Session 3: Barriers to Implementation, Delivery and Sustainability

Moderator: André Lalonde, Society of Obstetricians and Gynaecologists of Canada
Presenters: Cynthia Stanton, Johns Hopkins Bloomberg School of Public Health; Metin Gulmezoglu,
World Health Organization; Dorothy Shaw, FIGO; Lester Coutinho, Packard Foundation

Cynthia Stanton, Johns Hopkins Bloomberg School of Public Health

Misuse of uterotonics in low resource settings can affect expansion of its use for PPH prevention. The
presenter suggested that for misoprostol, the greatest policy concern is overuse of misoprostol
particularly before delivery given the potential for uterine rupture. For oxytocin, induction or
augmentation is of concern, particularly at non-surgical facilities at home-based births. Despite limited
data on oxytocin use for labor induction and augmentation, experience with oxytocin use can be useful
in developing strategies for misoprostol expansion, and efforts can be made to better document
misoprostol use for a range of indications. Collaborative efforts to develop a tool kit or questionnaire to
assess delivery practices will yield important data on use of misoprostol and oxytocin in different
contexts.

Metin Gulmezoglu, World Health Organization

The WHO guidelines and Essential Drugs List are two resources based on rigorous evaluation that
outline a role for misoprostol in PPH prevention and treatment. PPH prevention guidelines were
published in 2007 and indicate the following: oxytocin recommended over misoprostol; in the absence
of AMTSL, health workers should be trained to offer a uterotonic alone (including misoprostol). For PPH
treatment, the WHO is working to develop guidance which would recommend oxytocin as a first-line
treatment, followed by ergometrine, failing which misoprostol can be used. Results of the recent PPH
treatment trials will be presented to the Guidelines Review Committee in April 2009. There are currently
2 submissions to get misoprostol on the EDL, one for prevention of PPH and the other for treatment of
incomplete abortion.

Dorothy Shaw, FIGO

There is a need for agreement among regional and international professional organizations to adapt
best-practice and evidence-based guidelines. Professional organizations such as FIGO should develop
guidance for comprehensive PPH care with public and private systems, and also focus on education and
training of all levels of personnel. The presenter felt that essential interventions and recommendations
for maternal health are needed that are more “friendly” to low resource countries as an alternative to
the gold-standard WHO recommendations.

Lester Coutinho, Packard Foundation

Medical knowledge, in whatever form, often becomes community practice, and advocates and policy-
makers are lagging behind in evaluating what this means. Mifepristone and misoprostol are being used
widely in India, with staggering sales figures and indications that there is misinformation related to their
use. Development of adequate guidelines will help address some of these issues although registering a
product for a specific indication depends largely on evidence to support the registration. In terms of
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program development, there is an important need to understand present patterns of use of misoprostol
in communities on both a quantitative and qualitative level. The presenter felt this would help in
designing programs that match the present use and needs of communities.

Discussion

Key questions included:

e ltisimportant to conduct large-scale evaluations of health outcomes. Is it possible to conduct
programs while simultaneously employing rigorous evaluations?

e How can drug quality be ensured?
e How can anecdotal information on use of oxytocin and misoprostol be better documented?

e How can companies be helped in meeting pre-qualification needed for misoprostol registration
for PPH?

e How do colleagues and communities stay informed of guidelines on PPH, and how will new data

and information be managed?

Summary Session — Looking Forward: Next Steps

Participants offered their thoughts on the future direction of misoprostol for PPH prevention and
treatment, which largely fall under the themes of strategies to move forward, the need for further
research and evidence on misoprostol, need for development of guidelines, and the important role of
monitoring and evaluating programs and putting in place pharmacoviglance systems to monitor safety.

Strategies for moving forward

o Develop a comprehensive approach to managing PPH. There is not one solution and no short-term
solutions.

e  Work with communities to develop appropriate interventions and solutions.

e Integrate misoprostol into broader service delivery packages with practical solutions to address
maternal mortality.

e Oxytocin is the most effective drug — more effort should be placed on enabling oxytocin to be used
for PPH.

e Misoprostol is available and being used - there is a need to understand the market better, including
distribution channels, prescribing factors, and attitudes of women and providers.

More evidence needed

e There is still a need for research to parallel any implementation of misoprostol programs.
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An RCT at the community level will provide much needed evidence comparing oxytocin in Uniject
with misoprostol for PPH prevention.

There is a need for development of evidence demonstrating the safety/efficacy of misoprostol at the
community level.

A step-wise design for implementation may be a good way forward to collect baseline and outcome
data.

Lower dosages (with possibly reduced side effects) of misoprostol should be studied

The cost-effectiveness of various PPH prevention and treatment strategies should be investigated.

A heat stable/non-injectable preparation of oxytocin could provide critical in addressing PPH at the
community-level.

Development and dissemination of guidelines

Clear guidance on dosages is needed along with an understanding of what it means for health
workers to be trained to offer to misoprostol.

There is a need for simple and concise guidelines that are updated regularly and disseminated
widely as the research and programmatic experience continues to evolve.

Online guidelines that can be easily updated could be very useful.

Pharmaceutical companies are hoping for more specific recommendations with respect to PPH so
that they can develop specific packaging on misoprostol for PPH

Monitoring & Evaluation

There is a call for rigorous evaluation of the impact of misoprostol use for PPH indications.

There is a need for proper monitoring and evaluation — what are the dangers? What are the side
effects? What are the risks?

Development of monitoring & evaluation tools and cost-effectiveness studies should be prioritized.
Distribution of misoprostol at the community level is easy, but its safe distribution may not be so
easy and should be monitored.

Programs should be monitored to evaluate whether they are doing more good than harm.
Pharmacovigilance is critical for moving forward.
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