substitutes (General) Regulations.
The Regulations have been subjected to ooth internal and external
stakeholder's vaiidation,

. The puroose cf this letter is to request you to review the draff Breast Milk
substitute [General) Regulations (attachad) and clearance fin
concurrence for fabling in the National Assambly.

‘fours stncereld,

D8 0. D.s-

Susan Mochache, CBS
PRINCIPAL SECRETARY

Copy to: Cabinet Secretary for Health
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Legal Notice No.......cmmmiimicsic

The Breast Milk Substitutes (General) Regulations, 2020.
Arrangement of clauses
Clause

Part I- Preliminary
1. Citation.
2. [Interpretation.
3. Guiding principles.
4. Objects.
Part II- Procedures relating to the use of designated products and pre-packaged
complementary foods.
Production.
Sampling and testing.
Packing.
Importation.
Stocking.
10. Use of alternative containers from the original.
11. Certificate of analysis
Part I11- Donations of designated products and pre-packaged complementary
food.

© %® AW

12. Application to donate.
13. Restrictions to donations.
14. Filing of returns.
15. Application by charitable and social institutions.
16. Uses of donations.
Part IV: Labelling of designated products and pre-packaged complementary
food.
16. Labelling of designated products and pre-packaged complementary food.
17. Prohibitions on labelling.
18. Labelling of infant formula and follow up formula.
19. Containers of designated and pre-packaged complementary food.
20. Labelling of formula in powdered form.
21. Labelling requirements for feeding bottles.
22. Labelling requirements for teats.
23. Labelling requirements for teats and pacifiers.
24, Particulars to be inscribed on container.
25. Warning on nutrient.
Part V- Interactions between manufacturers, distributors and health workers
26. Interactions.
27. Creating awareness.
28. Professional evaluation.
29. Research of product.
30. Formal record.
31. Restrictions to interactions.






32.
33
34.
35.
36.
i

38.
39.
40.
41.
42.
43.
44.
45.
46.
47.
48.
49.

Cross-promotion.

Informational inserts.

Advertisement.

Demonstration for use of a pre-packaged complementary food product.
Procedure for demonstration for use of infant and follow-up formula.
Procedure for demonstrating proper complementary feeding.

Part VI- Information, Education and Communication Materials
Information, Education and Communication Materials.

Contents.

Response.

Authorised persons.

Inspection.

Access to breastmilk substitutes.

Seizures.

Conflict of interest.

General penalty.

Spot fines.

Subsequent offences.

Review.

Schedule






The Breast Milk Substitutes (Regulation and Control) Act
(No. 34 of 2012)

IN EXERCISE of the powers conferred by section 28 of the Breast Milk Substitutes
(Regulation and Control) Act, 2012, the Cabinet Secretary responsible for matters relating
to public health, makes the following Regulations—

The Breast Milk Substitutes (General) Regulations, 2020
Part I- Preliminary

Citation. 1. These Regulations may be cited as the Breast Milk Substitutes
(General) Regulations, 2020.

Interpretation. 2. Inthese Regulations, unless the context otherwise require—
"Act" means the Breastmilk Substitutes (Regulation and Control)
Act;

"advertisement or promotion" has the meaning as expressed in
subsection 6 (2) of the Act;

"authorised officer” means a person appointed under the Act;

"breast milk substitute" has the meaning assigned to it under
section 2 of the Act;

"Committee" means the National Committee on Infant and Young
Child feeding established under section 4 of the Act;

"Cabinet Secretary” means the Cabinet Secretary responsible for
matters relating to public health;

“complementary food products” means, in addition to the
products listed in the Act, any food suitable as or presented as a
suitable complement to breastmilk, for infants from the age of six
months up to the age of 36 months;

"cross-promotion” means a form of marketing promotion where
customers of one product or service are targeted with the
promotion of a related product;

"donation” means a designated product or pre-packaged
complementary food offered for charity or humanitarian aid;






Guiding principles.

3.

"designated product" has the meaning assigned to it under section
2 of the Act;

"donee" means the person or institution receiving the donation;
"donor" means the person or institution making the donation;

"health worker" has the meaning assigned to it under section 2 of
the Act;

"health facility" has the meaning assigned to it under section 2 of
the Health Act;

"KS CODEX STAN" means any Codex Standard that has been
approved as the Kenya standards under the Standards Act;

"KS EAS" means an East African Standard that has been
approved as a Kenya standard under the Standards Act;

"KS" means a Kenya Standard approved under the Standards Act;
and;

"public analyst" means a health officer who examines, reviews,
evaluates, or conducts research of designated products and pre-
packaged complementary food.

(1) The guiding principles for interpreting the Act and these
Regulations, binds the authorised officers and all persons
whenever any of them—

(a) applies or interprets any provision of these
Regulations;

(b) are involved in the manufacture, distribution,
study, or advising about the use of designated
products or complementary foods or about
breastfeeding; and

(c)  makes or implements public policy decisions.

(2) Without prejudice to the generality of sub-Regulation (1), an
authorised officer shall in the discharge of his or her functions
under these Regulations, ensure that—
(a) in the provision of nutrition services, the best
interest of an infant and young child is protected;
(b) initiation of breastfeeding of the infant is done






Objects.

within an hour of delivery and exclusive
breastfeeding for a period of six months;

(c) timely introduction of appropriate, adequate and
safe complementary food with continued
breastfeeding for a period of twenty-four (24)
meonths and beyond;

(d)  where appropriate, breast milk substitutes and pre-
packaged complementary food shall be safe for
the consumption of an infant and young child;

(e) adequate and accurate information on
breastfeeding and infant and young child feeding
shall be available to the general public; and

(f)  interaction with manufacturers and distributors of
designated products shall be done in the manner
prescribed under the Act and these Regulations;

The objects of these regulations is to guide all persons that use,
manufacture, sell and market and to ensure that all persons
understand that breast milk substitutes undermines breastfeeding
and suboptimal breastfeeding is a leading but preventable cause
of death and serious illness in infants and young children.

Part II- Procedures relating to the use of designated products and pre-packaged

Production.

Cap. 254, 242 and
496.

Sampling and
testing.

5.

complementary food.

(1) The production, preparation and packaging of 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, the Standards
Act and the Kenya Standards KSEAS 39 and any other written
law, where a conflict among these standards arise generally, these
Regulations shall prevail unless the other is more protective of
children.

(2) Every manufacturer or importer of designated products shall
register with the Nutrition and Dietetic Division, in the Ministry
of Health by providing its physical address, telephone, website,
and email contact information and declaring the products that it
imports or distributes that are subject to this Act and shall provide
updated information within 30 days of these declared information
changing.

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






Cap. 254, 242 and
496,

Packaging.

Importation.

Stocking,

Use of alternative
containers from the
original.

Certificate of
analysis,

10.

11.

Act, the Public Health Act and the Standards Act and any other
written law.

The designated products and the pre-packaged complementary
food shall be packaged in accordance with the Act, the relevant
written laws, the Kenya standards for infant formula (KS EAS4),
follow up formula (KS CODEX STAN 156), formulated pre-
packaged complementary food for older infants and young
children (KS-2515) and processed cereal based foods for infants
and young children ( KS EAS 72).

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.

No person shall stock, distribute, sell or exhibit any food for
infant and young child which does nothave a manufacturing date,
sell by date and an expiry date.

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 alternative container from the original
containers shall hermetically seal and label the alternative
container in accordance to the Act and any other written law.

(1) An authorised officer may at any time, collect and submit to a
public analyst a sample of a designated product or a pre-packaged
complementary food product for analysis.

(2) The public analyst referred to under sub-Regulation (1), shall
upon analysis of the product, issue a certificate of analysis.

Part I1I- Donations of designated products and pre-packaged complementary food.

Application to
donate.

12.

(1) 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(1), shall be
accompanied by a duly completed Form BMS 1 in the Schedule
to these Regulations.






Restrictions to
donations.

Filing of returns.

Application by
charitable and
social institutions.

13.

14.

15.

(1) 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 (1), shall
meet all the requirements of both the Kenyan and applicable
international standard as prescribed in law and have at least fifty
percent (50%) shelf life before expiry.

(3) The product being donated under sub-Regulation (1), shall be
in the original container with a clear label marked “Not for Sale”.

(4) Donations of designated or pre-packaged complementary 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),
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 distributed outside that
institution unless further donated to another charitable children or
social welfare institution with prior written consent of the
Committee.

(1) 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 the Director of
Children Services, in the prescribed Form BMS 2 in the Schedule
to these Regulations.

(2) A donee upon receipt of the donations under the Act and these
Regulations, shall within two weeks, file returns for use to the
Committee in the prescribed Form BMS 3 in the Schedule to these
Regulations.

(3) A donee shall upon utilization of the donations under sub
Regulation (1), file returns with the Committee in the prescribed
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.

A person of institution that wishes to apply for donation of a
designated product or a pre-packaged complementary food
product shall apply in writing to the committee for directions.






fses of donations.

16.

(1) Donations of a designated product or a pre-packaged
complementary food product shall be used only for purposes of
benefiting infant and young children to optimal health outcomes
of all recipients.

(2) No person shall, for the purpose of donating any designated
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 a pre-packaged complementary food product thereof.

Part IV: Labelling of designated products and pre-packaged complementary food.

Labelling of
designated products
and pre-packaged
complementary
food product.

Prohibitions on
labelling

Labelling of infant
formula and follow-
up formula.

17.

18.

19.

(1) 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,
website address, email address and telephone number of the
manufacturer, seller and, if imported to Kenya, contact
information for the responsible importer.

(2) Not withstanding sub-Regulation (1), the label of a designated
product or pre-packaged complementary food shall not refer to,
promote or advertise any other designated product.

A label or a container of a designated product or a pre-packaged
complementary food shall not contain a photograph, drawing or
other graphic representation other than for illustrating how the
product is to be used.

(1) A person shall not offer for sale or sell infant formula and
follow-up formula unless the container and the label affixed
thereto, contains the following words expressed in English and
Kiswahili language in bold and conspicuous characters in a
prominent position and in not less than fifty percent (50%) of the
size of the largest words on the label in red lettering on white
background and not less than 3 mm in height based on the lower
case “o” preceded by the word "WARNING" in capital letters:
"Breast milk is best. Breast milk is ideal for the healthy growth
and development of infants and young children. It protects against
potentially fatal diarrhea, lung infections and other illness. It is
often difficult to resume breastfeeding after beginning to feed
your baby breastmilk substitutes.”

