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2oth November,2O2O

ttl ,

RE: THE BREASTMILK SUBSTITUTES (GENERAL) REGUIATIONS, 2O2O

Reference is made to your letter under Ref No: MOH/ADM /i/1/2 dated the loth
June. 2020 requesting this Office to review the said Regulations. As requested, we
have reviewed the same and through this letter we hereby forward them for your
concurrence noting the following:

l. We shall require the signed original and two copies of the Regulations for publication.
Furth':r to this, we enclose herewith an annotated version of the draft Regulations
indicating the exact alterations made to the Regulations which should accompany the
final draft.

2. The definitions of "Cabinet Secretary", "complementary food products".
"designated product", "health worker" and "lrealth facility" appearing irr
regulation 2 have been deleted. These terms are already ciefined in section 2 of
the Act negating the need to have them defined in the Regulations.

3. Regulation 5(l) has also been altered by deleting the words: "where a conflict
among these standards arise generally. these regulations shali prevail unless the
other is more protective of the children." We gather that most of these
standards are anchored in the relevant Acts of Parliament of which subsidiary
legislation cannot override them.

4. Once published. section 1l of the Statutory lnstrument Act (No. 23 of 20i3) requires
the responsible Cabinet Secretary to ensure that a copy of the Regulations is
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transmitted to the Clerk of the National Assembly within swen (7) days of publication

for parliamentary scrutiny. ln this regard, we wish to draw your attention to the

provisions of section 5A of the said Act which requires that the Regulations are

accompanied by-

(a) statement on the proof and demonstration that sufficient public

consultation was conducted;

(b) a brief statement of all the consultations undertaken before the

Regulations were made:

(c) a brief statement of the way the consultation was carried out;

(d) an outline of the results of the consultation; and

(e) a brief explanation of any changes made to the legislation as a

result consultation.

5. ln view of the
indicated, it is

submission of

Please be advised

FRED MWACHI
DEPUTY CHIEF

Copies to:

ication of the Regulations as

be ready before

Hon. Attorney-General

Solicitor-General
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Committee on Technical Barriers to Trade

NOTIFICATION

The following notification is being circulated in accordance with Article 10.6

Original

J
-

I Notifying Member: KENYA
If applicable, name of local government involved (Afticle 3.2 and 7.2)=

2. Agency responsible: Ministry of Health
Name and address (including telephone and fax numbers, email and website
addresses, if available) of agency or authority designated to handle comments
regarding the notification shall be indicated if different from above:

Ministry of Health,

Afya House, Cathedral Road,

P.O. Box:30016-00100, Nairobi, Kenya

Telephone : +254-20-27 t7 077

Email: ps@health.go.ke; pshealthke@gmail.com; headnutrition.moh@gmail.com
,di rectorphke@gmail.com

3. Notified under Article 2.9.2 | X L 2.10.1 [ ], 5.6.2 | 7, 5.7.L [ ], OTHER:

Products covered (HS or CCCN where applicable, otherwise national tariff
heading. ICS numbers may be provided in addition, where applicable): Milk and
milk products (ICS : 67. 100)

4.

Title, number of pages and languaSe(s) of the notified document: The Breast Milk
substitutes (Regulation and Control) (General) Regulations, 2O2O (38 page(s), in English)

5.

6. Description of content: The Objects of this regulations is to guide persons who use,
manufacture, sell and market breast milk substitutes 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.

This regulation also provides for production, preparation and packaging of designated
products and pre-packaged complementary foods and shall be in accordance with the;

(a) provisions of the Act, the Food, Drugs and Chemical Substances Act, the Public
Health Act and the Kenya Standard KS EAS 39 and any other written Laws and;

(b) the Kenya Standards for Infant formula (KSEAS 4), 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).

Objective and rationale, including the nature of urgent problems where
applicable:
Protection of human health or safety
Quality requirements

7
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8. Relevant documents:

N/A

9 Proposed date of adoption:
Proposed date of entry into force:

March 2021
Upon declaration as mandatory by the

relevant Cabinet Secretary

10. Final date for comments: 18th February 2020

11. Text available from: Nationa! enquiry point I X], or address, telephone and fax
numbers, e-mail and web-site addresses, if available of the other body:

Kenya Bureau of Standards (KEBS)

P.O. Box: 54974-OO2O0, Nairobi, Kenya

Tel: +(254) 020 605 490

+(254) 020 60s s06

+(2s4) O2O 694 8258

Fax: +(254) 020 609 660

+(2s4) 020 609 66s

E-mail: info@kebs.org

Website : http ://www.kebs.org

t
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REPoRToFTHEINTERNALSTAKEHoLDERSCoNSULTATIVEFoRUMoNTHE
DRAFTBMsAcTREGULATIoNS,28thJUNE2o1gATAFYAANNEXE

Themeetingbeganatg.30a.mwithawordofprayerandaninteractiveintroductionfollowed
by welcoming r.-u't'mentioning about the meeting agenda'

AGENDA

List of

ActivitYTime
NDU

Arrival and9.00-9.30 SheikhDrof DFH.Headonintroductiremarkselcomew9.30-9.40 -NDU ICaroMOH
MIYCNofOvervtew9.40-10.00 VeronlcaNDUHead
& road

and220ACTBMSon
10.00-10.20

Health Breakr0.20-12.00 Annette
BMStheonPresentation10.50-l 2.00 MOH

r 2.00-12.50
next&forwardway

Head-NDU

remarks
12.50-1.00

ORGANIZATION
NameNo.

072272081 6
IBFAN

Pam MalebeI 0127402142MOH-CHDU
Evan Juma2. 0733458769MOH.FSU
Allan Barasa3 o'72642s843
Wanzala V iolet4 01 s7 16 6067

MOH-CHDU
Mary Jullienne5 0724701 693

MOH.DSQARK
Grace Ndegwa6 072275 9449

IYCF Committee
Shadrack Oiye1 0721434443MOH-NDU
Veronica Kirogo8 0124991561MOH-DNCD
Peris Mbugua9 01226s3619KNH
Faith Gitahi10 070487 I I t7

TINICEF.KCO
Laura Kiige1l 0'722775942KPA
Peter Ngwatut2 o733343012MOH _OSU
Michael Gichangi13 0721586203
Agnes Nginat4. 0724084729

NASCOP
Margret Muli15 070048481KLRS
OmwoYo Annettel6 0728835 035

MOH-NDU
Elias Kirimit7 07229953 88

MOH.NDU
Martha Kemunto18 0'72326909MOH-NDU
Rose Wambu19 0721285 0'74

MOH-NDU
Caroline K. Kathiari20.

1



BACKGRoUNDANDRoADMAPOFBMSACT2012ANDREGULATIoNS

Thebenefitsofbreastfeedingwere.highlighr:dlBf:::lti:':rimrrov-es.t|3^survival'health'
and development of all children and tfgreflre important in u."tiitJrif"' rn 1983' the 34th World

Health Assembly adopted the Internati"r;i a;;oiruru.r..ting of Breast Milk Substitutes and

informed that there was:

- Inapprop'iutt i'a unethical marketing of breast milk substitutes

- Many infants getting malnourish.J-o, aying from consumption of contaminated or

diluted breast milk substitutes 
I families are susceptible to direct

- The Code recognized that health workers' women' anc

ili:*1ff'""rY?-T'ffJ:':il11i,?'in' '::I".i*Ities 
or sovernments' hearth-care

systems, "J'*;rk;, 
und of tt.-Io*punies that *u*"t orLant'facture breast milk

substitutes' il legislation, monitoring, Bd _enforcement 
for its

- The code dePends on nattona

effectivene;",fi;"n.;;;;-;hil1"n"iou*.yof 
BMSACr2012'

BMS Act, 2012 
rl legislation started in 1983 when the ministry of health

HltTtrJ iltfr:llf"l,iiltl",li;,i,,i,., sil arter Kenva became a signatory to the

'ff";;ii,3#:'{;":as enacted and Kenva was ranked 4th among 51 countries in the

llorld Breastfeeding Trends triiri'ii" r";;; ", 
the implementation of the Code'

Draft BMS (General) Regulltio.n 
^ -

A presentation **illit ""' 
it" draft BMS (General) regulation'

,.n_.'o+T.':!;ili:,,:rffi"T:*[.1,Xi,"_11 ,oearheaded by the National committee on Inrant

uno voung"#il rt"Ji'g (NC.IYCF) commenced ir:.2012'

_ During ";il;;"itrnlp 
n.ra in-o.tober 2018, significant gaps in the content were

identified and it was recomm"ra.a ihe regulations b"e redrafted with technical support

fi:*??*ruTfi:;"0 was herd on 21,tto 25rh Januarv 201e and a revised draft BMS

regulations was produced' . i -r-r +^ r-+omat ctqkeholders via email to obtain their
-ThereviseddraftBMSwascirculatedtointernalstakeholdersviaemai

input in May 2019' d to date, the need for an intemal
- Howeve', 'int" 

no comments have been recetve

stakeholdersconsultativemeetingwasconceived.

