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SC HEDULE
R Ec:1STRATION F EES

INEXERC"!Seof the.powers conferred by section 143 of the Public Health Act. I, Y l iS1JF

HUSSEIN Mw"wA.'. Minister of Health and Population make [he following Rule~-

PART I - PRELIMINARY

Cil:llion " nd
comrreece­
menl

A pplic:llioo

I. These Rules may be cited as the Public Health (Marketing of
lnfant and Young Ch ild Foods) Rules. 2004. and shall come into force nine ty
(90) day s after publication .

2. The Rules shall be applicable in the whole cou ntry and sha ll affec t
all brea~ t . mi lk substitutes and other designated prod ucts whether locally
made or imported and the practices related thereto, incl ud ing their quality,
availab il ity and mtormonon conce rning the ir U~.

3. In these Rules. unless the contexr-otberwise requires­

"adve rt ising" means to make .any representation for the purpose
o f pro moting directl y or indirectly' sell of a des ignated prodU CI and
includes e very fonn of advertising or informat ion dissemination by­

(II ) written publications. television, radio, film. video or
telephone:

(b) display of signs. billboards, notices or goods:

(c} exhibition of pictures or models;

(d) e-mail and internet; or

(t') any other mean s:

" Ad vi«lfY Committee' means a Committee set up under rule 7:

"complime ntary food" mean s any food su itable or presented as
suitable addition to brea.st-milk, infant formula or follow-up form ula :

"container' means any fonn o f packaging of product for sale as a
ret ail unit, including wrappers;

"~~i.;~~:ted p..?ucl" indudes.=

(ll infant formula including spec ial form ulas for premature
babies and those with metabolic diseases;

(b) any other food or milk marketed or otherwise presented as
su itab le for feeding infants for the first six (6) months of life;

(d feed ing bottles , teats, pacifters, cups with spouts and
similar receptacles: and

(d) such othe r prod ucts as the Minister may, from time to time,
decla re 10 be designated products for purposes o f these Rules by
notice in the G41me;

"distributor" means a person engaged in the bus iness, whether
wholesale or retail, of marketing any designated product and includes
any person engaged in the business of providing information, or public
re lations services in relation to any designa ted product ; .
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"follow-up formula" means an animal or vegetable-based milk
prod uct intend ed for infan ts and you ng childre n older than six (6) months
and industrially fonnu lated in accordance with Malawi standards or in
the absence of such standards . in accordance with standards elabo rated
by the Codex Alimentarius Commission;

"health care facility" means a public or private institution. 0 00­

governmental organization or private practitioner engaged directly or
indirectly in the provision of health care or in health care education,
da y-c are centres. nurseries or other in fanl -ca re facilities :

"hea lth professional" inc ludes a medical practitioner, nurse. cl inica l
office r. midwife. d ietician. nutri tion ist and environmen ta l hea lth officer,

. "health wor ker" incl udes a person work ing. or in tra ining 10 work in
a health cure facility, whether professional or non-profe ssional including
voluntary unpaid workers :

" Infant" means a child from birth up 10 the age of twelve (12)
moothS:-:- -

"infant formula" includes an animal or vegetable·based milk
producr; j;jii~iri3.iTYformu lalea In ace~nee-wltl1 Maia;rs landards~
or in the absence of such standards. in accordance with standards
elaborated by the Codex Alimentarius Commission, to satisfy some or all
of the nutritiooal requirements of infants up to the age of six (6) months;

" Inspector" means a person appointed as an inspector unde r role 15;

"label" includes a tag. mark. pictorial or other descriptive matter.
written. printed. stenciled. marked. eneched or otherwise appearing on or
displayed near a container of a designated product;

"m anufacturer" means a person . enga ged in the business of
producing a designated 'product whether directly. or through an agent,
controlled by or under an agreement;

"marketing" means any method of introducing or se lling a
designated product. i~luding promotion. distribution. advert ising.
distributio n of samples. public relations and information services ;

"pacifier" means an artificial teal for babies to suck. also referred to
as a "dummy";

"sample" mea ns a single or smal l quantity of a designated prod uct
provided without cost; .

