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The Impact of Training in Multimodal Communication Skills on Psychotropic 

Medication Use in Dementia Care 

 

Masaki Kobayashi1,2, Saki Une2, Hisao Hara3, Miwako Honda2 

ÿ1. Internal Medicine, Unity Hospital, Rochester Regional Health, Rochester, USA   

2. General Internal Medicine, Division of Geriatric Research, National Hospital 

Organization Tokyo Medical Center, Tokyo, JPN                                   

3. Internal Medicine, Koriyama Medical Care Hospital, Koriyama, JPN Ā 

 

Cureus 16(6): e63413. DOI 10.7759/cureus.63413 

 

Abstract  
Aim: 
This study aimed to assess the trends in psychotropic drug prescriptions among elderly 
residents with dementia following the continuous implementation of multimodal 
comprehensive care communication skills training for staff in a long-term care facility.  
 
Methods: 
This retrospective single-center cross-sectional study utilized the database of an urban 
public hospital that included a long-term care facility. The data were collected from 2016 
to 2020. All 130 staff members at the hospital (52 nurses, 48 professional caregivers, 
seven rehabilitation staff members, three physicians, and three pharmacists) initiated 
multimodal comprehensive care communication skills basic training from October 2014 
to December 2015, which was followed by continuous monthly training until the end of 
2020. Antipsychotic prescription rates for residents aged over 65 years with dementia 
were measured throughout the study period.  
 
Results:  
A total of 506 eligible residents were identified, the median age was 86.0 years (IQR: 
81.0-90.0), and 283 (55.9%) residents were females. The prescription rates for 
psychotropic drugs among residents with dementia decreased significantly (43.5% in 
2016, 27.0% in 2020; p=0.01). Notably, the percentage of patients prescribed anxiolytics 
decreased significantly (from 4.7% to 0.0%), while the percentage of patients receiving 
antipsychotic drugs, hypnotics, antidepressants, or antiepileptic drugs remained 
unchanged over time. The prescription rates for antidementia drugs significantly 
decreased from 15.3% to 4.0%.  
 
Conclusion: 
The prescription rates of psychotropic drugs were significantly reduced following 
multimodal comprehensive care communication skills training for staff at a long-term 
care facility. The improvement in communication skills among staff at long-term care 
facilities has a tangible impact on reducing drug use among elderly residents with 
dementia. 
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Introduction 

Dementia is a syndrome that involves deterioration in cognitive function beyond what 

might be expected from the usual consequences of biological aging [1]. Currently, more 

than 55 million people live with dementia worldwide, and nearly 10 million new cases 

are diagnosed every year [1]. Behavioral and psychological symptoms of dementia 

(BPSDs) are crucial features in the clinical course of dementia in older adults [2]. 

BPSDs include agitation, depression, apathy, psychosis, aggression, sleep problems, 

wandering, and a variety of inappropriate behaviors [3]. One or more of these 

symptoms will affect nearly all people with dementia over the course of their illness [3]. 

BPSDs are also associated with earlier institutionalization, and ultimately, most 

residents in long-term care facilities have dementia [4]. 

Although nonpharmacologic approaches should be used as the first-line treatment for 

managing BPSDs [3], psychotropic medications (i.e., antipsychotic drugs, 

sedatives/hypnotics, antidepressants, and benzodiazepines) are commonly 

administered to older adults with dementia in long-term care [5]. However, older 

adults are highly vulnerable to the adverse effects of psychotropic medications [5]. 

Antipsychotic drugs are often prescribed with the aim of controlling BPSDs in older 

adults with dementia; however, the prescription of antipsychotic medication may be an 

ineffective and potentially dangerous strategy because of side effects, including 

increased risk for mortality and cerebrovascular events [6]. Antipsychotic drugs, 

antidepressants, and benzodiazepines are consistently associated with a greater risk of 

falls in older adults [7]. The incidence and prevalence of antiepileptic drug (AED) use 

among people with dementia are high [8]. While AEDs are used not only for seizure 

control but also for neuropathic pain, migraine prophylaxis, and control of BPSDs, 

AED users with dementia have been found to have an increased relative risk of death 

and cerebrovascular events compared with nonusers with dementia [8]. Administering 

psychotropic drugs is often viewed as a reliable solution to control behaviors when staff 

are faced with time restraints, have minimal knowledge of behavioral approaches, and 

perceive that psychotropic drugs are efficacious and low risk [9]. 

A previous systematic review and meta-analysis indicated that psychosocial training 

and support for nursing home staff significantly decreased the prescription rate of 

antipsychotic drugs. However, no study has shown a significant reduction in the 

prescription of psychotropic drugs, including sedatives/hypnotics, antidepressants, and 

benzodiazepines [10]. A program with a person-centered care approach in the United 

Kingdom showed a significant reduction in the proportion of residents receiving 

antipsychotics in the intervention group (23.0%) compared to the control group (42.1%) 

after 12 months [11]. On the other hand, the implementation of a person-centered care 
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approach did not reduce antipsychotic prescriptions in German nursing homes [12]. A 

study in Germany reported that a person-centered care approach was not implemented 

to the desired extent due to differences in the health care systems in the United 

Kingdom and Germany and contextual factors such as staff and time constraints [12]. 

To our knowledge, there is a lack of research on effective interventions to significantly 

reduce psychotropic drug prescriptions in older adults with dementia in long-term care. 

Previous studies have suggested searching for the underlying causes of BPSDs and 

applying nonpharmacological interventions, including staff training and environmental 

changes, prior to prescribing psychotropic drugs [13]. Moreover, interventions that aim 

to improve prescription should involve a broad approach that targets the skills of care 

staff, strong communication, collaboration, and equitable decision-making [14]. In 

particular, staff communication during dementia care and the relationship between 

staff and residents directly affect residents’ challenging behaviors [15]. A previous 

study evaluated a staff communication training program that included in-person 

training sessions with videos, vignettes, and role-playing focused on fulfilling resident 

communication needs, identifying and reducing elderspeak, and practicing effective 

dementia communication practices [16]. Education training significantly decreased 

antipsychotic medication use from 20.7% to 15.8% [16]. However, this study focused on 

antipsychotic drugs and may have included residents without dementia [16]. 

Several studies have shown that training health care workers in multimodal 

communication skills has the potential to reduce BPSD and improve the overall well-

being of individuals with dementia [17]. One notable care methodology called 

Humanitude, developed by Gineste and Marescotti in 1979 [18,19], offers a multimodal 

communication technique based on a humanist philosophy that emphasizes respect for 

individual liberty, autonomy, and dignity [18]. Humanitude adopts a relationship-

centered and compassionate care approach, focusing on the following four pillars: gaze, 

talk, touch, and assistance with standing up and providing care in one sequence 

divided into five steps [18]. This methodology has demonstrated its effectiveness in 

reducing agitation and psychological symptoms among individuals with dementia. 

However, to date, no study has specifically evaluated the effect of this methodology on 

medication use for people with dementia. 

The purpose of this study was to analyze the effect of a multimodal comprehensive care 

methodology training program on the use of psychotropic drugs in a long-term care 

facility. The training program was provided to all staff members in a long-term care 

institution. By investigating the impact of the training program on medication use, we 

aimed to gain insights into the potential benefits of the methodology in reducing the 
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reliance on psychotropic drugs and improving the overall well-being of individuals with 

dementia. 

Study design and setting 

A retrospective single-center cross-sectional design was used to collect data from 

January 2016 to December 2020 from the database of Koriyama Medical Care Hospital. 

Located in Koriyama, Fukushima Prefecture, Japan, this hospital serves as a 120-bed 

long-term care facility. Throughout the study period, the hospital employed internal 

medicine physicians and part-time psychiatric physicians but lacked geriatricians. 

From October 2014 to December 2015, all staff members (including three physicians, 

52 nurses, 48 professional caregivers, seven rehabilitation staff, three pharmacists, and 

15 clerks) underwent the basic training program of the multimodal comprehensive care 

methodology. In this study, a multimodal comprehensive care methodology training 

program was developed for all staff at a long-term care institution to teach the 

multimodal communication skills used in long-term care. The program includes 

lectures on the philosophy of the methodology and the basics of communication skills, 

demonstrations, video learning, role-playing workshops, and bedside training. This 

training is designed to equip staff with the necessary skills to care for residents with 

dementia in a long-term care facility. This training was facilitated by three certified 

instructors, consisting of one nurse and two professional caregivers, all of whom 

completed a 10-week training program on teaching Humanitude. Following the initial 

training, hospital staff received monthly continuous training in the methodology, 

continuing through the end of 2020. 

Data collection and participants 

The data were collected using the electronic medical records system of Koriyama 

Medical Care Hospital. Information on age, sex, medical history, care need levels under 

the public long-term care insurance system in Japan, and medication use during 

hospitalization was retrieved from electronic medical records. The study included 

residents aged 65 years or older who were admitted to the hospital between January 

2016 and December 2020 and who had a diagnosis of dementia. Residents who were 

admitted multiple times during the study period were treated as separate residents. 

The need for individual informed consent was formally waived by the institutional 

medical ethics committee because only data from medical records were used and the 

patients were not contacted directly. However, we displayed an opt-out statement on 

the webpage of the hospital to inform patients about the study and to provide the 

opportunity for patients to decline the use of their data. Three researchers (MH, MK, 

SU) reviewed and analyzed the information on age, sex, care need levels, medication 
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use during hospitalization, and the Charlson Comorbidity Index (CCI) [20]. Regarding 

medication data, we reviewed information on regularly scheduled and as-needed 

medications prescribed for residents during their admission. 

Psychotropic drugs included five categories based on the anatomical therapeutic 

chemical classification system: antipsychotics, antidepressants, hypnotics, anxiolytics, 

and antiepileptic drugs [21]. Antidementia drugs consisted of three 

acetylcholinesterase inhibitors (donepezil, galantamine, and rivastigmine) and one N-

methyl-D-aspartate receptor antagonist (memantine). In this study, the collected data 

on drug use included first-time, chronic, and as-needed prescriptions. The study 

protocol was approved at the National Hospital Organization Tokyo Medical Centre 

and the Koriyama Medical Care Hospital. 

Outcome measures 

The primary outcome of this study was the annual change in prescription rates of 

psychotropic drugs for residents admitted from 2016 to 2020. The secondary outcome 

was the annual change in prescription rates of specific categories of psychotropic drugs 

and antidementia drugs for elderly residents admitted from 2016 to 2020. 

Statistical analysis 

The characteristic data of residents with dementia were analyzed using descriptive 

statistics. Nonnormally distributed quantitative variables are presented as medians 

and interquartile ranges (IQRs). The normality of the data was verified using the 

Shapiro-Wilk test. Analytical statistics were used to assess the primary and secondary 

outcomes. Changes in the prescription rates of each medication for residents admitted 

from 2016 to 2020 were tested using the chi-square test. P<0.05 indicated statistical 

significance. The prescription rates were compared between 2016 and 2020 using the 

chi-square test. These analyses were performed using R statistical software version 

4.0.2 (Vienna, Austria: R Foundation for Statistical Computing). 