Inputs on the draft from the participants

1. PreliminarY
(Clause Ji buiOing principles has.significan: :lTges
Recommendation:Shoulduei.uieieatostrengthentheBMSAct.
Initiation of breastfeeaing *ittr t hr of delive'v ] no* practical will it be? - should

strengthen the Act'

z



z. part II - use of Designated products and pre-packed comolementary food'

(clause l) prooi;;;lir"-'p""k.q#;;i;.; defined stronglv in the BMS Act'

(Clause Zl r.poiiut"i* - L. *,. "ff;;;;;""sonable? 
(3 vrs iriptisonmtnt section 27)

Recommendation:inordertostrengthentheact-Banmanufacturerfor5yrs.

3. part IrI - Donations of designated products and Pre-packed complementary food'

(clause rrl appiication to uonu,._iii'Jr. "r. 
tignintant changes in donations

- No guida*. i;;;;lio, ro, NGo;'i;'MJJf ;. clear in regulations (make it an

offense).
- The donor to sign an MOU with KEMSA

- NCO cannot be allowed to donate directly'

- Give p.o'i'ion-'?oiJo*tiont (volume because of dumping)

- MUST p,o'iO" guid"tin"t to donations during:*"lq::"i"s - Strengthen it

- who ,"""iu.. ,f;. donations? -The donor must receive an approval by the committee

lrSri*r" the Act and show functions and list what is to be donated

- Be specifit to'gMs nct (donations) on the functions

(Clause 12) -Restrictions to donations

-Have upp,o'uif'om committee for its suitability'

- Meet international and Kenya regulations

- No pre-pa"ki;;;;;;;ations - rtausr be on their original containers

-All donation'"i'i* Ut i'itl"A as.donations ("Not for Sale")

-( rz -4)- it t;;i;ihe BMS Act it should be added'

(Clause 13) - Fiting returns
:il;;is not tal'iving with the act - BMS 2

- Strengthen Form BMS 4

4, part IV _ Labeling of Designated products and pre-packed complementary food'

(Clause 20 a) --6eiete the- *i"roo.gunism during minufacturers and strengthen the

clause.

5.PartV-Interactionbetweenmanufacturers,distributorsandHealthWorkers
(Clause 24) - Interactions
- Information of inserts- Cross promotion - Provide for both

6' i*i:l,l-"Tf:i:'"T*;'nitv hearth 1orke1!"T:-b.::g 
added in the Act

NB: The BMS Act, ZOii-n""a' tu be reviewed since it is defective)

Wav Forward
i. option A. The committee to pay a courtesy call to the AG to consult on possibility of

amendments of the BMS Act as statuiory miscellaneou' umt"dment Bill so as to enable

z.,;;i:l;;'#ffi :i,ff iX,t.?iffilff tH,,x.'i"*,"*rortheiradvice-theactprescribes

parliament upprouul of the BMS Regulations

3



Identify stakeholders for public participatron'

Ensure that list 
"f 

p;;;;" una tntii signatures is captured

3:lfi,i,lJ?:-*JB::I!*ilu"n"norders to be herd bv 31" August 201e

ffH:,TJil-;;1T,i,ported by AcF ror teas and Lunch at a cost orKSH ls,s00'

3.

4.

5.

6.

4
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REPoRToFTHEINTERNALSTAKEHoLDERSCoNSULTATIVEFoRUMoNTHE
DRAFTBMsAcTREGULATIoNS,zSthJUNEiloLgATAFYAANNEXE

The meeting began at 9.30 a.m with a word of prayer and an interactive introduction followed

by welcoming r.*urk, mentioning about the meeting agenda'

AGENDA

List of

ResponsibilitY
ActivitYTime

NDU
Arrival and Registratt on

9.00-9.30 SheikhDrDFHofHeadintroductionremarkswelcome9.30-9.40 arolC_NDUMOHgrammeMIYCNofOverview9.40-10.00 Head NDU - Veronica
on BMS ACT, 2012 androad&Background10.00-10.20

Health Break10.20-12.00 AnnetteBMStheonPresentatton10.50-12.00 MOH
12.00-12.50

forward & nextw Head-NDU

remarksClo
12.50-l .00

TELEPHONEORGANIZATION
NameNo.

0722720816IBFAN
Pam MalebeI

0727402142MOH-CHDU
Evan Juma2.

0733458769MOH-FSUAllan BarasaJ
o'72642s843MOH.CHDUWanzala Violet4.
o'757166067MOH.CHDUMary Jullienne5
0124707693MOH-D SQARK

Grace Ndegwa6.
0'722759449IYCF Committee

Shadrack OiYe7
0721434443MOH.NDUVeronica Kirogo8
0724991561

Peris Mbugua9
0722653619KNHFaith Gitahi10
0704871 1 l7

LTNICEF-KCOLaura Kiigell
0'722775942KPA

Peter Ngwatut2
0733343012MOH _OSU

Michael Gichangil3
0721586203

Agnes Nginat4.
0724084729NASCOPMargret Muli15
07004848 1 IKLRSOmwoYo Annettel6
072883503sMOH-NDUElias Kirimi17.
072299s388MOH-NDUMartha Kemunto18
072326909 IMOH-NDU

Rose Wambu19
0721285074MOH-NDUCaroline K. Kathiari20

1



BACKGRoUNDANDROADMAPoFBMs^CT}}|}ANDREGULATIONS

The benefits of breastfeeding were highlighted; Breastfeeding improves the survival' health'

and development of all children urra tn.r.i;." i*p"n""t in a.ctr'itd tife' tn 1983, the 34th World

Health Assembly adopted the Internat,onui ioat of Marketing of Breast Milk Substitutes and

informed that there was:

- Inappropri"t" unA unethical marketing of breast milk substitutes

-Manyinfantsgettingmalnourished"ordyingfromconsumptionofcontaminatedor
diluted breast milk substitutes ,---^ --.^5^- ^-,{ 'ble to direct_ The coa. r..ognJed that health workers, women, and families are susceptt

and indirect BMS marketing strategies'

_ It consists of 11 articles outrinin"g itre responsibilities of governments' health-care

systems, uno *ort"rs, and of the zompanies that market or manufacture breast milk

iltJttffi"i depends on national legislation, -glloring, and enforcement for its

effectivenesrl'h; ,h. reason behind tlhe journey of BMS ACT 2012'

"*: fi.lj',""iey of drafting a national regislation startedjn 1983, when:h: Tl::," of health

drafted the l't Breastmilk srrbstiirites Bill after Kenya became a signatory to the

Innocenti D eclaration'
- In 2012, BMS Act was enacted and Kenya was ranked 4th among 51 countries in the

world Breastfeeding Trends tnitiotiue ieport o, the implementation of the code'

Draft BMS (General) Regulation , r'
A presentation wasmaae Jn the draft BMS (General) regulation'

Development of the BMS Regulations

- The development of the Regulaiions spearheaded.by the National Committee on Infant

unA Yorng'CtiiJ r""aing NCrvCr) commerrce^d in20l2'

- During u ,.ui* workship held in 6ctober 2018, significant gaps in the content were

identified and it was recomm."d.d itre regutations bi redrafted with technical support

from legal drafters'
- Re-drafting workshop was held on 21'.t to 25th January 2019 and a revised draft BMS

regulations was Produced'
.ThereviseddraftBMSwascirculatedtointernalstakeholdersviaemailtoobtaintheir

il3l,:[r11#t:" 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:ShouldbereviewedtostrengthentheBMSAct.
Initiation of breastfeeding with I hr of delivery - How practical will it be? - should

strengthen the Act'

