
A New Phase 1 Study Began to Evaluate Rafael Pharmaceuticals' Lead
Compound CPI-613®? (devimistat) for Patients With Pancreatic Cancer in Japan

CRANBURY, N.J., Oct. 20, 2020 (GLOBE NEWSWIRE) -- Rafael Pharmaceuticals, Inc. ("Rafael" or the "Company"), a leader in the growing field of
cancer metabolism-based therapeutics announced today its partner Ono Pharmaceutical Co., Ltd. ("Ono"), a pharmaceutical company committed to
creating innovative medicines, has begun a Phase 1 study in Japan for patients with pancreatic cancer. The multicenter, open-label study is evaluating the
efficacy and safety of Rafael's lead compound, CPI-613®? (devimistat), labeled as ONO-7912 in Japan, in combination with modified FOLFIRINOX
(mFFX) in patients with pancreatic cancer refractory or intolerance to chemotherapy including gemcitabine. This announcement comes on the heels of
Rafael  reaching its target enrollment of 500 patients in its global Phase 3 trial.

"After achieving the milestone of enrolling 500 patients in our global Phase 3 trial, we believe the natural next step is to work with Ono Pharmaceutical to
bring the treatment to the Japanese market," said Sanjeev Luther, President and Chief Executive Officer of Rafael Pharmaceuticals. "Sadly, in Japan,
patients with pancreatic cancer have the lowest survival rates. We are hopeful that bringing our trial to this market will allow us to help bridge the gap in
survival rates and help more people around the globe."  

In June 2019, the Company announced an out-licensing agreement with Japan-based Ono Pharmaceutical to further develop and commercialize
devimistat. Ono will work with Rafael in supporting the trial through lending its deep expertise in the region. 

"We continue to see the incidence and death rates of pancreatic cancer increase worldwide," said Philip A. Philip, M.D.,Ph.D., F.R.C.P.,  Professor of
Oncology at the Barbara Ann Karmanos Cancer Institute at Wayne State University, and principal investigator of the global Phase 3 trial. "While pancreatic
cancer remains a hard-to-treat disease, we refuse to believe it is an impossible feat. We are eager to bring hope to those living in Japan and continue to
remain hopeful around positive outcomes for the trial."

About CPI-613® (devimistat)  
CPI-613® (devimistat) is a first-in-class clinical lead compound of Rafael, which targets enzymes that are involved in cancer cell energy metabolism and
are located in the mitochondria of cancer cells. Devimistat is designed to target the mitochondrial tricarboxylic acid (TCA) cycle, a process essential to
tumor cell multiplication and survival, selectively in cancer cells. Devimistat substantially increases the sensitivity of cancer cells to a diverse range of
chemotherapeutic agents. This synergy allows for potential combinations of devimistat with lower doses of these generally toxic drugs to be more
effective with lower patient's side effects. Combination with devimistat represents a diverse range of opportunities to substantially improve patient's
benefit in many different cancers. The U.S. Food and Drug Administration (FDA) has given Rafael approval to initiate pivotal Phase 3 clinical trials in
pancreatic cancer (AVENGER 500) and acute myeloid leukemia (ARMADA 2000), and has designated devimistat as an orphan drug for the treatment of
pancreatic cancer, acute myeloid leukemia, myelodysplastic syndrome, peripheral T-cell lymphoma and Burkitt's lymphoma. The EMA has granted orphan
drug designation to devimistat for pancreatic cancer and acute myeloid leukemia.

About Rafael Pharmaceuticals, Inc.
Rafael Pharmaceuticals is a leader in the growing field of cancer metabolism. The company is developing a new, first-in-class category of metabolic
oncology therapeutics that attack hard-to-treat cancers by targeting the metabolic processes the disease needs to survive, grow and proliferate. Rafael
Pharmaceuticals' lead compound, CPI-613® (devimistat), is a highly selective, well-tolerated and effective anti-cancer agent that is being evaluated in
ongoing and completed Phase 1, 2 and 3 clinical trials. Devimistat has been granted orphan drug status by the FDA for the treatment of pancreatic cancer,
acute myeloid leukemia (AML), myelodysplastic syndrome (MDS) and Burkitt's and peripheral T-cell lymphomas. The Company's investors include
Rafael Holdings, Inc. (NYSE AMERICAN: RFL). For more information, please visit www.rafaelpharma.com. 