In Japan, the public long-term care insurance system categorizes frail older adults into 

five levels of care need (levels 1-5), with higher numbers indicating more severe needs. 

This classification is determined using a nationally standardized and validated 

algorithm that evaluates both physical and mental care needs [22]. Research has 

shown that older adults categorized at higher care need levels are more likely to be 

institutionalized than those classified at level 1 or 2 [23]. In our study, 203 residents 

(40.1%) were categorized as having a level of 5, while 187 residents (37.0%) had a level 

of 4, underscoring the elevated care requirements among the enrolled residents. 
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Trends in psychotropic drug use 

Table 2 shows the trends in prescription rates of psychotropic and antidementia drugs 

among residents. The prescription rates indicated the proportions of residents who 

were prescribed psychotropic and antidementia drugs each year. In this study, some 

residents were prescribed more than two psychotropic drugs simultaneously. The 

prescription rates for psychotropic drugs decreased significantly from 37 out of 85 

(43.5%) in 2016 to 34 out of 126 (27.0%) in 2020 (p=0.01) as illustrated in Figure 1. 

Results 

A total of 506 residents were enrolled in this study, and the demographic 

characteristics of the residents are detailed in Table 1. Among these residents, 283 

(55.9%) were women. The median age was 86.0 years (IQR: 81.0-90.0). Specifically, 157 

(31.0%) residents were aged 75-84 years, while 307 (60.7%) were over 85 years of age. 

The median Charlson Comorbidity Index (CCI) was 2.0 (IQR: 1.0-4.0), indicating 

prevalent comorbidities among the participants. 

The breakdown of psychotropic drugs reveals that the prescription rates for anxiolytics 

decreased significantly from 4 out of 85 (4.7%) in 2016 to 0 out of 126 (0.0%) in 2020 

(p=0.01). The prescription rates for antipsychotics slightly increased from 6 out of 85 

(7.1%) in 2016 to 12 out of 126 (9.5%) in 2020; however, this difference was not 

statistically significant (p=0.53). 

The prescription rates for hypnotics, antidepressants, and antiepileptics decreased 

from 17 out of 85 (20.0%) to 15 out of 126 (15.9%), from 7 out of 85 (8.2%) to 5 out of 

126 (4.0%), and from 12 out of 85 (14.1%) to 12 out of 126 (9.5%), respectively, between 

2016 and 2020. However, these decreases were not statistically significant. Moreover, 

the prescription rates for antidementia drugs significantly decreased from 13 out of 85 

(15.3%) in 2016 to 5 out of 126 (4.0%) in 2020 (p=0.003). 
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Discussion 

This retrospective cross-sectional study offers significant insights into the impact of 

comprehensive multimodal care communication training for staff in long-term care 

facilities on psychotropic drug prescription rates for elderly residents with dementia. 

Our study demonstrated a notable decrease in the prescription rates of psychotropic 

drugs among elderly residents with dementia following comprehensive multimodal 

communication training implemented for all staff members. At the outset of our study 

in 2016, the prescription rate of psychotropic drugs was 43.5%, aligning with the rates 

reported in a prior study focused on residents with dementia in Japanese long-term 

care facilities [24]. A previous study on standard geriatric care reported no significant 

change in drug utilization over a two-month period, with rates remaining stable 

between 44.3% and 42.8% [24]. In contrast, our study revealed a notable trend over the 

study duration, with the prescription rate of psychotropic drugs decreasing 

significantly from the initial 43.5% to 27.0% in the four-year period. It is essential to 

note that our multimodal care communication skills training initiative primarily aimed 

to enhance communication strategies, reduce agitation and resistance to care among 

residents with dementia, and foster improvements in their overall well-being, 

participation, and mobility rather than specifically targeting psychotropic drug use 

reduction [17,18]. The reason for evaluating psychotropic drug use after 

communication training is related to the preventive nature of this training in reducing 

the challenging behaviors of people with dementia that frequently lead to psychotropic 

drug use. Previous studies have indicated that effective communication strategies can 

significantly diminish episodes of agitation and aggression in dementia patients [17]. 

By equipping staff with improved communication skills, a prior study showed a 

reduction in such behaviors, potentially decreasing the subsequent need for 

psychotropic medications to manage these symptoms [17]. 

Crucially, our study stands apart from prior research by extending the intervention to 

encompass all staff members within the long-term care facility rather than focusing 

solely on specific professional groups. Unlike earlier studies that targeted training 

towards select staff categories such as physicians, nurses, or pharmacists [10,13], our 

approach involved training the entire staff responsible for resident care. This 

collaborative engagement among all stakeholders as equal partners can effectively 

diminish inappropriate antipsychotic prescriptions [9]. Previous studies have indicated 

that managerial support, consistent staff routines, shared understanding among team 

members, and interprofessional collaboration are pivotal factors that promote culture 

change and streamline the deprescribing of psychotropic drugs for dementia patients 

within nursing home environments [14,25]. By engaging all staff members in our 
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communication training initiative, our objective was to foster a unified understanding 

and collaborative synergy. This approach aimed to cultivate a holistic and integrated 

care strategy for residents with dementia. 

This was a retrospective single-center study, not a cluster randomized controlled trial 

targeting nursing homes. However, a previous cohort study evaluating the prescription 

of psychotropic drugs in 1201 residents with dementia admitted to 343 long-term care 

facilities in Japan showed that the utilization of psychotropic drugs did not change 

during the study period [24]. Our study suggested a potential clinical impact of 

communication training on the use of psychotropic drugs among dementia patients. 

Further randomized controlled trials spanning multiple facilities are essential to 

corroborate the link between communication training and psychotropic drug usage in 

this demographic. 

The discussion also highlights the prevalence and prescription rates of specific types of 

psychotropic drugs. Our findings revealed consistent prescription rates for 

antipsychotic drugs, aligning with prior research on person-centered care 

approaches [12]. Nevertheless, the prevalence of antipsychotic drug use in our study 

was notably lower than that in studies on person-centered care from other 

countries [11,12]. These disparities may stem from differing care methodologies, such 

as the relationship-centered care advocated by the Humanitude approach in our 

research, coupled with variations in staffing and time constraints. Person-centered 

care emphasizes recognizing the unique individuality of each person in every facet of 

care, tailoring both care practices and environments to suit individual needs, and 

understanding behaviors from the perspective of the person with dementia. In contrast, 

Humanitude prioritizes relationship-centered care [17,18]. The primary objective of the 

Humanitude approach is to cultivate strong bonds between caregivers and care 

recipients, fostering a shared sense of meaningful engagement throughout their 

interactions [17,18]. Notably, staff often find greater satisfaction in their caregiving 

roles when they perceive their caregiving techniques as impactful. Notably, due to 

challenges such as limited staffing and time constraints, relationship-centered care as 

promoted by Humanitude is sometimes viewed as more feasible for staff compared to 

the intensive demands of person-centered care, a sentiment echoed in various studies 

from Japan and beyond [17]. 

Furthermore, our study showed varying patterns of prescription rates for hypnotics, 

anxiolytics, antidepressants, and antiepileptic drugs (AEDs). In our study, hypnotics 

were found to be frequently prescribed among psychotropic drugs and their 

prescription rates did not significantly change from 2016 to 2020; however, the 

prevalence of hypnotics decreased (20% in 2016 to 15.9% in 2020). Fifteen percent of 
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residents in this study were prescribed hypnotics in 2020, which was slightly lower 

than that reported in another study in Japan (22.6-25.1%) [24]. However, given the 

prevalence of hypnotics reported in studies in Germany and Austria (9.9-13.3%), our 

data on hypnotics in long-term care may suggest the importance of the appropriate use 

of hypnotics in long-term care [26]. The prescription rates for anxiolytics significantly 

decreased over time in our study. The prevalence of anxiolytic use in our study was 

lower than that in a previous study in Japan and other countries [24,26]. One possible 

reason for the 4.7% prevalence of anxiolytic use in 2016 could be the proactive efforts of 

the hospital pharmacist to promote appropriate anxiolytic usage following the 2014 

communication training. Although the prescription rates of antidepressants remained 

statistically consistent throughout our study, declining from 8.2% in 2016 to 4.0% in 

2020, this trend aligns with findings from a meta-analysis of five studies that similarly 

found no significant impact of psychosocial interventions on antidepressant use [10]. 

Notably, our study's antidepressant prescription rate was substantially lower than that 

in other international studies, where approximately one-third of nursing home 

residents with dementia were prescribed antidepressants [13,27]. Although our study 

revealed a decrease in the use of antiepileptic drugs (AEDs) from 14.1% in 2016 to 9.5% 

in 2020, the initial prevalence of AEDs in 2016 was markedly higher than that in 

another Japanese study, which ranged from 7.1% to 7.8% [24]. Given recent U.S. 

research indicating a rising trend in AED prescriptions among dementia-afflicted 

nursing home residents, our data underscore the critical need for judicious AED use in 

long-term care and highlight the potential benefits of comprehensive communication 

training for dementia care staff [28]. 

Finally, our study revealed a decrease in the prescription rates of antidementia drugs 

during the study period. This finding contrasts with studies conducted in Denmark and 

the United Kingdom that reported increased prescription rates [29,30]. We speculate 

that the differences may be attributed to the management of behavioral and 

psychological symptoms of dementia (BPSDs) in our study, as antidementia drugs are 

used not only to improve cognitive function but also to address BPSDs. Furthermore, 

most of the patients in our study had moderate to severe dementia, given that 

approximately 80% of them had a care need level of 4 or 5. The severity of dementia 

and individual tolerability may influence the cessation of antidementia drug use in 

residents with severe dementia. 

Several limitations should be discussed. First, the retrospective cross-sectional design 

means that potential confounders, such as patient characteristics or staff training 

levels, might influence the observed relationship between communication training and 

psychotropic drug prescription rates. Although we did not pinpoint these factors, future 

research should explore them further. Second, being a single-center study with a 
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limited sample size could account for some nonsignificant findings. Third, we were 

unable to compare the data between chronic and as-needed use of antipsychotics 

because we collected data on first-time, chronic, and as-needed prescriptions without 

capturing the reasons for prescribing psychotropic drugs to the residents. Finally, 

while many psychotropic drugs might be unsuitable for older adults, our study could 

not assess the appropriateness of prescribed medications due to data constraints. 

Conclusions 

The present study contributes to the growing body of evidence linking multimodal 

comprehensive care communication training for staff in long-term care facilities to 

reduced psychotropic drug use among elderly residents with dementia. Despite the 

limitations inherent in our retrospective, single-center design, the findings highlight 

the potential benefits of this training approach, emphasizing its role in fostering 

relationship-centered care. To validate and expand upon our findings, future research, 

particularly randomized controlled trials involving multiple facilities, is essential. 
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Background: 

There are two types of central auditory disorders due to pathology of the bilateral 

auditory cortices in adult patients: auditory agnosia with residual hearing and cortical 

deafness with total hearing loss. However, long-term hearing changes of auditory 

agnosia in infants are unknown. 