2



2.PartII-UseofDesignatedproductsandpre.packtdcomplementTyl?g9.
(Clause a) proaiJo"n - pt.-i,ucked-has ttoiU"tn defined strongly in the BMS Act'

(Clause a fmpoii"iion - er" the offenses reasonable? (3 yrs imprisonment section 27)

Recommendation: in order to strengthen the act - Ban manufacturer for 5 yrs'

3. part III - Donations of designated products and Pre-packed complementary food'

(clause 11) Application to Donate - There are significant changes in donations

- No guidan". foi-Jonation for NGO; it MUST 6e clear in regulations (make it an

offense).
- The donor to sign an MOU with KEMSA

- NGO cannot be allowed to donate directly'

-Giveprovisionsfordonations(volumebecauseofdumping)
_ MUST prorio" guia"ri*r to dlnations during emerqenc-les - Strengthen it

- who receives the donations? -The donor must receive an approval by the committee

or CS
-ChangetheActandshowfunctionsandlistwhatistobedonated
- Be spJcific to BMS Act (donations) on the functions

(Clause 12) -Restrictions to donations
liurt approval from committee for its suitability'

- Meet intemational and Kenya regulations

_ No pre-pa"nr[on Jonations - rtrusr be on their original containers

-All donations riust be labeled as donations ("Not for Sale")

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

(Clause 13) - Filing returns-

- Th" for* is not taiying with the act - BMS 2

- Strengthen Form BMS 4

part IV - Labeting of Designated Products and pre-packed complementary food'

(clause 20 a) - Delete the microorgunit. during manufacturers and strengthen the4

clause.

5. part V- Interaction between manufacturers, distributors and Health Workers

(Clause 24)' lnter actions

- tnformation of inserts- Cross promotion - Provide for both

6. Part VII- Enforcement'
-DefinewhoisacommunityhealthworkerbeforebeingaddedintheAct

NB:TheBMsAct,20l2needstobereviewedsinceitisdefective)

*"y.t'ilill 
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'

2. option g. write to the Law n.ro.- eorfiory asking for their advice - the act prescribes

parliament approval of the BMS Regulations

3



Identify stakeholders for public partictpatton'

Ensure that list 
"f 

prttitii;' una tntit signatures is captured

Option C. Amend the entire Act'

Consultative forum i"t ".i.*"f 
stakeholders to be held by 3 I't August 20 I 9

t{H:.1Ji}t#:lt ported by ACF ror teas and Lunch at a cost orKSH ls,s00.

J

4
5

6
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No. 6

Legal Notice No.

THE BREASTMILK SUBSTITUTES (REGULATION AND CONTROL) ACT

(No.34 of 2012)

Arrangement of clauses

Part I- Preliminary

l- Citation.

2- InterPretation.

3- Guiding PrinciPles.

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

ComplementarY Foods.

4- Production.

5- SamPling and Testing.

6- Packing'

7- lmPortation.

8- Stoking.

9- Use of Alternative containers from the original'

Part III, Donations of designated products and Pre-Packaged complementary Food'

l0- Application to Donate

1 l - Restrictions for Donations.

l2- Filing returns.

13- Application by Charitable and Social Institutions

l4- Uses of Donations.

l5- Certificate of AnalYsis.

Part IV: Labelling of Designated Products and Pre-packaged complementary Food'

16- Labelling of Designated Products and Pre-packaged complementary Food'

l7- 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'

2 1- Labelling requirements for Feeding Bottles'

22- Labelling requirements for Teats and Pacifi ers

Part V- Interactions between Manufacturers, Distributors and tlealth Workers

23- lnteractions.

24- Creatir.g Awareness.



25- Professional Evaluation.

26- Research of Product.

27- Formal Record.

28- Resrictions to Interactions'

29- Cross-Promotion.

3 0- 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.

3 6- Confi dential Information.

37- Access to Breastmilk Substitutes

38- Seizures.

39- Conflict of Interest.

SCIIEDULE



THE BREASTMILK 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 BREASTMILK SUBSTITUTES (GENERAL) REGULATIONS' 2OI9

Part I- PreliminarY

l. These regulations maY be Substitutes (General)cited as the Breastmilk

Regulations ,2019

Citation

,,Act" means the Breastmilk Substitutes (Regulation And control)

Act;

"Authorised offtcers" 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;

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



as a Kenya standard under the Standards Act;

"KS"meansaKenyaStandardapprovedundertheStandardsAct;
and

..Public analyst,, means a health officer who examines, reviews,

evaluates, or conducts research ofdesignated products and pre-

packaged comPlementary food.

has been approved"KS EAS" means an East African Standard that

whenever any of them-
(a)appliesorinterpretsanyprovisionoftheseRegulations;and

(b) makes or implements public policy decisions'

(2) Wittrout prejudice to sub Regulation (l), an authorised officer shall in

the discharge of his or her functions under these Regulations, ensure that-

in the provision ofnutrition services, the best interest of an

infant and young child is protected;

initiation of breastfeeding of the infant is done within an hour

ofdelivery and exclusive breastfeeding for a period ofsix (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.

(a)

(b)

(c)

(d)

(e)

(f)

provision of breastfeeding services

authorised officers and all persons
3. (l) The guiding

under these Regu

principles for the

lations, binds the
Guiding
Principles.

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

ComplementarY Food.

andofdesignated productsand packaging4. The preparatton(1 ) production,
thewithaccordancelnbeshallfoodcomplementarypre-packaged

Production.



Public Health Act, the Standards

and any other written law.

theAct,SubstancesChemicalandFthe ood,theof DrugsAct,provlslons
9JKSEASStandardstheandAct Kenya

Cap. 254, 242

and 496.

the Standards Act and any other written law

and pre-packagedthe productsofTand designatedesttno
b5. Sampling

theof Act,thewithaccordancebeshall provlsronslnfoodcomplementarY
andActHealthPublictheSubstancesChemical Act,andthe Food, Drugs

andSampling

Testing.

Cap. 254, 242

and 496.

older infants and young children (KS-2515) and

foods for infants and young children ( KS EAS 72)'

shalfoodlementarythe compand pre-packagedThe6. productsdesignated
thelawswrittenevantrethethewith Act,accordancelnbe packaged
KSformula (followEAS4laformu upinfant ),(KSforstandardsKenya
forfoodcomplementary5 formulatedTS AN pre-packagedCODEX 6),

asedbcerealprocessed

Packaging.

(2)ApersonwhocontravenestheprovisionsofsubRegulation(l),commits
an ofience and shall be liable to prosecution in accordance with section 27

of the Act.

law

distributor sellorsaleforofferhallS not import,ormanufacturerA7 )(
ltif doesfoodthe complementaryor pre-packagedproductdesignatedany
writtenrelevantotherandActthe anythesewith Regulations,not comply

Importation.

thirty(30) days before the declared date of expiry'

(2)ApersonwhocontravenestheprovisionsofsubRegulation(l),commits
an offence and shall be liable to prosecution in accordance with section 27

of the Act.

infantforfoodexhibitse or anyshall distribute,oN stock,8. I person( )
readsofdatedeclared explrywhoseorhichw lschildand expiredyoung

Stocking.

seal and label the altemative container in accordance to the Act and any

other written law.

exhor ibit productSE designatedhow distribute,stocks9 personAny
childrenoruse infantsfor youngfood bycomplementaryor pre-packaged

shall hermeticallYcontainersthefromve container originalanln alternati

Use of
Altemative

containers

from the

original.



(2) The public analyst referred to under sub Regulation (l)' shall upon

analysis of the product, issue a certificate of analysis'

tosubmit allectco andat time publicofficer anyauthorised0.I An may( )
aor complementarypre-packagedproductanalyst a samPle of a designated

food product for analYsis.

Certificate of
Analysis.

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

these Regulations shall make an application in writing to the committee for

approval.

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

by a duly completed Form BMS I in the first schedule to these Regulations'

aofdonationmake atohow undertakesinstitutionorA1I ) person(
atofood productlementaryaor comppre-packagedproductdesignated

Actthe orunderinstitutionwelfaresocialorinstitutiontablechari children

Application to

Donate.

not advertise or publicize the making of such donation'

(2) The product being donated under sub Regulation (l), shall meet all the

requirements of both the Kenyan and Intemational standard as prescribed in

law and have at least fifty percent (50 %) shelf life before expiry.

