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ABSTRACT

Introduction Commercial milk formula manufacturers
often emphasise their role in supporting infant and young
child nutrition and breastfeeding, but their commercial
goals to increase volume and profit margin of formula
sales conflict with these declarations. Healthcare
professional associations have an important role in
healthcare worker education, shaping clinical practice.
When healthcare professional associations enter into
financial relationships with formula manufacturers,
conflicts of interest arise, which may undermine education
and practice that promotes optimal infant and young child
feeding. The World Health Assembly calls on all parties

to avoid such conflicts of interest, but it is uncertain how
often this recommendation is followed. This protocol
documents a systematic method to identify funding from
the commercial milk formula industry among international,
regional and national associations of healthcare
professionals.

Methods and analysis Using systematic search
strategies in the Gale Directory Library and Google, we will
identify international healthcare professional associations
relevant to maternal and child health. Data regarding
funding relationships with the commercial milk formula
industry over the past 24 months will be extracted from
the official websites or, in their absence, social media
accounts by two independent analysts. The analysis will
focus on the presence of conflict of interest or sponsorship
policies and type of funding, such as sponsorship or
payment for services.

Ethics and dissemination This study does not require
ethical approval and will use data available in the public
domain. The results will be disseminated through peer-
reviewed journal articles, at conferences and among the
healthcare professional associations.

INTRODUCTION

Breastfeeding is the best method of nour-
ishing children, supporting the health of
both the feeding mother and the child.
Commercial milk formulas (CMFs, see
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STRENGTHS AND LIMITATIONS OF THIS STUDY

= This study covers a large number of healthcare pro-
fessional associations (HCPAs) from various special-
ties relevant to child and maternal health to analyse
their financial relationship with the commercial milk
formula industry.

= Our methodology builds on a previously applied ap-
proach and is supported by a comprehensive sys-
tematic search strategy with predefined keywords.

= This study relies on cross-sectional, publicly acces-
sible data shared by HCPAs, potentially underesti-
mating the extent of financial relationships between
commercial milk formula industry and HCPAs, also
due to the challenges of identifying front organisa-
tions, especially in jurisdictions where such disclo-
sures are not required or officially recommended.

= Our study is limited by its focus on sponsors explic-
itly identified as commercial milk formula compa-
nies, possibly underestimating the broader impact
of cross-ownership and interconnections within the
food and pharmaceutical sectors.

= The methodology might miss HCPAs without rele-
vant online presence and some information might
potentially be misinterpreted by the reliance on
automated translation for non-English language

websites.

Glossary in online supplemental material
for comprehensive definitions of terms) are
promoted by the industry as a suitable alter-
native for reasons that go beyond medical
considerations. The CMF industry (see Glos-
sary) employs marketing strategies that might
incline families to introduce CMF into their
infants’ and young children’s diet, often by
using health claims with little or no scien-
tific substantiation.'™ Over 40 years ago, the
marketing practices of the CMF industry were
recognised and broadly criticised for posing

BM)

Henke-Ciazynska K, et al. BMJ Open 2024;14:¢083216. doi:10.1136/bmjopen-2023-083216 1

‘saifojouyoal Jejiwis pue ‘Buiuresy |v ‘Buluiw elep pue 1Xa1 01 pale|al sasn 1o} Buipnjoul ‘1ybliAdod Aq paloalold
"1s8n6 Aq Gz0z ‘vT Jequwsidas uo jwodfwg uadolway/:diy wolj pspeojumod 202 AN 22 U0 9T2Z€80-£202-uadolwg/9eTT 0T Se paystignd 1si1y :uado (NG


http://bmjopen.bmj.com/
http://orcid.org/0009-0007-4262-0565
http://orcid.org/0000-0003-1276-772X
http://orcid.org/0000-0001-9652-6856
http://orcid.org/0000-0001-8413-0440
http://orcid.org/0000-0002-7640-8614
http://orcid.org/0000-0003-1893-6651
http://orcid.org/0000-0002-4913-7580
http://orcid.org/0000-0001-9863-2871
https://doi.org/10.1136/bmjopen-2023-083216
https://doi.org/10.1136/bmjopen-2023-083216
http://crossmark.crossref.org/dialog/?doi=10.1136/bmjopen-2023-083216&domain=pdf&date_stamp=2024-05-20
https://dx.doi.org/10.1136/bmjopen-2023-083216
http://bmjopen.bmj.com/

threats to breastfeeding and infant health, prompting
the introduction of the World Health Assembly (WHA)
International Code of Marketing of Breast-milk Substitutes (‘the
Code’) and subsequent resolutions.” Despite this, the
annual marketing expenses of this sector are on the rise,
and a substantial amount of these funds is designated for
sponsoring healthcare professional associations (HCPAs,
see Glossary).'®