'"young child" me<1OS a person from me: age of ve ( 12) mon~h!;

up to IlK! ag.e....of three yean. (36~ths)_

4 , These Rules intend to ensure safe and adequate nutrition for infants Objeclive

and young children by-

. (a) promoting. protecting and suppor'!ing exclusive breast-feeding
far six (6) months and breast -feeding with adequate complementation
with locally ava ilable foods up to about two (2) years or beyond; and

(b) regula ling the markc:tingof designated products .
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Fowers and
r~nct;OI'tS of
1'-: M iniS'lrf

P....RT II- ADMINISTRATION

Implemenla- 5.--{ I) Th e Minister shall be responsible for the imple mentation of
(ion these Rules.

(2) The Minister shall. when necessary. call upon other ministries to
ensure the proper implementation o f these Rules.

6. . For the purpose of implementing these Rule s, the Minister sha ll have
the following powers and functions-

(a ) to call for consultations with Government agencies and other
interested parties to ensure implementation and strict compliance with
the prov isions of these Rules;

(b) to ensure lhe enforcement o f these Rules : and

(e) to exercise such other powers and functions as may be necessary
for or incidenta l to the attainment of the purposes and objectives of these
Ru les.

AdvisOry
Comminoe

7.-{1) There shall be an Adv isory Committee which shall be responsi­
ble for the promotion. prot«tion and support of breast-feeding.

(2) The Advisory Committee shall consis t of the following members­

(a ) the Minister of Health or his representative who shall be lhe
ex officio chairman:

(b ) two representa tives from the Ministry of Health and Population
responsible for nutrit ion, food and hygiene;

(e) two persons represen ting non-governmental o rganizations in the
field of child welfare and development, infant nutrition or consumer
protection ;

(d) a representative from Malawi Bureau of Standards:

(e) the Secretary for Commerce and Industry or his des ignated
representative;

(j) the Secreta ry for Ministry of Justice or his des ignated
representative; and

(g) the Secretary for Gender and Community Services or hi"
des ignated representative.

(3) No person shall be appoi nted a member of the Advisory Committee
who has any d irect or indirect finan c:ial interest in any designated product.

(4) The Minister shall appoint the mem bers of the Advisory Committee
with in thirty (30) days after these Rules come into force .

(5) Th e mem bers of the Advisory Commiuee other than the ex officio
mem bers. shall hold office for a term of three (3) years and shall be eligible
for re-appointment for one more term.

8.-(1) The offICe of a member of theAd visory Com mittee. other than
an ex officio member shall be vacated-

(a) upon the expiry of the period of his appo intment;

(b) upon his death;

(e) upon notice in writing to the Minister of his intention to resign his
office;
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(cf) if a member acquires direct or indirect financial interest in any
designated product: or

(l!') if he is absent. without valid reasons. from three (3) co nsec utive
meet ings of the Advisory Committee of which he has had notice.

(2) A vacancy shall be filled in the same manner as the original appoint­
ment for the remaining unexpired term.

9. The Ad visory Committee may invite any person to attend any
deliberations of the Committee but such person shall noc be entitled to vote on
any matter at any meeting of the Ad visory Co mmittee. •

10. The Advisory Co mmittee may estab lish sub-committees to Farry
out any speci al or general functions determ ined by theAdv isory Committee .

I I .-(l ) The Mini ster shall appoint. within his Ministry. a secre ta ry to
the Advisory Com mittee and suc h other officers as he dee ms necessary for the
purposes of the implementation of these Rules.

(2) The Secretary "',11-
(0) con vene meeti ngs ofthe Advisory Co mmittee at thedirection of

the Chairman:

(b) maintain minute.s o f the meetings: and

(e) perfonn such other duties as may be di rected by the Adv isory
Committee..

12 -(1)" The Advisory Co mmittee shall meet as often as it deems
necessary. but not I~ than twice a yea r at such time and place as the
Sec retary shall indicate. .