(3) The product being donated under sub Regulation (l), shall be in the

original container with a clear label marked "Not for Sale"'

(4) Donations of designated or pre-packaged 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.

Act or these Regulations shall
12. (1) A person making a donation under theRestrictions to

Donations.



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 (l)

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.

under the Act and these13. (l) A Person or institution making donationsofFiling
Refurns.

designated product or a pre-packaged complementary food product shall

apply in writing to the committee for directions'

14. A charitable or social institution who wishes to apply for donation of aApplication bY

Charilable and

social
Institutions.

food product shall be used only for purposes ofbenefiting infant and young

children to optimal health outcomes of all recipients'

(2)Nopersonshall,forthepurposeofdonatinganydesignatedproductora

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 ( I ) and (2),

commits an offence and shall be liable to prosecution in accordance with

section 27 of the Act.

pre-packaged comPlementary15.(l)Donations of a designated product or aUses

Donations.

of

Products and Pre-Packaged ComplementarY Food.Part IV: Labelling of Designated

address and telephone number of the manufacturer, importer or seller.

(2) Not withstanding sub regulation (l), the label of a designated product

and pre-packaged complementary food shall not refer to' promote or

advertise any other designated product.

thetoln additionllshaof provlslons
1 The abel6.1 productdesignated)

thecontatn name,or standard,wrrtten Kenyarelevantthe legislationof
Labelling of
Designated

Products and

Pre-packaged

Complementary

Food.

of a designated Product or a

complementary food shall not contain a photograph, drawing or other

pre-packaged17. A label or a containerProhibitions on

labelling.



used.

how the product is to be
graphic rePresentation other than for illustrating

followingwordsexpressedEnglishandKiswahililanguageinboldand
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

L 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-

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;

speciff the source ofProtein; and

i.r cas" of follow up formula, state that the product shall not

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

(a)

(b)

andformulainfant follow-upsalefor selloroffernotshall81 I A.( ) person
thethereto contatnsaffixedthe labelandcontatnerthelaformu unless

(c)

(d)

Labelling of
Lnfant Formula

and Follow-uP

Formula.

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;

(c)awarningaboutthehealthrisksofimproperpreparationand
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'

or pre-a productdesignatedato contatrungcontatneraffixedlabelA19.
andclearlnindicate consplcuousshallfood,lementarycomppackaged

and easilyKiswahili languageandlnmannerreadable Englisheasily

Containers of
designated and

pre-packaged

complementary

food.

20. Despite any other requirement tn

containers or labels of infant formula

these Regulations with resPect to

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;

Labelling
Formula in

Powdered form

of



using clean and safe water of at least seventy (70) degrees

Celsius; and

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

(b)

feed.

prepared one feed at a timeit is necessary for formula to be

clear, conspicuous and easily readable manner ln

language the following words in not less than 50%

words on the label not less than l'5mm in height

"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".

alnindicatee shallbottlacontalnera ofor feedinglabAI2 el, package
KiswahiliandEnglish
theoftheof slze largest

wordsthebypreceded

Labelling
Requirements

for feeding

bottles.

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.

(2)Alabel,packageoracontainerofapacifiershallindicateinaclear,
conspicuous and easily readable manner in English and Kiswahili language

the flllowing words in not less than 50% of the size of the largest words on

thelabelnotlessthanl.5mminheightprecededbytheword''WARNING''
in capital letters": "Use of teats can interfere with breastfeeding".

(a)

of a teat shall not;22 (l\ A label on a package or container

(b)
(c)

Labelling
Requirements

for teats.

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.

(2)Alabel,packageoracontainerofapacifiershallindicateinaclear,
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 l.5mm in height preceded by the word "wARNING"

in capital letters": "Use of pacifier can interfere with breastfeeding"'

(d)

ofa pacifier shall not;
23 (l) A label on a package or container

(e)

(0

Labelling
Requirements

for teats and

pacifier.



23 (r) No person shall sell, disp lay for sale, conslgn or deliver any

designated product or a pre-packaged complementary food product ln a

contatner unless the contatner bears a label on which there appears-

(a)inEnglishandKiswahililanguagesatruestatementoftheproductasto
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-

packagedcomplementaryfoodproductasrequiredundersubsection(l)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)TheStatementreferredtoinsubsection(l)ofthissectionshall-

(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)bearanaddressatwhichsuchpersoncarriesonbusinesswhichshallbe

"t"urty 
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'

be inscribed
on container

to

Part v- Interactions between Manufacturers, Distributors and Health workers

health worker shall strictly be limited to-
distributor with anY24.(l) AnY interactions between a manufacturer or

Interactions



(2) The interactions between a manufacturer or distributor with any health

workerreferredtoundersubRegulation(1),shalltakeplaceinapublic
venue approved bY the Committee'

(a)

(b)

(c)

onmattersand factualscientificaboutwarenessacreating
food;complementaryand pre-packagedproductsdesignated

and pre-packagedof productsdesignatedsamplesproviding
andevaluation;forfood professionallementarycomp

andof productsdesignatedsamplesproviding
theofresearchfor product.foodscomplementary

Committee for aPProval'

(2)An application made under sub Regulation (l)' 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

a sworn statement that there is no existing relationship,

collaboration or partnership or intended relationship'

collaboration or partnership with the health worker;

particulars of the health workers targeted for awareness;

proposed public venue;

,umpte 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 ofthe benefits ofthe 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'

(b)

o

distributorormanufactureratheof6 Act,toect section a)(3 (25. ( ) Subj
ofmattersand factualscientifictheaboutawarenesscreatetosheswlwho

beforeshallfood product,orlkml complimentarysubstitutebreastthe
thetolnworker wnttngan health lywith appinteractions vcommenclng

(c)

(d)

(e)

(f)
(g)

(h)
(i)

Creating

Awareness.

Committee.

healthanddistributororrermanufactubetweenronsnteract6.2 ( Any
oraof productevaluation designatedssionaloffor profeworker purposes

theoftheafter approvalcommenceshallfoodlementarycompackagedpre-p

Professional
evaluation.



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.

under sub Regulation
(2) Any health worker participating in the interactton

(l) shall-

(a)

(b)

(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;

a certificate of analYsis;

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

Kenya;

ethical approval from a competent authoriry if the product is

originating outside of KenYa; and

any other document the Committee may require'

Committee.

(e)

(0

on designatedout researchtohow intendsworker catryhealthA72 )(
fortointendsandfood requestor complementarypre-packagedproduct
thetolnllsha wnttngdistributor lyappormanufacturerfromsamples

(c)

(d)

ofResearch

Product.

(2) The formal record referred to in sub Regulation (1) shatl contain such

information as may be directed by the Committee

request.

distributor

withinteraction1natetowishes anywworker hohealth particip28. (r Any) orevaluation,ofSESfor professionalor purpomanufacturera
shallfood,complementaryoron pre-packagedresearch productdesignated

onCommitteeto thesubmitandinteracttontheofrecordformalprepare

Formal Record.

worker shall not-

(a) distribute any promotional material or items;

(b) give misleading information as prohibited by the

Breastfeeding Act;

(c)

interaction with a health
29. (l) A manufacturer or distributor during the

engage ln activities without the aPProvaI of the Committee;

Restrictions to

Interactions.



complementary food Product;

hold promotional activity at an alternative venue not

approved; and

brand the venue in any way to promote infant formula'

(d)

(e)

(0

or pre-packageddistribute any samp les of designated

of a designated Product or a Pre-

engage in cross-Promotion.
manufacturer or distributor

complementary food shall not

(2) A person who contravenes the provisions of sub Regulation (l)' commits

an offence and shall be liable to prosecution in accordance with section 27

of the Act.

30. (l) A
packaged

Cross-

Promotion.

information or education.

(2)Amanufacturerordistributorofadesignatedproductorapre-packaged

"o-pl"."ntaryfood,shallnotcollaboratewithanothermanufactureror
distributor of any other product other than a designated product or a pre-

packagedcomplementaryfood,toinsertanyotherinformation,beyondthe
..op. of the packaged product for purposes of consumer information or

education.