 

Materials and Methods: 

A male patient incurred herpes simplex encephalitis at his age of 1 year and 3 months 

which caused bilateral auditory cortex lesions resulting in his auditory agnosia with 

residual hearing. We followed this patient until he was 38 years old. His brain MRI were 

taken at different ages and his hearing abilities were repetitively evaluated by VRA, 

pure tone audiometry, ABRs and DPOAE. 

 

Results:  

He was made a diagnosis of auditory agnosia caused by bilateral auditory cortex lesions 

due to herpes encephalitis. His subjective hearing decreased over time from normal 

hearing revealed by VRA and pure tone audiometry in childhood. At period of teenager, 

he developed a profound hearing loss bilaterally manifesting cortical deafness although 

auditory functions of his peripheral hearing organs and brainstem auditory pathways 

were well preserved. Before his onset of herpes encephalitis, he could speak several 

words. Thereafter, he was not able to speak nor comprehend spoken language and was 

educated at a school for the deaf from kindergarten to high school by visually based 

communication techniques such as cued speech, finger spelling, sign language, and 

written language. Upon graduating from high school, he commuted to a day-care facility 

where work continued to improve his communication using sign language and written 

conversation. 

 

Discussion and Conclusion: 

The auditory agnosia in adult patients with bilateral auditory cortex lesions is mainly 
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caused by bilateral cerebrovascular accidents. Bilateral auditory cortex lesions can 

manifest as auditory agnosia., preservation of some residual hearing, or cortical deafness, 

a total loss of hearing. In adults, auditory agnosia or cortical deafness is usually caused 

by two episodes of cerebral infarction. However, in pediatric cases, auditory agnosia is 

frequently caused by herpes encephalitis. Adult cases have been extensively studied but 

long-term follow-up studies of pediatric cases have rarely been reported. 

In this case report, we studied hearing changes based on our long-term experiences of a 

male patient who, at a very young age, was diagnosed with auditory agnosia which 

progressed to cortical deafness at period of teenager.  

In conclusion, neuronal degeneration of bilateral medial geniculate body of the patient 

may have occurred as a result of retrograde degeneration of auditory radiation due to 

bilateral auditory cortex lesions and manifested cortical deafness. 
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Problems of Speech and Swallowing in Human Beings, the Additional 

Solutions with Regeneration, Instead of Just Anti-Aging  

 

Koichi Tsunoda, M.D., Ph.D.  

Department of Artificial Organs & Medical Creations/Otolaryngology  

National Hospital Organization Tokyo Medical Center  

 

Last 40 Years, I developed many novel therapies for voice problems with satisfactory 

evidence to every citizen. With that, I simultaneously took care with phono-surgery for 

voice problems of professional voice users including many top actors and singers in 

Japan.  

In contrast to other mammals, evolution has brought humans the long and flexible 

vocal tract needed for speech. The human adult larynx is located in and has descended 

through the neck, resulting in an effective articulatory system that has enabled the 

ability to communicate through speech. As a result, humans must elevate the larynx 

and move it anteriorly while swallowing to prevent aspiration. The vocal folds 

themselves also participate in prevention of aspiration during swallowing by closing 

the glottis. When aspiration does occur, action of the true and false vocal folds operates 

as part of the cough mechanism to expel foreign bodies (water, food). Laryngeal 

elevation and glottal closure are indispensable for human beings.  

Anatomically and physiologically, atrophy of extrinsic and intrinsic laryngeal muscles 

due to aging gradually weakens the functions of laryngeal elevation and glottal closure, 

which causes hoarseness and aspiration. This results not only from glottal 

incompetence, but also from lower position of the larynx and increased difficulty to 

elevate it. Surgical solutions require strengthening the atrophic intrinsic and extrinsic 

laryngeal muscles. Many techniques involving injections inside intrinsic laryngeal 

muscles, and laryngeal elevation surgery have been developed but have disappeared. 

In 1998, I developed a surgical solution for insufficient glottal closure for phonation 

and aspiration called autologous transplantation of fascia into the vocal folds (ATFV), 

that was within the new conception of regenerative medicine. We observed histological 

changes and cell proliferation activity after ATFV, suggesting that fibroblasts 

transplanted into the fascia do not degenerate but survive and proliferate in human 

Reinke�s space. However, for Wermer�s syndrome, transplantation of fascia leading to 

regeneration of vocal fold tissue, using a mechanism like stem-cell transplantation, was 

not effective. That might have been caused by the aged state of the stem-cells 

transplanted. Reproducible/promotable tissue transplantation is necessary. 

Considering the swallowing function in the elderly, injection of 

reproducible/promotable stem-cells into atrophic vocal folds may produce 

improvements for glottal incompetence and injections into laryngeal elevation muscles 

may produce improvements for laryngeal elevation in swallowing. This technique, 

which prevents scar formation in the surrounding tissues, would be preferable to 
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invasive surgical incisions.  

In combination with these simple injections of stem-cells into weakened muscles, 

drawing in the jaw during swallowing (easier laryngeal elevation by shortening the 

distance between the oral cavity and the larynx) and maintaining speech as self-

rehabilitation (training to reinforce the glottal closure) may prevent future problems of 

aspiration in the elderly. Furthermore, if velopharyngeal dysfunction (weakened 

changes of soft-palate elevation for phonation and swallowing) is recognized, injection 

into the muscle of soft-palate elevation with suitable training (training to reinforce the 

soft-palate elevation) is necessary.  

Before those solutions, it is necessary to individually evaluate swallowing and 

phonatory functions as a medical check-up. To rejuvenate aged senses and muscles 

with a view to improving an individual�s life as they age is important. For that, a novel 

medical check-up program is needed to maintain and enhance quality of life, not only 

for speech and hearing, but also for the function of the nose for smelling.  
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Dysphonia After Taking Dietary Supplements

Am J Med .  2023 May;136(5):e85-e86. 
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Identification and Functional Characterization of METTL23 and Gene X in 

Glaucoma  

Yang Pan and Takeshi Iwata 

Molecular and Cellular Biology Division, National Institute of Sensory Organs 

[Abstract] 

Glaucoma is the leading cause of progressive and irreversible blindness, characterized 

by optic nerve head cupping and visual field loss. Among its subtypes, primary open-

angle glaucoma (POAG) is the most prevalent. The Baltimore Eye Survey reported that 

more than half of POAG patients do not exhibit elevated intraocular pressure (IOP), thus 

meeting the diagnostic criteria for normal-tension glaucoma (NTG). Our previous 

research identified METTL23 as a novel causative gene for NTG. METTL23 catalyzes 

the dimethylation of H3R17 in the retina and plays a crucial role in pS2 transcription 

and NF-κB�mediated TNF-α and IL-1β feedback regulation. Additionally, the METTL23 

c.A83G variant has been shown to cause aberrant splicing of METTL23 mRNA, leading 

to disrupted protein production and altered subcellular localization. In this study, we 

aim to investigate additional risk variants in METTL23 associated with NTG and to 

identify new causative genes in familial cases of POAG. 

[Materials and Methods] 

To identify novel variants in the METTL23 gene, 2431 DNA samples from unrelated 

patients with NTG were collected from the ophthalmology departments of Tokyo Medical 

Center, Yamanashi University, the University of Tokyo, and Tohoku University. All 

analyses were conducted at the Tokyo Medical Center. Genomic DNA was extracted from 

peripheral whole blood. Sanger sequencing was performed following standard protocols 

to screen for METTL23 variants. The Human Splicing Finder tool was used to predict 

the potential impact of variants on splicing, and an in vitro splicing assay was performed 

to validate splicing alterations. 

To identify novel causative genes for glaucoma, 23 samples were collected from 9 

glaucoma-affected families and subjected to whole-exome sequencing (WES) and whole-

genome sequencing (WGS). Genomic DNA was extracted from peripheral whole blood 

and analyzed by Macrogen Japan. Structural variants were identified, genotyped, and 

annotated using the GATK-SV pipeline from WGS data. Short variants (missense, stop-

gained/stop-loss and splice acceptor/donor) from both WES and WGS data were analyzed 

using GATK4. Variant filtration was performed based on minor allele frequency (MAF) 

data from public databases and an in-house database, along with functional predictions 

and assessment of mRNA expression levels in the retina. 
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[Results]  

Identification of the METTL23 c.84+60delAT Mutation 

The METTL23 c.84+60delAT variant was identified in 14 unrelated individuals from a 

cohort of 1,029 Japanese NTG patients, and in 8 of 1,402 age-matched Japanese controls 

(Figure 1A and 1C). No TBK1 copy number variations or OPTN E50K mutations were 

detected in any of the NTG patients carrying the METTL23 c.84+60delAT variant. The 

distribution of this allele between patients and controls suggests a potential association 

with NTG (P = 0.03, Fisher’s exact test or χ² test with Yates’ correction; P = 0.038, logistic 

regression adjusting for age and sex; Figure 1B). 

 

Conserved METTL23 c.84+60delAT mutation exhibit gain of splicing in vitro  

We used HSF version 3.0 to analyze whether the METTL23 c.84+60_61delAT variant 

could alter splicing patterns. The analysis included position weight matrices (HSF 

Matrices) to predict the variant�s effects on splicing motifs, including donor splice sites. 

Using the gene name METTL23 and the mutant form c.84+60_61delAT as input, and 

selecting the longest transcript for analysis, the variant was predicted to result in both 

�site broken� and �new site� events, suggesting a potential impact on splicing (Figure 

2A). 

To experimentally validate the splicing alteration caused by METTL23 

c.84+60_61delAT, we performed an in vitro splicing assay in HEK293T cells, followed 

by direct Sanger sequencing of the RT-PCR products. In this system, the 

c.84+60_61delAT mutation led to partial skipping of exon 2, resulting in the removal of 

 

Figure 1. Identification of the METTL23 c.84+60delAT variant. (A) Schematic 

representation of the location of the METTL23 c.84+60delAT variant. (B) The 

distribution of the allele between the patients and controls. (C) Sanger sequencing 

chromatogram of the c.84+60delAT mutation indicated by the red box. 
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106 base pairs, including the start codon, from the mRNA transcript. Consequently, 

the first 67 amino acids of METTL23 would not be translated (Figure 2B). 

 

Identification of the candidate novel causative gene X in a POAG pedigree.  

To identify novel genes responsible for 

POAG, we performed WEG and WGS 

analysis on 23 samples were collected from 

9 families with glaucoma of unknown 

molecular etiology. Short variants and 

structural variants were analyzed by 

comparison with the human reference 

genome (hs37d5). After rigorous filtration 

based on minor allele frequency, functional 

prediction, retinal expression levels, and 

inheritance patterns, gene X was identified 

as the candidate pathogenic gene in 3 

generations of a Japanese family with 

POAG (Figure 3). The identified mutation 

was heterozygous in all of our patients with 

POAG.  

