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Pouch to prevent childhood HIV
Country of origin

United States of America

Health problem addressed
The transmission of HIV from mother to child during the birth process can
be largely prevented by administering antiretroviral drugs to the infant
within 24 hours of birth. In countries like Tanzania 50% of mothers deliver
at home without access to drugs. Existing drug delivery methods are not
robust and can be indiscreet for HIV positive mothers.

Product description
A foilized polyethylene pouch that can extend the life of ARVs such that
mothers can be given the pouch in the second trimester to later squeeze the
drug into the baby’s mouth immediately after delivery at home, if unable to
deliver at a health facility. Pouches are provided as a bridge until the mother
can reach a health facility and receive ARVs for the child.

Product functionality
Local pharmacist fills and seals each pouch with pre-dosed antiretroviral medication, according to local protocols. The
medication in the pouch is stable for 12 months following sealing. When a mother gives birth, she tears open the pouch
and squeezes the medication into the baby’s mouth, much like using a ketchup packet.

Developer’s claims of product benefits
Normally, it is not possible to provide oral suspensions of ARV months before delivery because the drug loses potency
once placed in a syringe. Storage is not possible for more than 2 months outside the original packaging, so many rural
mothers are left without access to medications if they do not reach a hospital. The pouch maintains the life of oral
suspension medications for 12 months, allowing for distribution to mothers in resource poor settings. It is anticipated
that the pouch will increase the number of children receiving ARVs to 90% whether or not the mother delivers in a
hospital. Filling and sealing the pouch can be done in a resource poor setting. The small size (1 week the size of a deck
of cards) and home use makes the pouch discreet to help address the problem of stigma associated with HIV.

Operating steps
Using the pouch does not require any particular infrastructure, since it can be stored and torn open under most
conditions. Filling and sealing the pouch requires an electric heat sealer, and should be performed on a clean workbench
using aseptic technique. Filling and sealing may be done once at a central location.

Development stage
The impact of medication handling (oxygen, light, filling and sealing pouches) was examined and not shown to affect
neviparine (NVP) concentration, levels of preservatives, or introduce contaminants. Nurse interviews showed 100%
confidence in patient use at home. Clinical trials are about to begin.

Future work and challenges
Currently the pouch is undergoing feasibility studies regarding distribution to HIV+ mothers who are likely to deliver
at home. Future clinical trials will need to be completed before full scale distribution can begin.

User and environment
User: Self-use/patient, pharmacist
Training: Mothers are trained by the pharmacist to tear open the pouch. Distributors train the pharmacist.
Maintenance: None

Environment of use
Please see disclaimer on following page

Settings: Rural settings, at home
Requirements: Filling and sealing the pouch requires an electric heat sealer, and should be performed on a clean
workbench using aseptic technique.

Product specifications
Dimensions (mm): 80 x 35 x 0.1

Shelf life: 5-10 years

Weight (kg): 0.00057

List price (USD): 0.04

Consumables: pouch, syringe, syringe tip, tissue paper

Other features: Portable

Life time: 12 months

Contact details Robert Malkin
http://www.who.int/medical_devices

Email ramalkin@duke.edu

Telephone +1 919 660-8266

Fax +1 919 684-4488
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Disclaimer
Eligibility for inclusion in this compilation of innovative health technologies under development
has been evaluated by EuroScan member agencies, WHO Collaborating Centres, and WHO.
However, the evaluation by EuroScan member agencies, WHO Collaborating Centres, and
WHO has been solely based on a limited assessment of data and information submitted in
the developers’ applications and, where available, of additional sources of evidence, such as
literature search results or other publicly available information. There has been no rigorous
review for safety, efficacy, quality, applicability, nor cost acceptability of any of the technologies.
Therefore, inclusion in this compilation does not constitute a warranty of the fitness of any
technology for a particular purpose. Besides, the responsibility for the quality, safety and efficacy
of each technology remains with the developer and/or manufacturer. The decision to include a
particular technology in this compilation is subject to change on the basis of new information
that may subsequently become available to WHO.
WHO will not be held to endorse nor to recommend any technology included in this compilation.
Inclusion solely aims at drawing stakeholders’ attention to innovative health technologies under
development, with a view to fostering the development and availability of, and/or access to, new
and emerging technologies which are likely to be accessible, appropriate and affordable for use
in low- and middle-income countries.
WHO does not furthermore warrant or represent that:

2012

1. the list of innovative health technologies is exhaustive or error free; and/or that
2. the technologies which are included in this compilation will be embodied in future editions;
and/or that
3. the use of the technologies listed is, or will be, in accordance with the national laws and
regulations of any country, including but not limited to patent laws; and/or that
4. any product that may be developed from the listed technologies will be successfully
commercialized in target countries or that WHO will finance or otherwise support the
development or commercialization of any such product.
WHO disclaims any and all liability and responsibility whatsoever for any injury, death, loss,
damage, use of personal data, or other prejudice of any kind whatsoever that may arise as a
result of, or in connection with, the procurement, distribution and/or use of any technology
embodied in this compilation, or of any resulting product and any future development thereof.
Developers whose technology has been included in this compilation of innovative health
technologies under development shall not, in any statement of an advertising, commercial and/
or promotional nature, refer to their participation and/or inclusion in the compilation. In no case
shall the latter use the WHO name and/or the emblem, or any abbreviation thereof, in relation
to their business or otherwise.
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