To understand why the CMF industry may be interested
in funding HCPAs, we must acknowledge the role these
associations play in healthcare systems and professional
education. HCPAs are involved in developing guidelines
that shape clinical practice, curriculums and training
programmes for healthcare professionals and funding
research projects. Moreover, HCPAs have access to exten-
sive networks of healthcare workers and are recognised
as trusted sources of information within medical commu-
nities. Already in 1989, the World Health Organization
(WHO) and United Nations Children’s Fund (UNICEF)
emphasised that ‘health worker’s professional associa-
tions should be actively involved in promoting appro-
priate teaching curricula for health workers and in
developing socially responsible policies for encouraging
and supporting breastfeeding in maternity and other
health services’ (page 12).°

Partnerships with HCPAs could enable the CMF
industry to influence research and development in the
field of infant and young children nutrition. As a result,
HCPAs are at risk of becoming channels for dissemi-
nating CMF-favourable content among their members,
who, due to societal trust and regular interactions with
caregivers, relay this content to families both before and
after childbirth. This relationship with HCPAs offers
avenues for infant formula manufacturers to share their
message more broadly and authoritatively,' strengthening
their market position. At the same time, this might lead
to conflicts of interest (COI) as well as undermining the
independence and objectivity of HCPAs. This, in turn,
could have long-term implications for breastfeeding prac-
tices and the welfare of families.’

COl in this context refers to a situation where financial
or other material incentives might undermine, compro-
mise or work against optimal health recommendations”
(see Glossary for an extended definition of COI). This
often happens without an individual being aware of such
bias.” HCPAs and their members have a primary commit-
ment to enhance maternal and child health, and there is a
strong scientific consensus underscoring the health risks
associated with using CMF in place of breastfeeding."’
Therefore, as the industry aims for growth and profit, it
becomes vital to discern and navigate these financial COI
transparently, ensuring the health and well-being of chil-
dren and caregivers always remain the priority."'

To effectively avoid or manage COI and ensure the
independence of expert judgement and knowledge
generation, HCPAs should establish and adhere to strin-
gent policies on the acceptance and utilisation of finan-
cial support from commercial entities, outlining clear

thresholds, acceptable forms of funding and rules for
managing COI. This is particularly relevant in the domain
of infant feeding where COIs are common.' '

Recognising the need to mitigate the impact of commer-
cial influences on breastfeeding practice, the 69th WHA
adopted the Ending the Inappropriate Promotion of Foods for
Infants and Young Children resolution.'” This was further
reinforced in 2017 when the WHO published the Guid-
ance on Ending the Inappropriate Promotion of Foods for Infants
and Young Children: Implementation Manual."* This docu-
ment states that companies marketing foods for infants
and young children should not create COIs in healthcare
facilities or throughout healthcare systems. It underscores
the responsibility of healthcare workers, health systems,
professional associations and non-governmental organi-
sations to avoid such conflicts. These guidelines precisely
define inappropriate practices and highlight that dona-
tions of any form, distribution of equipment or services
from companies, either to healthcare systems or directly
to healthcare workers or professional associations, consti-
tute a COI and should not be allowed. Furthermore,
these guidelines prohibit the financial support for scien-
tific meetings and meetings of HCPAs by the infant and
young child food industry.

Despite official declarations of adopting the Code in
most jurisdictions, CMF marketing strategies are still
directed towards HCPAs,' > '! as recently documented for
paediatric associations.”” The aim of this protocol is to
outline a broader approach, expanding the scope beyond
paediatric associations to include all HCPAs relevant to
maternal and child health. We detail a systematic method
to identify the financial ties between the CMF industry
and HCPAs based on publicly available information.