Safe Harbor Statement
This press release contains forward-looking statements. These statements relate to future events or the company's future financial performance. In some
cases, you can identify forward-looking statements by terminology such as "may", "will", "should", "expect", "plan", "anticipate", "believe", "estimate",
"predict", "potential" or "continue", the negative of such terms, or other comparable terminology. These statements are only predictions. Actual events or
results may differ materially from those in the forward-looking statements as a result of various important factors. Although we believe that the
expectations reflected in the forward-looking statements are reasonable, such statements should not be regarded as a representation by the company, or
any other person, that such forward-looking statements will be achieved. The business and operations of the company are subject to substantial risks
which increase the uncertainty inherent in forward-looking statements. We undertake no duty to update any of the forward-looking statements, whether
as a result of new information, future events or otherwise. 

In light of the foregoing, readers are cautioned not to place undue reliance on such forward-looking statements.

###

Rafael Media Contact:

Vanessa Donohue

rafael@antennagroup.com 

(201) 465-8036

10/20/2020 9:00:00 AM

https://www.globenewswire.com/Tracker?data=BNa9rLMZvdbdPTPXHxBRooTozZkv-6yNleSWfZVGtoC3J4QJOYDne7xdlr3dQHhcyl3F6wZs5v1HdYptLUfd5gofB13KvGjfpMPQAmuw6fc=
https://www.globenewswire.com/Tracker?data=uFU_COaKameKo3bYVt0wMyMXMzvhg0SKRpQCXqyZPtP4LHBU85LNepRT2yoJfCARK6w6zyjo8d5laeQVvCfEIQOtjO4rYlplpdP3eTVkzAY=
https://www.globenewswire.com/Tracker?data=pHsYJORdFq65JbAO3bKnBB8iy7kqRGAt4PP8nzEt4rGco4U-yLc3PdP9wUFL9sYLiaQfCZZMIkT7ffL521snkes83-dN_rIWXkS8WkP_owB9U2L0G6PucXEkYZOCFGwg4uvvFP04fuGZ9c61ExtGC70T-Ophl1tya6PvSwlxwwZLZNfMm8gZlBpXp415K3SuY527_trc66tae555CNQsDGcJbl_tZ_wXWqZHg8GJY2Z6YkZ0H3QDYK46Kgy3EguRJ-2eLR049D7czrDh-F8M2Et_qUkKoYRBvcmDx-FQocbeS8wNUDuhR3WKgiLDxeqmWaT1IM2pKDNRrw7RZpoTLZGoUN0llNTh2rAeR20xwKAm3Y8RvNpPUB1CJvVGHe77o9cHBS1jyoQXQ8X9khwQdTY-tuZ6ww6e0cX-6gnx0XT7-RDB4vfyYZjr1-QQilHJIHILIt4X9mssVZHbrCrSYw==
https://www.globenewswire.com/Tracker?data=_waK_huqcPJ5ARZ6sR9MtsFgqvBw8WLA_FmVKtiq3U512WR_0QCZFlYyOBQ_qWlmRdlgYCL67X_tcbTAqjkNQ4qbwt0bT3U9olVr0httfmXPLC6gZ8QipcA1m861RKHNgYPohug4XffEJGoHKkSjasyDxhgwIg_UTj-P8zvxS9BLfe67qWEyunZ--_go36dQNNVtXfQOPELfYz7GQ675FeHOHTbWNt2ZTPgGG66vJIWL4bt0m4cLvwykJEPv6bbO-vFmO8HaWy8Pme2gl1JFk6mzn0tdz3dgwzoRBK-kqigmSb_jhTpKN6TUavkKmku2J4pN31CVUq-ZQGH0MyNKRz_NvJryTuvlR2BhBZlwFZ1uWLDx-IKkpMKPuXiOWcZ9ktI1JnJXaGhUZk2DLHwKPDL4GIgmD6F319mpDkk8RaV4WRS--Oi6aeIwOKKN9z4aIB1KtzY9ye_LESmxeRPBx7HPF2thj-abgYeT0wjzBOQ=
https://www.globenewswire.com/Tracker?data=x4oVRlxCZuPixjQpdoSBBZyux3XuGLrYQHYTUrDFKBzRm0vWv43kbbqSep3CW3NxVB_r3oNkA9OtDsknUKH31iDhvQqf4X59Fq56CtVEepc=
https://www.globenewswire.com/NewsRoom/AttachmentNg/ef54cf16-e03e-4177-ba1d-893f2bd041f2