(2) Five (5) me mbers of the Advisory Comminee shall constitute a
quorum for a meet ing.

(3) At-any meeting the decision for the Advisory Co mmi ttee on any
matter shall be that of the majority of the members present and vot ing at thaI
meeting and in the event of an equality of votes. the Chairman or the person
presiding shall have a cas ting vote in addition to his deliberate vole.

(4) The Advisory Co mmittee may make suc h other administrative rules
as may be required for its proper funct ioning.

(5) An extraordinary meeting of the Advisory Co mmittee­

(a) may be convened by the Chairman at anytime ; and

(b) shall be convened by the Chainnan within seven (7) days after
receipt by him of a request in writing signed by not less tha n three (3)
members of the Advisory Co mmi ttee and speci fying the purpose for
whic h the meeting is to be convened.

13. The Advisory Co mmittee shall have the following powers and
functions- .

(a) 10 review reports of vio lation or othermailers concerning these
Rules;

(b) to issue instructions to inspectors on what actions to be taken, or
take such other actions, as the case may be. against any person found
vio lating the provisions of these Rules;
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(e) 10 examine and approve materials submitted in accordance
with rule 2 1 (4f and recommend appropriate actions to be taken in
the case.of a violat io n of Pan V; and

(d) such other powers and functions. as are conferred on it by the
provisions of these- Rules.

.. PART III R H ilSTRATloN ANI) INSPECTlON

'\ 14.--{ 1} (0) Every manufacturer, importer, wholesaler or retailer of
j dcsi~ products shall apply annually to the Ministry for registratlOrl

a:s-ama~ .lmporter. wholesaler or retailer of designated
products; and

(b) the application for registration shall be accompanied by non­
refundable registra tion fees specifi ed in the Sched ule hereto.

(2) The Minister shall. by notice in tbe . Gazette , specify the date
prohi bit ing the importa tion, manufacturing or sa le of any des ignated product
that is no! registered. .

(3) A person app lying for registra tion as a manu facturer, importer.
wholesaler or reta iler o f a designated product shall furnish such information
anti samples as spec ified in the registrat ion form.

(4 ) Once the regist ration has been approved, a Certi ficate o f Registration
shall be issued by the M inistry.

(5) No Certificate o f Registration shall be granted unless the designated
product is--

(a) in accordance with the Mala~i Standards , or in the absence of
such standards, in accordance with standards elaborated by the Codex
Alimentarius Commission; and

(b) every label o f designa ted product is in accordance with the
requirements o f Part VI of these Rules.

15.-{l}1be Minister shall appoint such persons as he sees fit. who have
the prescribed qualifications. to be inspectors for the purposes of these Rules
within such limits as may be assigned to them respect ively:

Provided that no person who has any direct or indirect financial interest
in an y des ignated product shall not I;>e appoi nted as an inspector.

16. An Inspecto r may-

(a) inspect a ny premises where any designated product is imported,
ruanufaceurcd, sold. stocked, exhibited for sa le. advertised or otherwise
promoted ; .

(b) inspect a ll re levant records and documents related to des ignated
prod ucts; and

(e) e xercise soch othe r relevant powers.

I 7.-{ I) Inspec tors shall inspect. as regularly as poss ible but in any case
not less than four (4) limes a yea r. the premises which are used as a factory.
warehouse. distributio n or selling pointof any breast-mil k subst itute or other
designated prod uct.

(2) After each inspection. the Inspector shall submit a report includ ing
any kind of violation of these Rules and recomme ndations 10 the Minister and
seek instructions as to the action to be taken in respe ct of such vio lation.
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Sale. etc.• of
dc:~;gna'cd

prodoc'•

PART IV- PRo lI lRm oNS

18. No person sha ll distribute for sale, sell , stock or exhibit for sale any
designated product that-

(0) is not in compliance with these Rules :

(b) has reached its expiration date; or

(c) is not in its original con tainer.