It is important to note that throughout this protocol,
we use the terms ‘women’ and ‘breastfeeding’ for brevity,
and because most people who breastfeed identify as
women; we recognise, however, that not all people who
breastfeed or chestfeed identify as women."!

METHODS AND ANALYSIS

This protocol for a cross-sectional analysis documents an
exploratory descriptive method to identify funding rela-
tionships between the CMF industry and international,
regional and national HCPAs. The primary method will
be to retrieve publicly available information regarding
CMF industry financial support from official websites of
the HCPAs.

Adopting a previously developed method,"” we will
identify: (1) COI policies or any other information on
rules regarding receiving funding or donations available
from the HCPAs and (2) evidence of any financial spon-
sorship or payment for services (see Glossary) received
by the HCPAs from CMF industry, that is, CMF manufac-
turers or subsidiary organisations.

We define an HCPA as an organisation representing
voluntary members from either regulated or self-regulated
specific healthcare professions, relevant to infants and
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young children feeding, nutrition, breastfeeding and
lactation. These members, including physicians, nurses,
midwives, dietitians/nutritionists and lactation support
specialists/consultants, often possess specific licences/
certificates or diplomas from accredited studies or
training in their home countries to ensure the protection
of public health and patient safety.

Our selection of target professions is based on their
crucial roles in promoting and supporting breastfeeding,
as emphasised by various authoritative sources. The
updated 2018 WHO and UNICEF guidelines Protecting,
promoting and supporting breastfeeding in facilities providing
maternity and newborn services: implementing the revised Baby-
Jriendly Hospital Initiative (the ‘Baby-friendly Hospital
Initiative’) highlighted that ‘The key clinical practices
and global standards of the revised Ten Steps should be
written into the standards of care for professional bodies.
At a minimum, standards for nursing, midwifery, family
medicine, obstetrics, paediatrics, neonatology, dietetics
and anaesthesiology should be laid out as basics of care
for all newborns.” (page 27).'"° The Academy of Breast-
feeding Medicine and the American Academy of Pedi-
atrics, emphasise the pivotal roles of paediatricians,
obstetricians/gynaecologists and family physicians in
supporting breastfeeding.'” '® The Global Breastfeeding
Collective further highlights that midwives and nurses are
ideally positioned to advocate for breastfeeding in various
settings, given their diverse roles as neonatal nurses,
community, and public health nurses/health visitors."
Each listed profession, from nursing to anaesthesiology,
interacts with caregivers and newborns in varying capac-
ities and at different stages, making them crucial touch-
points for breastfeeding support. Lactation consultants
play a special role in this context, providing specialised
expertise in breastfeeding support.”

CMF is breast milk substitute, defined as any food
intended as a partial or total replacement for breast milk,
for use in the first 3 years of life." This definition includes
exempt infant formulas or formulas for special medical
purposes as well as supplements or fortifiers added to
milk formulas, but excludes nutritional interventions
such as vitamin or mineral supplements which are not
given within a CMF?' (see Glossary for an extended defi-
nition of CMF).

The CMF industry refers to the sector involved in
the production/distribution/sales/marketing of these
formulas (see Glossary for an extended definition of CMF
industry).

A previous analysis concerning CMF companies’
funding of professional paediatric associations was based
on a list of national paediatric associations provided by
the International Paediatric Association’s website."> We
will replicate and update these earlier findings, as well as
include HCPAs representing paediatric specialities within
allergy and immunology, dermatology, diabetology, endo-
crinology, gastroenterology, hepatology and nutrition.
These additional fields of medicine were identified based
on approved European, British and American specialty

curricula. We recognise the variability in medical training
and specialisation across different countries and use the
term ‘paediatric specialty’ for simplicity. Fields such as
paediatric allergy/immunology and dermatology may
function either as independent specialties or subspecial-
ties within paediatrics. For instance, in the USA, paedi-
atric allergology and immunology stand as separate
disciplines. Moreover, in certain cases, paediatrics may
be a focal area within a broader medical specialty rather
than a formalised educational pathway.