 

Figure 2. The METTL23 c.A83G mutation leads to aberrant splicing in vivo. (A) Results 

of METTL23 splice donor site analysis using Human Splicing Finder. (B) Schematic 

diagram of the splicing minigene construct. Vector-derived exons, black boxes; 

METTL23 exon 2, the gray box; mutation sites, arrowheads (red: c.A83G; yellow: 

c.84+60delAT). Gel electrophoresis of RT-PCR products from HEK293T cells transfected 

with the constructs. EV, empty vector; PBS, cells transfected with PBS only; PCR-n, 

PCR negative control. WT and mutant transcript structures were confirmed by Sanger 

sequencing and are illustrated to the right of the gel image. 

Human Splicing Finder 

(Variation score)

New site +29.09HSF

Site broken -5.51

A B C

 

 

Figure 3. Pedigree of the Japanese family 

with POAG. Affected individuals are 

indicated by solid black symbols. Samples 

collected for WGS are marked with 

asterisks (three affected and two 

unaffected individuals). 
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Further analysis, including evolutionary conservation in Jalview (Figure 4), 

computational structural modeling (Figure 5), and multiple protein function prediction 

algorithms, suggested that the X p.V77M mutation is likely to affect protein function. 

 
 

 

These findings suggest that gene X is a strong candidate for contributing to POAG 

in this family. However, further functional analyses, such as in vitro assays to 

investigate the impact of the p.V77M mutation on protein expression, localization, and 

function, as well as replication studies in additional glaucoma cohorts, are necessary to 

validate the pathogenicity of this variant. 

 

 

 

 

Figure 4. Subfamily-specific conservation analysis of gene X. Conservation among 

human, bovine, chick, zebrafish, mouse, and rat sequences is shown. The position of 

the identified variant is indicated above the alignment. Histograms display the degree 

of conservation at each residue. 

 

Figure 5. Molecular modeling of mutation affection. Predicated structure of X protein 

(pTM = 0.92) is shown in Beige. Structure of the variants, V77M is presented in Red. 

Contacts: green; H-bonds: blue; no clash observed.  
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Yukinori Asada, Nobuhiro Hanai, Daisuke Sano, Hiroyuki Ozawa, Takahiro 

Asakage, Takahito Fukusumi and Muneyuki Masuda Nationwide multi-centric 

prospective study for the identification of biomarkers to predict the treatment 
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分子細胞生物学研究部 
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2024 Mar 26;2:101843. doi: 10.1016/j.gimo.2024.101843. eCollection 

2024.PMID: 39669618 

5. Pan Y, Iwata T., Letter to the Editor: Levels of the HtrA1 Protein in Serum and 
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doi: 10.1167/iovs.65.14.27.PMID: 39666348 
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IV, Springer Nature, 2024 
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3. Takeshi Iwata, The GEGC: Update on Global collaborations, Global Eye Genetics 
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念式典、企画、分子細胞生物学研究部成果報告、討論会、2024.9.14 

2. 岩田岳、座長、緑内障の precision medicineを目指したゲノð情報、ビッグ÷üタ、
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�成Āą�ăoĀ日規程第āĈ号 

 

独立行政法人国立病院機構東京医療センタü 

臨床研究センタüÿ感覚器センタüĀ設置運営綱領 

 

 

ÿ設置Ā 

第Ā条 独立行政法人国立病院機構東京医療センタüÿ以Q<当院=xいう2Ā{臨床研

究センタüÿ感覚器センタüĀÿ以Q<感覚器センタü=xいう2Ā²置く2 

 

ÿ目的Ā 

第ā条 感覚器センタü�1臨床部門x密接{連携²xºz|¹1感覚器疾患ÿ眼科1耳

鼻科Ā~臨床研究{主体²z}1原因O明~疾患1あ»い�治療~困難z疾患~病因~

解明1治療法~開発zy²行うた±1Õ外~研究者{広く研究~場²Pえ1研究施設~

効果的z運用²図ºtt1u¹{1p院~担う政策医療分野ÿ|³1循環器疾患1腎疾

患1Õ分泌û代謝疾患1免疫異常疾患1血液造血器疾患1成育医療1精神疾患等Ā²含

±た幅広い臨床研究²推進y»2 

 

ÿ組織Ā 

第Ă条 感覚器センタü�1臨床研究センタü長ÿ以Q<センタü長=xいう2Ā1部長1

室長1室員及び流動研究員w構成y»2 

ā センタü長�1病院長~指揮監督~²x1所属職員²指揮w1感覚器センタü~業Û

²統括y»2 

Ă 部長�1センタü長~指揮~²x1室長²監督w研究{tいvû言指導²行う2 

ă 室長�1室員及び研究員²指導監督w1当該研究室~業Û²遂行y»2 

Ą 感覚器センタü{次~研究部及び室²置}1部長1室長²定±»2 

一 政策医療企画研究部 

イ 臨床疫学研究室 

ロ 医療経営情報研究室 

ハ 手術支援ロボット�術応用研究室 

ニ 臨床研究û治験推進室 

Ð 視覚研究部 

イ 視覚生理学研究室 

ロ 眼光学研究室 

ハ ロüビ¸ョン研究室 

O 聴覚û�衡覚研究部 

イ 聴覚 害研究室 

ロ �衡覚 害研究室 

ハ 再生医療研究室 

四 人工臓器û機器開発研究部 

イ 代用臓器開発研究室 

ロ 音声û言語コミュニケü·ョン研究室 

ハ 発生医学研究室 

五 分子細胞生物学研究部 

イ 視覚生物学研究室 

ロ 神経生物学研究室 
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ÿ運営委員会Ā 

第ă条 感覚器センタü~Ö滑z運営²図»た±1独立行政法人国立病院機構東京医療セ

ンタü臨床研究センタüÿ感覚器センタüĀ運営委員会ÿ以Q<委員会=xいう2Ā²

置く2 

ā 委員会~委員長�病院長xw1委員�副院長1センタü長1各センタü部長1ÏÛ部

長1管理課長1企画課長及び業Û班長xy»2 

Ă 委員長�必要x�±たx}�1前項{定±»職員~他{関係職員²委員会{出席uせ

意見²求±»sx|w}»2 

ă 運営委員会��ā回開催w1委員長|必要x�±たx}�1臨時{委員会²開催y»

sx|w}»2 

Ą 委員会{zいv次~Ï項{tいv審議²行う2 

一 感覚器センタü~管理運営{関y»sx 

Ð 感覚器センタü~人Ï経理{関y»sx 

O そ~他 

ą 委員会議Ï�1全v議Ï録xwv保存y»²~xw1記録�業Û班長|s¼{あた»2 

 

ÿ感覚器センタü基p業ÛĀ 

第Ą条 感覚器センタü�1病院長~指揮監督~²x1次~業Û²遂行y»²~xy»2 

一 当院~特色²生{wた臨床研究²実施y»sx2 

Ð 政策医療ネットワüク²生{wた臨床研究²実施y»sx2 

O 研究費~執行{tいv�1センタü長|各部長x協議~うえ執行計画²策定w1病

院長~��²得v執行w1�度o{そ~会計報告²行うsx2 

四 センタü以外~研究者x²共\wv臨床研究²行い1研究成果²当院~臨床{反映

uせ»¸うü±»sx2 

五 地域医療連携²図»うえ{¹²1地域医療�術~向P{資y»sx2 

} 定期的{臨床研究検討会1発表会²開催w1s¼²|開y»sx2 

七 研究成果�学会1学術雑�zy²通xv1広く|表y»sx2 

{ 感覚器関連~新薬開発1機器開発{関わ»基礎的1臨床的治験²積極的{推進y»

sx2 

九 センタü長�1当該�度{zけ»研究計画²ăoo日まw1研究報告²翌�~Ąo

o日まw{作成y»sx2 

十 感覚器センタü²利用wv行わ¼た全v~業績�1各部長~責任{zいv1当該�

度oまw{センタü長{報告y»sx2 

十一 競争的研究費ÿ文部科学省研究費補û金1厚生科学研究費補û金zyĀ等~経理

ÏÛ�1病院長{ÏÛ委任y»sx2 

 

ÿ感覚器センタü会議Ā 

第ą条 感覚器センタü{研究~効率化²�{»た±及び感覚器センタüÕ~連絡調整

²行うた±感覚器センタü会議²²うけ»2 

ā センタü会議�センタü長|召集w1各部長1室長1研究員zy実�{研究²行sv

い»者�参加y»sx|出来»2 

Ă センタü会議�毎o第Ð木曜日{開催y»2 

 

ÿ人Ï評価Ā 

第Ć条 センタü研究職員�1センタü長²含±1任期²Ă�xw1Ă�間~業績²評価1
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Ú案w1そ~職位²ýþy»sx|出来»2 

ā 評価~た±~感覚器センタü評価委員会²設け»2 

 

ÿ評価委員会Ā 

第ć条 評価委員会�病院長|召集w1構成委員�病院長1副院長1センタü長xw1原

則xwv1院外{¹若~]~p識者ÿ外部委員Ā~参加²要請y»2 

ā 評価委員会�1感覚器センタü~活動及び研究員~業績²Ā�tx{評価w1運営委

員会{報告y»2 

 

第Ĉ条 s~綱領{定±»²~~他1感覚器センタü{関wv必要zÏ項{tいv�1運

営委員会{zいv審議決定y»2 

 

 

附 則 

 ÿ施行期日Ā 

s~綱領�1�成Āą�ăoĀ日{¹施行y»2zz1�成ĀĄ�ĀÿoĀ日{¹施行

wvい»綱領�廃止y»2 

 

   附 則 

 ÿ施行期日Ā 

 s~綱領�1�成āă�ćoĀ日{¹一部改定wv施行y»2 

 

附 則ÿ第Ă条第Ą項第Ā号関係Ā 

ÿ施行期日Ā 

s~綱領�1�成āĄ�ăoĀ日{¹施行y»2 
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�成Āą�ă月Āå規程第ćĆ号 

 

独立行政法人国立病院機構東京医療センター 

é床研究センター科学研究費補助金{¸»研究実施規程 

 

 

ÿ設置Ā 

第Ā条 s~規程�1独立行政法人国立病院機構東京医療センターÿ以下<当院=xいう2Ā

é床研究センター~研究者|行う研究~うち1科学研究補助金{¸»研究~成果をあr

»xx²{研究成果~普及を÷»sxを目的xy»2 

 

ÿ研究計画~策ÛĀ 

第ā条 研究者�1科学研究費補助金{¸»研究を行う場合�1他~業務{支障を及ぼさ

zい範ö{zいvë発的{研究計画を立案w1実施y»²~xy»2 

ā 研究者�1あ¹{x±様式{従sた研究計画書を作成w1当該調書~写wを当院病院

長Ü{提出y»²~xy»2 

 