(3) A person who contravenes the provisions of sub Regulation (l)' commits

an-offence and shall be liable to prosecution in accordance with section 27

of the Act.

distributor aor pre-aof productdesignatedormanufacturer1.3 A( )
information,othernot insertshal anyfood,lementarycomppackaged

consumeroffor purposestheof productthe packagedscopebeyond

Information
Inserts.

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.

withor indirectlyeither directlyentationamakeswho represA12. person
orofuseor pre-packagedsale designatedtheofintentionan promoting

Advertisement.

pre-packagedcomplementaryfoodproductshallbeeitherone-on-oneorln
u group and shall contain the following information;

the benefits and superiority of breastfeeding;

for use ofduring demonstrations33. The method used by a health worker

(a)

Demonsffation

for use of a Pre-
packaged

complementary

food product.



followed by sustained breastfeeding for at least two years;

the proper preparation and use ofthe product;

the importance of feeding infants with an open cup and

spoon; and

(e) fro* pre-packaged complementary food can easily be

prepared at home using local ingredients'

(b) for the first six monthsthe value of exclusive breastfeeding

(c)

(d)

(a) be in the original container of manufacture;

(b) conceal the brand name;

(c) maintain hYgiene; and

(d) follow the manufacturer's instruction for preparation'

(2)AhealthworkerwhileconductingademonstrationundersubRegulation
(l), shall inform the infant's mother on-

(a) the benefits and superiority ofbreastfeeding;

(b) the value of exclusive breastfeeding for the first six

months followed by sustained breastfeeding for at

least two years and optimal maternal nutrition;

(c) the difficulty of returning to breastfeeding after a

period of artificial feeding'

(d) ihe negative effects of artificial feeding on lactation

and how early introduction of pre-packaged

complementary food interferes with breastfeeding;

(e) instructions on proper preparation and use of the

(0 the approximate financial cost of adequate

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'

(e)

(h)

(D

feeding of

demonstrations for use

area and shall-
worker duringhealthused bymethodThe34. )(1

secludeda1none-on-onebeIIshaformulafo infant

product;

Procedure for

demonstration

for use of infant

and follow-uP

formula

Part VI- Enforcement

health worker, custom officer

responsible for Standards'

aincludeofficer mayauthorisedantheof Act,ISectiontoadditionIn35.
thefromofficersor bodyofficerlicepo

Authorised

Persons



inspectionintheprescribedForm5inthefirstScheduletothese
Regulations.

l2 of the Act, conduct an
36. An Authorised officer, shall subject to sectionInspection.

(2) Despite sub Regulation (l), this Regulation does not apply to information

given as evidence in proceedings taken under the Act or any

other law relating to consumer protection;

given by the authorised officer as part ofa report;

prepared for the purpose ofan investigation; or

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

(3) A person who contravenes the provisions of this Regulation' commits an

offence and shall be liable to prosecution in accordance to section 27 ofthe

Act.

other law commits an offence

that is-

(a)

theobtained duringinformationconfidentialwhoofficerAn73 divulges( )
Actthe or anytheseunder Regulations,conductedlnof vestlcourse gatlons

(b)
(c)

(d)

Confidential

Information.

officer

shall prescribedanydistributoror produceupon request8.3 manufacturerA
edauthoristo anfoodor complementarypre-packagedproductdesignated

toAccess

Breasmilk

substitutes.

on reasonable grounds, that the goods are-

(a) Prohibited goods; and

(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.

designated Product or Pre-

and the officer is satisfied,
findsofficerauthorisedan anyI Where9.3 ( )

atfood premlsesanycomplementarypackaged

Seizures.

businessorwhetherinteresthaswho an pecunlaryworkeralthhe v40. ( )A
foodor complementarYpre-packagedln productinterest designatedany

ofcommencementontheto Committee,interestofnaturethediscloseshall
herorhistocomehavefactsrelevanttheASasand soonemployment

of4 2003NoEthicsoPublic fficers Act,thewithaccordancelnknow ledge

Conflict
Interest.

of



Committee.

(3)Ahealthworkerhavingmadesuchadisclosureshallnotbepresent
during any interactions under the Act'

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

F'IRST SCHEDULE

Forms

Form BMS I
Application for Donation

FORM BMS 1

APPLICATION FOR DONATION



Donate Case No

TAKE NOTICE that I/!Ve"""'
Donor) of Identity/Registration No'

Address......

donation to. ' '.,.

Date

:.:::Ji

:::: ::::::: :: :: liH :? #*,:

DESCRIPTION OF THE DONOR

Name:.
Address:.
Telephone:. Email:'

Type
Institution:.
Date
Incorporation:...........
Reason

Donation:..

of

of

For

DESCRIPTION OF THE DONEE

Name:....... Address""

Telephone:
Types

Institution: of
Date

Incorporation:...........

DESCRIPTION OF THE DONATION

Name:......
Name Of The Manufacturer/Dealer:'
Manufacturer Date:.... Batch No':""""'
Expiry D

QuantitY

Email:......
of

DONEE
Name:
Signature:
Date:

Donated:...

DONOR
Name:
Signature:
Date:



Donate Case No:...

FORM BMS 2

RETURI{S FOR DONATION
Date



TAKE NOTICE that IfiVe' "(Name of

Donee) of Identity/Registration No.:... " "'and

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

the..........day
of..... ...by.. .... "'(Name of

Donor).
DESCRIPTION OF THE DONOR

Name:.
Address:.
Telephone:. Email:'

Type Of Institution:.
Date Of IncorPoration:
Reason For Donation:............

DESCRIPTION OF THE DONEE

Name:....... Address""

Telephone:.
Types

Institution:
Date

Incorporation:...........

DESCRIPTION OF THE DONATION

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

Manufacturer Date:.... Batch No':""""'
Expiry Date:........

Quantity Donated:...

of

of

DONEE
Name:

Signature:
Date:

FORM BMS 3

RETURNS FOR USE OF DONATION

DONOR
Name:

Signature:
Date:

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



TAKE NOTICE that I/IVe. "(Name of

Donee) of Identity/Registration No.:.. ' " "'and

Address...... ...........'...seek to make retums of products donated to us on

the..........day of..... ...by.. ""(Name

of Donor).

DESCRIPTION OF THE DONOR

Name:.

Address:...

Telephone:.

Email:.

Type Of Institution:.

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

Reason For Donation

DESCRIPTION OF TIIE DONEE

Name:.......

Address....

Telephone:

Types Of Institution:...........

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

DESCRIPTION OF THE DONATION

Name:......

Name Of The Manufacturer/Dealer:

Manufacturer Date:.... " Batch No':""""'

Expiry Date



FORM BMS 4

DESCRIPTION OF THE DONEE



Name:.......

Address....

Telephone:.

Email:......

Types Of Institution:...........

Date Of IncorPoration:

DESCRIPTION OF THB DONATION

Name:......

Name Of The Manufacturer/Dealer:

Manufacturer Date:... Batch No';""""'

Expiry Date:........

Quantity Donated:...

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:

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)

To... (Nome ond oddress of the

vendor)......

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

premises of

(Nome of the premises or owner ond oddress - Physicot and postol dddress)

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

DETAITS OF THE GOODS

Name of the ma nufacturer/distributor/i m porter/trader "" "" "" " "

Postal Address......'...

Physical location ...'..

Goods are marked/branded as follows"""""""'

Physical seal

Description of goods

Quantity..... ......

Now therefore I

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.

Name of authorized officer

Designation ..

Signature

Date



OFFICIAL RUBBER STAMP

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

Name

Designation

Signature......

WITNESS

Name

Designation

Signature

To be filled in duPlicate'

Date.........



\

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.,. (Nome ond address of the

vendor).'.......,.

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 ond oddress - Physicol ond postol oddress)

Donotmeettheprovision(s)ofBreastMilkSubstitutes(REGULATIoNsANDcoNTRoL)AcT,

DETAITS OF THE GOODS.

NameoftheManufacturer/Distributor/lmporterfirader

Physical location ..'." "

Goods are marked/branded as follows""""'

Physical seal

DescriPtion of goods."""

QuantitY.....