(2) The label on any container of infant formula shall—






Containers of
designated and pre-
packaged
complementary
food.

Labelling of
formula in
powdered form
Labelling
requirements  for
feeding bottles.

(a) not include words such as "maternalised" or
"humanised" or images that glorify 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) specify the source of protein; 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 affixed to a container containing a designated product or

21.

22.

pre-packaged complementary food, shall indicate in a clear,
conspicuous and easily readable manner in English and Kiswahili
language and easily understood graphics indicating—

(a) instructions for appropriate preparation and use;

(b) the age range for which the product is
recommended for use in numeric figures, in the
case of complementary food, shall not be younger
than six months;

(¢) 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
provided from time to time by the Committee.

Despite any other requirement in these Regulations with respect
to containers or labels of infant formula or follow up formula,
labelling for infant or follow up formula in powdered form shall
in addition to including a feeding chart, indicating that—

(a) powdered formula may be contaminated during
the manufacturing process or may become
contaminated during preparation;

(b) it is necessary for formula to be prepared one feed
at a time using clean and safe water heated to at
least seventy (70) degrees Celsius; and

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

A label, package or a container of a feeding bottle and the bottle
itself shall indicate in a clear, conspicuous and easily readable
manner in English and Kiswahili language the following words in
not less than 50% of the size of the largest words on the label not






Labelling
requirements
teats.

Labelling
requirements
pacifiers.

Particulars to be
inscribed on
container .

for

for

23.

24.

25.

less than 3 mm in height based on the lower case “o” preceded by
the word "WARNING " in capital letters:

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

(1) A label on a package or container of a teat shall not—

(a) show any graphic representation other than for
illustrating cleaning, the logo of manufacturer or
distributer;

(b)  contain words or images idealising the use of teats;
and

(c)  compare the act of suckling the teat to the action,
motion or benefits of suckling human breast or
physical properties of such human breast.

(2) A label, package or a container of a pacifier and the surface of
the pacifier itself shall indicate in a clear, conspicuous and easily
readable manner in English and Kiswahili language the following
words in not less than 50% of the size of the largest words on the
label not less than 3 mm in height preceded by the word
"WARNING" in capital letters": "Use of teats can interfere with
breastfeeding."

(1) A label on a package or container of a pacifier shall not;

(a) show any graphic representation other than for
illustrating cleaning, the logo of manufacturer or
distributer;

(b)  contain words or images idealizing the use of teats;

(c) compare the act of suckling the teat to the action,
motion or benefits of suckling human breast or
physical properties of such human breast.

(2) A label, package or a container of a pacifier and the surface of
the pacifier itself shall indicate in a clear, conspicuous and easily
readable manner in English and Kiswahili language the following
words in not less than 50% of the size of the largest words on the
label not less than 3 mm based in height based on the lower case
“0" in red lettering on white background preceded by the word
"WARNING" in capital letters": "Use of pacifier can interfere
with breastfeeding".

(1) No person shall sell, display for sale, consign or deliver any
designated product or a pre-packaged complementary food
product in a container, unless the container bears a label on which
there appears—






Warnings
nuirient.

on

(a) in English and Kiswahili languages, a true statement of
the product as to the following matters—
(i) composition;
(ii) required storage condition;
(iii) manufacture date;
(iv) batch number;
(v) sell by date; and
(vi) expiry date.

(b)  on a label marked on or securely 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
diarrhea, lung infections, and other illness".

(2) Any label affixed to any container of a designated product or
a pre-packaged complementary food product as required under
sub-Regulation (1), shall bear directions for use in English and
Kiswahili language and such adequate warnings against the
health hazards of inappropriate preparation or use.

(3) The statement referred to in sub-Regulation (1) shall—

(a)  be clearly legible and shall appear conspicuously and in a
permanent position on the label;

(b)  specify the name of either the manufacturer, distributor,
packer or labeller 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.

26. (1) A person shall not offer for sale or sell fluid milk, cereal and

its products or bottled water, unless the container and the label
affixed thereto, contains the following words expressed in
English and Kiswahili language in bold and conspicuous
characters in a prominent position and in not less than fifty
percent (50%) of the size of the largest words on the label and not
less than 3 mm in height based on the lower case “0” in red
lettering on white background preceded by the word
"WARNING" in capital letters:






"WARNING: NOT FIT FOR INFANTS: Breast milk is best for
babies. It protects against diarrhea, pneumonia, lung infections,
and other illness. Fluid milk , tap or bottled water, grain-based
porridge, and other fluid and solid foods should not be used as
breast milk substitutes during the first 6 months when
breastfeeding should be infants’ exclusive source of nutrition.
Infant formula should only be used on the advice of a health
professional. When these foods are used as complementary foods
then continued breastfeeding is recommended for a period of upto
24 months and beyond.”

Part V- Interactions between manufacturers, distributors and health workers.

Interactions. 27. (1) Any interactions between a manufacturer or distributor with
any health worker shall strictly be limited to—

(a)

(b)

(c)

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

providing samples of designated products and pre-
packaged complementary food for professional
evaluation; and

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 (1), shall take
No. 4 of 2015. place in a public venue approved by the Committee pursuant to a
decision-making process consistent with the Fair Administrative

Action Act.

Creating awareness. 28. (1) 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 complimentary
food product, shall before commencing interactions with any
health worker apply in writing to the Committee for approval.
(2) An application made under sub-Regulation (1), shall expressly
provide for the following information—

(a)

(b)

a sworn statement that the interaction does not
imply an endorsement of the designated product or
pre-packaged complementary food.

a sworn statement that there is no existing
relationship, collaboration or partnership or
intended relationship, collaboration or partnership
with the health worker;






(c)

(d)
(e)

()
(2)

(h)

@

@)

particulars of the health workers targeted for
awareness;

proposed public venue;

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

a certificate of analysis from a public analyst in
Kenya;

a detailed report on scientific findings and
evidence based research on the benefits of the
product;

a peer-reviewed scientific information of the
product;

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

any other relevant document requested by the
Committee.

(3) An applicant who is required to supply additional information
under paragraph (j), shall do so within a period of 30 days from

the date of the request.
Professional 29. (1) Any interactions between a manufacturer or distributor and a
evaluation. health worker for the purposes of professional evaluation of a

designated product or pre-packaged complementary food shall
commence only after the approval of the Committee.

(2) Any health worker participating in the interaction under sub-
Regulation (1), shall—

(a)

(b)

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

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 partnership
or intended relationship, collaboration or
partnership with the manufacturer or distributor.

Research of 30. (1) A health worker who intends to carry out research on a

product. designated product or pre-packaged complementary food and
intends to request samples from a manufacturer or distributor
shall apply in writing to the Committee.






28 of 2013,

Formal record.

Restrictions to
interactions.

Cross-promotion.

Information inserts.

(2) The application referred to under sub-Regulation (1), shall be
accompanied by—

(a)
(b)

(c)
(d)

(e)
®

an approved research protocol;

an ethics approval from a competent and
recognised authority responsible for research and
innovation in Kenya issued pursuant to the
Science, Technology and Innovation Act;

a certificate of analysis:

proof of use in country of origin if the product is
not made in Kenya;

ethics approval from a competent authority if the
product is originating outside of Kenya; and

any other document the Committee may require.

31. (1) Any health worker who wishes to participate in any interaction
with a manufacturer or distributor, for the purposes of
professional evaluation, or research on a designated product or
pre-packaged complementary food, shall prepare a formal record
of the interaction and submit it to the Committee, within 30 days
following the interaction.

(2) The formal record referred to in sub Regulation (1), shall
contain such information as may be directed by the Committee.

32. (1) A manufacturer or distributor during the interaction with a

health worker shall not—

(a)  distribute any promotional material or items;

(b)  give misleading information prohibited under the
Act;

(c) engage in activities without the approval of the
Committee;

(d) distribute any samples of designated or pre-
packaged complementary food product;

(¢) hold the event at an alternative venue not
approved; and

(f) brand the venue in any way to promote infant

formula.

33. A manufacturer or distributor of a designated product or a pre-
packaged complementary food shall not engage in cross-

promotion.

34. (1) A manufacturer or distributor of a designated product or a pre-
packaged complementary food, shall not insert any other






Advertisement.

Demonstration  for
use of a pre-
packaged
complementary
food product.

Procedure for
demonstration  for
use of infant and
follow-up formula.

35.

36.

37.

information, beyond the scope of what is prescribed for packaged
product.

(2) A manufacturer or distributor of a designated product or a pre-
packaged complementary food, shall not collaborate with another
manufacturer or distributor of any other product beyond the scope
of the packaged product for purposes of consumer information or
education.

A person who makes a representation either directly or indirectly
with an intention of promoting the sale or use of designated or
pre-packaged complementary food product, either through—

(a) written publication, television or radio broadcast, film or
electronic transmission, including the Internet, video or
telephone;

(b)  displays, signs, symbols, colours, billboards or notices; or

(c) exhibition of pictures or models;

commits an offence.

The method used by a health worker during demonstrations for
use of complementary food product shall be either one-on-one or
in a group and shall contain the following information—

(a)  the benefits and superiority of breastfeeding;

(b)  the value of exclusive breastfeeding for the first six
months followed by sustained breastfeeding for at
least 24 months and beyond;

(¢) the proper preparation and use of the product;

(d) that use of cup or spoon feeding is safer than to
bottle or spout feeding;

(¢) the importance of feeding infants with an open cup
and spoon; and

()  how complementary food can easily be prepared at
home using local ingredients.

(1) The method used by a health worker during demonstrations
for use of infant formula and follow-up formula shall be one-on-
one in a secluded area and shall—
(a)  be in the original container of manufacture;
(b)  maintain hygiene;
(¢) follow the manufacturer’s
preparation;
(d) issue the supplies in a plain packaging that
conceals the brand name;
(e) declare whether the health facility is baby
friendly; and

instruction for






()

make available the most recent document on
demonstrations and their source.

