ERRMTOS5S5L 25/ R Syllabus

HMEA-HBEES OBTNE51/ OBTNE53 0BTNE55 / OBTNE57
Subjects-Course Number B F % BE R B S 4S5RT 11 Lecture and Discussion in Clinical Pathophysiology BE B s AE AR BRI : . - :
I/ I Seminar in Clinical Pathophysiology I, II
MESEF ERERZE fhigi o / R—S 3 % Clinical Research and Regional Innovation EREREZE izl / R—a Clinical Research and Regional Innovation e R higi A / R— a2 Clinical Research and Regional Innovation
Laboratories
HRESE INAY)UH I Bilingual INAYUH I Bilingual INAYUAIL Bilingual
Language used (Japanese, English,
Rilingual)
HMHREZLEDZIFTANDAEFT(OX) | x X X X X X
| _Availabilitv for Students from Other
tEEFE0SNICEATIHNED
%k
| Contact Information for Students from [ __
BERRE HE.ETH Lecture, presentation and discussion EHE Seminar EER-EE Practice
Course Tvpe
REBRBERX 128, 1or2 128, 1or2 1-28ER Tor2
Year
ErSd-EEES il E2E / HSIMNEH I Spring semester / II Autumn semester HE AR / EE IUEH I Spring semester / II Autumn semester KEBRET I EFH / EHREETIMEH I Spring semester / II Autumn semester
riod
BEE ISR wIS—F Conference room, other wIS—ZE M Conference room, other TIF—=E h Conference room, other
Room Number
BT ¥ I :2B{s7, I :2B84s1 Spring and Autumn semester, 2 x 2 credits I :2B{i, I 284 Spring and Autumn semester, 2 x 2 credits I :2B{a, I 284 Spring and Autumn semester, 2 x 2 credits
Credit
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(BRICA—ILTEL T HL)

(make an appointment by E-mail)

(BRICA—ILTELTHL)

(make an appointment by E-mail)

(FBHICA— L TEET B E)

(make an appointment by E-mail)

A B2 norivukimasuda@md.tsukuba.ac.jp

MASUDA Noriyuki: norivuki.masuda@md.tsukuba.ac.jp

A B2 norivukimasuda@md.tsukuba.ac.jp

MASUDA Noriyuki: norivuki.masuda@md.tsukuba.ac.ip

A B2 norivukimasuda@md.tsukuba.ac.jp

MASUDA Noriyuki: norivuki.masuda@md.tsukuba.ac.ip

B O35 noguhiro0164@md.tsukuba.ac.jp

NOGUCHI Hiroshi: noguhiro0164@md.tsukuba.ac.jp

B O#8 5 noguhiro0164@md.tsukuba.ac.jp

NOGUCHI Hiroshi: noguhiro0164@md.tsukuba.ac.jp

B O35 : noguhiro0164@md.tsukuba.ac.jp

NOGUCHI Hiroshi: noguhiro0164@md.tsukuba.ac.jp
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[Generic Competence]lntellectual creativity,

Course Overview
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one approach to elucidating disease pathology. In some
cases, verifying the efficacy and effectiveness of
pharmaceuticals and medical devices may contribute to
understanding disease mechanisms. Participants will
develop an understanding of research design, regulatory
requirements, implementation methods, and project
management necessary for conducting clinical and
translational research. Additionally, discussions will be
held on research outcomes and societal applications
using real—-world examples of both successful and
unsuccessful cases.

Through these lectures and discussions, researchers in
the field of clinical and translational research will

cultiviate the ahilitv +a indenendenthy nlan candiict and
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clinical and translational studies that evaluate the
efficacy and effectiveness of pharmaceuticals and
medical devices, researchers will gain insight into global
research trends. This process will enable them to
design original and high—value research projects. As
researchers in the field of clinical and translational
research, they will develop the ability to plan, conduct,
and evaluate studies in alignment with global trends and
standards.
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Competence _ _ __|Communication skills _ _ __|Communication skills _ __|Communication skills
(ZEAIPHE) (EF)ARRERTE N, IR ZHIT . BEFIENE |[Specific Competence]Research planning skills, (B ERRESRE . SLimf 223Xk 1T 1. EEP94N3%; | [ Specific Competence]Research planning skills, [EM)eimMtEX1ThH. EFMNGEER HEHFEIE  |[Specific Competence)Research planning skills,
ERAERFEEAN. Cutting—edge research execution skills, Working ERAERFEEN. Cutting—edge research execution skills, Working A. Cutting—edge research execution skills, Working
knowledge in the specialized field, Information and knowledge in the specialized field, Information and knowledge in the specialized field, Information and
# communication technolaov skills communication technolagv skills commiuinication technolagv skills
—J)—F
Keyword EREREZE. BBELMIE Clinical research, Translational research ERERTRZE. $BELIAZE Clinical research, Translational research EREREAZE. ABELIIE Clinical research, Translational research
BESE EEDREFHEBATIAHEDVEDELTEEKRMZE - [Clinical and translational research can be considered as |EZE &, EEMISEOMEE - MBEEFRILLI-EERM |By critically analyzing original research articles on EELVCEERMIODEE - DREBRIITHE5DERLKR |Gain an understanding of the processes involved in