Now therefore I

an authorized officer under section 11 of Breast Milk substitutes (REGULATIoNS AND coNTRoL)

ACT,herebyseizeanddetainthesaidgoodsundersection20ofBreastMilkSubstitutes



(REGULATTONS AND CONTROL) ACf 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, 2L and 22 of the Breast Milk Substitutes

(REGUTATTONS AN D CONTROL) ACr.

Name of authorized officer

Designation

Signature

Date

OFFICIAT RUBBER STAMP

Manufacturer/Distributor/lmporterfl'rader/Owner/Person in possession of the goods

Name

Designation

Signature Date.....

WITNESS

Name

Designation

Signature

To be filled in duplicate,



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... (Nome ond oddress of the

vendor).......,...

I

\
L

I

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

premises of

(Nome of the premises or owner ond address - Physicol ond postol oddress)

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

DETAILS OF THE GOODS

Name of the M anufacturer/Distributor/lmporterfi rader........

Postal Address.

Physical location ........

Goods are marked/branded as follows.....'...

Physical seal

Description of goods.......

Quantity.....

Now therefore I .....

an authorized officer under section 11 of Breast Milk Substitutes (REGULATIONS AND CONTROL)

ACT,ZOtz hereby inspects the said goods under section 12 and 13 of Breast Milk Substitutes

(REGULATTONS AND CONTROL) ACT 2012.



Name of authorized officer...

Designation .........

Signature

Date

OFFTCIAL RUBBER STAMP

Manufacturer/Distributor limporlerltrader/owner/person in possession of the goods

Name

Designation

Signature...............

WITNESS

Name

Designation

Signature

To be filled in duplicate.

Date
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i No.7

K6NYA ASSOCIATION
OF MANUFACTURERS

- 
G^5d(CBu!d.r ts

9

Our Ref: KAtn / r0 / rO / mb /iw /Pw / 2019

2nd September,Z0l9

The Head of Nutrition
DFH.DN&D
Ministry of Health
Afya Annex (NASCOP), Kenyatta Hospital
P.O Box 30016'00100
NAIROBI

Dear Sir/Madam,

RE: SUBMISSION OF KAM REVISED MEMORANDUM ON THE DRAFT BREAST MIIK

SUBSTITUTES (REGUUITION AND CONTROT 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 Substirutes (Regulation and Control Act 2012) Regulation and the Stakeholders

consultative Forum held on the 27*r August 2OL9 atAffa Annex INASCOP) we wish to;

1. Submit our revised Memorandum as per the Forum discussions agreeing to the

extension of the submission timeline to the 2na Septemb er 2079, 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 2OLZ) Regulation,}Otg and request for a meeting to

discuss our membefs proposals adequately, We propose to have the meeting on the

10th September 2019 at 10:00 am at your offices or on a suitable date and time.
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Feedback should be communicated to us via our physical address and advance feedback

email to ceo@karn co,ke on mobile +25472t 303335/+254723 443363.

Your early feedback will be appreciated.

Yourc slncerely,

CHIEF

Cc:

Sicily K.Ihriuki (Mrs.), EGH, MBS, CBS

Cabinet Secretary
Ministry of Health
Affa House, Cathedral Road

P.O. Box 30016-00100
NAIROBI, KENYA
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The H€alth Sector Board for KEPSA

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

lntroduction

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.

lndustry commits to fully supporting exclusive breast-feeding for the first six months and continued

breast-feeding alongside suitable breastmilk substitutes as recommended 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.
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Exclusive breast-feeding rate stands atGt% (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
Stunting
Under 5's Mortality
Low Birth weight

s4%
26%
5211000 births
8%

Proposed amendments to the breast milk substitute (reeulation 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. loyce Wanderi
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marketing breast milk substitutes) provide for ethical interaction for purposes of creating

awareness to healthcare professionals.

informed decision making. Restricting industry from engaging healthcare professionals will

disempower them from supporting consumers and thereby infringing on this right.

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

with some even having their own local guidelines aligned to international regulations, norms

and best practices.

lnfringes 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.
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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 (General) Regulations,2020

Citation.

Interpretation.

Part I- PreliminarY

l. These Regulations may be cited as the Breast Milk Substitutes

(General) Regulations, 2020.

2. In these 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;



I

Guiding principles.

"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, revlews,

evaluates, or conducts research of designated products and pre-

packaged complementary food.

3. (l) 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 (l), 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
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Part II- Procedures relating to the use ofdesignated products and pre-packaged

comPlementary food.
production. 5. (l) The pr6duction, preparation and packaging of designated

cap. 254, 242 and products and pre-packaged complementary food shall be in

496.accordancewiththeprovisionsoftheAct'theFood'Drugsand
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.

Objects

Sampling

testing.

and 6.

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 trrenty-four (24)

months 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

(0 interaction with manufacturers and distributors of

designated products shall be done in the manner

prescribed under the Act and these Regulations;

4. 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'

(2)Everymanufacturerorimporterofdesignatedproductsshall
register with the Nutrition and Dietctic 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.

Application
donate.

Act, the Public Health Act and the Standards Act and any other

written law.

7. 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).

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.

g. 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 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 (l), shall

upon analysis of the product, issue a certificate of analysis'

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

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

a designated product or pre-packaged complementary food

product to a charitable children institution or social welfare

institution under the Act or these Regulations shall make an

application in writing to the Committee for approval'

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

accompanied by a duly completed Form BMS I in the Schedule

to these Regulations.

to



Restrictions

donations.

to

Filing of returns.

Application by

charitable and

social institutions.

13. (l) A person making a donation under the Act or these

Regulations shall not advertise or publicize the making of such

donation.

(2) The product being donated under sub-Regulation (l), shall

meet all the requirements of both the Kenyan and applicable

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 (l), 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 donatcd to another charitable children or

social welfare institution with prior written consent of the

Committee.

14. (l) A person or institution making a donation under the Act and

these Regulations shall within two weeks of making such

donations, file returns with the Committee and 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 (l), 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.

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.



Uses of donations 16. (l) 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 facitity any designated product

or a pre-packaged complementary food product thereof'

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

17. (l) The label of a designated product or complementary food

product, shall in addition to the provisions of the relevant written

legislation or Kenya standard, contain the name, physical address,

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 (l), the label of a designated

product or pre-packaged complementary food shall not refer to'

promote or advertise any other designated product'

18. A label or a container ofa 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
designated products

and pre-packaged

complementarY

food product.

Prohibitions

labelling

on

Labelling of infant

formula and follow-
up formula.

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

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-



(a)

(b)

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;

not contain any text, graphics or pictures that may

tend to discourage breastfeeding;

specify the source ofProtein; and

in case of follow up formula, state that the product

shall not be used for infants who are less than six

months old.

(c

d(

Containers of
designated and Pre-
packaged

complementary

food.

Labelling of
formula in

powdered form

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) 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;

(c) a warning about the health risks of improper

preparation and of using the product before the

recommended age; and

(d) such other particulars as may be subsequently

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, 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

(c) any unused milk shall be discarded immediately

after every feed.

22.A|abe|,packageoracontainerofafeedingbottleandthebottle
itself shall indicate in a clear, conspicuous and easily readable

mannerinEnglishandKiswahililanguagethefollowingwordsin
not less than 50% of the size of the largest words on the label not

Labelling
requirements

feeding bottles.

for



Labelling
requirements

teats.

Labelling
requirements
pacifiers.

Particulars to be

inscribed on
container .

for

for

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".

23. (l) A label on a package or container ofa 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 benefltts of suckling human breast or

physical properties of such human breast.

(2) A label, package or a container ofa 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."

24. (l\ A label on a package or container ofa 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 ofa 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

"o" in red lettering on white background preceded by the word

"WARNING" in capital letters": "Use of pacifier can interfere

with breastfeeding".

25. (l) 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
nutrient.

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 containerofa designated product or

a pre-packaged complementary food product as required under

sub-Regulation (l), 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 (l) 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. (l) 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 "o" 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. (l) 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 on the product'

No.4 of20l5

(2) The interactions between a manufacturer or distributor with

any health worker referred to under sub-Regulation (l), shall take

place in a public venue approved by the committee pursuant to a

decision-making process consistent with the Fair Administrative

Action Act.