Additionally, we will include healthcare professionals
listed by the Baby-friendly Hospital Initiative as well as:
anaesthetists, family medicine physicians, obstetricians,
gynaecologists, neonatologists, nurses, midwives, dieti-
tians, nutritionists and lactation consultants. In the case
of nurses, we will include both generalists and those with
specialised roles, similar to the physician specialties listed
above. Moreover, we will include nurses specialising in
community and public health, as well as those in health
visitor roles.

We will focus on identifying sponsors who identify them-
selves as CMF companies on their websites or in promo-
tional content, regardless of their sector(s) of origin
(dairy/food manufacturing, pharmaceuticals, consumer
goods) or those featured on the List of major companies and
their main brand names on the Baby Milk Action website.
This strategy considers the likely difficulty in identifying
all companies offering products other than CMF which,
nevertheless, may be involved in the CMF sector, for
instance, through their stakes in other companies manu-
facturing CMF.

The study will commence after protocol publication.
The process of identifying relevant HCPAs will take
approximately 1 month from the date of the Gale Direc-
tory Library search, with data extraction and analysis
expected to be completed in 2024. The exact publication
schedule will be determined by the journal editors and
reviewers.

Search strategy and screening

Because international HCPAs often function as umbrella
organisations, encompassing regional or national asso-
ciations, the first stage of our strategy will be to identify
these international HCPAs (figure 1). For this purpose,
we will use the Gale Directory Library, a comprehensive
collection of directories and listings of organisations. To
ensure the reproducibility and transparency of our proce-
dure, we will use predefined search criteria and keywords
(table 1). To make the list of international HCPAs more
exhaustive, we will search Google using the same keywords,
and screen the first 20 pages returned for each profes-
sion. The browsing cache will be cleared before each
search session to ensure that previous searches would not
influence the results. We will select international HCPAs
with the broadest scope, bringing together other inter-
national, regional or national associations, from at least
two geographical regions according to the UN statistics
division: Africa, Americas, Asia, Europe, Oceania. At this
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II Stage

e

Additional selection for
HCPAs comprising physicians
and nurses from fields such as

List of List of allergy/immunology,
regional national dermatology, diabetology,
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and nutrition (focus on
paediatric-specific entities)
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Search on rHCPAS'
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A 4 HCPAs comprising physicians
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List of allergy/immunology,
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gastroenterology, hepatology,
and nutrition (focus on

Figure 1

paediatric-specific entities)

Flow diagram showing the three-stage systematic strategy for identifying and selecting healthcare professional

associations (HCPAs): from international to regional and national HCPAs with an additional focus on paediatric-specific

specialties.

stage, to capture all relevant associations, we will not limit
our search strategy solely to those labelled as paediatric.
This is because of the variability in medical specialisation
systems and regulations across different countries. This
approach ensures that we comprehensively account for
the diverse global landscape of HCPAs related to our
study, before narrowing our focus to associations specific
to paediatrics. Two independent analysts will screen the
retrieved records, selecting associations based on the
inclusion and exclusion criteria detailed in table 2.

In the second stage, we will review the official websites
of these international HCPAs and collect lists of member
associations with a regional (in accordance with the UN
division) or national scope. At this stage, for associations
comprising physicians and nurses from fields such as

allergy/immunology, dermatology, diabetology, endocri-
nology, gastroenterology, hepatology and nutrition, we
will introduce an additional criterion to refine the selec-
tion to associations pertaining to paediatric populations.
We will differentiate based on whether an international
association assembles national or regional associations. If
an international organisation consists of national associ-
ations, only those with a focus on paediatric populations
will be selected for further analysis. However, if the inter-
national association gathers regional associations, we will
include all such associations in the third stage of selec-
tion, regardless of their specific focus in order not to miss
any relevant HCPAs.