initiating clinical and translational research to evaluate
the efficacy and effectiveness of pharmaceuticals and
medical devices, including study setup, implementation
framework development, protocol creation, participant
recruitment, data collection, and analysis. This
knowledge will enable researchers to design, execute,
and manage their own original and high—value research
projects.
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1. Understand clinical trials of approved
pharmaceuticals and medical devices as case
studies and analyze the relationship between
disease pathology and the efficacy/effectiveness of
these products.

2. Present on the objectives, methods, analytical
results, and significance of clinical and translational
research, as well as future research directions.
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1. Be able to select relevant research papers from
primary scientific journals and online search systems.
2. Read and fully understand the selected paper and
clearly explain its summary to other students within a
given timeframe.

3. Read the papers selected by other students in
advance, listen to their explanations, and engage in
discussions by raising questions and examining the
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1. Be able to design clinical and translational research
based on societal needs.

2. Be able to develop a protocol for the designed
clinical and translational research.

3. Be able to create an implementation framework
proposal for executing the developed protocol.

Grading Phylosophy
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based on an average score. If action goals 1 and 2 are
generally achieved according to guidance, a rating of C
or higher will be given. If action goals 1 to 3 are
generally achieved according to guidance and active
engagement in goal 4 is observed, a rating of B or
higher will be given. For goals 1 to 3, students will be
required to summarize the key points of their
presentations and discussions on a single A4 page,
which will be used to assess their level of
understanding.

If performance in action goals 1 to 4 is deemed
excellent and goal 5 is successfully carried out
according to guidance, a rating of A or higher will be

Feedback will be given by each faculty member on
their ability to independently plan, conduct, and
evaluate experimental research.
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behavioral objectives, focusing on the presentation,
discussion, and summary (one A4 page) of the
introduced research paper.

A grade of C or higher will be awarded if objectives 1
and 2 are generally met.

A grade of B or higher will be awarded if objectives 1
and 2 are generally met and objective 3 is actively
demonstrated.

A grade of A or higher will be awarded if objectives 1 to
3 are generally met and the research paper summary is
of high quality.

A grade of A+ will be awarded if objectives 1 to 4 are
Feedback will be given by each faculty member on
his/her ability to read and write research paper
critically.
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DWWTERBATES, 3 Exolain th . d orieinal P ) B BRIEMNTES, significance of the research.
4. B5DRRBRARIZH T HEREQA N EIER ciini);ZIa;?l(: t?’a’ilosf;ilic;:aalnre:;;%:s I\:cv\i/tk?inoﬁfths own 4 HRDEERHTOHLHEMBES T, kR |4 Explain the social relevance and future prospects of
HB/DHNBELL EDE - < e kit )
%; SRONBELUEZEOHARDEDM LICRMTE Japanese and global research contexts. AT Ao ENTES, individual research papers.
5 DS EDRENEEEML. ZOEELK A |4 Comprehend questions and comments on one’ s
#IEEEL. ZOMHLED-OIZH A BRI H%E 3 B |presentation and incorporate discussions into
EMNTES, improving the quality of future research.
6. BRI - B ELMEZEHT A(2HT->TMD%|5. Understand the content of other students’
BREE+9EEL. BYLTHET AU EDEL, |presentations, recognize their significance and
EE-ERT 5-ODMETOLILEERTES, |shortcomings, and contribute to their improvement
through constructive questions and discussions.
6. Fully understand the various regulations involved
in conducting clinical and translational research,
design appropriate research studies, and develop
BREitE
Course Schedule
FIE(AR.FR)ELBEL BEEN
BaY
BEEH L None L None L None
isites
AR ER A A & THEEOEREZFHNIELTEHET 5, The achievement of action goals will be evaluated MXBN B IVEHR. BASNIZFRITDLNTOE [The evaluation will be based on the achievement of THEEDNZDVWTEERELTEHMELKE TET |Action goal 1 will be evaluated as a regular performance

score, and if it is generally achieved, a rating of C or
higher will be given.

Action goals 1 and 2 will be evaluated as regular
performance scores, and if they are generally achieved,
a rating of B or higher will be given.

