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SPECIAL
FEATURE

The Latest Overview of the 
Ever-Evolving "Next Generation Immunotherapy"
HITV (Human Initiated Therapeutic Vaccine) therapy 
is a next-generation immunotherapy developed by 
Dr. Kenichiro Hasumi of the Hasumi International 
Research Foundation. Approximately 25 years since 
the start of research, we are achieving remarkable 
results. 
This special article features the current status of 
HITV therapy based on the latest data.

Human Initiated Therapeutic Vaccine
From “The Page of Beginning” #47

History of HITV Therapy
Before discussing today’s HITV therapy, let us first 
explain the history of HITV therapy. Named by 
Professor Ralph Steinman*1 of Rockefeller University 
in the United States in 1973, "dendritic cells" are well 
known as immune cells that play a central role in the 
immune system. 
There are two types of immunity: innate immunity, 
which can be the initial line of defense against foreign 

substances, and acquired immunity, which remembers 
the encountered foreign substances and immediately 
attacks them with strong destructive power at the second 
time. (Fig. 1) With acquired immunity, dendritic cells 
present information on foreign substances to attack, and 
direct the immune cells such as T cells (thymus-derived 
cells) to execute the attack of those substances. 
Dr. Kenichiro Hasumi focused on these dendritic cells 
in 1994. In 1996, he used the dendritic cell method, 

RESULTS OF
HITV THERAPY

* 1 Professor Ralph Steinman: Immunologist and cell biologist from Canada. Famous as the named person for “dendritic cells.” He received the Nobel 
Prize in Physiology or Medicine in October 2011. He also served as an advisor to the Hasumi International Research Foundation.

Fig1. Innate Immunity and Acquired Immunity

which was the predecessor of HITV therapy, to treat the 
recurrence of malignant lymphoma in one patient and, 
conversely, prolong his life for 16 years. 
Thereafter, in order to accelerate research on dendritic 
cells, Hasumi International Research Foundation 
was established at Thomas Jefferson University 
in Philadelphia, (now re-established as a nonprofit 
corporation in Washington, DC) in the United States. 
In addition, in collaboration with the University of 
Maryland, basic research had begun and continues to 
be led by Dr. Dean L. Mann, Director of Molecular 
Pathology Department, School of Medicine. 
In 2005, Dr. Hasumi cured the recurrence of head and 
neck cancer by administering dendritic cells directly 
into the tumor, a method that was unique at the time. 
Based on this method, Dr. Hasumi developed the basic 
concept of HITV therapy, and in 2008, he opened ICVS 
Tokyo Clinic*2 specializing in HITV therapy.

Number of Medical Examinees Exceeded 1,000
The strength of Dr. Hasumi’s HITV therapy is that it 
combines various treatment methods such as radiation, 
chemo and molecular target therapy, and immune 
checkpoint inhibitor, based on the intratumoral 
administration of dendritic cells. (Fig. 2). This treatment 
is provided after consultation with the cancer patient. 
This complex treatment method makes it possible to 
synergistically enhance the therapeutic 
effect and suppress the side effects 
caused by excessive enhancement of 
auto-immunity.
In 2013, Dr. Hasumi established the 
HITV therapy protocol (treatment 
procedure) based on the combination of 
dendritic cells and other therapies. And 
at the end of 2018, the latest data on the 
therapy was compiled by Dr. Yasuko 
Kusaka of ICVS Tokyo Clinic.
Dr. Kusaka graduated from Tohoku 
University School of Medicine. After 
working as a lecturer in neurosurgery 
at Tohoku University, then at The Jikei 
University School of Medicine, she 

started her career as a part-time doctor at ICVS Tokyo 
Clinic in 2018. Dr, Kusaka moved to a full-time position 
at ICVS Tokyo in 2019 and became a director of ICVS 
Tokyo in 2020.
"The data of HITV therapy compiled this time was 
based on the figures and results of the treatment after 
2013,” said Dr. Kusaka. “The number of patients 
undergoing medical examinations continues to increase 
since we opened the Clinic, and as of 2018, there have 
been more than 1,000 patients who visited the Clinic 
and received an examination." (Fig. 3)
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HITV therapy synergistically enhances the therapeutic effect by 
combining various therapies such as anticancer drugs, centering 
on intratumoral administration of dendritic cells.