(2) A health worker while conducting a demonstration under sub-
Regulation (1), shall inform the infant's mother on—

(a)
(b)
(c)

(d)

(e)
®

(8)

(h)
(1)

@
(k)
0]

(m)

the benefits and superiority of breastfeeding;
how to initiate and sustain breastfeeding;

the importance of periodic HIV/AIDS testing
of parents, adherence to maternal Anti-
Retroviral treatment and infant prophylaxis,
early infant diagnosis, continued Anti-
Retroviral  treatment, and  continued
breastfeeding by mothers who are infected
with HIV/AIDS;

the value of exclusive breastfeeding for the
first six months followed by sustained
breastfeeding and introduction of nutritionally
adequate and safe complementary foods for at
least 24 months and beyond and optimal
maternal nutrition;

the difficulty of returning to breastfeeding after
a period of artificial feeding;

the approximate financial cost of adequate
feeding of an infant with the product
exclusively for six months and continued
breastfeeding to 24 months and beyond,;

why it is difficult to return to breastfeeding
after starting to feed babies breast milk
substitutes;

the importance of not introducing
complementary foods until after six months;
the negative effects of artificial feeding on
lactation and how early introduction of
complementary ~ food  interferes  with
breastfeeding;

instructions on proper preparation and use of
the product;

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

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

how to feed an infant with an open cup and
spoon.






37.(1) The method used by a health worker during

Ed}::nc::;lt:;ting o demonstrations for complementary feeding for infants and
proper young children aged 6-36 months—
complementary (a) shall conceal brand name of the product;
feeding. (b)  shall maintain hygiene; and
(c) follow the manufacturer’s instruction for
preparation.

(2) A health worker while conducting a demonstration
under sub-Regulation (1), shall inform the infant's mother
on—

(a) the value of exclusive breastfeeding for the
first six months followed by sustained
breastfeeding and  introduction of
nutritionally adequate  and  safe
complementary foods for two years and
beyond, and optimal maternal nutrition;

(b)  the negative effects of artificial feeding on
lactation and how mixed feeding interferes
with breastfeeding;

(c) 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

Information, 38. (1)Notwithstanding any other provision of these Regulations, no
Dl . ‘hall publish ermit to be published
Vo st person s all publish or cause or permit to be publishe or
Materials. distributed any informational or educational or communication
material that relates to infant and young children feeding unless

approved by the committee.

(2) For the purposes of approval under paragraph (1), a person
shall submit an application letter, together with a sample of the
proposed material be published or distributed containing any
informational or educational or communication material that
relates to infant and young children feeding.

Contents. 39. The contents of the information, education and communication
materials under this regulations shall,
(a) be written in easily readable and understandable
English or Kiswahili;






Response

Authorised persons.

Inspection.

Access to breast
milk substitutes.

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

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

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

(e) not include name or logo of any manufacturer or
distributor of food for infants or young children;

(f) includes only factual, scientific and current
information and is not presented in any picture that
encourages bottle feeding or discourages
breastfeeding; and

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

(h) not include a photograph of an infant; and

(i) not include Words or images that create the
impression that the use of designated products are
manufactured in accordance with the
recommendation of a medical or dental practitioner
or any other person registered under the Kenya
medical practitioners and dentists board.

40. The Committee shall respond to the application within twenty-

41.

42.

43.

one (21) days of the receipt of the application, upon satisfaction
that the information, education and communication materials
materials comply to the provisions of Regulation 39 of these
Regulations.

Part VII-Enforcement

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

An authorised officer, shall subject to section 12 of the Act,
conduct an inspection in the prescribed Form BMS 5 in the
Schedule to these Regulations.

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






Seizures.

Conflict of Interest,

General penalty.

Spot fines.

Subsequent
offences.

Review.

44.

45.

46.

47.

48.

49.

(1) Where an authorised officer finds any designated product or
pre-packaged complementary food at any premises and the officer
is satisfied, on reasonable grounds, that the goods are—
(a) prohibited goods; or
(b) not being sold by an authorised manufacturer,
wholesaler, distributor or retailer of goods,
the officer may, without laying any information or obtaining any
warrant, seize and remove those goods.
(2) Seizure of goods under these Regulations and Act by an
authorized officer shall be in accordance to Form A and B
prescribed in the Schedule to these Regulations.

(1) A health worker who has any pecuniary or business interest,
in any designated product or pre-packaged complementary food
shall disclose the nature of the interest to the Committee, on
commencement of employment and as soon as the relevant facts
have come to his or her knowledge.

(2) A disclosure of interest under sub-Regulation (1), shall be
recorded by the Committee.

(3) A health worker having made such a disclosure shall not be
present during any interactions under the Act.

A person who contravenes any of the provisions of these
Regulations, shall be liable on to conviction, in accordance to the
Act.

A person who without lawful excuse the proof of which shall lie
with him or her breaches any of these Regulations shall be liable,
upon an inspection, by an inspector who attests to an honest belief
and the balance of probability that such breach has been
committed of an administrative monetary penalty of no more than
20,000 Kenya Shillings.

If a person is found to breach any provisions of these Regulations
two or more times, the Cabinet Secretary responsible for public
health may issue an order for a penalty to be issued in relation to
each violation of the Regulations in respect of each unit sold in
the case of labelling or distribution offenses or each person
estimated to have been reached by advertising or promotional
campaigns.

(1) The Cabinet Secretary may from time to time review these
Regulations for the better implementation of the Act.






(2) Despite the generality of sub Regulation (1), these Regulations
are exempted from the provisions of paragraph 21(1)(b) of the
Statutory Instruments Act.

No. 23 of 2013,

SCHEDULE

r. 11(2)

APPLICATION FOR DONATION

Donate Case MO ....ccimimmmnsimisinmnssaniases Dates: coviiiigaiviis

TAKE NOTICE that I/We....o.ccivriiiiinsnisemsmimeeseisssvnnsnnessssssssssnranneseeesss(NGME of
donor) of Identity/Registration BB, ccen v somasasnen A B RG Up Sciigud JEIE
AR . convsciismsimssivmmims vesssssmat R emypses shranass dh R seek consent to be allowed to make a
danatmntu(Nama of donee).

DESCRIPTION OF THE DONOR

BIAIIET s oo v siaisissnimaPiaasghp s as sxsnasmnnansassnensnd

Aadrass:. . . e st anmmn b a s h SHRES
Telephone:.....cuirneuuranersininesiannenaessbiaaaes

Bamailers v oo Tl viv i s e

TYPE OF INSHIUHON: . .1 vvvrssesssseenscssssinnsrr s se s s e s st s
Date Of INCOTPOTALION: ..« vvevvvennsssssss s s ssssis s s s sttt
Reasoi FORQDIBIION 2105 b0 ivimnsass s vsdbisi baa 4 s ns i ¥ e e s asvan ey eSS aa s sasaser et asaasinsgonease
DESCRIPTION OF THE DONEE

T oT R TRRPUOUPRTURRTRP 1« | - : SRR AR R
Telephone:......cvuveivnenieirrinmnriisssenane o T || R
Types of INSHIUHON:, <. ..uvvvesisiiaiuiansisssmmissasiinsssastassosaenmntssssmemeenrassrtinnsasienss
Date OF INCOTPOTAtON:. . 1 oeevruesserrermmrnnsirsrrass st s st s s s bbb s s

DESCRIPTION OF THE DONATION






Name of the manufacturerfdealer:........ccccoceiiiiiiiiiiininiiiiiianaian.
Manufacturer date;. . oocciviimmmnissnsisvarsess. BAEICRA N0 o srs s sns ans
BEll by e i v s s R e

L B

Quantity donated:. ... ...oiiuiiiiiiiiiie i e
Doneor Donee

TR i stisad s Name:....ccoereenrmneensnns

FORM BMS 2
RETURNS FOR DONATION

TAKE NOTICE that TWE ......coniiseisiiamsis oy fhasesveios ot svivasis i IName ' of

donee) of Identity/Registration B st e R e v O AR s e s AT

Arldressi. o i seek to make returns of products donated to us on

the....ooonday  Ofoeiieeiieiiiieie DY i (NEME

of donor).

DESCRIPTION OF THE DONOR

RIS i R A R S ¥ e ST 4

AARIREET oo s s s s R

TelephOne:......ovvvveeeevvinnnrernnieeeeaesernnnnnenens BMAILL L

Type of INSHIUHON:. .. .oevveneeeien e b

Date of INCOTPOTAION: ... ovuruinririeieriirisiri st st st s s

Reason fOr dOMatiON:. ... .etieieeinineenesecaeenansssssessrsansrmmnrersssse s srann s s o

------------------------------------------------------------------------------------------------------

DESCRIPTION OF THE DONEE
ey T e T T Tr T TT UL 1 1< .. e T e

Telephome:......ovcvunrerieemmmrissnsrsnnmnnnenaes BMAIK it
Types Of INSHIION: .0 .uveeeeiiivrrsrrrn s et st st st






Donee Donor
NAIME: covvvvvevrrrnmmmnrensssees PIATIIC ius s o ciwsgamnnsansaias

Dt coramnsais Dhahes .. i

r. 13(2)

FORM BMS 3
RETURNS FOR USE OF DONATION

Donate Case NOt.....occmenmmmmmmmsmmesin. DN s i
TAKE NOTICE that IIWE(Nam& of
donee) of Identity/Registration o PR R O ot . . .
AAOOSE i seek to make returns of products donated to us on
the...covnenoBBY Ofcuornenennisiiiiiasivoisins b}ffName
of donor).

DESCRIPTION OF THE DONOR

T TSP RTTTHITUN, Ty, OSPSEREN AR CIRE S S L DS TR DL b EELELITE ik LA
Tl PR e i3 5 4 S o o ST B S T s e SR AT s

L7 R o S R——— R
Date Of INCOTPOIAIONI. ....vvurvrerreesssssossneerssinrssses s rras st s r e st

Reason FOr QOMATION: . ... .vinirunrrentcurrarrsirrn s st s s

DESCRIPTION OF THE DONEE

Diate OF INCONPOTBIONG ... <o (st vuressiasssisussinssdivsmssems fosn siaTunssass srans sy e et tatasssees






DESCRIPTION OF THE DONATION

N e v S B T G s R e T A e
Name of the manalachiren/ dealer:. . ... oo s ismuimassisssasmms sxs isas prmasiss v sssa s
Kanmtactuper-datesiianiwsirisisnsaens  BataNOG R

Sell by date: . ...
EXPIry dater ... i an

FORM BMS 4
RETURNS FORM

DESCRIPTION OF THE DONEE
TRBTIER s s o N M L R s e e by e o s v e S T e

X 1T
RO o AT v i e e e s

W31y B2 | R gttt « R O RS D P PO
DAt OF TG OTPOTHEION o3 s o e b bR V4 b R R i a3

DESCRIPTION OF THE DONATION

[ LTI b i TR 1k R 13| ey OO AR . . | M 1, |3 7R R S SRS My P

Sell DR s v s
T DI N R om0 B S A SR8

MODE OF USE
Beneficiaries:

Age bracket:

Number of beneficiaries:
Health outcomes:

I hereby declare that the above information is true.