ÿ研究成果~取扱Ā 

第Ă条 研究者�1前条{¸º科学研究費補助金{¸º行sた研究{tいv�1他~規程

{係わ¹z1当該研究~研究成果{tいvë¹~判断w公表y»sx|出来»2また1

公表{あたsv�1職務xwvë発的{学会等{参加w}»²~xy»2 

 

ÿ研究報告~義務Ā 

第ă条 研究者�1当該制度{係わ»規程類{従い報告書を作成w1当該報告書等~写w

を当院病院長Ü{提出y»²~xy»2 

 

ÿ管理等~事務Ā 

第Ą条 科学研究費補助金~管理等~事務�1企画課|所掌y»2 

 

 

附 則 

 ÿ施行期åĀ 

s~規程�1�成Āą�ă月Āå{¹施行y»2zz1�成ĀĄ�Āÿ月Āå{¹施行

wvい»ç存~規程�廃止y»2 

 

   附 則 

 ÿ施行期åĀ 

 s~規程�1�成āă�ć月Āå{¹一部改Ûwv施行y»2 
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�成āă�ăoĀ 日規程第ąÿ号 
 
 
 
独立行政法人国立病院機構東京|療センタü遺伝子組換え実験Ü全管理規程 
 

 

第Ā条  独立行政法人国立病院機構東京|療センタüé床研究センタüÿ感覚器センタüĀ 
ÿïO<本センタü= xいう2Ā {zq»遺伝子組換え実験~適lz実施{関wv�1 生物
~多様性{関y»条約~バ´ºセüフテ³{関y»»ûタヘナ議定書1 遺伝子組換 

え生物等~使用等~規制{¸»生物~多様性~確保{関y»法律 ÿ�成ĀĄ�法律第Ĉ 
Ć号Ā1研究開発等{係»遺伝子組換え生物等~第Ð種使用等{当たsv執»y}拡散防

k措置等を定±»省îÿ�成Āą�文部科学省û環境省î第Ā号Ā1研究開発段階{zq 

»遺伝子組換え生物等~第Ð種使用等~手引} ÿ�成āĂ�Ąo文部科学省研究振興局 

ù´フサ´¸ンス課  生命倫理ûÜ全対策室Ā1東京|療センタüé床研究センタü遺伝 

子組換え生物等実験指針{基u}定±¹¼»²~を遵Ûy»2 
 

第ā条  本センタü{zq»遺伝子組換え実験~適lz実施{関wv�1é床研究センタ 

ü長ÿïO<センタü長=xいう2Ā|総括管理y»2 
 

第Ă条  遺伝子組換え実験を適l{実施y»た±1本センタü{遺伝子組換え実験Ü全委 

員会ÿïO<委員会= xいう2Āを置く2 
 

第ă条  委員会�1 w{定±»遺伝子組換え実験計画書を1 実験者{¹申請|あsたx} 

{審査w1 承認又�不承認を決定y»2 

ā  委員会�1 承認wた遺伝子組換え実験~研究計画|法î{違反wvい»x�x±¹¼ 

»x}又�当該研究|計画{従sv適l{実施さ¼vいzいx認±¹¼»x}�1 必要 

z措置{tいv指導1 助言w1 場\{¸sv�s¼を中kさ{»sx|w}»2 
 

第Ą条  委員会�1 次~T号{掲r»委員w組織y»2 

一  実験動物を×º扱う研究部部長あ»い�研究室室長   ā] 

Ð  そ~他センタü長|必要x認±»者  若~] 

ā  委員会~委員長�センタü長をïv充v1 委員�センタü長|委嘱y»2 

zz1 センタü長不在~場\�院長|委員長を指]y»²~xy»2 
 

第ą条  研究計画~適lz実施{�wv�1 そ~責任�研究部部長~た�研究室室長ÿï 

O<実験管理者=xいう2Ā|負う²~xy»2 
 

第Ć条  遺伝子組換え実験を実施w¸ う xy»者�1 本センタü~研究室{所属wzq¼ 

ばz¹zい2 

ā   実験管理者�1研究計画~立案及び実施{�wv�1法î及びs~規程を遵Ûw1遺 

伝子組換え実験~適lz管理{あた»²~xy»2 
 

第ć条  遺伝子組換え実験を実施w¸ う xy»場\{�1 実験管理者�所定~実験計画書
を委員会{提出wv1 承認をØqzq¼ばz¹zい2 承認をØqた研究計画を変更w¸う
xy»場\²\様xy»2 

ā   実験管理者�1 研究~実施{当たsvÎ想さ¼»危険性xそ~対応方法{tいv実 
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験計画書{明確{記載y»2 

Ă   実験計画書|提出さ¼た場\1委員会�検討会議を開いv実験~承認~p無を決定y
»2 

ă  委員会�1 承認wた研究計画をセンタü長{報告w1 実験管理者{通知y»2 

 

第Ĉ条  委員長�遺伝子組換え実験計画{関y»軽微z変更{tいv�1委員長~v断{¸
º迅速審査{付y»sx|w}»²~xy»2 

ā  委員長�1委員長|指]wた委員{1迅速審査を依頼y»sx|w}»²~xy»2 委員長
�1審査結果{tいv1 迅速審査を行sた委員ï外~委員及び委員会{速や{{報告w
zq¼ばz¹zい²~xy»2 

Ă  迅速審査y»委員�1  審査~対象xz»遺伝子組換え実験計画等|1当規程及び厚労
省基本指針{照w\わ{1 迅速審査w�v断|困難z場\{tいv�1  改±v委員会
w~審査を求±»sx|w}»²~xy»2 

ă  迅速審査~結果報告をØqた委員�1迅速審査~結果w�不十Vxv断wた場\{tい
v�1委員長{対w不十Vxv断wた理由書を提出~N1 改±v委員会w~審査を求±
»sx|w}»2 

Ą   N記ă項~理由書~提出|あsた場\{tいv�1委員長�1委員会w審査y»必要|
あ»xv断wた��1 委員会を速や{{開催y»sx|w}»²~xy»2 

 

第Āÿ条  実験管理者�1 遺伝子組換え実験~実施状況{tいv1 実験計画書{zq»研
究終Î時及び委員会zy~求±{応xv1 委員会{文書w報告wzq¼ばz¹zい2 

 

第ĀĀ条  センタü長�1承認wた研究計画{違反wv行zわ¼vい»x認±た場\~た 

�委員会|研究~変更若wく�中k~勧告を行zsた場\{�1 実験管理者{変更� 

中kを命xzq¼ばz¹zい2 
 

第Āā条  実験管理者�1 実験~実施{当たº実施者z¸び周辺施設{対y»Ü全確保1 

公衆衛生1 z¸び生態系保全N~支 を防ky»た±{必要z措置を講xzq¼ばz¹ 

zい2 

ā   実験管理者�1遺伝子組換え生物等を管理{域{封x込±»¸う1必要z拡散防k装 

置を執¹zq¼ばz¹zい2 

Ă   災害そ~他~Ï故{¸º1組換え遺伝子{¸»汚染²wく�{域外x~逸走|発生w1 

~た�発生y»恐¼~あ»Ï態を発見wた者�1 直ち{適Wz措置をx»xx²{1速や{
{当該実験管理者z¸びセンタü長{通報wzq¼ばz¹zい2 

ă   実験管理者及びセンタü長�1相互{連絡w1応急~措置を講z»x共{1院長1国 

立病院機構本部1文部科学省研究振興局ù´フサ´¸ンス課{報告wzq¼ばz¹zい2 

 

第ĀĂ条  実験実施者�1当該実験{係»内容を記録w1s¼を保存wzq¼ばz¹zい2 

ā   実験実施者�1 遺伝子組換え動物~飼育{当たsv�1 飼育動物~全数を仔体²含±
v毎週計測w1 飼育数管理簿{記録wv1 実験管理者{報告y»2 

Ă   実験実施者�1 遺伝子組換え生物等~管理{域{zいv�入退出時{管理簿{記載
y»2 

ă  飼育数管理簿及び入退出管理簿�1 動物実験委員会並び{委員会{定期的{提出w1
審査û承認をうq»2 
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第Āă条  院長�1 �{Ā回程度1 実験実施者並び{実験管理者{対wv1 遺伝子組換え
実験{関y»法î1 作業管理1 組換え遺伝子拡散防k措置1 緊急時~対応zy{tい
v教育訓練を行う2 

ā  委員会�1使用施設{tいv�Ā回組換え遺伝子拡散防k措置チ·ックúスト{¸» 

ë己点検を実施w1 s¼を国立病院機構本部総\研究センタüx提出y»2 
 

第ĀĄ条  s~規程{定±»²~~ほ{1 そ~他必要zÏ項�1 委員会|定±»2 
 
 
 
 

 
附  則 

ÿ施行期日Ā 

s~規程�1�成āă�ăoĀ日{¹施行y»2 
 

附  則 ÿ第Ą条第ā項関係Ā 

ÿ施行期日Ā 

s~規程�1�成āĄ�ĈoĈ日{¹施行 

 

附  則 ÿ第Ą条第ā項関係Ā 

ÿ施行期日Ā 

s~規程�1�成āĆ�ąoĀĄ日{¹施行y» 

 

附  則 ÿ第Ą条第ā項関係Ā 

ÿ施行期日Ā 

s~規程�1�成Ăÿ�āoĄ日{¹施行y» 
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�成āă�ăoĀ日規程第ąĀ号  

 

独立行�法人国立病院機構東京医療センタü動物実�管理規程 

 

目l  

第Ā章 総則ÿ第Ā条－第ă条Ā  

第ā章 動物実�委員会 ÿ第Ą条－第ĀĂ条Ā  

第Ă章 動物実�等~実施ÿ第Āă条－第ĀĆ条Ā  

第ă章 施設等ÿ第Āć条－第āĂ条Ā  

第Ą章 実�動物~飼�及び保管ÿ第āă条－第Ăā条Ā  

第ą章 Ü全管理ÿ第ĂĂ条－第Ăă条Ā  

第Ć章 教育訓練ÿ第ĂĄ条Ā  

第ć章 ë己点検û評価及び検証ÿ第Ăą条Ā  

第Ĉ章 情報|表ÿ第ĂĆ条Ā  

第Āÿ章 雑則ÿ第Ăć条－第ĂĈ条Ā  

附 則  

 

第Ā章 総則  

 

ÿ趣旨Ā  

第Ā条 s~規程�1 厚生労働省~�管y»実施機関{zq»動物実�等~実施{関y»

基本指針ÿ�成Āć�ąoĀ日厚生労働省大臣官�厚生科学課長通知2ñQ<厚労省基本

指針=xいう2 Ā 並び{1 厚生労働省~�管y»実施機関{zq»動物実�等~実施{

関y»基本指針~一部改l{tいvÿ�成āĆ�度āoāÿ日厚生労働省大臣官�厚生科

学課長Ā第ā~ā�~求�»機関内規程xwv1独立行�法人国立病院機構東京医療セン

タüÿñQ<センタü= xいう2Ā {zq»動物実�等{関w1必要zÏ�を定�»�~xy

»2 

  