(Source: ICVS Tokyo Clinic)

* 2 ICVS Tokyo Clinic: 4-1 Kioicho, Chiyoda-ku, Tokyo, Hotel New Otani Shin-kioicho Building 4F. Phone +81-3-3222-0551, Contact e-Mail address: clinic@
icv-s.org

Fig2. HITV Therapy : How Immunotherapy Works

Fig3. Changes in the Number of Patients at ICVS Tokyo Clinic
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The increase of the number of patients undergoing 
HITV medical examinations is due to the rise in the 
number of cancer patients in Japan, and the increase of 
interest in HITV therapy overseas. In fact, about 80% of 
ICVS Tokyo Clinic patients are from overseas including 
China, Taiwan, Russia, the United States, and various 
European countries. 
HITV technology transfer to overseas clinics is in 
response to the request that the patients would like to 
receive HITV therapy in their own countries or their 
neighboring regions without having to travel to Japan. 
This has already been partially implemented in Malaysia 
and China, and other opportunities are being prepared in 
Russia, Vietnam, and additional countries.
"People overseas seem to show more interest in 
regenerative medicine such as HITV therapy than do 
Japanese people. This may be because of the difference 
in health insurance systems,” says Dr. Kusaka, “Japan's 
public health insurance system was rated the best in 
the world by WHO (World Health Organization) in 
2000. For some Japanese, the enhancement of the 
medical insurance system may have raised the threshold 
for out-of-insurance medical treatment. On the other 
hand, in some countries and regions, once you get sick 
and hospitalized, you will be charged a large amount 
of money for medical expenses. People who need to 
receive cancer treatment in such countries can decide to 
select regenerative medicine rather than continue to pay 
such high medical costs." 

Outstanding Response Rates
Figure 4 shows the classification by type of cancer with 
HITV therapy. Patients diagnosed with lung cancer had 
the highest ratio (20%), followed by colorectal cancer 
(16%) and breast cancer (15%).

"According to the latest statistics*3 released by the 
National Cancer Center Japan, the largest number 
of cancer patients is colorectal cancer, followed by 
stomach cancer, then lung cancer. The statistics is 
slightly different from what we cure at the Clinic. HITV 
therapy performance *4 efficiency (Table 1) shows, 
HITV resulted in showing high efficacy for each cancer. 

ICVS Tokyo Clinic is not an insurance covered medical 
clinic but I am very pleased to know the cancer patients 
choose to come to the Clinic to receive the effective 
therapy they believe in to fight against cancer," said Dr. 
Kusaka.

To calculate the response rate of HITV therapy, Dr. 
Kusaka surveyed 150 patients who were first diagnosed 
with recurrent cancer in stage IV from January 2013 
through January 2017.
Dr. Kusaka adds, "This is the result of collecting 
HITV patients’ data since 2013 when the protocol was 
established. These patients had gone through HITV 
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* 3 Data from National Cancer Registration system updated in January 2019.
* 4 Response rates: One of the indicators to measure the effect of cancer treatment. Shows the percentage of patients whose cancer cells have shrunk 

or disappeared after the treatment was used on the patient.

 Dr. Kusaka, 
Director of ICVS Tokyo Clinic

Fig4. Classification of HITV Therapy by Disease

therapy for more than two years so that we were able to 
determine the treatment results." 
CR in Table 1 is an abbreviation for Complete Response, 
a condition in which the tumor had completely 
disappeared. Similarly, PR (Partial Response) is a state 
with the sum of tumor sizes being reduced by 30% or 
more. SD (Stable Disease) shows no change in the size 
of the tumor. PD (Progressive Disease) is a condition in 
which the sum of tumor sizes increased by 20% or more 
and the absolute value increased by more than 5 mm, or 
a new lesion has appeared. Mortality refers to death.
"I started working at ICVS Tokyo Clinic in 2018 and 

I was able to compile the data without any 
prejudice as the treatment had been completed 
before I joined. I have read all the medical 
records and analyzed the results objectively. 
And as a medical doctor, I was highly 
impressed by HITV’s high therapeutic effect. 
Even with the advanced cancer, the tumors of 
more than 30% of patients have disappeared, 
and nearly 42% of patients have improved 
their condition, with their tumors decreased. 
Considering that the patients with advanced 
cancers have been treated with HITV, the 
result is remarkable,” said Dr. Kusaka. 
Furthermore, with the Survival Rate after 
2 years of HITV Treatment for Advanced 
Cancer (Table 2), we have achieved excellent 

results; two-year survival rate of 82% for colorectal 
cancer, 90% for breast cancer, and 100% for lymphoma. 
We set the survival rate of 2 years for our analysis at 
Table 2, but the cases will be reviewed again for “after 
3 years and 4 years” results by our follow-up surveys. 
HITV therapy is very promising.