Duly signed by:

r. 42(2)

SEIZURE FORM A

(To be used in case of seizure of ‘articles’ where the ‘articles’ are to be removed from the
premises where they are seized).
T0... (Neone ond address of the VERGOY).. ... i miiisissssiammssrssnss i

Whereas [ have reason to believe that the stock of goods detailed below which is/are at the
premises of

...............................................................................................................

................................................................................................................

(Name of the premises or owner and address — 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/trader ........ccovvniiricinssrss s i
POSEAL AAIESS. ..o veiveciieieiieeis reiiiis ceieeiieieis coeieensabe st bt et e e £

Py B O i e L A L A B AR
Goods areé marked/branded a8 TolloWs........ccosimmassssas sssees smsssnsmpspens snssans sessssopssssasas
PO ORE SOl i e o s s st
EICHETATTEAN O BOOES <couisinsss sosmennsn avnmmsosmermsinisios sy oS Sn YAV SA LY, RO ET AT ONY .

Manufacturer date . .oovvieiiionrorrvsmanrssresse BatehNO . R






5oy s b R B e PR e o P e e S P P
QUEANTILY 1..ce coiiet ces ceterieenearens rssrrsnsreisns srssmises senssiss sessssssssssstsssassessssssaseras esasanens sevssares o
o TR0 T oo iaavnsvorimnssisnitts: b e B Ao VS BN AR R

an authorized officer under section 11 of Breast Milk Substitutes (Regulations and Control)
Act, 2012, hereby seize and detain the said goods under section 20 of Breast Milk Substitutes
(Regulations and Control) Act.

Naime of SIthorized OIGEL ... rremmmerrermessssnssssssnssataissnsisins o sandsssasivassssos s adiPoais sians
DIOSIPOBIION. ueiisnsnmmmernisar oG A A s e oo IRt s .
BASIIUIS . roouneremsmmmprnsmmmsnsssamsmerssmassrmmmnibi e ssstbos 0N LSRN O SR A SR R SO SN di OTY
DHAEE i s oo R B S W RSB S A P S s SR
OFFICIAL RUBBER STAMP

Manufacturer/distributor/importer/trader/owner/person in possession of the goods
BIRIR  _..ccionsisssamnibits srsihasimsaremissionan i ind e gt inios ol s et OVER O 44 i oA Pab o i i
DIBRIDHAION  snminmnsisimminommbmi i oo o ot i o sy o R AR
BALDBLILE «ciivininamcnrimsmar i B D Ry LR e R S

WITNESS

FIOHEETIARNON,  cocoocosmindionnionsunotisinsbovs soRRN o i s Sms s s AN AR SR RO A Ay
SARDRITE . oouiimnansicoshoss iiniassunshagsssiusmms s o e RS T v web i s sl oo
To be filled in duplicate.






r. 42(2)

SEIZURE FORM B

(To be used in case of seizure of ‘articles’ where the ‘articles’ are to be kept or stored in the
premises where they are seized).

---------------------------------------------------------------------------------------------------------------

Whereas | have reason to believe that the stock of goods detailed below which is/are at the
PIBIMISES OF...oo.eeccresinsussenssnisisesimesnssbssansarasst b m s s 4o s s se s e A AR R SR SR OR SR SRS AR08

---------------------------------------------------------------------------------------------------------------

(Name of the premises or owner and address — physical and postal address)
Do not meet the provision(s) of Breast Milk Substitutes (Regulations and Control) Act, 2012.

DETAILS OF THE GOODS.

POStAl AAATESS. c...viviiiiieiiieins crveeriesiass cteseiransniians crras erseare brsrenses srerssiesieseeie mensssrreesess e
Physical IOCAHOM ...ccooet cur ch cont ceriis siriies siess etnnisnnas sorsmistssinanes nrsssnannas frssisists s g
Goods are marked/branded as follOWS........o.occiiriiiniiis e o s
Physical seal

Description 0f ZOOAS .....cccee woerrisiriiiiins suremiresesss sttt sssans it e






Sell by dates...cunmsmisscssimsanesnpopinssms
EXPITY GALE:. ...t iiii ittt

an authorized officer under section 11 of Breast Milk Substitutes (Regulations and Control)
Act, hereby seize and detain the said goods under section 20 of Breast Milk Substitutes
(Regulations and Control) Act and direct you to keep the sealed stock in safe custody subject
to such orders as maybe 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 Breast Milk Substitutes
(Regulations and Control) Act.

Name of authorized OFFICET .....ccveimsnissssiisssimssismarssssisisssarerapmsiasessasonsssonersaiysersasensasass
DIESIENATION  ..vvcersitieiuiisiissnsassiaresshesssb b bt E S eSS
SIGNAMUIE  oucecuiiiniiisicsrasc s s e s e R SRS s
DMIE .ocincvnsiionsinssoisinssadosesa st s vosnsavanon s Mg oes cboua A s Bl i s S SN MRS A e i
OFFICIAL RUBBER STAMP

Manufacturer/distributor/importer/trader/owner/person in possession of the goods
MUAINE coosicoumnnmsinsinnisinnsssissnmssins BNE a4 44N E RS AT A PR SR K nnn s srbess snenyEaARaS Y name nnmmnans
DIESIENATION  1.vvrecsrceciisiessisssas s sa s ss bbb d AR eSS RS

SIENATULE ....covvvenensorirmsirsssesssamsonennsnseesrs DB wiriiicrisnesnssissresnssssnsms s s ssssresnsas s

DESIENALON  1ovuvrecrcreseresrasiissiisissmssssssessassirssbs a4 E SRS SRS AP R s 4 e
SIEMALUIE  vveveeerreeeesreesesrrsessssisssssessssressaressssrts s s s ar s E AR E AR e RS A R

To be filled in duplicate.






r. 39,

Form BMS 5
INSPECTION FORM

(To be used in case of inspection of ‘articles’ where the ‘articles’ are to be removed from the
premises where they are seized).

To... (Name and address of the

---------------------------------------------------------------------------------------------------------------

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

-----------------------------------------------------------------------------------------------------------------------------------

---------------------------------------------------------------------------------------------------------------

(Name of the premises or owner and address — physical and postal address)
Do not meet the provision(s) of Breast Milk Substitutes (Regulations and Control) Act.

DETAILS OF THE GOODS






PhYSICAI IOCAHON w..cvvens 1sr se cens wuserans strasns sasis mosssissisns ssshsmmsssmssess ssbtasssstes sissbsssiss sassssssasstmssses o
Goods are marked/branded as fOllOWS.......cooirimimmriiniiins e s o
PRYSICAL SBAl  cucvovives srsssnmammimucissuresssressarsssmessssssiasssst s ssnsas S44888A TSRS s SRS R b0
DeSCription Of ZOOMS ....ccoiiet worrrurirriins sressssnsrssss s Stbstsssm st Sasasssanis :

Manufacturer date:......oovvvrvrrerseremnenenen. BatchNo

NOW HHETEFOTE I ovvviiers ceeeeeressssrsssssssses  snseesssssssssssssssssns aiessssssssnsarsmaanessssensnanss sorsssssssassass

an authorized officer under section 11 of Breast Milk Substitutes (Regulations and Control)
Act, 2012 hereby inspects the said goods under section 12 and 13 of Breast Milk Substitutes
(Regulations and Control) Act 2012.

Name of aUthorized OFFICET .....ocoieiricrieiriire s et st s s

DIESIGIALION  coocurreevreeisisessiasssrassssssssssssassssssrs e sees b 280 s :
SEENALUIE  covocuueusemsssssmsrissessssises s bass b s eSS R
DAIE oooiveeiieeissesessssssssssssssnssssrasssssssssassstsssasasesssebst sHbiEEERaR NS R E s 448 R ERL SRR R AR RS SR s e b RS OR S

OFFICIAL RUBBER STAMP

Manufacturer/distributor/importer/trader/owner/person in possession of the goods

DESIENAON  1.vocecuriisssissessssamsrnsasassressasssssstasisss bbb R s SRRt st e
ST o110 - ORORsrr b ;|| R S
WITNESS

Name

Designation

3717211011 OO R R R

To be filled in duplicate.






Explanatory Memorandum to the Breast milk Substitutes (General) Regulations, 2019

The Breast milk Substitutes (General) Regulations, 2019 are made pursuant to section 28 of
the Breast milk Substitutes (Regulation and Control) Act, 2012, by the Cabinet Secretary
responsible for matters relating to public health.

Part I provides for the preliminary matters such as citation, interpretation and the guiding
principles. Some of the terms defined under clause 2 includes "Cross-promotion" to mean a form
of marketing promotionwhere customers of one product or service are targeted with promotion of
a related product. Clause 3 of the Regulations provides for the guiding principles which
includes the requirement to ensure that the best interest of an infant and young child is
protected; initiation of breastfeeding of the infant to be done within an hour of delivery and
exclusive breastfeeding for a period of six months and timely introduction of appropriate
complementary food with continued breastfeeding for a period of 24 months and beyond.

Part II of the Regulations provides for procedures relating to the use of designated products
and pre-packaged complementary food. These include, Production, Sampling and Testing,
Packaging, Importation, Stocking, Use of Alternative containers from the original, as well as
the issuance of a certificate of analysis for sampled foods. Clause 6 provides that designated
products and the pre-packaged complementary food shall be packaged in accordance with the
Act, the relevant written laws, the Kenya standards for infant formula (KS EAS4), follow up
formula (KS CODEX STAN 156), formulated pre-packaged complementary food for older
infants and young children (KS-2515) and processed cereal based foods for infants and young
children ( KS EAS 72).

