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Appendix 2. Compilation of Definitions of “Local Production” Used

From a search of publicly available documents relating to the local production of medical products, there is no common definition of “local production” which, in part, may be
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due to the different meanings of “local” and “production” when used in the context of the manufacture of medical products’.

For “local”, the term can have a “jurisdiction” or territorial context (e.g. taking place within a country and subject to a national jurisdiction, regardless of whether
nationals or foreigners own the business) or an “ownership” context (e.g. owned by nationals in full or in part as a majority).

For “production”, there is a wide range of manufacturing activities which a company can undertake — it can be just one activity, such as packaging the finished medical
product, or several activities, such as formulating, producing and packaging the finished product. Thus, the activities which can be considered as “production” may vary,

The table below summarizes descriptions of “local production” in publicly available documents to enable comparison and facilitate discussions for harmonizing the definition

depending on the context of its use.

of “local production”.

What is “Local”

No Publication Title T T ] What is "Production”
Description Jurisdiction | Ownership
“For the purposes of this study, “local” is defined as “‘Production’ is defined as any stage of the drug
Pharmaceutical Production and Related | any production of drugs taking place in low-, lower- manufacturing process from production of active
1 ; 9 X v x .9 F i .
Technology Transfer middle- and upper-middle-income countries, pharmaceutical ingredients (APIs) to formulation or
regardless of the ownership structure.” packaging.”
For the purpose of the document, both viewpoints are
5 Trends in Local Production of Medicines | implied: “the definition of ‘local production’ was not v v There is no description of what “production”
and Related Technology Transfer limited to manufacturing facilities owned by nationals encompasses.
of a host country.”
Pharmaceutical products: primary, secondary and
Local Production and Access to “« . - tertiary manufacturing.
oL . If production occurs within a country to produce one O o .
3 Med|0|r_1es in Low- and Ml(_jdle-lncome or more of the materials listed /.../, this is regarded v x Vaccines: _specmc_for gach product but mcluQes
Countries: A literature review and p e isolating viral particle isolation, seed production &
- . as ‘local production’. .
critical analysis polyvalent vaccine assembly.
Medical devices: product component is complex.
Local Production for Access to Medical | “For the purposes of Phase 1 of this project, the 3 levels of manufacturing are described: primary (API,
4 | Products: Developing a Framework to | territorial/jurisdictional basis of describing v x intermediates, excipients), secondary (finished product),

Improve Public Health

production has been used, ...”

tertiary (packaging).

! Trends in Local Production of Medicines and Related Technology Transfer. Geneva; WHO; 2011.

orld Health
rganization
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Local Production and Technology
Transfer to Increase Access to Medical

“For the purpose of this report, local production
categorizes any manufacturer that is located within a

The 3 levels of manufacturing for pharmaceuticals is the
same for medical devices, i.e. primary, secondary and

5 | Devices: Addressing the barriers and : NP L v tertiary, “... to describe a range of value-added activities
. . ; national jurisdiction, regardless of whether it is - . .
challenges in low- and middle-income . . . " from assembling pre-made parts, to developing devices
. national or internationally owned. ’ " .,
countries from raw materials, to a combination of the two.
2013 Survey on Development of “Local production is defined for the purposes of this
6 |Appropriate, Affordable, Quality survey as ‘domestic production of medical devices by v There is no description of what “production”
Medical Devices for Low-Resource international or national industries to solve a local : encompasses.
Settings public health need ™
Investment in Pharmaceutical “Local production shall mean the manufacture of “... pharmaceutical manufacturing encompasses a wide
7 Production in the Least Developed pharmaceuticals in a developing country, whether by v range of activities from drug development — R&D — to
Countries: A Guide for Policy Makers a locally owned firm, by a joint venture or by a the packaging and distribution of the final product, that
and Investment Promotion Agencies foreign firm.” is, the medicine.”
Four classifications of production are described:
= Packaging of already formulated medicines and small-
| Production of Ph icals: scale local production of sterile or non-sterile
Il_o(;:a th? Puclt_lon 0 dPAarma(;eutlca $* | 6 categories of companies (uni-/multi-national) are formulations such as 1V fluids.
8 l\r/]l 3? ra AO Igy ana Cc:fsé 0 described to show what “local” means but all of them v = Formulation of drugs in final dosage form and some
Ce |C|ntesl n ver\ge(\:/)v 0 tey ities f having activities within the country, e.g. sales, R&D production from imported intermediates.
FotncrepRs, SSLrJeE and Upportuntties for 1 5 q/0r manufacturing or establishing a headquarters. = Production from imported intermediates and
uture esearc manufacture of some intermediates from local materials.
= Production of active substances and processing to
produce the required pharmaceutical dosage forms.
Local production of pharmaceuticals By ‘local manufacturmg, thrqughout this B{’lef, we _ o ) .
A mean manufacturing geographically located in low- There is no description of what “production
9 | and health system strengthening in . . - . . v
L . ; and middle-income countries, and specifically in SSA, encompasses.
Africa: An Evidence Brief ; -
independent of ownership.
) ) Pharmaceutical products: primary, secondary and
;%%?qloﬁ’;o?eicgsg :t): g}?g&f‘; access in “We use a jurisdictional, not an ownership definition. srtla_ry rr?anufq(?urfmg. h product but includ
10 9 If production takes place in-country to produce v VACCINES. SPECITIC Tor €ach product but InCIUCES

low and middle-income countries: a
systematic review of the literature

biomedical products, this is local production™.