Determining the Route to Healing
Figure 5 shows the flow of HITV therapy. They are 
all important steps, especially STEP 1 “Medical 
Examination / Making a Treatment Plan.”
Dr. Kusaka explains, "HITV therapy has criteria 

for therapeutic indication. Since the 
pathophysiology of advanced cancer 
varies, sometimes it is difficult to make an 
absolute distinction between indications. 
We determine HITV treatment indications 
based on age and general condition as 
well as tumor diameter and the number 
of metastases. The Step 1, Medical 
Examination / Making a Treatment Plan, 
is the stage to discuss the current condition 
and future treatment policies / plans. As 
it is such an important task to determine 
the route to healing, it is necessary to 
have a close discussion between the 
patient and the doctor at the beginning of 

Table 2: Survival Rate After 2 Years of Treatment by Advanced Cancer

Number of 
Patients

Number of  
Survivors

2-year 
Survival Rate

Colorectal Cancer 11 9 81.8

Lung Cancer 14 9 64.3

Breast Cancer 20 18 90

Lymphoma 2 2 100

Hepatobiliary Pancreatic Cancer 14 5 35.7

Uterine Cancer 11 6 54.5

Other 34 26 76.5

Table 1: Response Rate of HITV Therapy

No. %

CR 36 34

PR 8 7.5

SD 10 9.4

PD 21 19.8

Mortality 31 29.2

From January 2013 to January 2017, of the 150 patients who were 
first diagnosed with recurrent cancer, 106 patients, 70.7%, were able 
to continue treatment or follow up to the end point for 2 years after 
the start of treatment.

(Source: ICVS Tokyo Clinic)

(Source: ICVS Tokyo Clinic)
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the HITV therapy. As mentioned earlier, 
the strength of HITV therapy lies in the 
treatment method that combines other 
therapies such as radiation with a focus 
on dendritic cell administration. Recently, 
thanks to the major progress in research 
on immunotherapy, the new treatment 
methods such as immune checkpoint 
inhibitors*5 are now available. It is at 
this medical examination that we discuss 
how to reflect these new strategies in the 
treatment plan. We can also determine the 
individual efficacy of immune checkpoint 
inhibitors by pathological examination of 
cancer tissue."

Table 3: Indications of HITV Therapy

Chemotherapy Radiation 
Therapy

Active Tumors

Size Number

Naïve Naïve ≤ 5cm ≤ 10

Resistant Naïve ≤ 3cm ≤  5

Naïve Resistant ≤ 3cm ≤  5

Resistant Resistant NA NA

1) Stage I, II, III, VI and Recurrent patients applicable. 
2) Solid mass tumor only. Not for blood cancer nor HCC, bile duct, or 

pancreatic cancers. 
3) When referred, in order to design the treatment, recent PET-CT data 

is necessary.

(Source: ICVS Tokyo Clinic)

(Source: ICVS Tokyo Clinic and Shukokai-Magazine The page of beginning #47)

Fig5. HITV Therapy – Flow of Treatment

●  ●

Dr. Kusaka says, "If you are diagnosed with Stage IV 
or recurrent cancer and cannot decide on the treatment 
plan recommended by your doctor, please contact us at 
ICVS Tokyo Clinic. You will be provided with a clear 
explanation and I am convinced that HITV therapy is 
one that you can trust.” 
In the 12 years since ICVS Tokyo Clinic opened, HITV 
therapy has achieved therapeutic results. When ICVS 
Tokyo Clinic was established in 2008, Dr. Kenichiro 
Hasumi declared HITV therapy would be for a 
“treatment method for lifesaving, not life extension.” 
HITV therapy, which has steadily achieved therapeutic 

results, will absorb research results, regenerative 
medicine as well as gene therapy, and evolve as a more 
reliable treatment method.

* 5 Immune checkpoint inhibitors: A drug that inhibits the action of cancer cells to break the attack of immune cells and reactivates the attack power of 
the immune cells themselves, for example nivolumab, trade name: Opdivo.

The effect of treatment is judged 
comprehensively. If continuous 
treatment is required, re-plan the 
treatment.

Create an optimal 
"treatment plan" according 
to the patient's condition

Memory T cells 
immunologically store 
antigen (foreign body) 
information learned by 
dendritic cells in the body.

When used in combination with 
radiation therapy, treatment is 
basically started within 1 week 
after the first administration of 
dendritic cells.

Dendritic cells are administered again 
approximately 1 week after the end of 
radiation therapy. 24 to 72 hours after 
administration of dendritic cells, also 
administer memory T cells.

Not required if you bring 
the latest PET-CT data 
at the first visit

PET-CT

Step2
Apheresis is the process of 
centrifuging blood (rotating 
at high speed) and 
extracting specific blood 
cells and plasma necessary 
for treatment. Collect 
immature dendritic cells, 
mononuclear cells that are 
the basis of memory T 
cells, and plasma that is the 
source of cell culture.

Apheresis / Cell Culture

Step3

First memory
T cell administration

Step5

Radiation therapy
(when used in combination)

Step6
Treatment
Evaluation

Step10
Blood test
(for treatment
evaluation)

Step8

PET-CT
(for treatment evaluation)

Step9

Second intratumoral
administration of
dendritic cells. Memory
T cell administration

Step7

Medical Examination/
Making a Treatment Plan

Step1

Intratumoral administration of 
dendritic cells while confirming by CT. 
Administered dendritic cells complete 
antigen recognition (learning of 
foreign substances) in 24 hours.

Administer the first dendritic cell intratumor.
In the case of combined use,
receive the radiation facility in step 6

Step4
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