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Purpose/Objective of Travel

The purpose of the trip to Indonesia was three-fold: 1) dissemination of the willingness to
pay assessment for oxytocin in Uniject™ in Indonesia; 2) follow-up with National Institute
of Health Research and Development (NIHRD) on the assessment of the quality of oxytocin
in ampoules; 3) meeting with Kalbe Farma on potential development of oxytocin in Uniject.

Summary of Activities, Findings, and Next Steps
Meeting with NIHRD, 22 August 2011

Participants included: Dr. Trihono (Director General of NIHRD), Ms. Idri Rooslamiati
(NIHRD Technician), Mr. Steve Brooke (PATH Commercialization Advisor), Dr. Iwan
Aiwaran (PATH Consultant)
= Dr. Trihono explained that due to the sensitive nature of any testing of pharmaceutical
products, the Ministry of Health (MOH) has made a decision to keep the specific
results of the oxytocin quality testing confidential.
= We discussed the need to inform our donor, the USAID Indonesia Mission, of the
confidential results of the study. Dr. Trihono explained that additional technical
follow-up was now being conducted by Badan Pengawas Obat dan Makanan
(BPOM/National Agency of Drug and Food Control of Indonesia), and that once this
was completed, NIHRD, BPOM, the Ministry of Health of Indonesia (MOH), United
Stated Agency for International Development (USAID), PATH, and the Maternal,
Child and Health Integrated Program (MCHIP) Indonesia could have a private
meeting to discuss the results and follow-up actions.
= Dr. Trihono said that NIHRD is quite pleased with collaboration of USP and PATH
and really appreciates the support and technical assistance that has come through this

“ Uniject is a trademark of BD.



project. Prior to this project, neither the NIHRD nor BPOM, the Indonesian drug
regulatory authority, had been trained in the newer high-performance liquid
chromatography (HPLC) techniques for measuring potency of oxytocin, and that this
alone was of significant benefit.

= Dr. Trihono confirmed that NIHRD will work with USP and PATH to complete the
confidential detailed technical study report, and will advise PATH and others when
the BPOM follow-up activities were completed.

= Mr. Brooke noted that PATH’s funding for its work on this activity will be completed
at the end of this month (September), so PATH’s ability to participate in the private
results discussion meeting will depend on both the timing of the meeting and
available funding.

Meeting with USAID Indonesia Mission, 22 August 2011

Participants included: Ms. Irene Koek (USAID Indonesia, Director, Office of Health), Ms.
Mildred Panthouw (USAID Indonesia, MCH Project Management Specialist), Ms. Rachel
Cintron (USAID Indonesia, Deputy Director Office of Health), Dr. Massee Bateman (USAID
Indonesia, Sr. Health Advisor), Toni Tomasek (USAID Indonesia, Health and Nutrition
Officer), Ms. Anne Hyre (MCHIP Chief of Party), Ms. Kristina Lorenson (PATH
Commercialization Officer)

Ms. Lorenson conveyed that the oxytocin quality assessment was completed, and that Mr.
Brooke was meeting with NIHRD to discuss next steps with the BPOM and the MOH.

Ms. Lorenson also provided a brief update on Kalbe Farma’s reluctance to make the
significant investment necessary to make its oxytocin in Uniject available in Indonesia.
Initial feedback from Becton Dickenson (BD) indicated that Kalbe originally considered a
portfolio of products for Uniject; however, when they determined that it was not technically
feasible for one of the high-margin products to be filled in Uniject, their business strategy
shifted away from Uniject. Ms. Lorenson informed USAID that she and Steve would be
meeting with Kalbe Farma on 24 August to discuss the willingness to pay results and further
explore their business strategies around oxytocin in Uniject.