ÿ基本原則Ā  

第ā条 当センタü{zq»動物実�等{tいv�1動物~愛護及び管理{関y»法ßÿ昭

和ăć�法ß第ĀÿĄ号2ñQ<動物愛護管理法= xいう2Ā1実�動物~飼�及び保管並び

{è痛~軽減{関y»基準ÿ�成Āć�環境省告示第ćć号2ñQ<飼�保管基準= xい

う2Ā1厚労省基本指針1動物実�~適lz実施{向q�ガイùラインÿ日本学術会議�成

Āć�ąoĀ日2ñQ<ガイùライン= xいう2Ā1動物~殺処V方法{関y»指針 ÿ�成Ć�

総理府告示第ăÿ号Ā }~他~法ð等{定�|あ»�~~ほ{1s~規程~定�»xs½{

¸»2  
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ā 当センタü{zq»動物実�等を伴う生命科学研究�1人~健康û福祉û先端医療~開発

展開~�z¹z動物~健康増²等{zq»研究V野~²展{zいv�必要z手段wあ»

sx{¹1 動物実�等~実施{当�sv�1 法及び飼�保管基準{sw1 動物実�等

~原則wあ»ïÿ法~利用 ÿ科学P~利用~目的をÔy»sx|w}»範ö{zいv1 

w}»限º動物をßy»方法{ïわº得»�~を利用y»sxをいう2 Ā 1使用数~削減

ÿ科学P~利用~目的をÔy»sx|w}»範ö{zいv1 w}»限º}~利用{ßu¼»

動物~数を少zくy»sx等{¸º実�動物を適W{利用y»sx{配慮y»sxをいう2 Ā 

及びè痛~軽減 ÿ科学P~利用{必要z限度{zいv1 w}»限º動物{è痛をPえz

い方法{¸svwzq¼ばz¹zいsxをいう2 Ā ~ĂＲ ÿReplacement ÿïÿ法~利用Ā1

Reductionÿ動物利用数~削減Ā1Refinementÿè痛~軽減ĀĀ{基u}1適l{実施wzq

¼ばz¹zい2 

 

ÿ定義Ā  

第Ă条 s~規程{zいv1 l~T号{掲r»用語~意義�1 }¼~¼当該T号{定�»

xs½{¸»2  

一 動物実�等  

実�動物を教育1試�研究又�生物学的製剤~製造~用}~他~科学P~利用{ß

y»sxをいう2  

Ð 飼�保管施設  

実�動物を恒常的{飼�çwく�保管又�動物実�等を行う施設û設備をいう2  

O 実�室  

実�動物{実�操作ÿăć時間ñ内~一時的z保管を含�2Ā を行う動物実�室をいう2  

四 施設等  

飼�保管施設及び実�室をいう2  

五 実�動物  

動物実�等~利用{ßy»��1 施設等w飼�又�保管wvい»哺乳類1 鳥類又�

爬虫類等{属y»動物 ÿ施設等{導入y»��{輸�中~�~を含�2 Ā をいう2  

} 動物実�計画  

動物実�等~実施{関y»計画をいう2  

七 管理者  

実施機関~長wあ»院長xw1l~d～k~w~責務を¬う2 

d責務ĉ動物実�等~実施{関y»最終的z責任をpw1厚労省基本指針{定�» 

措置}~他動物実�等~適lz実施~��{必要z措置を講x»sx2 ~�実施機

関~長xwv1施設等~整備を行うsx2 

e規程~策定ĉ動物愛護管理法1飼�保管基準1厚労省基本指針}~他~動物実� 

等{関y»法ð等~規程を踏~え1 動物実�等~施設等~整備及び管理~方法並  
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   び{動物実�等~具体的z実施方法等を定��独立行�法人国立病院機構東京医療 

センタü動物実�管理規程ÿñQ<本規程=xいう2Āを策定y»sx2  

f 動物実�委員会~設置ĉ動物実�計画|厚労省基本指針及び本規程{適\wvい»

{否{~審査を行うzy1 適lz動物実�等~実施を÷»��{必要zÏ�を検討y

»��1 動物実�委員会を設置y»sx2  

g 動物実�計画~�認ĉ動物実�等~開始前{動物実�責任者{動物実�計画を申 

請u{1}~動物実�計画{tいv動物実�委員会~審査を経v1}~申請を�認w1

又�tQy»sx2  

h 動物実�計画~実施結果~把握ĉ動物実�等~終Îà1動物実�責任者{¹動物 

実�計画~実施結果{tいv報告をØq1 必要{応x適lz動物実�等~実施~�

�~改善措置を講z»sx2  

i 教育訓練等~実施 ĉ 動物実�実施者}~他実�動物~飼�又�保管等{携わ»者

ÿñQ<動物実�実施者等= xいう2Ā{対w1適lz動物実�等~実施並び{実施動物

~適Wz飼�及び保管{関y»知識を修得u{»��~教育訓練~実施}~他動物実

�実施者等~資質~向Pを÷»��{必要z措置を講x»sx2  

j ë己点検及び評価ĉ定期的{1実施機関{zq»動物実�等~厚労省基本指針及び

本規程x~適\性{tいv1 ë¹点検及び評価を実施y»sx2  

k動物実�等{関y»情報|開ĉ本規程{基uく点検及び評価等{tいv1適Wz方 

法{¸º|開y»sx2  

{ 実�動物管理者 

    管理者を補佐w実�動物~管理を担当y»者をいう2 

九 動物実�責任者 

動物実�実施者~う�動物実�等~実施{係»業務を統括y»者をいう2 

 十 動物実�実施者 

動物実�等を実施y»者をいう2 

十一 飼�者  

実�動物管理者又�動物実�責任者~Qw実�動物~飼�又�保管{従Ïy»者を

いう2  

十Ð 管理者等  

管理者1実�動物管理者1動物実�責任者1動物実�実施者及び飼�者をいう2  

十O 指針等  

動物実�等{関wvT行�機関~定�»基本指針及びガイùラインをいう2  

ā 前�第ć号w規定y»実�動物管理者�1 é床研究センタü長をñv充v»|1é床

研究センタü長O在{¸º院長|Ï務×扱xzsvい»場\{限º1 管理者�é床研究セ

ンタü{�属y»部長職~中{¹実�動物管理者を指]y»sx|w}»2  

ÿ適用範öĀ  
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第ă条 s~規程�1当センタü{zいv実施u¼»哺乳類1 鳥類又�爬虫類等~生体を用

い»全v~動物実�{適用y»2  

ā 実�動物管理者�1 動物実�等~実施を当センタüñ外~機関{委�y»場\�1委

�先{zいv�動物実�等{関wvT行�機関~定�»基本指針{基u}動物実�等|

実施u¼»sxを確認wzq¼ばz¹zい2  

 

第ā章 動物実�委員会 ÿCommittee for Animal ExperimentsĀ 

 

ÿ委員会~設置Ā  

第Ą条 管理者�1動物実�計画~�認1実施状í及び結果~把握1飼�保管施設及び実

�室~�認1教育訓練1ë己点検û評価1情報|開}~他動物実�等~適lz実施{関

wv報告又�û言を行う組織xwv1当センタü{動物実�委員会ÿñQ<委員会=xいう2Ā

を置く2  

 

ÿ委員会~任務Ā  

第ą条 委員会�1l~Ï�を審議又�調査w1}~結果を管理者{報告y»xx�{1必要

|あ¼ば改善~��{意見を述y»sx|w}»2  

一 動物実�計画~審査{関y»sx2  

Ð 動物実�計画~実施状í及び結果{関y»sx2  

O 施設等~管理状í及び実�動物~飼�保管状í{関y»sx2  

四 動物実�等及び実�動物~適lz×扱い並び{関係法ð等{関y»教育訓練~内容

又�体制{関y»sx2  

五 動物実�等{係»ë己点検û評価{関y»sx2  

} }~他動物実�等~適lz実施~��{必要zÏ�{関y»sx2  

七 外部委�試�を行う場\�1委員会�Ø�先{¹~報告をØq1実�計画~審査及び

実�結果~把握を行うsx2 

 

ÿ委員会~構成Ā  

第Ć条 委員会�1 l{掲r»委員w組織y»2  

一 副院長Ā]1 é床研究センタü長1é床研究センタü部長 

Ð 看護部1Ï務部1é床検査科1薬剤部~職員~う�{¹当該�属長|推薦y»�~ 

TĀ]  

O é床研究センタü{zいv動物実�{携わ»研究員~う�é床研究センタü長|推薦

y»�~ā]  

四 実�動物~専門家Ā] 

五 動物実�{関わ¹zい学識経�をpy»者Ā] 
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} }~他1委員長|必要x認��者ç~] 

ā 委員�1院長|指]y»2  

 

ÿ任期Ā  

第ć条 前条第Ā�第ā号{¹第ą号~w~委員~任期�1 ā�xy»2 ��w1 再任を妨r

zい2  

ā 前条第Ā�第ā号{¹第ą号~w~委員{k員|生x�場\~補k委員~任期�1前任者

~残任期間xy»2 

 

ÿ委員長及び副委員長Ā  

第Ĉ条 委員会{委員長を置}1 副院長をñv充v»2 

ā 委員長�1会議を招集w1}~議長xz»2 

Ă 委員会{副委員長を置}1 委員長~指]y»委員をñv充v»2 

ă 副委員長�1委員長をûq1委員長{Ï故等|あ»x}�1}~職務をï行y»2 

 

ÿ会議Ā  

第Āÿ条 委員会�1委員~過半数|出�wzq¼ば1議Ïを開くsx|w}zい2 

ā 委員会~議Ï�1出�w�委員~ĂV~āñP~多数w決y»�~xy»2 

Ă 委員�1ë¹|動物実�責任者xz»動物実�計画~審議{加わ»sx|w}zい2 

 

ÿ意見~聴×Ā  

第ĀĀ条 委員長|必要x認��x}�1委員会{委員ñ外~者を出�u{1 意見を聴×y

»sx|w}»2  

 

ÿ関係職員~出�Ā  

第Āā条 委員長�1必要{応x1委員会{関係職員を出�u{»sx|w}»2 

 

ÿ迅�審査Ā  

第ĀĂ条 委員長�動物実�計画{関y»軽微z変更{tいv�1委員長~v断{¸º迅�

審査{付y»sx|w}»�~xy»2 

ā 委員長�1委員長|指]w�委員{1迅�審査をß頼y»sx|w}»�~xy»2委員長

�1審査結果{tいv1 迅�審査を行s�委員ñ外~委員及び委員会{�や{{報告w

zq¼ばz¹zい�~xy»2 ~�1迅�審査を行う委員�Ă]xy»2 

Ă 迅�審査y»委員�1審査~対象xz»動物実�計画等|1当規程及び厚労省基本指針

{照w\わ{1 迅�審査w�v断|困÷z場\{tいv�1 改�v委員会w~審査を求

�»sx|w}»�~xy»2  
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ă 迅�審査~結果報告をØq�委員�1迅�審査~結果w�O十Vxv断w�場\{tい

v�1委員長{対wO十Vxv断w�理由書を提出~P1改�v委員会w~審査を求�»

sx|w}»2  

Ą P ă�~理由書~提出|あs�場\{tいv�1委員長�1委員会w審査y»必要|

あ»xv断w�際�1委員会を�や{{開催y»sx|w}»�~xy»2 

ą sswいう軽微z変更x�1研究期間~変更1研究参加者ÿ飼育担当者を除く2Ā~変更を

指y�~xy»2 

 