Part I1I of the Regulations provides for the manner of making donations of designated products
and Pre-Packaged Complementary Foods. These shall include the requirement to make an
application to the Committee, restrictions to donations, filing of returns as well as application
by charitable and social institutions and the uses of donations. Clause 11 provides that , a person
or institution who undertakes to make a donation of a designated product or a 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.

Part IV of the Regulations provides for the manner of Labelling of Designated Products and
Pre-packaged Complementary Food, Prohibitions on Labelling, Labelling of Infant Formula
and Follow up Formula, Containers of Designated and Pre-Packaged Complementary Food,






Labelling of Formula in Powdered Form, Labelling Requirements for Feeding Bottles,
Labelling Requirements for Teats, Labelling Requirements for Teats and Pacifiers, Particulars
to be Inscribed on Container as well as Warning on Nutrients.

Clause 18 provides that a person shall not offer for sale or sell infant formula and follow-up
formula unless the container and the label affixed thereto, contains the following words
expressed English and Kiswahili language in bold and conspicuous characters in a prominent
position and in not less than fifty percent (50%) of the size of the largest words on the label in
red lettering on white background and not less than 3 mm in height based on the lower case
“o™ preceded by the word "WARNING" in capital letters; "Breast milk is best. Breast milk is
ideal for the healthy growth and development of infants and young children. It protects against
potentially fatal diarrhea, lung infections and other illness. It is often difficult to resume
breastfeeding after beginning to feed your baby breast milk substitutes."

Part V provides for interactions between manufacturers, distributors and health Workers. These
includes, creating awareness, professional evaluation, research of product, formal records,
restrictions to interactions, cross-promotion, informational inserts, advertisement,
demonstration for use of a Pre-packaged complementary food product, procedure for
demonstration for use of infant and follow-up formula, procedure for demonstrating proper
complementary feeding. Clause 34 prohibits any direct or indirect representation with an
intention of promoting the sale or use of designated or pre-packaged complementary food
product.

Part VI of these Regulations provides for enforcement through, the authorised persons,
inspection, access to breast milk substitutes, seizures as well as the imposition of a general
penalty and spot fines. It also provides for the review of the Regulations by exempting them
from the provisions of the Statutory instruments Act. Clause 44 provides that a person who
without lawful excuse the proof of which shall lie with him or her breaches any of these
Regulations shall be liable, upon an inspection, by an inspector who attests to an honest belief
and the balance of probability that such breach has been committed of an administrative
monetary penalty of no more than 20,000 Kenyan Shillings.

DIALEA THES. e veevverererrreserseessenerssesserssesesiammnmnssssssamnnanassaaebasasssrasssssssensisnss 2020
Mutahi Kagwe, EGH

Cabinet Secretary












| LEGALNOTICE NO...cvcoesseress

THE PBREAST MILK SUBSTITUTES (REGULATION AND CONROL)
ACT
(No.34 of 2012)

THE BREAST MILK SUBSTITUTES (REGULATION AND
CONTROL)(GENERAL) REGULATIONS, 2020

ARRANGEMENT OF REGULATIONS

Regulation
PART I—PRELWARY

]— Citation.

7— Interpretation.

3— Guiding principles.
4— Objects.

PART II—PROCEDURES RELATING TO THE USE OF
DESIGNATED PRODUCTS AND PRE-PACKAGED
COMPLEMENTARY FOODS.

SrF:rodtlction and packaging of designated and complementary food products.
6—Registration.

7—Sampling and testing.

§— Requirement 10 comply with the Regulations.

9_ Manufacturing, sell and expiry date.

10— Use of alternative containers from the original.
11— Certificate of analysis.

PART III—DONATIONS OF DESIGNATED PRODUCTS AND
PRE-PACKAGED COMPLEMENTARY FOOD.

12— Application to donate

13— Restrictions to donations.

14— Filing of returns.

15— Application by charitable and social institutions.
16—Use of donations.

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






complementary fi
— Labelling of desiEnated pruducts and prﬂ—packaged ple ry food.
17 abe

— ibitions on labelling. "
:g- E;['::-I:Hilnlg of infant formula and follow-up formu

20—Containers of designated and prﬁ-packaged complementary
21— Labelling of formula in puwden?d fan::.l 5

22— Labelling requirements for feeding bottles.

23— Labelling requirements for teats.

24— Labelling requirements for pamﬁer_s.

25— Particulars to be inscribed on container.

26— Warning on nutrient.

PART V—INTERACTIONS BETWEEN MANUF&EST URERS,
DISTRIBUTORS AND HEALTH WORKE

27— Interactions.

28— Creating awareness.

29— Professional valuation.
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THE BREAST MILK SUBSTITUTES (REGULATION AND CONTROL)
ACT
(No. 34 of 2012)

IN EXERCISE of the powers conferred by section 28 of the Breast
Milk Substitutes (Regulation and Control) Act, 2012, the Cabinet Secretary
responsible for matters relating to public health, makes the following

Regulations—

THE BREAST MILK SUBSTITUTES (REGULATION AND
CONTROL)(GENERAL) REGULATIONS, 2020

Citation. 1. These Regulations may be cited as the Breast Milk
Substitutes (General) Regulations, 2020.

Interpretation. 2. In these Regulations, unless the context otherwise
requires—

“Act” means the Breast Milk Substitutes (Regulation and
Control) Act;

“cross-promotion” means a form of marketing promotion
where customers of one product or service are targeted with the
promotion of a related product;

“donation” means a designated product or pre-packaged
complementary food offered for charity or humanitarian aid;

“donee” means the person or institution receiving the
donation;

“donor” means the person or institution making the
donation;

«kS CODEX STAN” means any Codex Standard that has
been approved as the Kenya standards under the Standards Act;

«KS EAS” means an East African Standard that has
been approved as a Kenya standard under the Standards Act;

“KS” means a Kenya Standard approved under the
Standards Act; and

“public analyst” means a health officer who examines,






|uates, OF of designated products
reviews, evalud es,
and pra-puckaged comp

; : ing the Act and
Guiding 3. (1) The guiding principles Furdmtt?tfugfsmaid all persons
principles. (hese Regulations, binds the authorised O

whenever any of them—

isi ese
(a) applies of interprets any provision of th

Regulations;

(b) are involved in the manufacture, dtstn_hutlf:ci
study, or advising about the use of damgn; :
products or complementary foods or abou
breastfeeding; and

(c) makes or implements public policy decisions.

(2) Without prejudice to the generality of suh-{egulation
(1),an authorised officer shall in the discharge of his or her
functions under these Regulations, ensure that—

(a) in the provision of nutrition services, the best
interest of an infant and young chi Id is protected;

(b) initiation of breastfeeding of the infant is done
within an hour of delivery and exclusive
breastfeeding for a period of six months;

(c) timely introduction of appropriate, adequate and
safe complementary food with continued
breastfeeding for a period of twenty-four (24)
months and beyond;

(d) where appropriate, breastmilk substitutes and pre-
packaged complementary food shall be safe for
the consumption of an infant and young child;

(¢) adequate and  accurate information  on
breastfeeding and infant and young child feeding
shall be available to the general public; and

(D) interaction with manufacturers and distributors of
designated products shall be done in the manner
prescribed under the Act and these Regulations.
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4. The objects of these Regulations is to ‘guida al_l persons
that use, manufacture, cell and market breast milk suhstltutc:s. and
to ensure that all persons understand that breast milk 59bst1’§utes
undermines breastfeeding and suboptimal hrea%tfead]ng is a
leading but preventable cause of death and serious illness In

infants and young children.

PART [I—PROCEDURES RELATING TO THE USE
OF DESIGNATED PRODUCTS AND PRE-PACKAGED
COMPLEMENTARY FO 0D.

5. The production, preparation and packaging of designate:d
products and pre-packaged complementary food shall be in
accordance with—

(a) the provisions of the Act, the Food, Drugs
and Chemical Substances Act, the Public
Health Act, the Standards Act and the
Kenya Standards KSEAS 39 and any other
written law; and

(b) the Kenya standards for infant formula (KS
EAS4), follow up formula (KS CODEX
STAN 156), formulated pre-packaged
complementary food for older infants and
young children (KS-2515) and processed
cereal based foods for infants and young
children ( KS EAS 72).

6. Every manufacturer or importer of designated products
shall register with the Nutrition and Dietetic Division, in the
Ministry responsible for matters relating to health, by providing
its physical address, telephone, website, and email contact
information and declaring that the products it imports or
distributes are subject to this Act and shall provide updated

information within 30 days of these declared information
changing.

7. Sampling and testing of the designated products and pre-
packﬁgad complementary food shall be in accordance with the
provisions of the Act, the Food, Drugs and Chemical Substances

Ac}:, the Public Health Act and the Standards Act and any other
written law.
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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, sell by 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 alternative container from the
original containers shall hermetically seal and label the alternative
container in accordance to the Act and any other written law.

11. (1) An authorised officer may al any time, collect and
submit to a public analyst a sample of a designated product or a
pre-packaged complementary food product for analysis.

(2) The public analyst referred to under suE-regulatlun (1),
shall upon analysis of the product, issue a certificate of analysis.

PART INI—DONATIONS OF DESIGNATED
PRODUCTS AND PRE-PACKAGED
COMPLEMENTARY FOOD.

12. (1) 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 (1), shall be
accompanied by a duly completed Form BMS lin the Schedule to
these Regulations.

13. (1) 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 (1), shall
meet all the requirements of both the Kenyan and applicable
international standard as prescribed in law and have at least fifty
percent (50%) shelf life before expiry.
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-regulation (1), shall

(3) The product being donated under sub
el marked “Not for

be in the original container with a clear lab
Sale”.

pre—packaged complementary
nstitutions or social welfare
Regulations shall be for

(4) Donations of designated or
food products to charitable children
institution, made under the Act and these
the purpose for which they were donated.

(5) Without prejudice 10 the generality of sn.}b-ragulati?n
(3), donations made to a charitable children institution or suf:ml
welfare institution shall be used within the institution to which
they are donated and shall not be distributed outside that
institution unless further donated to another charitable children or
social welfare institution with prior written consent of the

Committee.