isolating viral particle isolation, seed production, bulk
manufacture & polyvalent vaccine assembly.
Medical devices: product component is complex.




2" Interagency consultation for local production of essential medicines and health products

77X, World Health
18 June 2018, Geneva. Y‘Zf"{;‘/

rganization

o

References
1. Pharmaceutical Production and Related Technology Transfer. Geneva: World Health Organization; 2011

(http://www.who.int/phi/publications/Local_production_and_access_to_medicines.pdf?ua=1, accessed 18 April 2018).

2. Trends in local production of medicines and related technology transfer. Geneva: World Health Organization; 2011
(http://www.who.int/phi/publications/Trends_in_Local_Production_of Medicines.pdf?ua=1, accessed 18 April 2018).

3. Local Production and Access to Medicines in Low- and Middle-Income Countries: A literature review and critical analysis. Geneva: World Health Organization; 2011
(http://www.who.int/phi/publications/Local_Production_L.iterature Review.pdf?ua=1, accessed 18 April 2018).

4. Local Production for Access to Medical Products: Developing a Framework to Improve Public Health. Geneva: World Health Organization; 2011
(http://www.who.int/phi/publications/Local_Production_Policy Framework.pdf?ua=1, accessed 18 April 2018).

5. Local Production and Technology Transfer to Increase Access to Medical Devices: Addressing the barriers and challenges in low- and middle-income countries. Geneva:
World Health Organization; 2012 (http://apps.who.int/medicinedocs/documents/s21401en/s21401en.pdf?ua=1, accessed 18 April 2018).

6. 2013 Survey on Development of Appropriate, Affordable, Quality Medical Devices for Low-Resource Settings. In: Towards improving access to medical devices
through local production, Phase Il: Report of a case study in four sub-Saharan countries. Geneva: World Health Organization; 2016
(http://apps.who.int/iris/bitstream/handle/10665/206545/9789241510141 eng.pdf;jsessionid=EBFACID06E23247CBDEC724CA9411A1E?sequence=1, accessed 18
April 2018).

7. Investment in Pharmaceutical Production in the Least Developed Countries. Geneva: United Nations Conference on Trade and Development; 2011
(http://unctad.org/en/Docs/diaepch2011d5_en.pdf, accessed 18 April 2018) .

8. Kaplan W, Laing R. Local Production of Pharmaceuticals: Industrial Policy and Access to Medicines: An Overview of Key Concepts, Issues and Opportunities for
Future Research. Health, Nutrition and Population (HNP) discussion paper. Washington, DC: World Bank; 2005
(https://openknowledge.worldbank.org/handle/10986/13723, accessed 18 April 2018).

9. Local production of pharmaceuticals and health system strengthening in Africa: An Evidence Brief. Bonn: Federal Ministry for Economic Cooperation and Development
(BMZ), Division for health, population and social protection; 2017
(http://health.bmz.de/ghpc/evidence_briefs/local_production_pharmaceuticals_health_system_strengthening_africa/EB_Pharma.pdf, accessed 18 April 2018).

10. Kaplan WA, Ritz LS, Vitello M. Local Production of Medical Technologies and its Effect on Access in Low and Middle Income Countries: a Systematic Review of the
Literature. Southern Med Review (2011) 4,2: 51-61. doi: 10.5655/smr.v4i2.1002.



http://www.who.int/phi/publications/Local_production_and_access_to_medicines.pdf?ua=1
http://www.who.int/phi/publications/Trends_in_Local_Production_of_Medicines.pdf?ua=1
http://www.who.int/phi/publications/Local_Production_Literature_Review.pdf?ua=1
http://www.who.int/phi/publications/Local_Production_Policy_Framework.pdf?ua=1
http://apps.who.int/medicinedocs/documents/s21401en/s21401en.pdf?ua=1
http://apps.who.int/iris/bitstream/handle/10665/206545/9789241510141_eng.pdf;jsessionid=EBFAC9D06E23247CBDEC724CA9411A1E?sequence=1
http://unctad.org/en/Docs/diaepcb2011d5_en.pdf
https://openknowledge.worldbank.org/handle/10986/13723
http://health.bmz.de/ghpc/evidence_briefs/local_production_pharmaceuticals_health_system_strengthening_africa/EB_Pharma.pdf