19.-{1) No manufacturer or distributor shall promote any designated PmmoIion
product. prohibited

(2) Prohihited promotional practices include­

(a) advertising;

(b) sales de vices including but not limited to rebates. speci al sales,
discou nt ccopo-rs. prizes and gifts ;

(c) the g-ving of one or more samptes o r a des ignated prod uct to any
person;

;t~ (d) distribution of any information or educational materia l regard ­
ing infant or young child feeding, except in accordance with these Rules:
and

(t") direct or indirect contact between marketing personnel and
members of the public in furtherance of or for the purposes of their
business.

(3) For the purposes of this rule , "promote" means to employ any method
of d irectly or ind irectly encouraging a person 10 purchase or use a designated
product.

20.-{1) (a ) No manu facturer or distributor shall donate or sell at lower
than eighty (SO) per cent of retail price any quantity of a designated
product 10 a health care faci lity:

Provided that such donations or low-price sales may be offered to
orphanages or institu tions devoted exclusively to caring for abandoned
children; and

(b) when such donat ions or low-priced sales are made, they shall be
in a quantity sufficient to feed the infants concerned for a period of at
l e.~t six (6) mon,ths. ..- _ .,-

(2) No manufacturer or distributor shall donate to or d istribute within a
health care facility materials, other than those specified in subrule ( I) of this
rule. .

(3Ho) No manufacturer or distributor of any designated prodccr shall
offer any gifts to a health worker. including but not limited to pens,
calendars,~ters , note pads, growth charts or toys; ~-- - - -- .. _-

(b) a manu facturer or distributor of any designated product may

t
~ make contribution to a health worker for the purpose of funding the

health worker's attendance at meetings , seminars, confere nces ,
continuing education courses, or giv ing fellowships. study grants or for

[ simi lar purposes:

ProllibitiQOof
donati ons
gi fls. ""c.
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dI- Provided that the ma nufacturer or distributor informs the Advisory
.f" Committee and the insti tution 10 which the health worker is affilia ted of

the con tribution: and

(€') ma nufactu rers or distributor'S shall nor make direct con tributions
[ 0 individual healt h workers for such purposes.

(4Ha) No manufacturer or distributor shall fund research by a health
work er. including clin ical research on a designated product, unless such
research conforms to a protocol that bas been approved by the Advisory
Committee :

(b) the d isclos ure sho uld include the source of funding and the name
of the recip ient o f the research grant; and

(e) any publication resulting from such research must include a
statement disclosing the source of fundi ng .

..---- (5) No manufacturer or distributor shall provide payments to any
personnel e mployed within a health care faci lity.

PART V - INFORMATION ....ND EDucATION

..

I

Inrorrnlllion
and educat ion
eboet infant
feedi ng

2 1.--{ I) Information or educational materials. whether written. audio or
visual, on the topic of infant and young child feed ing shall-

(0 ) clearly and conspicuously explain each of the following
poin ts-c.

(i) the importance, benefits and superiority of breast-feed ing:

(ii) how to prepare: for and maintain breast -feeding incl uding
maternal nutrition;

(iii) how and why early introduction of complementary foods
interferes ~ith breast-feeding:

(iv) how and why bottle-feeding interferes with breast-feeding ;

(v) why it is difficu lt to return to breast-feeding after a period
of bonle-feeding even if limited to a few feeds ; and

(vi) the adverse effects of the use of pacifiers on breast -feed -
ing ;

(b) contain on ly factual and current information and shall not use
any pictures or text that discourage breast-feed ing;

(c ) be written in English and Olichew:a; and

(d) IlOI make reference to thebrand name of any designated product
nor con tain the name or logo of any manufacturer or distributor of the
designated product. except by way of des ignating a copyright:

Provided tha t this paragraph shal l DO( be applicable to information
about designated products intended for health professiona ls.

(2) If the material referred to in subrule ( 1) includes the topic of feed ing
infants with infant formula or any other food or drink by feeding bottle. it
must also include the fo llowing points-

(0 ) instructions for the proper prqmation and use of the product
including cleaning and sterilization of feed ing utensils;

,I
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(b) the approximate financial cost of feed ing an infa;'t" with trre .
prod uct for a period of six (6) months ; .