14. (1) A person or institution making a donation under the
Act and these Regulations shall within two weeks of making such
donations, file refumns with the Committee and the Director of
Children Services, in Form BMS 2 in the Schedule to these

Regulations.

(2) A donee upon receipt of the 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 (1), file returns with the Committee 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 a pre-packaged complementary food
product shall apply in writing to the committee for directions.

16. (1) Donations of a designated product or a pre-packaged
cumplﬂlmerftary food product shall be used only for purposes of
benefiting infant and young children to optimal health outcomes

of all recipients.

(2) No person shall, for the purpose of donating any
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designated product or a pre-packaged cumptctqcnlary‘ food
product, without the written approval of the commitice, qlrectly
donate or give to any person, institution or health facility any

designated product or a pre-packaged complementary food product
thereof.

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

17. (1) The label of a designated product or complementary
food product, shall in addition to the provisions of the rclevant
writlen legislation or Kenya standard, contain the name, physical
address, website address, email address and telephone number of

the manufacturer, seller and, il imported to Kenya, contacl
information for the respansible importer.

(2) Not withstanding sub-regulation (1), the label of a
designated product or pre-packaged complementary food shall not
refer o, promote or advertise any other designated product.

18. A label or a container of a designated product or a pre-
packaged complementary food shall not contain a photograph,

drawing or other graphic representation other than for illustrating
how the product is to be used.

19. (1) A person shall not offer for sale or sell infant formula
and follow-up formula unless the container and the label affixed
thereto, contains the following words expressed in English and
Kiswahili language in bold and conspicuous characters in a
prominent position and in not less than fifty percent (50%) of the
size of the largest words on the label in red lettering on white
background and not less than 3 mm in height based on the lower

A P

case “‘0” preceded by the word "WARNING" in capital letters:

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

(2) The label on any container of infant formula shall—

(a) not include words such as "maternalised"
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complementary
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Labelling of
formula in
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(b)

(©)
(d)

or "humanised”" or images that glorify or
otherwise imply that feeding infants breast
milk substitutes is natural or promotes
cognitive, growth or other developmental
goals;

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

specify the source of protein; and
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 affixed to a container containing a designated
product or pre-packaged complementary food, shall indicate in a
clear, conspicuous and easily readable manner in English and
Kiswahili language and easily understood graphics indicating—

(a)

(b)

()

(d)

instructions for appropriate preparation and
use;

the age range for which the product is
recommended for use in numeric figures, in
the case of complementary food, shall not
be younger than six months;

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

such other particulars as may be
subsequently provided from time to time
by the Committee.

21. Despite any other requirement in these Regulations with
respect to containers or labels of infant formula or follow up
formula, labelling for infant or follow up formula in powdered
form shall, in addition to including a feeding chart, indicate—

(a)

that powdered formula may be
contaminated during the manufacturing
process or may become contaminated
during preparation;






(b) that it is necessary for fm:mula to be
prepared one feed at a time using clean and
safe water heated to at least seventy (70)
degrees Celsius; and

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

Labelling 22. A label, package or a container of a feeding bottle and the
?:E::;;";;T:fg:r bottle itself shall indicate in a clear, conspicuous and easily
readable manner in English and Kiswahili language the following
words in not less than 50% of the size of the largest words on the
label not less than 3 mm in height based on the lower case “o”

preceded by the word "WARNING" in capital letters:

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

Labelling
requirements for
lends.

23. (1) A label on a package or container of a teat shall not—

(a) show any graphic representation other than
for illustrating cleaning, the logo of
manufacturer or distributer;

(b) contain words or images idealising the use
of teats: and

(c)  compare the act of suckling the teat to the
action, motion or benefits of suckling
human breast or physical properties of such
human breast.

(2) A label, package or a container of a pacifier and the
surface of the pacifier itself shall indicate in a clear, conspicuous
and easily readable manner in English and Kiswahili language the
following words in not less than 50% of the size of the largest
words on the label not less than 3 mm in height preceded by the
word "WARNING" in capital letters:

"Use ol tews can interlere with breastleeding.”

1]
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24, (1) A label on a package or container of a pacifier shall
not—

(@) show any graphic representation other than
for illustrating cleaning, the logo of
manufacturer or distributer;

(b) contain words or images idealizing the use
of teats;

(c) compare the act of suckling the teat to the
action, motion or benefits of suckling
human breast or physical properties of such
human breast.

(2) A label, package or a container of a pacifier and the
surface of the pacifier itself shall indicate in a clear, conspicuous
and easily readable manner in English and Kiswahili language the
following wards in not less than 50% of the size of the largest
words on the label not less than 3 mm based in height based on
the lower case “o” in red lettering on white background preceded
by the word "WARNING" in capital letter:

"Use of pacifier can interfere with breastfeeding”.

25. (1) No person shall sell, display for sale, consign or
deliver any designated product or a pre-packaged complementary
food product in a container, unless the container bears a label on
which there appears—

(2) in English and Kiswahili languages, a true
statement of the product as to the following

matters—

(i) composition;
(ii) required storage condition;

(iii) manufacture date;
(iv) batch number;
(v) sell by date; and

(vi) expiry date.






(b) on a label marked on or securely 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 diarrhea, lung infections,
and other illness".

(2) Any label affixed to any container of a designated
product or a pre-packaged complementary food product as
required under sub-regulation (1), shall bear directions for use in
English and Kiswahili language and such adequate warnings
against the health hazards of inappropriate preparation or use.

(3) The statement referred to in sub-regulation (1) shall—

(a) be clearly legible and shall appear

conspicuously and in a permanent position on
the label;

(b) specify the name of either the manufacturer,
distributor, packer or labeller 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.

Warnings on 26. A person shall not offer for sale or sell fluid milk, cereal
A and its products or bottled water, unless the container and the
label afTixed thereto, contains the following words expressed in
English and Kiswahili language in bold and conspicuous
characters in a prominent position and in not less than fifty
percent (50%) of the size of the largest words on the label and not
less than 3 mm in height based on the lower case “o” in red
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lettering on white background preceded by the word
nW ARNING" in capital letters:

"WARNING: NOT FIT FOR INFANTS: Breast milk is
best for babies. It protects against diarrhea, pneumonia,
lung infections, and other illness. Fluid milk, tap or bottled
water, grain-based porridge, and other fluid and solid foods
should not be used as breast milk substitutes during the first
6 months when breastfeeding should be infants’ exclusive
source of nutrition. Infant formula should only be used on
the advice of a health professional. When these foods are
used as complementary foods then continued breastfeeding
is recommended for a period of upto 24 months and

beyond.”

PART V—INTERACTIONS BETWEEN
MANUFACTURERS, DISTRIBUTORS AND HEALTH
WORKERS.

27. (1) Any interactions between a manufacturer or distributor
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 (1), shall
take place in a public venue approved by the Committee pursuant
to a decision-making process consistent with the Fair
Administrative Action Act, 2015.

28. (1) 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 complimentary
food product, shall before commencing interactions with any






i roval.
health worker apply in writing to the Committee for app

(2) An application made under sul{—rcgulatinn (1), shall
expressly provide for the following information—

(a) a sworn statement that the interaction dF'ES 11:;
imply an endorsement of the designat
product or pre-packaged complementary food,

(b) a sworn statement that there is no f:x'fstmg
relationship, collaboration or partne_rshlp or
intended  relationship,  collaboration  or
partnership 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;

(D) a certificate of analysis from

a public analyst
in Kenya; :

(2) a detailed report on scientific findings and

evidence based research on the benefits of the
product;

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

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

(j) any other relevant document requested by the
Committee.

(3) An applicant who is required to supply additional

information under paragraph (j), shall do so within a period of 30
days [rom the date of the request.






Profissionnl

9. i ; o
phirae g 29, (1) Any intcractions between a manulacturer or distributor

and n.hcﬂllh worker for the purposes of professional cvaluation of
a designated product or pre-packaged complementary food shall

commence only afler application to the Commitice the approval
ol the Committee.

(2) Any health worker participating in the interaction
under sub- regulation (1), shall—

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

(b) state in writing that the interaction does not
imply an endorscment of the designated
product or pre-packaged complementary food
and that there is no cxisting relationship,
collaboration or partnership or intended
relationship, collaboration or partnership with
the manufacturer or distributor.

(3) The application referred to under sub-regulation (N
shall be accompanied by—

(a) @an approved research protocol;

(b)  an ethics approval from a competent and
recognised authority responsible for
research and innovation in Kenya issued
pursuant to the Science, Technology and

Mo. 28 of 2013. Innovation Act, 2013;

(c) acertificate of analysis;

(d) proof of use in country of origin if the
product is not made in Kenya;

(¢) cthics approval from a competent
authority if the product is originaling
outside of Kenya; and

()  any other document the Commitiee may
require.

Formal record. 30. Any health worker who wishes to participaie in any
‘nternction with a manufacturer of distributor, for the purposes ol
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3. (1) A manufacturer or distributor during the interaction

with a health worker shall not—

(a) distribute any prnmotinnal material

or items;

(b) give misleading information
prohibited under the Act;

(c) engage in activities that are not
approved by the Committee;

(d) distribute  any samples  of
designated or pre-packaged
complementary food product;

(e) hold the event at an alternative
venue not approved; and

(f) brand the venue in any way to
promote infant formula.

32. A manufacturer or distributor of a designated product or a
pre-packaged complementary food shall not engage in cross-
promotion.

33. A person who makes a representation either directly or
indirectly with an intention of promoting the sale or use of
designated or pre-packaged complementary food product, either
through—

(a)  written publication, television or
radio broadcast, film or electronic
transmission, including the Internet,
video or telephone;

(b)  displays, signs, symbols, colours,
billboards or notices; or

(¢)  exhibition of pictures or models;






commits an offence.

used by a health worker during

Demonstration 34, The method

’:'ck";;g“ P demonstrations for use of complementary food product shall be
gump]emenw}f either one-on-one or in & group and shall contain the following
food product. information—

(a) the benefits and superiority of
breastfeeding;

(b) the value of exclusive breastfeeding
for the first six months followed by
sustained breastfeeding for at least
24 months and beyond;

(c) the proper preparation and use of
the product;

(d) that use of cup or spoon feeding is
safer than to bottle or spout

feeding;

(e) the importance of feeding infants
with an open cup and spoon; and

() how complementary food can
easily be prepared at home using
local ingredients.

gt 35.(1) The method used by a health worker during
zmonstralion . "
for it infiol demonstrations for use of infant formula and follow-up formula
and follow-up  Shall be one-on-one in a secluded area and shall—
formula.