28. (l) Subject to section 6 (3) of the Act, a manufacturer or

distributor who wishes to create awareness about the scientific

and factual matters of the breast milk substitute or 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 (l), 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 swom statement that there is no existing

relationship, collaboration or partnership or

intended relationship, collaboration or partnership

with the health worker;

Creating awileness.



(c)

(d)

(e)

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;

proofthat 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.

(e)

(0

(h)

(i)

Professional

evaluation.

Research

product.

of

0)

(3) An applicant who is required to supply additional information

under paragraph O, shall do so within a period of 30 days from

the date of the request.

29.(l)Anyinteractionsbetweenamanufacturerordistributoranda
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)Anyhealthworkerparticipatingintheinteractionundersub-
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'

30. (l) A health worker who intends to carry out research on a

designated product or pre-packaged complementary food and

intendstorequestsamplesfromamanufacturerordistributor
shall apply in writing to the Committee'
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Formal record.

Restrictions
interactions.

to

Cross-promotion.

Information inserts.

(2) The application referred to under sub-Regulation (l), shall be

accomPanicd 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 Innovation Act;

(c) a certificate of analYsis;

(d) proof of use in country of origin if the product is

not made in KenYa;

(e) ethics approval from a competent authority if the

product is originating outside of Kenya; and

(0 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 rcsearch 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. (l) 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

Committec;
(d) distribute any samples of designated or pre-

packaged complementary food product;

(e) hold the event at an alternative venue not

approved; and

(0 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. (l) 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.

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.

35. 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

electronictransmission,includingthelnternet,videoor
telephone;

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

(c) exhibition of pictures or models;

commits an offence.

36. 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 ofbreastfeeding;

(b) the value of exclusive breastfeeding for the first six

months followed by sustained breastfeeding for at

least24 months and beYond;

(c) the proper preparation and use ofthe 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

(0 how complementary food can easily be prepared at

home using local ingredients'

37. (l) 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;

(c) follow .rh. 
manufacturer's instruction for

preparatlon;

(d) issue the supplies in a plain packaging that

conceals the brand name;

(e) declare whether the health facility is baby

friendly; and



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) the benefits and superiority ofbreastfeeding;

(b) how to initiate and sustain breastfeeding;

(c) 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;
(d) 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;
(e) the difficulty of returning to breastfeeding after

a Period of artificial feeding;

(f) the approximate financial cost of adequate

feeding of an infant with the product

exclusively for six months and continued

breastfeedin gto 24 months and beyond;

(g) why it is difficult to return to breastfeeding

after starting to feed babies breast milk

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;

(,) instructions on proper preparation and use of
the Product;

(k) the potential health hazards of feeding bottles

and cuPs with sPouts;

(l) 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.

(f)



Procedure for

demonstrating

proper

complementary

feeding.

Infomration,
Education

Communication
Materials.

Contents.

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

demonstrations for complementary feeding for infants and

young children aged 6-36 months-
(a) shall conceal brand name of the product;

(b) shall maintain hYgiene; and

(c) follow the manufacturer's instruction for

PreParation.
(2) A health worker while conducting a demonstration

undersub-Regulation(l),shallinformtheinfant'smother
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

38. (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 paragraph (l)' a person

shall submit an application letter, together with a sample of the

proposedmaterialbepublishedordistributedcontainingany
informational or cducational or communication material that

relates to infant and young children feeding'

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;

and



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 twenfy-

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 Vll-Enforcement

41. An authorised officer may, in addition to the provisions of section

1l of the Act, include a health worker, custom officer, police

officer or officers frorn the body responsible for Standards'

42. 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.

43. 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.

44. (l\ Where an authorised officer finds any designated product or

pre-packaged complementary food atarry 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.

45. (l) 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 (l), 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.

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

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

Act.

47. 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 affests 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.

48. 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.

49. (l) The cabinet Secretary may from time to time review these

Regulations for the better implementation of the Act'
Review



No. 23 of20l3.

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

TAKE NOTICE that VWe...'..

donor) of Identity/Registration No

Address......

donation to.... .

DESCRIPTION OF THE DONOR

Name:.

Address:.

Telephone:.

Email:.
Tlpe of institution:.

Date of incorporation:.

Reason for donation:..... '.

DESCRIPTION OF THE DONEE

Name:.

Telephone:.

Types of institution:.... ...

Date of incorporation: .

DESCRIPTION OF THE DONATION

Name:.

(2) Despite the generality of sub Regulation (l), these Regulations

are exempted from the provisions of paragraph 2l(l)(b) of the

Statutory Instruments Act.

SCHEDULE

r. I l(2)

Form BMS I
APPLICATION FOR DONATION

Date:

................ . .....(*"-"-"$
......seek consent to be allowed to make a

.....(Name of donee).

Address

Email:..



Name of the manufacturer/dealer:

Manufacturer date:.

Sell by date:....

Expiry date:....

Quantity donated:..

Donor
Name:

Signature:...

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

DESCRIPTION OF THE DONATION

Name:.

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

Manufacturer date:..

Sell by date:..

Expiry date:....

Quantity donated:.

Batch No.:

Donee

Name:.....

Signature

Date:......,

.:,

Date:...
::

..!:.i

products

r. l3(l)

..(Narne of
. .. .. . .. '...and

donated to us on

.......(Name

FORM BMS 2

@

Reason for donatiogi.i:r.::; y.,'. .

D THE DONEE
Address

Email:..

Tlpes
Date of incorPoration:. . .

T

Batch No.:



Donee

Name:

Signature:......

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

Donate Case No

TAKE NOTICE that

donee) of ldentity/Registration No.:...'...

Address...... .'........'.....seek to

the..........day of...... ...by..

ofdonor).

DESCRIPTION OF THE DONOR '"

Name:.....

Address:..

Email

(2\

of

;;;., 0".;;;; .;i:
...(Name

Donor
Name:........

Signature:........

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

Date

Reason

DESCRIPTION OF THE DONEE

Name:.

Address..

Telephone:.

Email:.

Types of institution:....

Date of incorporation:.



DESCRIPTION OF THE DONATION

Name:.

Name of the manufacturer/dealer:. " "
Manufacturer date:. '

Sell by date:..

Expiry date:..

Quantity donated:..

Batch No.

RETURNS FOBM

Batch No.

DESCRIPTION OF THE DONEE

Name:.

Address.

Telephone:.

Email:.

Types of institution:..'
r.:...

Date of incorporation: . .' . . .''.. 
i.';,:i. 

... . :'' "',' "

DESCRIPTION OF.THE DONATION
:.

Name:. . . . .. . . r::trii.ii,i r.?.:.: 
'.:.,',,. 

... .r. ' '
,:'

Name of the manufacturer/dealer:

Manuftcturer date:.

Selltry,d+e:,...............
Expiry drite:..

Quantity dohated:.

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:.................

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).

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

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

Name of the manufacturer/distributor/importer/trader

Postal Address......

Physical location

Goods are marked/branded as follows...

Physical seal

Description of goods

Manufacturer date:. Batch No':'

Sell by date:..

2012.



Expiry date:..

Quantity

Now therefore I .......". ........

an authorized officer under section l1 of Breast Milk Substitutes (Regulations and Control)

Act,Zll:-,hereby seize and detain the said goods under section 20 of Breast Milk substitutes

(Regulations and Conffol) Act.



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)'

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

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

premises of................

w, "lt,^'" 
p;",;;;;; 

";; 
;.;;;; ;;; ';;;;;;' - oii"'"il;';;;;:':';; ;;;;""t

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

Postal address.........'..

Physical location

Goods are marked./branded as follows"

Physical seal

Description of goods

Manufacturer date:. Batch No.



Sell by date:..

Expiry date:.'

Quantity

Now therefore I .....

anauthorizedofficerundersectionllofBreastMilkSubstitutes(RegulationsandControl)
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 ,.r.t 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 sectio n20,21 and22 of the Breast Milk substitutes

(Regulations and Control) Act'

Name of authorized officer """'

Designation

Signature

Date

OFFICIAL RUBBER STAMP

Manufacturer/distributor/importer/trader/owner/person

Name

Designation

Signature Date """"""'

in possession of the goods

WITNESS

Name

Designation

Signature

To be filled in duPlicate.



39.

the(To be used in case of insPection

premises where they are seized).

To... (Name and address of the

vendor).......

