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ICH E6(R3) GCP Principles

/ Overarching Principles that Apply across the Board
Draft Principles
published in April 2021

GCP for Considerations | <
Interventiona| for non-traditional ¥
clinical trials interventional
clinical trials

Annex-2
Additional considerations for
non-traditional interventional
clinical trials not addressed in

Annex-1

Annex-1
Reflects the concepts in

E6(R2) (with updates and
refinements as needed)
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y

o 233 stakeholder comments
o E.g., digital data flow

* Responsibilities
o 170 stakeholder comments

* Monitoring
o 69 stakeholder comments

First Topics for Drafting

Data Review and
Consolidation

* Data Management [ Data Governance

o E.g., responsibilities of the concerned parties in relation to new technology

o E.g., different types of monitoring, on-site, central, and remote

(5843EICHENE RS (20214F787H) PMDASFEIHRIFEIRRERILD)
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harmonisation for better health

Considerations for Data Management

 Systems and Data, missing/lack of details regarding

o Data Management and Statistical Analysis (5.5)

o Adding text to bridge between E6 and E9 and include essential
documents regarding these processes

o New technology and data types (e.g., wearables, artificial intelligence)
o More process and dataflow driven

o IT security, user management and validation

(584 3[EIICHENRFRES (2021F7H7H) PMDASREIHRELEIRRERLD)

y

ICH

harmonisation for better health

Considerations for Responsibilities

Clarifying investigator and sponsor responsibilities in new trial types (e.g.,

decentralised clinical trial settings)
Increasing amount of investigator systems

Contracts and agreements - clarification of requirements in relation to
investigator or sponsor responsibilities (complex trial landscape)

Acknowledgement of the diverse knowledge now required for trials

Prequalification and performance evaluation of vendors/CROs

(43EICHENERES (202146787H) PMDASIEIHRIEPREERLD) 14
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Case Studies from Stanford Biodesign
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Sean Carney

Chief Design Officer for
Philips & Philips Consumer
Lifestyle

As the head of the design
competence across the company,
he is leading global teams
delivering insight-driven,
meaningful innovation which bring
value to people and business.

Philips Innowitter @PhilipsBlore - 8/422H ~
Designing the solutions and co-creating with clinicians have achieved big
advancements in #Al and #BigData, says @SeanCarney2 (Head,Philips
Design) in Panel2: Achieving better healthcare outcomes at
#PhilipsDigiHealth19 #Philips #DigitalHealth
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NAEf4 76 5 BAEZE (45 BT A i Bh AR 4R ) T RRER 129 25
NAEES 26 = B (EHRBRE~RETHE) B R 160 22
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58 - Asymmetry Ratio (AR)

HAL group Control group Diff.(95%ClI) P
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0.5
0.4
0.3 NREFTIE .
o553 NEPFE 14 fE Rl B A =% 5 BRF ]
01 Asymmetry Ratio =
0 SRl B R =2 1R IR )
B HALBE T
-0.2 ‘ NFVAWE
-0.3
-0.4 —_— -
A HBIE U 7 FHIEIsEO A, HALBFE WiBB Tt »7=<
' HAL Ctrl WEICEIWZH DIFAREF TH o,
Defference of AR
at SWS
11
4,— %7
ST
20
(steps/min) HAL group | Control group |  Diff.(95%CI) o 15
Pre 985£20.7 | 1005371 .
5
Post 105.6+£21.6 105.1£36.9
min ©
Diff. 71+10.7 4.6+5.0 243 0.581 !
(-6.85, 11.71) -5
HAL Ctrl
Defference of
Cadence at MWS
(steps/min)
_I._I: =
=n [I]EEI
0.16
0.14
0.12
(m) HAL group Control group Diff.(95%Cl) P 0.1
0.08
Pre 0.49+0.12 0.46+0.15 0.06
Post 056+0.17 0.47+0.17 o
Diff. 0.07=0.06 0.0£0.02 0.06 0.008 " o
(0.02,0.11) o
HAL  Ctrl
Defference of SL
12 at MWS (m)

— 141 —




SBRDONE (EAXHME)

(R BRI ELD)

INT Y R DBE
(Berg Balance Scale) )

AIEDIEKR

HEERES

. (Fugl-Mayer Tz X 177)

HALBERDERRIER X XL SHERER

N | Eﬂdﬁﬁh‘ﬁﬁb’(b\%o
; 0 At .]ﬁﬁﬁﬁﬁg%ﬂ%ﬁo

60

50

| BRSTAELL TV,
I ENTOLEE

N
(o]

w
o

HRIck 2 INRIT & B
Cut off & Cut off f&

N
=3
T

SITEE (m/3)

o
T

HTHBRETH 5735 [TERRNEERTC 1T 75 <

o

HENEERTX THE
14

— 142 —




Original Article

J. Phys. Ther. Sci. 33; **~**, 2021

Journal of P!

y

SPTS

Effect of hybrid assistive limb treatment on LA UL ﬁlj Eﬁ%b{‘ BAhhn ‘i‘\ ﬁ%:% icH

maximal walking speed and six-minute walking

distance during stroke rehabilitation: a pilot study ZNZNIGMNRE DD T ?
Hirok1 WATANABE, RPT, PhDY, HipEO TsURUsHIMA, MD, PhDV*, Hisako YANAGI, MD, PhD? . ° . . hd @ A Eg %E T‘\ -a_ b“ |

U Department of Neurosurgery, Faculty of Medicine, University of Tsukuba: 1-1-I Tennodai, Tsukuba,

Ibaraki 305-8575, Japan

2 Department of Medical Science and Welfare, Faculty of Medicine, University of Tsukuba, Japan

Abstract. [Purpose] In stroke ilitation, gait the maximal walking speed and six-min-
ute walking distance, both of which have not been thoroughly investigated as determinants of walking ability. Here,
we assessed the methods for evaluating these gait parameters using clinical data on hybrid assistive limb treatment
compared with conventional training. [Participants and Methods] In total, 20 stroke patients (hybrid assistive limb
group, n=9; conventional group, n=11) participated in this randomized controlled trial. For 12 sessions (three times
per week in 4 weeks), the hybrid assistive limb and conventional groups performed gait treatment with hybrid as-
sistive limb and conventional gait training, respectively. Short physical performance battery and walking ability
(maximal walking speed and six-minute walking distance) were eval
the patients were divided further into two groups: low- and high-balance score groups. [Results] Maximum walking
speed and six-minute walking distance were significantly associated, with a positive relationship observed post-

d pre- and post-intervention.

intervention. The high-balance score group showed a signi 1 in the six-minute walking distance
compared to the low-balance score group. However, no signi imp in maxi walking speed was
observed between both groups. [Conclusion] Due to its sensitivity in d di in balance, si: inute

walking distance may be a useful for stroke ilitation, particularly in the recovery of

physiological walking ability.
Key words: Gait assessment, Stroke rehabilitation, Hybrid assistive limb

(This article was submitted Oct. 5, 2020, and was accepted Nov. 25, 2020)
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