If goal 3 is actively pursued and deemed excellent, a
rating of A or higher will be given.

Feedback is given by each faculty member on the
good points and areas for improvement in the
practical experiments.
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Learning method

EZ100%

BREXCHITRFER X BOOMENIE., Ak

DER . FEROBIREZTL., HELEERLTTOH
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Lecture 100%

Out—of—class study: Read textbooks. Discuss with
responsible faculty members and students, and improve
own ability for creativity and a sense of independence.

EHE (23 —) 100%
BENCBITAZREE AL BHOTEELEZA-RX
#RAIZIFHEY, ENEERFHERLTIRET 5,

Training (Seminar) 100%
Out-of—class study: Write summary on papers (1 per
month) together with own opinion.

EE&-EE 100%
BENIBITRIEE AR . ZELE-FHEEEYRLIT
L\, BRETEEEHOSWNEMIZEERT 5,

Experiment, Practice 100%

Requirement to earn credit

nTWsZé,

K¢ -5EXE 1.Ptinciples and Practice of Clinical Research, John I |1.Ptinciples and Practice of Clinical Research, John I 1.Ptinciples and Practice of Clinical Research, John I |1.Ptinciples and Practice of Clinical Research, John I 1.Ptinciples and Practice of Clinical Research, John I |1.Btinciples and Practice of Clinical Research, John I
Textbook Gallin, Frederick P Oganibene, Academic Press Gallin, Frederick P Oganibene, Academic Press Gallin, Frederick P Oganibene, Academic Press Gallin, Frederick P Oganibene, Academic Press Gallin, Frederick P Oganibene, Academic Press Gallin, Frederick P Oganibene, Academic Press
2EBRAEDEE 7TODRATYTTESHETH A [2. A Guide to Clinical Research: Learning Research 2ERRTAEDEE 7ODATYT TESHETH A |2. A Guide to Clinical Research: Learning Research 2ERAENDEIE 7TONDRATYTTESHETHA (2. A Guide to Clinical Research: Learning Research
Y E2R (&), BRE—. BEEEMFITH |Design in Seven Steps, 2nd Edition (Volume 1) - Y FEhR (&), BRE—. @EEETLMAFISH |Design in Seven Steps, 2nd Edition (Volume 1) — Y EokR (b)) BRE—. BEERIT A |Design in Seven Steps, 2nd Edition (Volume 1) —
¥ Shunichi Fukuhara, Institute for Health Outcomes & 1B Shunichi Fukuhara, Institute for Health Outcomes & & Shunichi Fukuhara, Institute for Health Outcomes &
SEBERAEDEIE 7TODRTYITTESHETH A |Process Evaluation Research SERAEDEE 7TODRTYIT TESHETH A |Process Evaluation Research SEIRMIZEDEE 7ONDATYTTREAMETH A |Process Evaluation Research
Y FR (T, BRE—. BEEREMIZHE (3. A Guide to Clinical Research: Learning Research Y FER (). BREZ—. @EEETMPIZEH |3. A Guide to Clinical Research: Learning Research Y FER (%), BRE—. BEEETMPZE# |3. A Guide to Clinical Research: Learning Research
& Design in Seven Steps, 2nd Edition (Volume 2) — 1B Design in Seven Steps, 2nd Edition (Volume 2) — 1 Design in Seven Steps, 2nd Edition (Volume 2) -
Shunichi Fukuhara, Institute for Health Outcomes & Shunichi Fukuhara, Institute for Health Outcomes & Shunichi Fukuhara, Institute for Health Outcomes &
Process Evaluation Research Process Evaluation Research Process Evaluation Research
HAMBEH BEAEGEH 80% L EDOHTE Requirement to earn credit: Attendance 80% or more. |BA{ENIFEH:80% LI EDHE Requirement to earn credit: Attendance 80% or more. |BA{IERISE{4:80% LI LD HFE, SBOMHI1ZERKS |Requirement to earn credit: Attendance 80% or more.
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Attendance to other lab: Recommended
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Attendance to other lab: Recommended
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Practice in Clinical Pathophvsiology I II

BE PR R AR AR R ER S ] |

Practice in Clinical Pathophvsiologv I. II
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Notes
thZRERBEDREE FRPRR REfRBAAE T 11 Seminar in Clinical Pathophysiology I, II % R 9% BB fiZ BA 2 45 5m1L 11 Lecture and Discussion in Clinical Pathophysiology I, Il |E& KRR AEARBAE 4RI I Lecture and Discussion in Clinical Pathophysiology I, II

Seminar in Clinical Pathophvsiologv 1. II
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