In the third stage, the same process will be repeated for
regional HCPAs to identify any publicly available lists of

4 Henke-Ciazyniska K, et al. BMJ Open 2024;14:¢083216. doi:10.1136/bmjopen-2023-083216

‘saifojouyoal Jejiwis pue ‘Buiuresy |v ‘Buluiw elep pue 1Xa1 01 pale|al sasn 1o} Buipnjoul ‘1ybliAdod Aq paloalold
"1s8n6 Aq Gz0z ‘vT Jequwsidas uo jwodfwg uadolway/:diy wolj pspeojumod 202 AN 22 U0 9T2Z€80-£202-uadolwg/9eTT 0T Se paystignd 1si1y :uado (NG


http://bmjopen.bmj.com/

Table 1

Select one or more directories
Applied filters
Search terms

Search strategy with the keywords used for the Gale Directory Library and the Google search engine

All
Limited by: latest-editions

Basic search: (global OR international OR multinational OR world) AND Entity name:
(academy OR alliance* OR association* OR board* OR committee* OR confederation® OR
conseil OR consortium OR council OR federation* OR forum* OR group* OR network* OR
organi?ation* OR professional bod* OR societ* OR union*) NOT Entity name: (charit* OR
bulletin OR foundation OR journal) AND Entity name: (allerg* OR anesthes* OR anaesthes*
OR breastlfeed* OR community OR dermatolog* OR diabet* OR diet* OR endocrinolog*
OR family OR gastroenterolog* OR gynlecolog* OR health OR immunolog* OR infant OR
lactation consultant* OR midw* OR neonat* OR nutrition* OR nurs* OR obstetric* OR
paediatric* OR pediatric* OR perinat* OR physician* OR primary care OR visitor) NOT
Entity name: (addict* OR cardio* OR chem* OR cosmetic* OR dent* OR emergency OR
geriatric* OR intensive OR nephrolog* OR nuclear OR ophthalmolog* OR orthopledic* OR
otolaryngolog* OR palliative OR patholog* OR radiolog* OR rehabilit* OR rheumatolog* OR
stomatolog* OR surg* OR toxicolog* OR transplant* OR tropical OR urolog* OR venerolog®)

Notes: Basic search—finds results that have these terms in the name, text or key directory fields; Entity name—finds results that have these

terms in the entity name.

their national member associations. In the case of associ-
ations assembling physicians and nurses from the specific
fields mentioned above, we will conduct a selection of
their national members to identify those associations
whose activities focus on paediatric populations.

Additionally, at each stage, we will consider rele-
vant cooperating or affiliated associations if they are
mentioned on the websites of the identified HCPAs but
not explicitly defined as their members.

Should associations not have publicly available member
lists, they will still be appraised for funding by the CMF
industry. In summary, we will analyse international,
regional and national associations and collect data from
all of them treating them as separate entities.

Data extraction

From the identified HCPAs websites and social media
accounts, we will record information on the character-
istics of the associations (including names, countries of
origin, geographic areas, website addresses and links
to their social media accounts), any official documents
related to COI, sponsorship or funding policies/rules
(eg, codes of ethics, association statutes, guidelines), the
type and, if available, the amount of funding from the
CMF industry (table 3). Data will be collected in a data-
base and timestamped.

We will look for any logos or mentions of CMF manufac-
turers in areas such as acknowledgement sections, partners,
lists of financial sponsors or commercial partners, advertise-
ments and lists of conference sponsors or exhibitors. The
data extraction search will encompass the main and related
pages of the websites, and other available materials such as
financial statements/declarations from the organisation
about funding sources in general (eg, year-end accounts)
or for specific events (eg, annual congresses, workshops,
study days, training programmes for professionals or the
public, research programmes), presentations, event photos,
brochures, educational documents, newsletters and journals.

We will not review content that necessitates membership
or a paid subscription, such as subscription journals. The
evidence of funding will be collected based on its purpose,
following an established methodology,15
either ‘sponsorship’ or ‘payment for services’ (table 3).
Funding will be considered ‘sponsorship’ if there appears
to be no specific services provided to the donor other than
acknowledgement. Funding will be considered ‘payment
for services’ if the HCPA provides direct benefits to the
company, such as through advertisements in a publication
or exhibition space at a conference.'” Evidence of funding
will be searched until the first hit in a given category listed
in table 3.