(e) the hea lth hazards of boule-feeding: .
(d) the health hazards of improper preparation of the prod uct; and

(e) how to feed infants with a cup.

(3) If the material referred to in subrule ( I) includes the topic of feeding
infants with complementary foods it must also ex pla in the following pOlnl.<; -

, .
(a) the health hazards of introducing complementary foods befo re

six (6) months or late ; and

(b) that complementary foods can easi ly be pr-epared at home using
local ingredients.

(4) Any perscn who produces or distributes any material referred to in
this Part shall sul mil copies 10 the Advisory Committee.

PA-IITVI-u.sEl.S ON DEsIGNATED PRODUCTS

22. The label of every designated product shall-

(a) not contai n ~ny text that may lend to discourage breast-feed ing;

(b) contain the follow ing notice. on the front, in bold and conspicu ­
ous characters, not less than 50 per cent the size of the largest words on
the label and not more than 2 mm in height: "BREAST-MILK IS TIlE
BEST FOOD FOR YOUR BABY"';

{el contain instructions for -appropriate preparation in words and in
easily understood graphics:

(d) indicate the age for which the product is recomme nded;

(e) explain clearly the health hazards of introducin g the product
prior to the recommended age;

if) be written in Chichewa and English:

(g ) indica te the ingred ients . speci fying the ongm of any .milk
product, the compos ition and analysis of the" product, the requ ired
storage conditions. the batch number. the date of manufacture. and
date before which the product is to be cons umed. taking into acco unt
climatic and storage c?nd itions;

(hl contain the name and address of the manufactu rer and the
distributor; and "

(I) be in distinct characters and contrasting colour to the back
ground,

{2l TIle label of every container of infant formula, in addition to the
requirements specified in subm it: (I ) of this rule shall-

(D) not use the terms "humanized' or such similar terms nor contain
any comparison with breast-milk;

(b) contain the following notice in bold characters no less than 1.5
mm in height:

L-bels of
desi811£1C!d
prodUClS
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"FOLLO W TH E PREPARATION INSTRUCTI ONS
CAREFULLY OR YOUR BABY MAY BECOME ILL OR
MALNOURISHED";

-"

•

(e) not show any photographs of an infant or c hild. drawings or
other graphics representation other than for illustrating method of prcpe­

') ration and, in no case. shall depi~and ./ ~ ~*- ..J.P" (d) in the~r~ula. indic~te the number o~ containers
I Y JV . r- / required 10 feed the infant dunng the first SIX (6) months of hfe.

\ Lv "",/ (3) The label o f every container of the following products in powder or
'--- :' liquid form shall contain the following notices in characters no less than 2 mm

in heigh t-

(al skimmed or conden.o;ed milk:

. '11-115 PRODUCT SHOULD NOT BE USED TO FEED
AN tNFAl'IT OR A YOUNG CHILD"~

. (b ) standardized milk:

"THIS PRQDUcr SHOULD NOT BE USED AS THE
SOLE SOURCE OF NUTRmON FOR AN INFANT OR ANY
YOUNG CHILD";

(e) whole cow's milk:

''THIS PRODUcr SHOULD NOT BE USED AS THE
SOLE SOURCE OF NUTRmON FOR AN INFANT OR A
YOUNG CHILD, UNLESS ADVISED BY A MEDICAL
PRACl1TIONER OR A NUTRm ONiSr .

(4) The label of contai ners of every boule and teat shall. in addition to
the requiremen ts specified in subrule ( I) in paragraphs (a). (d), ('), (j), (h) and
(11 of this rule contain-

(a) "YOUR BABY MAY BECOME ILL BY USING A
FEEDING BOTTLE., FEEDING wrrn A CUP IS MUCH SAFER.
FOLLOW rna PREPARATION INSlRVcnONS CARtFuLlY";
and -

(b) instructions for propercleaning and steri lization in words and in
easily understood graph ics.