. .....: .. . . . .. .:.

Whereas of goods detailed below which is/are at the

premrses

(Name of or owner and address - physical and postal address)

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

DETATLS OF THE GOODS

Name of the manufacturer/distributor/importer/trader

Postal address......



Physical location ....

Goods are marked/branded as follows...

Physical seal

Description of goods

Manufacturerdate:.. BatchNo.:..".'.'

Sell by date:. ..

Expiry date

Quantity

Now therefore L......... ...

an authorized officer under section l l of Breast Milk
Act,Z}l}hereby inspects the said goods under section 12 and

@egulations and Confiol) Act20l2.

Name of authorized officer

Designation

and Control)

Substitutes

possession ofthe goods

Name

Designation

Signature

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 productorservice 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 I11 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 I I 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 tnscribed 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.

Dated this. .......2020

Mutahi Kagwe, EGH

Cabinet Secretary
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Annexures
LIB RARY

l. lnvitation letter for the internal stakeholders'consultative
meeting.

2. Report of the internal stakeholders' consultative meeting held on
28th June 2019.

3. Attendance list of lnternal Stakeholders' consultative meeting
held on 28th June 2019.

4. Public Notice for External Stakeholders' consultative forum
published in My6ov on 13th August 2019.

5. lnvitation Letter for External Stakeholders' consultative forum.
6. Zero Draft Breast Milk Substitute Act circulated for public

participation.
7. Written submission by the Kenya Association of Manufacturers

(KAM).
8. Written submission by the Kenya Healthcare Federation.
9. Written submission by the Kenya Nutritionists and Dieticians

lnstitute.
10. Report of the External Stakeholder consultative forum held on

27t August 2019.
11. Attendance list of External Stakeholder consultative forum held

on 27th August 2019.
12. Report of the consultative meeting with KAM held on l3th

September 2019.
13. Attendance list of the consultative meeting with KAM held on

13th September 2019.
14. Letter Ref No. MOH/ADM/1/1/2 dated l0th June 2O2O from the

Principal Secretary, Ministry of Health to the Solicitor General,
seeking legal guidance on the draft BMS regulation.

15. Attorney General Letter Ref. 119/2/42 dated 20th November
2O2O providing feedback to the Principal Secretary, Ministry of
Health, on the proposed BMS Regulations, 2O2O.

16. World Trade Organization Notification.



ff:H.: the BMS Act (Generar) Regulations, stakeholders' forum in furfilment of the

constitutional requirement to subject all legislation to public participation, and where

KAM representatives requested "r, 
oppo.t i.ity to present their submissions to the

NCIYCF, this meeting was convened'

The chairperson called the meeting to order at 9'10 am followed by prayer and self-

introduction of all members present. In her opening remarks' the chairperson noted that:

-marketingofreplacementfeedsshouldbewithouttakingawaythebenefitsofbreast
feeding from the PoPulation

_ breastfeeding g;ily benefits a child as it contains growth factors, supports

development of stiniulation, introduction of healthy bacteria and on the whole the

develoPment of bonds'
.ItwasappreciatedthatBMSmanufacturersplayaroleinfantnutritionastheremay

be instances where replacement milk may be needed'

-thegoalof"rrp.,"o,,"representedintheroomisone_promotionofsurvivalof
children of this country'

I,RliSRlri'l hI'i0NS

I(AM position:

DatafromKenyaDemographicHealthSurveyonbreastfeedingshowsroomfor
improvement.

KAM recognizes that breast milk is primary and critical to infant health and nutrition and

emphasizes or, "o*fti.nce 
to MoH guidarrc. fot supporting breastfeeding efforts in Kenya'

The Food and Beverage sector in KAM emphasizes self-regulation where the industry

monitors the Internat-ional code of **t .ti"g and breastfieding standards globally' The

industry has greatly complied to various legi-slations that protect' promote and support

breastfeeding such as esiablishment of breast feeding room' provision of flexible periods

for nursing employees and extension of maternity leave, through self-regulation'

Further, it is noted that unsuitable breastfeeding substitutes has 3O7o of the market

share. Examples "o*L 
milk packaged deceitfully and is in shelves in supermarkets

leading to the belief that it is a suiiable breast milk substitute' KAM recommends that a

iotice"of unsuitability be included on the packaging'

There is a huge opportunity for multi-stakeholder partnership with the ministry to

address unsuitable alternatives in market' It is important the partnership is done in a

conducive environment and that is ethically sound'

I(AMMemorandumonthedraftBMsAct(General|Regulations,2ol9z

In opening remarks, KAM notes that the industry is focused on the gap that consists the

womenwhocannotbreastfeed.Further,theindustryrecognisesthestandardsand
Page I of 15



regulations that exist in Kenya. This effort is reinforced by agencies and reporting

"tlrrarrd" 
that are enforced by the ministry'

The presenter underscored the importance of abiding to regionally and globally

harmonized p.o"""""*-Ttre indusi.y "ui[ 
to the regionally and globally harmonized

standards and therefore any proposed "irrrg"" 
e.g. labelling should follow laid down

notilication Procedures'

Page 2 of 15
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Closing remarks

In making fina1 remarks, the representative from KAM promised to re-share the

sample laLel (current, recommended, proposed) by 1$tt' September 2019.

MOH was requested to consider holding additional public participation fora in other

regions. However, members were informed that there are no plans for other public

".rg"g.*".t 
since public participation was held in August 2019 meeting whose

notificauon was published in the local newspaper, as required by law.

There was also a request to invite industry to a validation forum as required by

constitution in demonstrating willingness to be open and to engage.

Finally, KAM appreciated MOH for calling of public participation and reiterated that

the food industry is ready to cooperate and collaborate for the bigger good of the

children of this country.

The chairperson of the committee in closing appreciated everyone for attending the

meeting and for the inputs that came through' She further noted that the

committee is committed tt acting in the best interest of the children of Kenya and

will continue to represent Government well in this space. She hoped that the

process of publishing the BMS (General) Regulations is successfully concluded in

the near future to support enforcement of the law'

The meeting finally adjourned at 1310 hours

Annexes:

1. List of participants (attached)

2. DraftBMS Act (General) Regulations, 2019

3. KAM Memorandum on BMS (General) Regulations
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iVIINISTRY OF HEALTH
OFFICE OF THE PRINCIPAL SECRETARY

No. 14

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

Telephone: +254-2-27 17 07i
E-mai I : pshealthke@ gmail.com
lYhen replylng please quote:

Ref: MOtVADMlllllz Date: 1Oth June 2020

Kennedy Ogelo, CBS

Solicitor Generol
P.O Box 400]2-00.l00
NAIROBI

Deqr Ktwwdg,

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

Kenyo hos mode tremendous improvement in promoting, protecting ond
supporting breostfeeding in the post decodes. This hos been ochieved
through oppropriote proctices such os eorly introduction of breostfeeding
immediotely ofter birth, exclusive breostfeeding for the first six months ond
continued breqstfeeding up to 2 yeors. However, inoppropriote morketing
ond distribution of Breost Milk Substitutes continues to undermine these
goins.

The Breost Milk Substitutes (Regulotions ond Control) Act. No.34 of 20.l2 wos

enocted to provide for oppropriote morketing ond distribution of breost
milk substitutes. The Act olso glves the Cobinet secretory for Heolth powers
in consultotion with the Notionol committee on lnfont ond Young Child
Feeding to moke Regulotions prescribing how implementotion of certoin
sections of the Act should be occomplished.

...dJar'+.fgl



'srbr"quenily, the Ministry of Heorth iointiy with tl're Notionol committee on

lnfont cnci ycung child Feeding, the Kenyo Lo'w Reform commissicn ond

stokeholcjers lros drofted the Breost Milk substitutes (Gerrerol) Regulotions'

The Regurctions hove ueen subjectecl to both internol cnd externol

stokeholder' s voiidotion'

The purpose cf this retter is to request you to review the drqft Breost Milk

Substitt.,te (Generol) Regukrtions (oitocheci) ond cleoronce if in

ccncuri.ence for tobling in the l.lotionol Assembly'

foxrs sL,raere.Lg,

t@r \c
a

Suson Mochoche, CBS

PRINCIPAT SECRETARY

Copy to: Cobinet Secretory for Heoltlr
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