Our strategy for documenting evidence of CMF industry
sponsoring is based on a hierarchical approach to informa-
tion sources. We will begin by checking the official website of
the identified HCPA. If we find relevant evidence there, we
will not proceed to other social media platforms, as previous
research has shown that searching Facebook accounts, when
official websites are available, does not yield any additional
information regarding sponson'ng.15 However, if the offi-
cial website does not provide the necessary information, we
will continue our search on Facebook. Should we still not
find the required data on Facebook, we will then move on
to X (formerly Twitter) and as a last resort, Instagram. The
sequence of these sources may be adapted to the availability
of accounts on various social media platforms held by a
given association or their accessibility in specific countries or
regions. We will consider regional equivalents of these plat-
forms, if necessary, for example, using an equivalent of Face-
book (WeChat in China or VKontakte in Russia) or X (Sina
Weibo in China).

Websites in languages other than English will be trans-
lated using Google Translate. When collecting time-
stamped data from websites and social media accounts, we
will include information reaching back up to 24 months
from the date of the search.

and classified as
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Table 2

Inclusion and exclusion criteria for healthcare professional associations

Stage

Inclusion criteria

Exclusion criteria

| Selection of international HCPAs
from Gale Directory Library and
Google search results

Il Selection of regional associations »

from international HCPAs’ member
lists

Selection of national associations

from international HCPAsS’ member
lists

» Association of professional members:

anaesthesiologists, family medicine
doctors, neonatologists, obstetricians/
gynaecologists, paediatricians, allergists/
immunologists, dermatologists,
diabetologists, endocrinologists,
gastroenterologists, hepatologists (with or
without paediatric specialisation), nurses
(with or without specialisations similar to
those of physicians and, in addition, with
community and public health/health visitor
specialisations), midwives, dietitians,
nutritionists, lactation consultants.

International HCPA: association of members

from at least two geographical regions
according to the UN division (Africa,
Americas, Asia, Europe, Oceania).

Association of professional members:
anaesthesiologists, family medicine
doctors, neonatologists, obstetricians/
gynaecologists, paediatricians, allergists/
immunologists, dermatologists,
diabetologists, endocrinologists,
gastroenterologists, hepatologists (with or
without paediatric specialisation), nurses
(with or without specialisations similar to
those of physicians and, in addition, with
community and public health/health visitor
specialisations), midwives, dietitians,
nutritionists, lactation consultants.
Regional HCPA: association of members
from one geographical region according
to the UN division (Africa, Americas, Asia,
Europe, Oceania).

Association of professional members:
anaesthesiologists, family medicine
doctors, neonatologists, obstetricians/
gynaecologists, paediatricians, physicians
with paediatric specialities within allergy/
immunology, dermatology, diabetology,

endocrinology, gastroenterology, hepatology

and nutrition, nurses (with or without

specialisations similar to those of physicians

and, in addition, with community and
public health/health visitor specialisations),
midwives, dietitians, nutritionists, lactation
consultants.

National HCPA: association of members
from one country.

| 2

>

| 2

>

>

Regulatory bodies (eg,
licensing/disciplinary
colleges) and trade unions.
Interprofessional
associations.

No information about the

type of members associated.

No website and no social
media accounts.

Regulatory bodies (eg,
licensing/disciplinary
colleges) and trade unions.
Interprofessional
associations.

No website and no social
media accounts.

Regulatory bodies (eg,
licensing/disciplinary
colleges) and trade unions.
Interprofessional
associations.

No website and no social
media accounts.

Continued
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Table 2 Continued

Stage

Inclusion criteria

Exclusion criteria

i Selection of national associations » Association of professional members:
anaesthesiologists, family medicine

doctors, neonatologists, obstetricians/
gynaecologists, paediatricians, physicians
with paediatric specialities within allergy/
immunology, dermatology, diabetology,
endocrinology, gastroenterology, hepatology

from regional HCPAs’ member lists

» Regulatory bodies (eg,
licensing/disciplinary
colleges) and trade unions.

» Interprofessional
associations.

» No website and no social
media accounts.

and nutrition, nurses (with or without
specialisations similar to those of physicians
and, in addition, with community and

public health/health visitor specialisations),
midwives, dietitians, nutritionists, lactation

consultants.

» National HCPA: association of members
from one country.

Note: Included and excluded associations will be documented in Table and published alongside respective analyses.

Key web results will be recorded with the Wayback Machine
(https:/ /web.archive.org/save), which allows to store a time-
stamped version of a website for future reference, as well as
to access previous versions of the same page stored by other
users in the past. All available materials, statements, regula-
tory and legal documents related to funding on the websites
will be saved as timestamped PDF files.