(a) be in the original container of

manufacture;

(b) maintain hygiene;

(c) follow the manufacturer’s
instruction for preparation,

(d) issue the supplies in a plain

packaging that conceals the brand
name;

17
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(2) A health worker

declare whether the health facility
is baby friendly; anr_;i

malce available the mogt recent
document on demonstrations and
their source.

while conducting a demonstration

under sub-regulation (1), shall inform the infant's mother on—

(a)

(b)

(©)

(d)

(e)

0]

the benefits and superiority of
breastfeeding;

how to initiate and sustain
breastfeeding;

the importance of periodic
HIV/AIDS testing of parents,
adherence to  maternal Anti-
Retroviral treatment and infant
prophylaxis, early infant diagnosis,
continued Anti-Retroviral
treatment, and continued
breastfeeding by mothers who are
infected with HIV/AIDS;

the value of exclusive breastfeeding
for the first six months followed by
sustained breastfeeding and
introduction of  nutritionally
adequate and safe complementary
foods for at least 24 months and
beyond and optimal maternal
nutrition;

the difficulty of returning to
breastfeeding after a period of
artificial feeding;

the approximate financial cost of
adequate feeding of an infant with
the product ecxclusively for six
months and continued breastfeeding
to 24 months and beyond;






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

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

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

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

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

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

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

Procedure for 36. (1) The method used by a health worker during

sf::;g:m“"g demonstrations for complementary feeding for infants and young
complementary  children aged 6-36 months—

feeding. (a) shall conceal brand name of the
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 (1), shall inform the infant's mother on—

(a) the value of exclusive breastfeeding
for the first six months followed by
sustained  breastfeeding  and
introduction of nutritionally

19
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adequate and safe complementary
foods for two years and beyond,
and optimal maternal nutrition;

(b) the negative effects of artificial
feeding on lactation and how mixed
feeding interferes with
breastfeeding;

(c) 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

37. (1) 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,

(2) For the purposes of approval under sub-regulation (1),
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 feeding.

(3) The Committee shall respond to the application made
under sub-regulation (1) within twenty-one days of the receipt of
the application, and may approve upon satisfaction that the
information, education and communication materials comply to
the provisions of regulation 38 of these Regulations.

38.The contents of the information, education and
communication materials under these Regulations shall—

(a) be written in easily readable and
understandable English  or
Kiswahili;

(b) not make reference to any brand






(c)

(d)

(€)

(0

(e)

(h)

(1)

name or logo of any breast milk;

substitute, pre-packaged
complementary food or designated
product;

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

not include name or logo of any
manufacturer or distributor of foed
for infants or young children;

include only factual, scientific and
current information and is not
presented in any picture that
encourages bottle feeding or
discourages breastfeeding;

comply with the provisions of the
Act and these Regulations;

not include a photograph of an
infant; and

not include words or images that
create the impression that the use of
designated products are
manufactured in accordance with the
recommendation of a medical or
dental practitioner or any other
person registered under the Kenya
medical practitioners and dentists
board.

PART VII—ENFORCEMENT

Authorised 39. An authorised officer may, in addition to the provisions

persons.

of section 11 of the Act, include a health worker, custom officer,

police officer or officers from the body responsible for Standards.

Inspection. 40. An authorised officer shall, subject to section 12 of the

21
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Act, conduct an inspection in Form BMS 5 in the Schedule to
these Regulations.

41. A manufacturer or distributor, upon request, shall produce
any prescribed  designated product  or pre-packaged
complementary food to an authorised officer.

42.(1) Where an authorised officer finds any degignatﬂd
product or pre-packaged complementary food at any premises and
the officer is satisfied, on reasonable grounds, that the goods are—

(a) prohibited goods; or

(b) not being sold by an authorised

manufacturer, wholesaler, distributor or
retailer of goods,

the officer may, without laying any information or obtaining any
warrant, seize and remove those goods.

(2) Seizure of goods under these Regulations and Act by
an authorized officer shall be in accordance to Form A and B
provided for in the Schedule to these Regulations.

43.(1) A health worker who has any pecuniary or business
interest, in any designated product or pre-packaged
complementary food shall disclose the nature of the interest to the
Committee, on commencement of employment and as soon as the
relevant facts have come to his or her knowledge.

(2) A disclosure of interest under sub-regulation (1), shall
be recorded by the Committee.

(3) A health worker having made such a disclosure shall
not be present during any interactions under the Act,

44. A person who contravenes any of the provisions of these

Regulations, shall be liable on to conviction, in accordance to the
Act,

45. A person who without lawful excuse the proof of which
shall lic with him or her breaches any of these Regulations shall
be liable, upon an inspection, by an inspector who altests o an
honest belief and the balance of probability that such breach has
been committed of an administrative monetary penalty of no more
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Subsequent
offences.

Review,

than 20,000 Kenya Shillings.

46.If a person is found to breach any provisions of these
Regulations two or more times, the Cabinet Secretary responsible
for public health may issue an order for a penalty to be issued in
relation to each violation of the Regulations in respect of each
unit sold in the case of labelling or distribution offenses or each

person estimated to have been reached by advertising or
promotional campaigns.

47. The Cabinet Secretary may from time to time review
these Regulations for the better implementation of the Act.
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HEDULE
a (r. 122))

Form BMS 1
APPLICATION FOR DON ATION

that
................................................................. (Name of donor) of
Identity/Registration

....................................................................... seck consent to be allowed
to make

.............................................................................. (Mame of
donee).

........................................................................................

Reason
o [Ty Tt A A

DESCRIPTION OF THE DONEE
TN o e .8 5 AR A L R

...............................................

Types of
Ty e T AL R T I e
Date

................................................................................

........................................................................................

24






Mame of

..................................................................
..................................

......................................

Sell by date:
Expiry date:
Quantity

.......................................

.......................................

T I e S P Te e N L sk

Donor/Donee

.....................

........................






FORM BMS 2 (r. 14(1))

Donate Case Nt e ﬁE].T]CE that

i T P RN oy (Name of donee) of
PG oo i i v SRR |

Identity/Registration

....................

the..coesss day

on

donor).
DESCRIPTION OF THE DONOR

TelePhoNe:. . .ouereursesssasmmmssnsasinssnsssasnsmsrssness

EMAIL . oesensvimsmrnrnsnansrsnssssnsnsssnas

Type of T I —— e R e
Date nfinm:pora’ciﬂn:..m....,.....,1....,...,.,..,.,...,,.....,...,....,,.........,...
Reason for
S SRS e L T L e

................................................

...........................................

...............................................

Types of

........................................................................................

MName of
MANUTBCITEHACAIEE e vvieeeerranrariii s sir s
Manulacturer  dalei..oovioininrmranmmsssmnaneasne. Batch

Sell by datel..c..ovimmneernmsreniiinsrineans
EXPIry Qalei.counvererenrrrresssassnmraennnnnnnis

20






Quantity

donated:........coeees

Donee/Donor
MNAME: corrrvrrernreseees

Signature:.......cccen:
atel. . eveessas e VSR

Diate: iiniinesnss

ceeeeDIENATUTE s Gy






RETUR ' B iy

Donate Casc NnDatn .............

that
TAKE NOTICE
T (Name of donee) of

T e i

|dentity/Registration
Moo s AR T and
hddrcss...,,.......,...,,.......,......,........scak 1o make returns of products donated to Us
on the...onvenee day
OF s eeevrnannersrassnrsases I L (Name of
donor).
DESCRIPTION OF THE DONOR
O s
................ Address
NT—— e
............... L‘.mml
Type of
gl o e me RN RSB B RN
Date of
U S
Reason for

donation:......---

DESCRIFTION OF THE DONLE

28






.........................................................

.........................

.........................

Types of TS EUION . . ovvvsvesssnsnnsssessssssnnrssesresnrssssrnsnnnssnsnessnrres

IMCOTPOrAtION: . .cucueresiarsrenenmemasmsrasaiisnssrestsaanassnssarss

DESCRIPTION OF THE DONATION

T A I e s e v i ssannesssearinbasasanissannannnrisssnsnratssnsnibissnenniits

.................

MName of

manufacturer/dealer:......ocvireiienrrnrmsian s

Manufacturer RS o i R R R

i [ o AL St e SRR e

Sell by date:......ocevmmuermmmmimaneninriene
Expiry

....................

of

T T e R T

Quantity

donated: . ... iiiiirier i s






FORM BMS 4

RETURNS FORM

DESCRIPTION OF THE DONEE
T AT . s evsrrrasnnnesssanmsansasnmsnnn

Types

r.14(3)

of

TN T LA T 7o || R R R e T PP Y T

Date

of

IMCOTPOTRLION: . . ..eoscsionrsissassintmressssstanssnssnasarsssanasnasansdssussss

DESCRIPTION OF THE DONATION

..................................................................

Mame of
manufacturer/dealer:
Manufacturer A o s

T2 i prmimmn s S e Lk Hawan

Sell by date:...coovvvvvererninrrmmnnrninii
Expiry

.................

BB 1o ivs s b dave A BN S H RS 6 S e rmians s SO TN AR PSR s ST PSRy e LA A SRS

Quantity

it T R R TR S SR s e AR SR S e

MODE OF USE

30






Beneficiaries:

Age bracket:

Number of beneficiaries:
Health outcomes.

I hereby declare that the above information is true.

Duly signed by:
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Form BMS 5
(r.40)

INSPECTION FORM _
(To be used in case of inspection of ‘articles’ where the “articles’ are to be
removed from the premises where they are seized).

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

...................................................................................................................

................................................................................................

..................................................................................................

..................................................................................................................................

................................................................................................

.................................................

................................................................................................

.................................................

(Name of the premises or owner and address — Pphysical and postal address)

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

DETAILS OF THE GOODS
Name of the manufacturer/distributor/importer/trader

......................

....................................................................................

...............................................................

.......................................................................

...........................................

----------------

......................................

Expiry
O i b e e

G111 T OO U S S

32






.................

an authorized officer under sect
and Control) Act, 2012 hereby inspects the said goods un
of Breast Milk Substitutes (Regulations and Control) Act 2012.