Ms. Lorenson provided an overview of the results from the willingness to pay for oxytocin in
Uniject among private midwives study. The PowerPoint presentation, including the results of
the study, is attached to this document in Appendix 1. Several discussion points emerged
from the meeting:
= Rationale for selection of the study participants—private midwives in and around
Jakarta and Bandung—was discussed. Density of private midwives with high client
volumes and a potentially higher-paying customer base than in rural areas of
Indonesia presented a better representative target market for an oxytocin
manufacturer. This was also pointed out as a limitation, as the study primarily
represented the East Java, urban, private midwives’ viewpoint.
= USAID recommended we clearly state that there is not currently a manufacturer
positioned to introduce oxytocin in Uniject. The results of this willingness to pay
study will be leveraged in future discussions with manufacturers to encourage them to
consider differentiating their product to meet the perceived demand from private



midwives. It was suggested that we consider speaking with Dewi Rattari of FHI-360
regarding interactions with Indonesian oxytocin manufacturers.

= Despite the evidence from the study that 69% of private midwives reported a
willingness to choose oxytocin in Uniject over the most expensive product on the
market at the same price, there is no guarantee that a manufacturer would be
profitable, given the potentially small margins on a generic pharmaceutical product. It
should be mentioned that a manufacturer would likely require a portfolio of products
be considered for Uniject, some with significantly higher price points than oxytocin,
in order for packaging in this device to be economically feasible.

= There was a comment that it would have been interesting to inquire about which
midwives practiced in both private and public settings. This information was provided
by a handful of midwives, but the question was not asked directly of them during the
interview. In addition, information on whether births occurred in the home or in a
clinic environment would have been interesting information to gather. Unfortunately,
this specific question was not asked.

Meeting with USAID Indonesia Mission, 1Bl and MCHIP, 23 August 2011

Participants included: Dr. Massee Bateman (USAID Indonesia, Sr. Health Advisor), Rachel
Cintron (USAID Indonesia, Deputy Director Office of Health), Ms. Anne Hyre (MCHIP
Chief of Party), Mr. Steve Brooke (Commercialization Advisor), Ms. Kristina Lorenson
(PATH Commercialization Officer), Mr. Anton Widjaya (Consultant), Dr. lwan Ariawan
(Consultant), Ms. Yum Jumiarni (IBI representative), Yetty Irawan (IBI representative), and
other MCHIP staff; Perkumpulan Obstetri dan Ginekologi Indonesia (POGI/Indonesian
Association of Obstetricians and Gynecologists) and the MOH were not able to attend the
meeting.

Mr. Brooke provided a brief summary of the status of the oxytocin quality assessment and
Kalbe Farma’s possible development of oxytocin in Uniject. He mentioned that we would be
meeting with Kalbe Farma the following day to better understand their reluctance to move
forward with oxytocin in Uniject.

Ms. Lorenson provided an overview of the results from the willingness to pay for oxytocin in

Uniject among private midwives study. Several discussion points emerged throughout the

presentation:

= USAID Indonesia Mission individuals attending the meeting had joined USAID in

2011. They inquired as to the original study hypothesis. Mr. Brooke and Ms. Hyre
explained that the former Director of Public Health at the MOH was very interested in
oxytocin in Uniject as a means for increasing coverage of oxytocin for AMTSL in
rural and remote settings. USAID and the MOH were, therefore, planning a
demonstration/pilot study in rural communities. However, a pilot study was already
performed in Indonesia in 2000, and acceptance was high. Recognizing that the larger
hurdle was the lack of a local manufacturer of oxytocin in Uniject, there was interest
in confirming market demand in the private, less-price-sensitive segment of the
market, and securing local production capabilities. Further conversations with the
MOH indicated their interest in assessing the current quality of oxytocin in Indonesia
to understand if storage and distribution of the product is adequate. Thus, the original



pilot study evolved into a quality, willingness to pay, and technical support project,
which took place in 2011.

= Results from the willingness to pay study showed that Uniject with a time-
temperature indicator (TTI) is most preferred; oxytocin in an ampoule with a TTI is
next-most preferred, followed by oxytocin in Uniject without a TTI. USAID
representatives recognized that these findings suggest a TT1 is the preferred market
differentiator, and therefore, a priority for manufacturers of oxytocin over Uniject.
Further discussion around the drivers for implementing TTIs took place. First,
regulatory oversight and laboratory support would be required to qualify the
appropriate TTI based on manufacturer stability data. Second, given potential
perceived liabilities on behalf of manufacturers, should distribution channels fail to
effectively deliver a product in a controlled-temperature environment and buyers
blame manufacturers, policy change may be required to drive manufacturer adoption.
All meeting participants agreed that the MOH should consider policy changes related
to revising storage temperature guidelines for oxytocin, and consider the
implementation of TTIs.