We will implement a formal concordance process as
part of our methodology to ensure the reliability and
validity of our data collection, as recommended by
Cochrane Handbook in Chapter 5. This process will
involve:

1. Pilot phase: two independent researchers involved
in the pilot phase will identify data according to a
predefined data extraction sheet from 10 randomly
selected websites of identified associations. This will
allow us to refine our methods and criteria for data
extraction.

2. Reliability of data collection and consensus building:
the extracted data will then undergo cross-verification.
In cases of discrepancy or disagreement between re-
searchers, a structured consensus process will be em-
ployed. This may involve discussion and consultation
with a third, senior researcher to resolve any differenc-
es in interpretation or findings.

3. Training and calibration: if additional researchers are
involved, beyond those who participated in the pilot
phase, training will be provided prior to the start of
data extraction to familiarise them with the stan-
dardised criteria. To further minimise variability in
data extraction and interpretation step 2 will also be
applied.

4. The final phase of the study: data extraction will be
conducted independently by two researchers. In
case of discrepancies in data extraction, a consensus
decision will be made involving a third researcher if
necessary.

Data analysis

All data will be collected using a predetermined electronic
extraction sheet (see table 3 for key data items). We will use
narrative summaries and visual displays to synthesise the data.
We will conduct descriptive statistical analyses, using frequen-
cies and percentages to represent the proportion of profes-
sional associations receiving funding from the CMF industry.
Where possible, we will explore differences between groups
of HCPAs with and without financial support, using non-
parametric tests as appropriate.

We will consider the proportion of HCPAs receiving any
kind of financial support from the CMF industry as the
primary outcome. To further investigate the nature and
extent of this financial support, we will conduct an analysis
of the types of funding received by the HCPAs from the CMF
industry, as categorised in table 3. Depending on the data
availability, we will conduct additional comparative analyses
for the primary outcome based on characteristics of the asso-
ciations for example, size, income level and breastfeeding
rate in the country, the Code ratification status, presence
of COI/sponsorship policies or the amount of funding as
detailed in the Data extraction section.

The secondary outcome will be the presence of a COI/
sponsorship/funding policies among the associations.

Analyses will be conducted separately for physicians of
each medical specialty, nurses/midwives, dietitians/nutri-
tionists and lactation consultants.

Furthermore, we will replicate and update the
previous findings concerning the sponsoring of paedi-
atric associations by the CMF industry. We will aim to
carry out a comparative analysis to determine whether
there have been any changes since the last data collec-
tion in 2017.

Patient and public involvement
No patients were involved in the creation of this protocol.
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Table 3 Ciriteria for identifying and coding conflict of interest policies and types of funding from the CMF industry —draft data

extraction sheet (to be piloted)

Category

Criteria

Coding

Conflict of interest policy

Associations’ conflict of interest
policies, sponsorship policies,
guidelines or criteria

Sponsorship

Funding of journals, newsletters or
other publications

Funding for conferences and events

Funding for scholarships, fellowship,

grants and awards

Funding for research

Funding for websites or general use

Funding for equipment

Payment for services
Paid advertisements in publications

Exhibitor space at conferences or
events

» Existence of any official document of the

association that mentions conflicts of interest
or sponsorship, which governs the conduct
of the organisation as a whole (includes
official conflict of interest documents,
sponsorship policies, codes of ethics,
association statutes, etc).

Written indication of CMF companies
as sponsors of the journal, magazine or
newsletter.

CMF company logos on conference
webpage.

Written indication of CMF companies as
Sponsors.

Written indication of satellite symposia or
other events sponsored by CMF companies.

Written indication of CMF companies as
sponsors of scholarships, awards, grants or
fellowship funding.

Written indication of CMF companies
as sponsors of projects or research
opportunities.

CMF company logos on home page or
sponsors/partners’ page.

Written indication of CMF companies as
sSponsors.

Written promotion of a particular CMF
company.

Written indication of CMF companies
as sponsors for equipment provided to
healthcare facilities or events.

Advertisements of CMF companies in online
publications.

Written indication of CMF companies as
exhibitors.
Photos of CMF exhibitions at conferences.