(5) The label of eve ry pacifier shall co ntain the following notice in
characters no less than 2 mm in height-

"WARNING: USE OF A PACIAER CAN IN"ffiRFERE WITH
BREAST-FEEDING".

Promotion of 23.--{I ) Heads of health facilities, national and local health authorities
brasI -feeding shall take measures-

(a) to promote, protect and support breast-feed ing ;

(b) to promote lhese Rules : and

(c).'~ ~ve informa~oo and advice to healthworkers regarding their
responsibilities and pamcularly ensure that health workers are familiar
with all of the information specified in Pan V.
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(2) Heal th workers shall promote. protect and suppo rt breast-feed ing and
kno w the provi sions of tbese Rules . particularly the information spec ified in
Pan V.

(3 ) Health work ers shall work to el imina te practices that directly or
indirectly retard the initiat ion and continuatio n of breas t-feeding. such as
prelactea l feeds.

24. Health work ers shall not­

(a) accept any gift or benefit. financial or otherwise o f whatever
value from a manufacturer or distributor;

(b) accept nor give samples of designated products from or to :.1ny
person. except in accordance with the provision of these Rules; and

(c) pron .ote, in any way. any designated product.

25. A hcallh work er shall submit a written report to the head of a heal th WriUen~
facility. regarding any offer they rece ive of a sample or gift or other benefit
from a manufacturer or distributor or any contravention of the provisions o f
these Rules and the head of the fac ility shall in tum report the matter to the
Advisory Committee .

Su5pe'Jl.QonOf

ClllII%lIation
of Crrti rK2l<:

0'
Ref;istr:tlion(2) Where a person contra venes any of the provisions of these Rules the

Ministe r may, upon written recommendation of the Advisory Committee and
after giving the person an opportunity to be heard. suspend or cancel any
Certifi ca te of Registration issued to that person pursuant to these Rules .

28. Any person aggri eved by the decision of the Minister may appl y
to the High Cou n for j udicial review within th irty-five (35 ) days after the
decision is made.

PART V I II- PENALTIfS . PROCEDURfS

26.--{ I) Any person who contravenes the provisions of these Ru les Penallics

comm-a an offence and shall upon conviction be liable to a fine of K2.0lXl
and to impri sonment for six. (6) mon ths .

(2) Any person convicted of an offence under se brule ( I) and who is
again convicted of an offence under tha t subru le shall be liable to a fine of not
less than K2.000 and 10 impri sonment for sill: (6) months.

27.-{ I) The Minister shall have the powe r to make cease and desist
orders upon receiving a report from an Inspector or the Advisory Committee
of a.v iolaricn of the provi sions of these Rules.

29. Where the person, guilty of an offence under these Ru les is a
corporation. company. partnership. firm, etc .• or other association. every
director. office r, partner and employee of the corporation, co mpany. partner­
ship, finn or othe r association. shall also be liable for that offence unless he
pro ves that the offence w as committed without his knowledge or ccosenr.

30. The Minister may refer a . matter 10 the Director of Pub lic
Prosecutions for prosecution where the contravention of these Rules consti­
rules a criminal offence ,

Strict liability
for offICerS
diredon. de.
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Put>lic 31.- ( 1) Any person has the right to lodge a formal complaint to the
enforcement Adviso ry Comminee which may recommend that proceedings be-instituted

against any person relating to a violation of any provision that constitutes an
offence under these Rules.

(2) Any person has the right 10 commence an action for damages in a
court of I;lW against any manufacturer or distributor or other person for any
harm suffered as a result of violation of any provision that constitutes an
offence under these Rules.

, .:;
SCHEDULE

R EGISTRATION F EES

Category

I. ManufaclUrers. importers or wholesalers

2. Retailers.

Made this 4th day of July, 2003.

(REF. NO. MED. 1/27)

Amount To be
paid annually

K t

5.000 ()()

1.000 ()()

Y. H. MWAWA

Minister ofHealth and Population

.-