Name of authorized officer

..........................................................................................

ion 11 of Breast Milk Substitutes (Regulations
der section 12 and 13

rrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrr

............................................................................

............................................

............................................................................

------------------------------------------

......................................................................................

Manufacturarfdislributon’impnrterftradcrfnwnarfpersnn in possession of the

goods

........................................

-------------------------------------------------------------------------------------

....................................................................................................................

...............................................................

.......................................

.......................................................................................

....................................................................................................................

........................................................................................................................

To be filled in duplicate.
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SEIZURE FORM A
(r. 42(2))

(To be used in case of seizure of “articles’ where the “articles’ are to be removed

from the premises where they are seized).
To... (Name and address of the

vendor)

rrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrr

--------------------------------------

Whareas 1 have reason to believe that the stock of goods detailed below which
isfare at the premises of

............................................................................

-------------------------------------
------------------------------------------------------------

..............................

(Name of the premises or owner and address — 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/trader

...............................................................
.............................................

............................................................................

...............................................................

.......................................................................

....................................................................

......................................

SR by e e L R s s
Expiry
Babe s T

Cuantitv






an authorized officer under section 11 of Breast Milk Substitutes (Regulations
and Control) Act, 2012, hereby seize and detain the said goods under section 20
ofBreast Milk Substitutes (Regulations and Control) Act.

Name of authorized officer

--------------------------------------------------------------------------------------------
-------------------------------------------------------------------------------------------------------------
.........................................................................................................

..............................................................................................................................

OFFICIAL RUBBER STAMP L
Manufacturer/distributor/importer/trader/owner/person in passession of the

~ goods
MName

.............................................................................................................................

--------------------------------------------------------------------------------------------------------------------

...............................................................

..............................................................................................................................

....................................................................................................................

........................................................................................................................

To be filled in duplicate.
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SEIZURE FORM B

(r42(2))

(To be used in case of seizure of ‘articles’ where the ‘articles’ are to be kept or
stored in the premises where they are seized).

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

.......................................................................................

Whercas | have reason to believe that the stock of goods detailed below which
is/are at the premises

of,

.............................................................................................................................

................................................................................................

(Name aof the premises or owner and address — physical and postal address)

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

DETAILS OF THE GOODS.
™ame of the manufacturer/distributor/importer/trader

...............................................................................................

.........................................................................................

...............................................................

.....................................................................................

B o mepmponim s b R ki e TR

Sell by date:...o..eiereiirnnmernnnnieniii
Expiry
e
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an authorized officer under section 11 of Breast Milk Substitutes (Regulations
and Control) Act, hereby seize and detain the said goods under section 20 of
Breast Milk Substitutes (Regulations and Control) Actand direct you to keep the
sealed stock in safe custody subject to such orders as maybe 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 Breast Milk Substitutes (Regulations and Control) Act.

Name of authorized officer

.........................................................................................
------------------------------------------------------------------------------------------------------------------
-----------------------------------------------------------------------------------------------------------------------

------------------------------------------------------------------------------------------------------------------------------

OFFICIAL RUBBER STAMP
Manufacturer/distributor/importer/trader/owner/person in possession of the
goods

Name

-----------------------------------------------------------------------------------------------------------------------------
....................................................................................................................

...............................................................

..............................................................................................................................
....................................................................................................................

........................................................................................................................

- To be filled in duplicate.
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Made on the LT PP PSR | .11 )

MUTAHI KAGWE
Cabinet Secretary for
Public Health.

38






EXPLANATORY MEMORANDUM ON COMPLIANCE TO THE PROVISIONS OF SECTION
5A OF THE STATUTORY INSTRUMENT ACT (NO 23 OF 2013) IN MAKING OF THE
BREASTMILK SUBSTITUTE (GENERAL) REGULATIONS 2020

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

Noting the provisions of section 5A of the Statutoty Instrument Act (No.23 of 2013), the
Ministry of Health made adequate consultations with persons/firms who are likely to be
affected by the proposed regulations, as highlighted below.

Regulations were subjected to public participation vide Public Notice published in MyGov on
13" August 2019 (copy attached) and www.mygov.go.ke for the Stakeholders’ consultative
forum on scheduled for 27" August 2019 at Afya Annex, room 406.

The draft regulations were posted online on Ministry of Health website www health,go ke and
the Division of Nutridon and Dietetics website www.nutritionhealth.orke, and a call for
written submissions to be sent via links provided in the website or to

headnutrition.mob(idemail.com

Written submissions (attached) were received from the Kenya Association of Manufactures
(KAM), Kenya Health Federation (KHF), and the Kenya Nutrition and Dietetics Institute

(KNDI)

An External stakeholders’ consultative forum on the draft BMS (Regulation and Control Act,
2012) was held on 27" August 2019 and was attended by 53 participants. Issues raised by
KAM, KNDI and KHF through memoranda were discussed.

Following request from KKAM for an opportunity to have a further consultation on the issues
they had raised, a follow up meeting was held on 13" September 2019.

On 10th June 2020, the Principal Secretary, Ministry of Health wrote to the Attorney General
(AG) seeking legal guidance and concurrence on the draft Regulations. The AG through a
letter date 20" November 2020, advised the Ministry to publish the Regulations and transmit
the same to the National Assembly.

The Ministry notified the World Trade Organization (WTO) on the proposed BMS regulations
on 22nd December 2020. Comments from two member states namely the United States and
Switzerland were received in February 2021. Additionally, KAM even though not WTO
member state and the Embassy of the United States of America submirted written comments
to the Cabinet Secretary.

A consultative meeting on the proposed Regulations was held on 5th February 2021 with the
Committee on Delegated Legislation of the National Assembly. The committee directed that
the Ministry conducts a regulatory impact assessment of the proposed instrument.

The draft responses to the comments from the United States and Switzerland were presented
to the National Technical Barriers to Trade (TBT) committee on 10th March 2021, for onward
transmission to WT'O.






b) Statement of all consultations undertaken before the Regulations were made
The Regulations were made with consultation of the National Committee of Infant and Young
Child Feeding (NCIYCF) established under the Breast Milk Substitutes (Regulation and
Control) Act No. 34 of 2012).

The NCIYCF members entiched the Regulations making process given their varied expertise:
knowledge in maternal, infant and young child feeding; inpatient and outpatient maternal and
paediatric ~ services; medical research; existing Kenya standards on infant formula,
complementary foods and labeling of food products; experience in opetations at national
referral hospitals and medical training institutions; food safety and trade matters.

The regulation making process also involved active participation of the United Nations
Agencies working on maternal, infant and young child feeding in Kenya, ie., United Nations
Children's Fund (UNICEF) and World Health Organization (WHO). Additionally, further
consultations were made with global experts on matters related to the WHO International
Code of Marketing of Breastmilk Substtutes.

The process gained 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 legislations and regulations.

The drafting of the Regulations was carried by legal officers drawn from the Kenya Law
Reform Commission and the legal unit at the Ministry of Health.

Internal stakeholders’ consultative forum drawing participants from the departments in the
Ministry of Health was held on 28" June 2019 to seck their views and build consensus on the
provisions of the draft Regulations.

An External stakeholders’ consultative forum on the draft BMS (Regulation and Control Act,
2012) was held on 27" August 2019 to provide stakeholders with an opportunity to present
their views and submissions.

The Ministry also sought legal guidance and concurrence with the draft Regulations from the
Attorney General (AG). The AG cleared the regulations for publication in the Kenya Gazette
and transmission to the National Assembly.

On 22" December 2020, MOH notified the World Trade Organization (WTO) on the
proposed regulations. Comments were received from the United States of Ametica
Government and Switzerland Government. Additionally, the Embassy of the United States of
America, KAM, Cereal Millers Association and Water Bottle Association of Kenya submitted
their comments.

A consultative meeting with the Committee on delegated legislations of the National Assembly
was held on 5 February 2021.






The MOH response to comments received following WTO notification were presented to the
National Technical Barriers to Trade (TBT) committee on 10" March 2021 and later
transmitted to the WTO.

Brief Explanation of the way consultation was carried out
The consultation process was governed by the following key principles: openness, access to

information, visibility, transparency and accountability.

Several workshops were held to develop the draft regulations with participation of Ministry of
Health, members of the National Committee of Infant and Young Child Feeding (NCIYCF),
UNICEF, WHO, Legal experts (local and international), experts on matters of maternal, infant and
young child feeding, trade and food standards.

Access to information was ensured by availing the draft Regulations at the Ministry of Health website
www.healthwoke and the Division of Nutrition and Dietetics website

s nutrionhealth or ke

Efforts were made to reach out to key stakeholders through public notice, email and hard copy
invitation letters and through department of health in the counties, particularly for invitation
to the Bxternal consultative forum that was held on 27" August 2019.

Inputs from stakeholders were taken into account and assessed by the team that was involved
in the drafting and issues that were agreed upon to be included in the Regulations were
incorporated.

An External stakeholders’ consultative forum on the draft BMS (Regulation and Control Act,
2012) was held on 27" August 2019 to provide stakeholders with an opportunity to present
their views and submissions.

Following request by the Kenya Association of Manufacturers (KAM) for another
consultation, a meeting was held on 13" September 2019 where KAM presented their
comprehensive memorandum and key issues were discussed.

On 10" June 2020, the Principal Secretary, Ministry of Health wrote to the Attorney General
seeking legal guidance and concurrence with the draft Regulations. The AG advised the
Regulations to be published and additionally be transmited to the National Assembly.

The Ministry notified the World Trade Organization (W'T' O) on the proposed BMS regulations
on 22™ December 2020. Comments from two member states namely the United States and
Switzerland were received in February 2021, Additionally, the Embassy of the United States
of America, KAM, Cereal Millers Association and Water Bottle Association of Kenya
submitted their comments.

A consultative meeting with the Committee on delegated legislations of the National Assembly
was held on 5" February 2021. The committee advised MOH to carry out regulatory impact
assessment to be submitted together with the proposed regulations to the National Assembly.






The draft responses to the comments from the KAM, United States of America and
Switzerland were presented to the National Technical Batriers to Trade (TBT) committee on
10™ March 2021, and thereafter submitted to the WTO.
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