Yes, or not identified. Note: In the
database, the type of document and source
of evidence (archived copy of web page/
name of timestamped PDF file) will be
recorded for each entry.

Yes, or not identified.

Note: In the database, the sponsor’s name,
amount of funding (if available) and source
of evidence (archived copy of web page/
name of timestamped PDF file) will be
recorded for each entry.

Yes, or not identified.

Note: In the database, the sponsor’s name,
amount of funding (if available) and source
of evidence (archived copy of web page/
name of timestamped PDF file) will be
recorded for each entry.

Yes, or not identified.

Note: In the database, the sponsor’s name,
amount of funding (if available) and source
of evidence (archived copy of web page/
name of timestamped PDF file) will be
recorded for each entry.

Yes, or not identified.

Note: In the database, the sponsor’s name,
amount of funding (if available) and source
of evidence (archived copy of web page/
name of timestamped PDF file) will be
recorded for each entry.

Yes, or not identified.

Note: In the database, the sponsor’s name,
amount of funding (if available) and source
of evidence (archived copy of web page/
name of timestamped PDF file) will be
recorded for each entry.

Yes, or not identified.

Note: In the database, the sponsor’s name,
amount of funding (if available) and source
of evidence (archived copy of web page/
name of timestamped PDF file) will be
recorded for each entry.

Yes, or not identified.

Note: In the database, the sponsor’s name,
amount of funding (if available) and source
of evidence (archived copy of web page/
name of timestamped PDF file) will be
recorded for each entry.

Yes, or not identified.

Note: In the database, the sponsor’s name,
amount of funding (if available) and source
of evidence (archived copy of web page/
name of timestamped PDF file) will be
recorded for each entry.

Continued
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Table 3 Continued

Category

Criteria

Coding

Payment for purchase of members’
contact information

» Mention of CMF companies purchasing
contact lists.

» Any contractual agreements with CMF
companies for data sharing.

Yes, or not identified.

Note: In the database, the sponsor’s name,
amount of funding (if available) and source
of evidence (archived copy of web page/

Potential sponsorship with no stated purpose of funding
Uncertain sponsorship relations

CMF, commercial milk formula.

ETHICS AND DISSEMINATION

The method described in this protocol aims to enable a
systematic analysis of the funding relationships between the
CMF industry and HCPAs, a significant but underexplored
area of COI in maternal and child health. Through system-
atic data extraction and analysis, we aim to highlight areas
where policies and guidelines may need to be introduced or
strengthened.

The ethical approval for such a systematic cross-sectional
assessment is not required and the method is based solely
on publicly available data voluntarily disclosed by HCPAs or
documented in open access COI policies or financial reports.
This reliance on publicly available information is a potential
limitation of our method because such an approach may not
capture all forms of sponsorship or financial relationships.
In addition, there might be variations in the way different
associations disclose their financial relationships, making the
comparison challenging.

Whether receiving funding from the CMF industry inher-
ently threatens professional standards and ethics remains a
contentious issue, as evidenced by the statements issued by
various professional associations.” ** However, the need for
transparency in such relationships is crucial and undisputed.
To maintain public trust, any advice and guidelines given
by HCPAs must remain evidence-based and free from any
potential commercial influence.

Our analyses will provide insights into the current land-
scape of industry funding relationships in this sector and
pave the way for future research, policy discussions and
practice guidelines to ensure unbiased, evidence-based care.
Results of these analyses will be widely disseminated in peer-
reviewed journal articles, at international conferences and
among the HCPAs. In our dissemination strategy, we will aim
at specific specialty journals to increase the impact of these
results on different health professions, which might be espe-
cially relevant if significant differences arise in their respec-
tive levels of funding. To enhance transparency, replicability
and verifiability, all data arising from this project will be made
publicly available on publication of specific analyses either as

» Written indication of CMF companies in
unclassified sources.
» Photos of CMF at unclassified space.

name of timestamped PDF file) will be
recorded for each entry.

Yes, or not identified.

Note: In the database, the sponsor’s name,
amount of funding (if available) and source
of evidence (archived copy of web page/
name of timestamped PDF file) will be
recorded for each entry.

supplemental material or via the Open Science Foundation
platform, depending on the journal.
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