= Ms. Ibu Yum and Ms. Ibu Yetty offered to present the willingness to pay results at the
annual midwifery meeting in November. A copy of the presentation was forwarded to
them for this purpose.

= Should the MOH be interested in learning of the willingness to pay study results, Dr.
Ariawan offered to share the presentation with them at a later date.

Meeting with Kalbe Pharmaceuticals, 24 August 2011

Participants included: Ms. Upik Rosawati Junizar (Business Development Senior Manager),
Dr. Dheny Setyawan (Head of Obstetrics Products), Dr. Irwan Widjaja (Medical Manager),
Dr. Artati (Medical Manager), Mr. Steve Brooke (Commercialization Advisor), Ms. Kristina
Lorenson (PATH Commercialization Officer)

Mr. Brooke provided a brief summary of our meeting with USAID Indonesia, MCHIP, and
IBI.

Ms. Lorenson provided an overview of the results from the willingness to pay for oxytocin in
Uniject among private midwives study (see Appendix 1 for her slide presentation). The
discussion which followed focused on Kalbe Farma’s status of considering oxytocin in
Uniject.
= Kalbe indicated that at this time, they do not see a clearly profitable business case for
Uniject among their current products, including oxytocin, and they are not making
any significant plans to invest in Uniject filling and finishing capacity or launch any
products in Uniject in the Indonesian market.
= At the same time, Kalbe did confirm that they have started stability studies with
oxytocin in Uniject as a small-scale technical feasibility exercise, and that their six-
month stability results will be available in February 2012.
= Kalbe indicated that all of its prescription products related to maternal health are
distributed to hospitals and targeted to OBGY Ns rather than midwives. Thus, they do
not have a sales or distribution channel to midwives, nor products other than oxytocin
which would be appropriate for such a channel.



= Kalbe stated that there are no other pharmaceutical products in their portfolio which
would be appropriate for Uniject. They also commented that if they were to purchase
a production line for Uniject, their oxytocin demand forecasts indicate they would
only require a few weeks of production per year to meet the demand. At US$1 million
for the fill equipment, they could not justify the economic rational of such an
investment.

= Kalbe was interested in learning whether other countries in Asia were using oxytocin
in Uniject, and if other manufacturers in the region were considering this platform.
Steve did mention BD’s investigation with Biofarma, the Indonesian vaccine
producer that already has Uniject filling and finishing capacity in place, to understand
whether they could share their production line with pharmaceutical companies. The
discussions concluded that the significant regulatory compliance issues associated
with sterile filling of drugs on the same Uniject production line as vaccines made this
option not feasible.

» Kalbe’s business development team mentioned that they will be sharing the
willingness to pay study with the marketing team for further internal discussion.

Action ltems

Activity Estimated Date of Responsible Organization
Completion

Finalize the willingness to pay 23 September PATH

report
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Contact Name Organization Contact Information

Anne Hyre MCHIP ahyre@jhpiego.net

Mia Pesik MCHIP mpesik@jhpiego.net

Yum Jumiarni Ikatan Bidan Indonesia yumilyas@yahoo.com

Upik Rosawati Junizar | Kalbe Farma Upik.rosawati@kalbe.co.id
Dheny Setyawan Kalbe Farma Dheny.Setyawan@kalbe.co.id
Irene Koek USAID Indonesia ikoek@usaid.gov

Mildred Pantouw USAID Indonesia mpantouw@usaid.gov
Massee Bateman USAID Indonesia mbateman@usaid.gov

Toni Tomasek USAID Indonesia atomasek@usaid.gov
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Appendix 1. Overview of Willingness to Pay Study
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