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The number of patients with pancreatic cancer, which continues to increase every year, is less
than 40,000 in Japan and more than 440, 000 worldwide. Pancreatectomy is widely used as the only
treatment that can be expected to cure pancreatic cancer. However, the procedure is high-risk,
with postoperative complications resulting in fatal outcomes in 3-5% of patients. The most common
cause of these serious complications and postoperative deaths is pancreatic fistula. A pancreatic
fistula is a highly problematic complication in which pancreatic juice, rich in proteolytic
enzymes, leaks from the resected pancreatic fragment and is activated intraperitoneally, injuring
the patient’s own organs and vessels. Currently in clinical practice, fibrin glue and absorbable
tissue reinforcement materials are used to prevent pancreatic fistulas. Fibrin glue seals the
injured pancreatic amputation as a gel. However, it is quickly degraded by pancreatic juice.
Therefore, its effect is weak. On the other hand, absorbable tissue reinforcement material
reinforces the pancreatectomy site by forming a cell scaffold. However, since it is in the form
of non—woven fabric, its sealing power is weak immediately after application. As a result,
pancreatic fistulas still occur at a high frequency of 10-30%. This results in long—term
hospitalization and postoperative death of patients, and postoperative management of healthcare
professionals. When the problem is solved, patients who have undergone safe surgery will be
discharged from the hospital early, and this will lead to a reduction in medical costs
Focusing on the leakage of pancreatic juice, which is the origin of pancreatic fistula, we are
aiming to develop a material with excellent sealing properties against pancreatic juice leakage
immediately after use and over the long term. Through the development of these materials, we are
trying to improve the safety of pancreatectomy and realize innovative pancreatectomy with less
postoperative burden to the patient. Many prophylactic materials have been developed with similar
aims. For example, there are hydrogel sheets and cell sheet sealants. However, these are in sheet
form, making it difficult to seal the resection surface without gaps. For the prevention of
pancreatic fistula, materials with high sealing characteristics, including shape, are needed.
Specifically, a pancreatic fistula prevention material is required that meets the following
requirements: (1) biocompatibility, (2) does not degrade quickly in pancreatic juice, and (3) has
a shape with excellent sealing properties immediately after application.
Therefore, we have developed a self-assembling peptide gel as a pancreatic fistula prevention
material that meets all of the above criteria. Through the PMDA’ s pre—development consultation,
we have determined the non—clinical studies required for this device and completed all the
necessary studies before conducting the clinical trial. Specifically, physicochemical property
studies, biological safety studies (GLP), stability and durability studies, efficacy supporting
studies, usage supporting studies, and applicator evaluation studies were conducted. For the
biological safety tests, all tests were negative and confirmed safety. And as a result of
physicochemical property tests, stability and durability tests, it was confirmed that the product
is stable over a long period of time. Furthermore, from the efficacy supporting test, usage
supporting test, and applicator evaluation test, it was confirmed that the developed device can
be used as intended and is effective in controlling leakage of pancreatic juice. Based on the
above, we believe that the developed device has sufficient efficacy and safety as a medical device
and planned to conduct a clinical trial of the device

Since this device is a novel medical device, we considered that a risk assessment of safety was
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essential, and decided to conduct the clinical trial in two stages: an exploratory trial with
safety as the primary evaluation, and a validation trial with efficacy as the primary evaluation.
Therefore, an exploratory investigator—initiated clinical trial protocol was first developed, and
PMDA RS strategy consultation was conducted. As a result, the protocol for the exploratory
investigator—initiated clinical trial was established

From now on, the exploratory investigator—initiated clinical trial will be conducted. Based on
the results, the primary endpoints of the validation study will be established, and the number
of cases will be designed. Then, we will conduct the validation clinical trial and aim for the

practical use of the developed device