ÿÏ務Ā  

第Āă条 委員会~Ï務�1é床研究センタüÏ務{zいv処理w1委員会議Ï録等~作  

成及び保存等を行う�~xy»2 

  

第Ă章 動物実�等~実施 

 

ÿ動物実�計画~立案1申請1審査等Ā  

第ĀĄ条 動物実�責任者�1 動物実�等を行う場\{�1 あ¹{x�l{掲r»Ï�{t

いv検討w�Pw動物実�計画を立案w1 動物実�申請書 ÿ様式―ĀĀ zyを管理者{

提出wzq¼ばz¹zい2 ��w1 新規実�実施期間�最長Ă�間xy»2 

一 研究~目的1意義及び実�~必要性を明確{y»2 

Ð ïÿ法を考慮w�動物実�~方法2 

O 実�動物~使用削減~��1実�目的{適w�実�動物~種1数1遺伝学的及び微生

物学的品質並び{飼�条件を考慮y»sx2 

四 実�動物~è痛~軽減2 

五 è痛~程度~高い実�ÿ致死的z毒性試�1感染実�1発癌実�1�射線照射実�

等Ā {zq»人Ó的エンùýインø ÿ実�動物を激wいè痛{¹解�y»��~実�を打

�W»タイÿン°をいう2Ā~設定を考慮y»sx2  

ā 管理者�1 動物実�責任者{¹動物実�計画書~提出をØq�x}�1 委員会{審査

を付議w1 }~結果を当該動物実�責任者{通知y»�~xy»2  

Ă 動物実�責任者�1動物実�計画{tいv管理者~�認を得�àwzq¼ば1動物実

�等を行うsx|w}zい2  

ă 管理者�1第ā�~規程{¸º�認をPえ�動物実�計画{tいv1実�~実施状í{

基uく委員会~û言をØqv1 実�~禁k又�中kを勧告y»sx|w}»2  

 

ÿ動物実�計画~ýþû変更Ā  

第Āą条 動物実�責任者�1�認u¼�動物実�計画をýþw¸うxy»x}�1動物実�

申請書ÿ様式―ĀĀ {¸º管理者{申請y»�~xy»2 ��w1ýþ実�実施期間�1最
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長一�間をā回~wxy»2  

ā 動物実�責任者�1�認u¼�動物実�計画を変更w¸うxy»x}�1動物実�計画変

更届 ÿ様式―ăĀ {¸º管理者{申請y»�~xy»2  

ÿ実�操作Ā  

第ĀĆ条 動物実�実施者�1動物実�等~実施{あ�sv�1当規程1動物愛護管理法1

飼�保管基準及び指針等{sy»xx�{1 特{ñQ~Ï�を遵Ûwzq¼ばz¹zい2 

一 適W{維持管理u¼�施設等{zいv動物実�等を行うsx2  

Ð 動物実�計画書{ 載u¼�Ï�及びl{掲r»Ï�を遵Ûy»sx2 

ア 麻酔薬1 鎮痛薬又�鎮静薬等を適W{使用w1 実�動物{è痛をPえzい¸うü�

»sx2  

イ 実�~終Î~時期ÿ人Ó的エンùýインøを含�2Ā を配慮y»sx2 

ウ 動物実�等~実施{zいv�1適Wz術à管理を行うsx2 

エ 動物実�等~終Î時又�実�動物|回復~見込|zいxv断w�x}�1出来»限º

è痛を伴わzい方法{¸º1 実�動物をÜ楽死u{»sx2  

O Ü全管理{注意を払うy}実�ÿ物理的1化学的{危険z材料1病原体1遺伝子組換え

動物等を用い»実�をいう2 Ā {tいv�1 関係法ð等及び当院{zq»関連y»規

程等{従うsx2 

四 前�~動物実�等�1 Ü全を確保y»��{必要z設備をpy»施設等w実施y»s

x2  

五 実�実施{先立�必要z実�手�等~習得{ü�»sx2 

} 侵襲性~高い大規模z存命手術{あ�sv�1 経�等をpy»者~指導Qw行うs

x2  

 

ÿ動物実�計画~報告Ā  

第Āć条 動物実�責任者�1実�を終Î又�中kw�x}�1動物実�終Î等報告書ÿ様式

－ąĀ{¸º1管理者{報告wzq¼ばz¹zい2  

ā 動物実�責任者�1毎�度終Îà{1動物実��度報告書ÿ様式―ĄĀ{¸º1当該�度

~実�状íを管理者{報告wzq¼ばz¹zい2  

 

第ă章 施設等  

 

ÿ飼�保管施設~�認Ā  

第ĀĈ条 実�動物管理者�1飼�保管施設を設置又�変更ÿñQ<設置等= xいう2Āをy»

場\�1w{定�»飼�保管施設設置�認申請書ÿ様式－ćĀ を管理者{提出w1�認を

得»�~xy»2  

ā 管理者�1申請u¼�飼�保管施設を動物実�委員会{調査u{1委員会~調査結果及
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びû言{¸º1�認y»{否{を決定w1}~結果を実�動物管理者{通知y»2  

Ă 実�動物~飼�çwく�保管又�動物実�等�1管理者~�認を得�飼�保管施設wz

q¼ば行うsx|w}zい2  

 

ÿ飼�保管施設~要件Ā  

第āÿ条 飼�保管施設~設置等{係»要件�ñQ~xzºxy»2  

一 適Wz温度1湿度1換気1 明»u等を保tsx|w}»構造等wあ»sx2  

Ð 動物種1飼�保管数等{応x�飼育設備をpy»sx2  

O 床1内壁等~清掃1消毒等|容易z構造w1器材~洗浄1消毒等を行う衛生設備を  

py»sx2  

四 実�動物|逸走wzい構造及び強度をpy»sx2 

五 臭気1�音1廃棄物等{¸»周辺環境x~悪影響を防ky»措置|x¹¼vい»sx2  

} 実�動物管理者|置{¼vい»sx2  

 

ÿ実�室~設置Ā  

第āĀ条 動物実�責任者�1飼�保管施設ñ外{zいv1実�室を設置等y»場\�1実

�動物管理者を経由wvw{定�»実�室設置�認申請書ÿ様式－ĆĀを提出w1管理者

~�認を得zq¼ばz¹zい2  

ā 管理者�1 申請u¼�実�室を委員会{調査u{1委員会~調査結果及びû言{¸º1

�認y»{否{を決定w1実�動物管理者を経由wv動物実�責任者{通知y»2  

Ă 動物実�等�1管理者~�認を得�実�室wzq¼ば行うsx|w}zい2~�1ăć時間

ñ内~一時的保管~場\{あsv�1\様xy»2  

 

ÿ実�室~要件Ā  

第āā条 実�室~設置等{係»要件�ñQ~xzºxy»2 

一 実�動物|逸走wzい構造及び強度をpw1実�動物|室内w逸走wv�捕獲wやyい

環境|維持u¼vい»sx2 

Ð 排泄物1血液等{¸»汚染{対wv1清掃及び消毒|容易z構造wあ»sx2 

O 常{清潔z状態を保�1臭気1�音1廃棄物等{¸»周辺環境x~悪影響を防ky»

措置|x¹¼vい»sx2  

 

ÿ施設等~維持管理及び改善Ā  

第āĂ条 実�動物管理者�1実�動物~適Wz管理並び{動物実�等~遂行{必要z施

設等~維持管理及び改善{ü�zq¼ばz¹zい2  

 

ÿ施設等~廃kĀ  
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第āă条 動物実�責任者�1 施設等を廃ky»場\�1実�動物管理者を経由wv1施設

等廃k届ÿ様式－ĈĀ{¸º1�や{{管理者{届q出zq¼ばz¹zい2 

ā 管理者�1施設等を廃ky»場\�1必要{応xv1実�動物管理者x協力w1飼�保管

中~実�動物を1他~飼�保管施設{譲º渡y¸うü�zq¼ばz¹zい2 

 

第Ą章 実�動物~飼�及び保管  

 

ÿþニュアル~作成x周知Ā  

第āĄ条 実�動物管理者�1飼�及び保管{関y»þニュアルを定�1動物実�実施者及

び飼�者{周知wzq¼ばz¹zい2  

 

ÿ実�動物~健康及びÜ全~保持Ā 

第āą条 実�動物管理者1動物実�責任者1動物実�実施者及び飼�者�1飼�保管基

準を遵Ûw1実�動物~健康及びÜ全~保持{ü�zq¼ばz¹zい2 

 

ÿ実�動物~導入Ā  

第āĆ条 管理者等�1実�動物~導入{あ�sv1関係法ð及び指針等{基u}適l{管

理wvい»機関¸º導入wzq¼ばz¹zい2  

ā 実�動物管理者1動物実�責任者�1実�動物~導入{あ�sv1適Wz検疫1隔ö飼

育等を行わzq¼ばz¹zい2 

Ă 実�動物管理者1動物実�責任者�1実�動物~飼�環境x~�化û�応を÷»��~

必要z措置を講xzq¼ばz¹zい2 

 

ÿ給�û給水Ā  

第āć条 実�動物管理者1動物実�責任者1動物実�実施者及び飼�者�1実�動物~生

理1生態1習性等{応xv1適W{給�û給水を行わzq¼ばz¹zい2 

 

ÿ健康管理Ā  

第āĈ条 実�動物管理者1動物実�責任者1動物実�実施者及び飼�者�1実�目的ñ

外~傷害及び疾病をÎ防y»��1実�動物{必要z健康管理を行わzq¼ばz¹z

い2 

ā 実�動物管理者1動物実�責任者1動物実�実施者及び飼�者�1実�動物|実�目

的ñ外~傷害又�疾病{{{s�場\�1適Wz対応を行わzq¼ばz¹zい2 

 

ÿ異種又�複数~実�動物~飼育Ā  

第Ăÿ条 実�動物管理者1動物実�責任者1動物実�実施者及び飼�者�1異種又�複
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数~実�動物を\ 一施設内w飼�及び保管y»場\�1 }~組�\わ{を考慮w�収

容を行わzq¼ばz¹zい2 

 

ÿ 録~保存及び報告Ā  

第ĂĀ条 実�動物管理者及び動物実�責任者�1実�動物~入手先1飼育履歴1病歴等{

関y» 録を整備w1保存wzq¼ばz¹zい2 

ā 実�実施者�1実�動物~飼育{当�sv�1飼育動物~全数を仔体�含�v±一回計

測w1飼育数管理簿{ 録wv1実�動物管理者{報告y»sx2 

Ă 実�実施者�1作業前à{作業w�±üジtx{動物数変化{誤º~zいsxを確認û 

録y»sx2 

ă 実�実施者及び部外者等1動物実�室{入室y»者�1緊急時~対応{備え入�出を

管理簿{ 録y»sx2 

Ą 実�動物管理者�1飼�保管w�実�動物~種類x数等{tいv1�一回委員会w審査

à1管理者{報告wzq¼ばz¹zい2 

 

ÿ譲渡~際~情報提ßĀ  

第Ăā条 管理者等�1実�動物~譲渡{あ�sv�1}~特性1飼�保管~方法1感染性疾

病等{関y»情報を提ßwzq¼ばz¹zい2 

 

ÿ輸�Ā  

第ĂĂ条 管理者等�1実�動物~輸�{あ�sv1飼�保管基準を遵Ûw1実�動物~健

康及びÜ全~確保1逸走~防k並び{人x~危害防k{ü�zq¼ばz¹zい2 

 

第ą章 Ü全管理  

 

ÿ危害防kĀ  

第Ăă条 実�動物管理者�1逸走w�実�動物~捕獲~方法等をあ¹{x�定�zq¼ば

z¹zい2  

ā 実�動物管理者�1人{危害を加え»等~z}¼~あ»実�動物|施設等外{逸走w�

場\{�1管理者{報告y»xx�{1�や{{関係機関x連絡wzq¼ばz¹zい2 

Ă 実�動物管理者�1動物実�実施者及び飼�者x~実�動物由来~感染症1実�動物 

{¸»咬傷等{対y»Î防措置を講x»xx�{1感染症等~発生時{�必要z措置を講x

zq¼ばz¹zい2 

ă 実�動物管理者�1p毒動物~飼�又�保管をy»場\�1人x~危害~発生~防k

~��1飼�保管基準{基u}必要zÏ�をw{定�zq¼ばz¹zい2 

Ą 実�動物管理者�1実�動物~飼�及び動物実�等~実施{関係~zい者|実�動物
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等{接触wzい¸う1必要z措置を講xzq¼ばz¹zい2 

 

ÿ緊急時~対応Ā  

第ĂĄ条 実�動物管理者�1地震1火災等~緊急時{x»y}措置~計画をあ¹{x� 

作成w1 関係者{対wv周知を÷¹zq¼ばz¹zい2 

ā 管理者等�1緊急Ï態発生時{zいv1実�動物~保護及び実�動物~逸走{¸»危害

防k{ü�zq¼ばz¹zい2  

 

第Ć章 教育訓練  

 

ÿ教育訓練Ā  

第Ăą条 管理者等�1委員会|ā�{Ā回程度主催y»ñQ~Ï�{関y»�定~教育訓

練をØqzq¼ばz¹zい2 

一 関係法ð1指針等1当院~定�»規則等 

Ð 動物実�等~方法{関y»基本的Ï� 

O 実�動物~飼�保管{関y»基本的Ï� 

四 Ü全確保及びÜ全管理{関y»Ï� 

五 }~他適Wz動物実�等~実施{関y»Ï� 

} 人獣共通感染症及び緊急時対応{関y»Ï� 

ā 委員会�1教育訓練~実施日1教育内容1講�及びØ講者]{関y» 録を整備w1保

存wzq¼ばz¹zい2  

 

第ć章 ë己点検û評価及び検証  

 

ÿë己点検û評価及び検証Ā 

第ĂĆ条 管理者�1委員会{1厚生労働省基本指針等{対y»適\性{関wë己点検û評

価を行わ{zq¼ばz¹zい2 

ā 委員会�1動物実�等~実施状í等{関y»ë己点検û評価を�Ā回行い1}~結果を

管理者z¸び国立病院機構本部総\研究センタü{報告wzq¼ばz¹zい2 

Ă 委員会�1管理者1実�動物管理者1動物実�責任者1動物実�実施者1飼�者等{1 

ë己点検û評価~��~資料を提出u{»sx|w}»2 

 

第Ĉ章 情報~|表  

 

ÿ情報~|表Ā  

第Ăć条 管理者�1当センタü{zq»動物実�等{関y»規程等1 実�動物~飼�保管
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状í1 ë己点検û評価及び検証~結果等{関y»情報{tいv1 毎�Ā回程度|表y

»�~xy»2 

 

 

 

第Āÿ章 動物実�~外部評価  

 

ÿ外部評価Ā  

第ĂĈ条 管理者�1当センタü{zq»動物実�{関y»sx{tいv1一般団法人日本

医薬情報センタü等~外部評価をØq»�~xy»2 

 

第ĀĀ章 雑則 

 

ÿ実�動物ñ外~動物~使用Ā 

第ăÿ条 実�動物ñ外~動物を使用y»動物実�等{tいv�1飼�保管基準~趣旨{

ÿsv行う¸うü�»�~xy»2  

 

ÿ補則Ā  

第ăĀ条 s~規程{定�»�~~ほ{1 動物実�{関w必要zÏ��1 w{定�»sx|

w}»2  

 

ÿ改廃手þ}Ā 

第ăā条 当規程{tいv変更~必要|生x�場\�1変更案{tいv動物実�委員会{v

審議w1出�w�委員~ĂV~āñP~議決を�sv変更y»sx|w}»2 

 

附 則  

 

ÿ施行期日Ā  

s~規程�1�成āă�ăoĀ日{¹施行y»2 

 

ÿ規程~廃kĀ  

s~規程~施行{併{v1 l{掲r»従前~規程�廃ky»2 

独立行�法人国立病院機構東京医療センタü動物実�委員会規程 

 

附 則 ÿ第Ć条第Ā�及び第Ĉ条第Ā�関係Āÿ施行期日Ā 
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ÿ施行期日Ā  

s~規程�1�成āă�ĀĀoĀ日{¹施行y»2  

 

附 則 ÿ第Ă条第ā�関係Ā  

 

ÿ施行期日Ā  

s~規程�1�成āĄ�ĈoĄ日{¹施行y»2  

 

 

附 則 ÿ第Ā条1第ą条及び第Āă条関係Āÿ施行期日Ā 

 

ÿ施行期日Ā  

s~規程�1�成āĆ�ąoĀ日{¹施行y»2 

 

附 則ÿ第Ā条1第ā条1第Ă条1第ă条1第ą条1第Ć条1第Āą条1第ĀĆ条1第Āć条1 

第ĀĈ条1第āÿ条1第āĂ条1第āă条1第āĄ条1第āą条1第āĆ条1第āć条1第āĈ条1 

第Ăÿ条1第ĂĂ条1第ĂĄ条及び第Ăą条関係Ā 

 

ÿ施行期日Ā  

s~規程�1�成āĈ�ĂoĀĄ{¹施行y»2  

 

附 則ÿ第ĀĂ条及び第ĂĈ条関係Ā 

 

ÿ施行期日Ā  

s~規程�1�成āĈ�ĀÿoĂÿ日{¹施行y»2 

 

附 則ÿ第Ā条及び第ā章関係Ā 

 

ÿ施行期日Ā  

s~規程�1�成Ăÿ�ĄoĀ日{¹施行y»2 

 

ÿ施行期日Ā  

s~規程�1ð和元�ąoĀ日{¹施行y»2 

 

附 則ÿ第ā条1第Ă条1第ą条1第Ć条1第ĀĈ条1第āÿ条1第āĂ条1第āĄ条1第āą条1

第āĆ条1第āć条1第āĈ条1第Ăÿ条1第ĂĀ条1第ĂĂ条1第Ăă条1第ĂĄ条1第Ăć条 
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及び第ĂĈ条Ā 

 

ÿ施行期日Ā 

s~規程�1ð和ā�ăoĀĆ日{¹施行y»2 

 

ÿ施行期日Ā 

s~規定�1ð和Ă�ąoĀĄ日{¹施行y»2 

 附 則ÿ第Ăą条及び第ĂĈ条関係Ā 

 

ÿ施行期日Ā 

s~規定�1ð和Ą�ĀÿoĀ日{¹施行y»2 
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�成āĄ�Āā月ĀĀ日規程第Āÿć号 

 

独立行政法人国立病院機構東京医療センター臨床研究センター研究員入部綱領 

 

 

ÿ目的Ā 

第Ā条 s~綱領�1東京医療センター臨床研究センター{採用u¼た研究員を適正{管

理し1Ö滑z運営を図»た±{1研究員~研究目的1研究期間及びp人履歴等管理{

必要zÏ項を定±»²~xy»2 

  

ÿ必要書類Ā 

第ā条 入部及び退部{必要z書類�1次~T号~xzºxy»2また1書類�遅滞zく

必z提出y»²~xy»2 

一 臨床研究センター入部申込書ÿ様式ĀĀ 

Ð 誓約書ÿ様式āĀ 

三 履歴書ÿ様式ĂĀ 

四 臨床研究センター入部申込書ÿ様式ăĀ 

五 退部願ÿ様式ĄĀ 

 

ÿ名簿及び配置図Ā 

第Ă条 臨床研究センターÏ務室�1新た{研究員を入部u{た場\1臨床研究センター

名簿及び配置図を作成し1Āヶ月毎{更新y»2 

 

ÿ保管Ā 

第ă条 第ā条{規定y»書類{tいv�1臨床研究センターÏ務室w保管y»2zz1

保管期間�研究員tx{退部後Ą�間xy»2 

 

ÿ研究期間Ā 

第Ą条 原則xしv入部時点{zいv研究期間を定±»sxxy»2 

ā 研究期間|定±¹¼zい場\{zいv²入部を許可w}»|1そ~場\w²Ă�間を

限度xy»2入部した日{¹Ă�ïÕ~Ă月o日を²sv研究期間満了xし1退部し

たx見zy2 

Ă 研究期間を更新y»場\�1研究期間終了日前まw{入部申込書ÿýþĀを提出y»

sxxし1第ā条第Ă号{定±»履歴書を省略y»sx|w}»2 

ă 東京医療センターを退職した場\{�1退部したsxxし1第ā条第Ą号{定±»退

部願�省略y»sx|w}»2 

 

ÿ職員~入部Ā 

第ą条 東京医療センター~職員等|入部y»際�1第ā条第Ā号また�第ă号{定±»

入部申込書及び第ā号{定±»誓約書を提出y»sxxy»2 

 

ÿそ~他Ā 

第Ć条 s~綱領{定±»²~~ほ{1s~綱領~実施{当たº必要zÏ項�臨床研究セ

ンター長|別{定±»sx|w}»2 

 

附 則 
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ÿ施行期日Ā 

s~綱領�1�成āĄ�Āā月ĀĀ日{¹施行y»2 

 

ÿ施行期日Ā 

s~綱領�1î和ą�Ą月āĂ日{¹一部改正しv施行y»2 
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編集後記 
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